
  
  
  

 
      

   
 

       
   

    
  

 
 

  
    

    
 

     
 

 
       

  
      
       

   
      

 
   

 
   
  
     
   
    
   
   

   
  

 
 

 

	 

	 
	 

	 

	 
	 
	 
	 
	 
	 
	 

	 

California State Board  of Pharmacy  
1625 N. Market  Blvd, N219,  Sacramento, CA 95834  
Phone:  (916) 574-7900  
Fax:  (916) 574-8618  
www.pharmacy.ca.gov   
 

BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

XV.	 Proposed Regulations to Add Title 16 California Code of Regulations (CCR) sections 1776 
et seq, Related to Prescription Drug Take-Back 

At the January 2016 Board Meeting, the board approved proposed text to add Sections 
1776 et seq of Title 16 CCR, related to Prescription Drug Take-Back Programs.   The 45-day 
comment period began on February 12, 2016 and ended March 28, 2016. Two regulation 
hearings were held on April 13, 2016 (one in Northern California and one in Southern 
California). 

At the April 2016 Board Meeting, the board approved a modified text to address concerns 
expressed during the 45-day comment period and at the regulation hearing. A 15-day 
comment period began on May 3, 2016 and ended May 18, 2016. 

The Board received several comments during the 15-day comment period. 

At this Meeting 
The board will have the opportunity to discuss the regulation, the comment received and 
determine what course of action it wishes to pursue.  Among its options: 

1.	 Adopt the regulation as approved at the April 2016 Board meeting. 
2.	 Amend the regulation to address the concerns expressed by stakeholders and 

notice the modified text for a second 15-day comment period. 
3.	 Return the regulation to the enforcement committee for further discussion. 

The attachments contain: 

1.	 The staff recommended modified regulation text based on comments received. 
2.	 The comments received by Section number with Staff Recommendations. 
3.	 The modified text as noticed on May 3, 2016 (Approved by Board on April 27, 2016). 
4.	 The comments received during the 15-day comment period. 
5.	 The comments received after the closure of the 15-day comment period. 
6.	 The comments received during the 45-day comment period. 
7.	 A comment received during the 45-day comment period that was inadvertently 

excluded from the April 2016 Board Meeting Materials. 
8.	 Letters from Alameda, San Mateo, San Francisco, Marin and Santa Clara County 

Supervisors 

http:www.pharmacy.ca.gov
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Title 16. Board of Pharmacy 
Modified Text 

Changes made to the originally proposed language are shown by strikethrough for deleted 
language and underline for added language. 

Changes made to the modified language are shown by blue double strikethrough for deleted 
language and red single underline for added language. 

Proposal to add new Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations and a new Article title as follows: 

Article 9.1. Prescription Drug Take-Back Programs 

Proposal to add § 1776 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors 

licensed by the board and licensed skilled nursing facilities may offer, under the requirements 

in this article, specified prescription drug take-back services to the public to provide options 

for the public to destroy dispose of unwanted, unused or outdated prescription drugs. Each of 

these entities must comply with regulations of the federal Drug Enforcement Administration 

(DEA) and the Board of Pharmacy regulations contained in this article. 


All board-licenseesd and DEA authorized collectors should be vigilant post signage, as defined 

in 1776.3, to prevent the public patients or their agents from disposing of prohibited items 

through drug take-back collection methods. Federal, state and other laws prohibit the deposit 

in drug take-back receptacles of the following in pharmaceutical take back receptacles: 

medical sharps and needles (e.g., insulin syringes), iodine-containing medications, mercury-

containing thermometers, radiopharmaceuticals, hazardous medications (cancer 

chemotherapy drugs, cytotoxic drugs), illicit drugs, and compressed cylinders or aerosols 

(e.g., asthma inhalers). 


Only California-licensed pharmacies, hospitals/clinics with onsite pharmacies, and drug 

distributors (licensed wholesalers and third- party logistics providers) who are registered 

with the Drug Enforcement Administration (DEA) as collectors, and licensed in good 

standing with the board, and not on probation and are also registered with the Drug 

Enforcement Administration as collectors may host a pharmaceutical take-back receptacle as 

participate in drug take back programs authorized under this article. 


Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Section 1317.40, Title 21
 
Code of Federal Regulations.
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Proposal to add § 1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

Section 1776.1 Pharmacies 
(a) Pharmacies may assist patients seeking to destroy unwanted, previously dispensed 

prescription drugs as provided in this article. Provision of such services is voluntary. 
(b) (a) Pharmacies may provide take-back services to the public patients as provided in 

sections 1776 - 1776.4. Retail pharmacies and hospital/clinics with onsite pharmacies may 
establish provide collection receptacles in their facilities. Pharmacies may operate provide 
collection receptacles as specified in in section 1776.4 in skilled nursing facilities licensed 
under California Health and Safety Code section 1250(c). 

(c) (b) There are multiple federal, and state and local requirements governing the collection 
and destruction of dangerous drugs. Pharmacies are expected to know and adhere to 
these requirements when operating a prescription drug take-back program. 

(d) (c) For purposes of this article, prescription drugs means dangerous drugs as defined by 
California Business and Professions Code section 4022, which includes including 
controlled substances. Controlled substances may be commingled in collection 
receptacles or mail back packages or envelopes with other dangerous drugs. Once drugs 
are deposited into a collection receptacle or mail back envelope or package by a 
consumer patient, they are not to be separated by pharmacy staff or others. 

(e) (d) The following dangerous drugs and devices are expressly prohibited from collection in 
a pharmacy’s prescription drug take-back collection receptacles: medical sharps and 
needles (e.g., insulin syringes), iodine-containing medications, mercury-containing 
thermometers, radiopharmaceuticals, antineoplastic agents (cancer chemotherapy drugs, 
cytotoxic drugs), and compressed cylinders or aerosols (e.g., asthma inhalers). Signage 
informing the public of the items prohibited from being deposited shall be placed posted on 
collection receptacles as referenced in section 1776.3. 

(f) (e) Prescription drugs that are eligible for collection in drug take-back programs operated 
by pharmacies are only those prescription drugs that have been dispensed by any 
pharmacy or practitioner to a patient or patient’s agent consumer. Dangerous drugs that 
have not been dispensed to patients consumers for use (such as outdated drug stock in a 
pharmacy, drug samples provided to a medical practitioner or medical waste) may not be 
collected in as part of a pharmacy’s drug take-back programs. 
(1) Pharmacy staff shall not review, accept, count, sort, or handle any prescription drugs 

returned from the public. 
(2) A pharmacy shall not accept or possess prescription drugs returned to the pharmacy 

by skilled nursing homes, residential care homes, other facilities, health care 
practitioners office, or other entities with commercial pharmaceutical waste, for deposit 
into the collection receptacle. 

(3) A pharmacy shall not dispose of quarantined, recalled or outdated prescription drugs 
from pharmacy stock in a drug take-back collection receptacle. Instead the pharmacy 
must return these items to a reverse distributor. 

(g) (f) A pharmacy must be registered with the federal Drug Enforcement Administration as a 
collector for purposes of operating maintaining providing a prescription drug take-back 
collection receptacle program.  Such pharmacies cannot employ anyone convicted of a 
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felony related to controlled substances, or anyone who has had a DEA permit denied, 
surrendered or revoked. 

(h)   (g) Any pharmacy that operates maintains a drug take-back collection receptacle program 
as authorized in this article shall notify the board on a form designated by the board within 
30 days of establishing the collection program.  Additionally: 
(1)  Any pharmacy that ceases to operate maintain a drug take-back collection receptacle 

program shall notify the board within 30 days on a form designated by the board. If the 
pharmacy later ceased to operate the collection receptacle, the pharmacy must notify 
the board within 30 days. 

(2) Any pharmacy operating a mail back program or maintaining collection receptacles 
shall identify to the board that it provides such services annually at the time of renewal 
of the pharmacy license, and shall identify all locations where its collection receptacles 
are located. 

(3)  Any tampering with a storage collection receptacle or theft of deposited drugs shall be 
reported to the board with 14 days. 

(4) Any tampering, damage or theft of a removed liner shall be reported to the board 
within 14 days. 

(i)	  (h) If the pharmacy later ceases to operate maintain the a registered collection receptacle, 
the pharmacy must notify the Drug Enforcement Administration within 30 days. 

(i) A pharmacy shall not provide a take-back services collection receptacle to for consumers, 
as provided in sections 1776 - 1776.4, if, in the professional judgment of the pharmacist in 
charge, the pharmacy cannot comply with the provisions of this article or the Drug 
Enforcement Administration rules. 

(j) A pharmacy shall not provide a take-back services collection receptacle to for consumers, 
as provided in sections 1776 - 1776.4, if the pharmacy or the pharmacist in charge is on 
probation with the Board, and, if the pharmacy had previously provided take-back 
services, the pharmacist in charge shall notify the Board and the Drug Enforcement 
Administration as required in subsections (h) and (i), above. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Section 4005, Business and Professions Code and Sections 1301.71, 1317.30,
 
1317.40, Title 21 Code of Federal Regulations.
 

Proposal to add § 1776.2 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.2 Mail Back Package and Envelope Services from Pharmacies 

(a) Pharmacies that provide prescription drug take-back services may do so by establishing 
providing mail back services, whereby the public may obtain from the pharmacy 
preaddressed mailing envelopes or packages containers to allow a consumer consumer or 
person lawfully entitled to dispose of the consumer’s property to for returning mail 
prescription drugs to an authorized Drug Enforcement Administration destruction location. 

(b) All envelopes and packages must be preaddressed to a location registered with the Drug 
Enforcement Administration as a collector that has onsite a method appropriate to destroy 
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the prescription drugs. The pharmacy is responsible for ensuring that all preaddressed 
envelopes and packages it makes available to the public are preaddressed to be delivered 
to facilities that comply with this section. 

(c) The preaddressed envelopes and packages must be water and spill proof, tamper evident, 
tear resistant and sealable. The exterior shall be nondescript and not include markings 
that indicate the envelope or package contains prescription drugs. Postage shall be 
prepaid on each envelope or package. 

(d) The preaddressed envelope and package shall contain a unique identification number for 
each envelope and package, and certain instructions for users that indicate the process to 
mail back drugs. 

(e) The pharmacy distributing mail back envelopes and packages shall create and maintain 
records required by section 1776.6. 

(f)  	Individuals who mail back prescription drugs as provided in this section do not need to 
identify themselves as the senders. 

(g)  Once filled with unwanted prescription drugs, the A pharmacy shall not accept any mail 
back packages or envelopes that contain drugs. Pharmacy staff shall direct Cconsumers 
shall be directed to mail the envelopes or packages or deposit them into a pharmaceutical 
take-back receptacle. shall be mailed and not accepted by the pharmacy for return, 
processing or holding. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Section 4005, Business and Professions Code and Sections 1317.70 and
 
1317.70, Title 21 Code of Federal Regulations.
 

Proposal to add § 1776.3 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.3 Collection Receptacles in Pharmacies 

(a) Pharmacies may that provide prescription drug take-back services to the public may do so 
by establishing a collection receptacle in the pharmacy whereby for the public to may 
deposit their unwanted prescription drugs for destruction. The receptacle shall be securely 
locked and substantially constructed, with a permanent outer container and a removable 
inner liner. In During hours when the pharmacy is closed, the collection receptacle shall be 
locked or made inaccessible not be accessible to the public for deposit of drugs. The 
pharmacy shall lock the deposit slot on the collection receptacle and physically block the 
public patients from access to the collection receptacle by some means. 

(b)  The pharmacy operating maintaining the collection receptacle must securely install the 
receptacle so it cannot be moved or removed. The receptacle shall be installed in an 
inside location within the pharmacy licensed premise, such that, where the receptacle is 
visible to pharmacy employees, but not located in or near emergency areas. 

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be 
located in an area that is regularly monitored by employees and not in the proximity of any 
emergency or urgent care areas. When the supervising pharmacy is closed, the collection 
receptacle shall be locked so that drugs may not be deposited into the collection 
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receptacle. When the collection receptacle is locked, the supervising pharmacy shall 
ensure that the collection receptacle is also physically blocked from public patient access 
by some means. 

(d) The receptacle shall include a small opening that allows deposit of drugs into the inside of 
the receptacle directly into the inner liner, but does not allow for an individual to reach into 
the receptacle’s contents. 

(e) The pharmacy is responsible for the management and maintenance of the receptacle. 
Pharmacy staff shall not accept, count, sort or handle prescription drugs returned from the 
public, but instead direct the public to deposit the drugs into the collection receptacle 
themselves. 

(f)	 A liner as used in this article shall be made of material that is certified by the manufacturer 
to meet the American Society for Testing Materials (ASTM) D1709 standard test for impact 
resistance of 165 grams (drop dart test), and the ASTM D1922 standards for tear 
resistance of 480 grams in both parallel and perpendicular planes. 
(1) The liner shall be waterproof, tamper evident and tear resistant. 
(2) The liner shall be opaque to prevent viewing or and discourage removal of any 

contents once the liner has been removed from a collection receptacle. The liner shall 
be clearly marked to display the maximum volume of contents (for example, in 
gallons). The liner shall bear a permanent, unique identification number established by 
the pharmacy or pre-entered onto the liner by the liner’s manufacturer or distributor. 

(g) The liner shall be removable as specified in this section. The receptacle shall allow the 
public to deposit prescription drugs into the receptacle for containment into the inner liner, 
without permitting access to or removal of prescription drugs already deposited into the 
collection receptacle and liner. Once a prescription drug or any other item is placed in the 
collection receptacle, the prescription drug or item cannot be removed or 
countedinventoried. 

(h) If the liner is not already itself rigid or already inside of a rigid container when as it is 
removed from the collection receptacle, the liner must be immediately placed in a rigid 
container and sealed as required by this section for storage, handling and transport. A 
rigid container may be disposable, reusable, or recyclable. Rigid containers shall be leak 
resistant, have tight-fitting covers, and be kept clean and in good repair. Rigid containers 
may be of any color. All rigid containers must meet standards of the United States 
Department of Transportation for transport of medical waste. The containers shall be 
capable of being sealed and be kept clean and in good repair. 

(i)	 The liner may be removed from a locked collection receptacle only by two employees of 
the pharmacy. Upon removal, these pharmacy employees who shall immediately seal the 
liner and record, in a written or electronic log, their participation in the removal of each 
liner from a collection receptacle. If the liner is not already contained in a rigid container 
within the receptacle, the two employees shall immediately place the liner in a rigid 
container. Liners and their rigid containers shall not be opened, x-rayed, analyzed or 
penetrated at any time by the pharmacy or pharmacy personnel. 

(j)	 Liners and their rigid containers that have been filled and removed from a collection 
receptacle must be stored in a secured, locked location in the pharmacy no longer than 
three 14 days. 

(k) The pharmacy shall maintain a written or electronic log to record information about all 
liners that have been placed into or removed from a collection receptacle. The log shall 
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contain: 
(1) The unique identification numbers of all unused liners in possession of the pharmacy, 
(2) The unique identification number and dates a liner is placed in the collection 


receptacle,
 
(3) The date the liner is removed from the collection receptacle, 
(4) The names and signatures of the two pharmacy employees who removed and 


witnessed the removal of a liner from the collection receptacle, and
 
(5) The date the liner was provided to a licensed DEA-registered reverse distributor for 

destruction, and the signature of the two pharmacy employees who witnessed the 
delivery to the reverse distributor. If a common carrier is used to transport the liner to 
the reverse distributor, the company used, the signature of the driver, and any related 
paperwork (invoice, bill of lading) must be recorded. 

(l)	 The pharmacy shall ensure the sealed inner liners and their contents are shipped to a 
reverse distributor's registered location by common or contract carrier (such as UPS, 
FEDEX or USPS) or by licensed reverse distributor pick-up at the licensed pharmacy's 
premises. 

(m) The collection receptacle shall contain signage developed by the board advising the public 
that it is permissible to deposit Schedule II-V drugs into the receptacle, but not permissible 
to deposit any Schedule I drugs into the collection receptacle. Labeling The signage shall 
also identify that medical sharps and needles (e.g., insulin syringes), iodine-containing 
medications, mercury-containing thermometers, radiopharmaceuticals, antineoplastic 
agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders or 
aerosols (e.g., asthma inhalers) may not be deposited into the receptacle. The name and 
phone number of the collector pharmacy responsible for the receptacle shall also be 
affixed to the collection receptacle. 

(n) The board shall develop signage to appear on the collection receptacle to provide 
consumer information about the collection process. 

Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Section 4005, Business and Professions Code and Sections 1304.22, 1317.05, 
1317.60, 1317.75, and 1317.80 Title 21 Code of Federal Regulations. 

Proposal to add § 1776.4 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

1776.4 Drug take-back Collection in Skilled Nursing Facilities 
Skilled nursing facilities licensed under Health and Safety Code section 1250(c) may 
participate in drug take-back programs as authorized by this article. 
(a) Skilled nursing facility personnel may dispose of a current or former resident’s unwanted 

or unused prescription drugs by using mail back packages or envelopes and packages 
based upon a request by the resident patient. Mail back envelopes and packages shall 
conform to the requirements specified in section 1776.2. Records shall be kept by the 
skilled nursing facility noting the specific drug and quantity of each prescription drug 
mailed back, the unique identification number of the mail back package and the 
preaddressed location to which the mail back envelope is sent. 

(b) Only retail pharmacies and hospitals/clinics with onsite pharmacies may establish 
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collection receptacles in skilled nursing facilities for the collection and ultimate disposal of 
unwanted prescription drugs. 
(1) Any pharmacy and hospital/clinic with an onsite pharmacy operating maintaining 

providing collection receptacles in skilled nursing facilities shall be registered and 
maintain registration with the DEA as collectors. 

(2) Any pharmacy or hospital/clinic with an onsite pharmacy that operates maintains 
provides a collection receptacle at a skilled nursing facility shall notify the board within 
30 days of establishing a collection receptacle on a form designated by the board. 

(3) Any pharmacy or hospital/clinic with an onsite pharmacy that ceases to operate 
maintain provide a collection site receptacle at a skilled nursing facility shall notify the 
board within 30 days on a form designated by the board. 

(4) Any pharmacy operating a collection receptacle site at a skilled nursing facility shall list 
all collection receptacles it operates maintains provides annually at the time of renewal 
of the pharmacy license. 

(c) When a pharmacy or hospital/clinic with an onsite pharmacy installs a collection receptacle 
in a skilled nursing facility, only the pharmacy shall remove, seal, transfer, and store or 
supervise the removal, sealing, transfer and storage of sealed inner liners at long-term 
care facilities as specified in this section. 

(d) Every pharmacy and hospital/clinic pharmacy that operates maintains provides a collection 
site receptacle at any skilled nursing facility shall notify the board within 14 days of any 
loss or theft from the collection receptacle or secured storage location for the storage of 
removed liners. 

(e) Within three business days after the permanent discontinuation of use of a medication by 
a prescriber, as a result of the resident’s transfer to another facility or as a result of death, 
the skilled nursing facility may place the patient’s unneeded prescription drugs into a 
collection receptacle. Records of such deposit shall be made in the patient’s records, with 
the name and signature of the employee discarding the drugs. 

(f)	 A collection receptacle must be located in a secured area regularly monitored by skilled 
nursing facility employees. 

(g) The collection receptacle shall be securely fastened to a permanent structure so that it 
cannot be moved or removed. The collection receptacle shall have a small opening that 
allows deposit of drugs into the inside of the collection receptacle and directly into the 
inner liner, but does not allow for an individual to reach into the receptacle’s contents. 

(h) The receptacle shall be securely locked and substantially constructed, with a permanent 
outer container and a removable inner liner. 
(1)  	The liner shall comply with provisions in this article. The receptacle shall allow deposit 

of prescription drugs into the receptacle for containment into the inner liner, without 
permitting access to or removal of prescription drugs already deposited into the 
collection receptacle and liner. Once a prescription drug or any other item is placed in 
the collection receptacle, the prescription drug or item cannot be viewed, removed or 
counted. 

(2)  If the liner is not already itself rigid or already inside of a rigid container as when it is 
removed from the collection receptacle, the liner must be immediately placed in a rigid 
container for storage, handling and transport.  A rigid container may be disposable, 
reusable, or recyclable. Rigid containers shall be leak resistant, have tight-fitting 
covers, and be kept clean and in good repair. Rigid containers may be of any color. All 
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rigid containers must meet standards of the United States Department of 
Transportation for transport of medical waste. The rigid containers shall be capable of 
being sealed and be kept clean and in good repair. 

(i)	 A liner as used in this article shall be made of material that is certified by the manufacturer 
to meet American Society for Testing Materials (ASTM) D1709 standard test for impact 
resistance of 165 grams (drop dart test), and the ASTM D1922 standards for tear 
resistance of 480 grams in both parallel and perpendicular planes. 
(1) The liner shall be waterproof, tamper evident and tear resistant. 
(2) The liner shall be opaque to prevent viewing or and discourage removal of any 

contents once the liner has been removed from a collection receptacle. The liner shall 
be clearly marked to display the maximum volume of contents (for example, in 
gallons). The liner shall bear a permanent, unique identification number established by 
the pharmacy or pre-entered onto the liner by the liner’s manufacturer. 

(j)	 The collection receptacle shall prominently display a sign indicating that prescription drugs 
and controlled drugs in Schedules II – V may be deposited. The name and phone number 
of the collector pharmacy responsible for the receptacle shall also be affixed to the 
collection receptacle. 

(k) Once deposited, the prescription drugs shall not be handled, counted, inventoried or 
otherwise individually handled. 

(l)	 The installation, removal, transfer and storage of inner liners shall be performed only by: 
(1) One employee of the authorized collector pharmacy and one supervisory level 

employee of the long-term care facility (e.g., a charge nurse or supervisor) designated 
by the authorized collector, or 

(2) By or under the supervision of two employees of the authorized collector pharmacy. 
(m) Sealed inner liners that are placed in a container may be stored at the skilled nursing 

facility for up to three business days in a securely locked, substantially constructed cabinet 
or a securely locked room with controlled access until transfer to a reverse distributor for 
destruction. 

(n) Liners still housed in a rigid container may be delivered to a reverse distributor for 
destruction by two pharmacy employees delivering the sealed inner liners in the rigid 
containers and their contents directly to a reverse distributor’s registered location, or by 
common or contract carrier or by reverse distributor pickup at the skilled nursing facility. 

(o) Records of the pickup, delivery and destruction shall be maintained that provide the date 
each sealed inner liner is transferred for destruction, the address and registration number 
of the reverse distributor or distributor to whom each sealed inner was transferred, the 
unique identification number and the size (e.g., 5 gallon,10 gallon) of each liner 
transferred, and if applicable, the names and signatures of the two employees who 
transported each liner Records which include the date, unique identification number and 
size (e.g., 5-gallon, 10-gallon, etc.) of each unused inner liner acquired, installed, removed 
and sealed, transferred to storage, and transferred for destruction; the address of the 
location where each receptacle with inner liner is maintained, the registration number of 
the collector, the address and registration number of the reverse distributor or distributor to 
whom each sealed inner liner was transferred, the names and signatures of the two 
employees that witnessed each installation, removal, transfer to storage, and transfer for 
destruction; and if applicable, the names and signatures of the two reverse distributor 
drivers who transport each liner. 
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Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Sections 1304.22, 1317.05,
 
1317.40, 1317.60, 1317.75, 1317.80, and 1317.95, Title 21 Code of Federal Regulations
 

Proposal to add § 1776.5 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.5 Reverse Distributors 
(a) A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 

provider) registered with the DEA as a collector may accept the sealed inner liners of 
collection receptacles. Once received, the reverse distributor shall establish maintain 
records required by this section. 

(b) A licensed reverse distributor may not open or survey examine count, inventory or 
otherwise sort or x-ray the contents of inner liners. All liners shall be incinerated destroyed 
by an appropriately licensed and registered DEA reverse distributor in a manner that 
makes the drugs irretrievable. 

(c) Two employees of the reverse distributor shall pick up or accept the receipt of inner liners 
from DEA registrants or common or contract carriers. 

(d) A reverse distributor shall not employ as an agent or employee anyone who has access to 
or influence over controlled substances, any person who has been convicted of any felony 
offense related to controlled substances or who at any time had a DEA registration 
revoked or suspended, or has surrendered a DEA registration for cause. 

(e) Each reverse distributor with an incineration destruction site shall maintain a record of the 
destruction on DEA form 41. The records shall be complete, accurate, and include the 
name and signature of the two employees who witness the destruction. 

(f)	 For each sealed liner or mail back package received from collectors or law enforcement 
pursuant to federal Title 21 CFR section 1317.55, the reverse distributor shall maintain 
records of the number of sealed inner liners or mail back envelopes/package, including 
the: 
(1) Date of acquisition; 
(2) Number and the size (e.g., five 10-gallon liners, etc.); 
(3) Inventory number of each liner or envelope/package; 
(4) The method of delivery to the reverse distributor, the signature of the individuals 

delivering the liners to the reverse distributor, and the reverse distributor’s employees 
who received the sealed liner; 

(5) The date, place and method of destruction; 
(6) Number of packages and inner liners received; 
(7) Number of packages and inner liners destroyed; and 
(8) The number and signature of the two employees of the registrant that witnessed the 

destruction. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Section 1301.71, 1304.21,
 
1304.22, 1317.15, and 1317.55 Title 21 Code of Federal Regulations.
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Proposal to add § 1776.6 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back
Services 
Each entity authorized by this article to collect unwanted prescription drugs from patients shall 
maintain the following records required by this article for three years. 
(a) When obtaining unused mail-back packages and envelopes for future distribution: 

(1) The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the pharmacy, the number of packages/envelopes made 
available to the public, and the unique identification number of each package. 

(2) For unused packages and envelopes provided to a skilled nursing facility or third party 
to make available to patients and other authorized individuals: the name of the third 
party and physical address of the location receiving the unused packages, date sent, 
and the number of unused packages sent with the corresponding unique identification 
number. 

(b) For each mail-back package or envelope distributed by a pharmacy, the pharmacy shall 
record the serial number of each package or envelope distributed and the date distributed. 

(c) For sealed mail-back packages received by the reverse distributor: the date of receipt and 
the unique identification of the individual package or envelope, 

(d) For sealed mail back packages destroyed onsite by the reverse distributor collector: 
number of sealed mail-back packages destroyed, the date and method of destruction, the 
unique identification number of each mail-back package destroyed, and the names and 
signatures of the two employees of the registrant who witness the destruction. 

(e) (a) For pharmacies using collection receptacles, the pharmacy licensee shall maintain the 
following records for each liner: 
(1) Date each unused liner is acquired, its unique identification number and size (e.g., five 

gallon, 10-gallon). The pharmacy shall assign the unique identification number if the 
liner does not already contain one. 

(2) Date each liner is installed in a collection receptacle, the address of the location where 
each liner is installed, the unique identification and size (e.g., five 5- gallon, 10- gallon), 
the registration number of the collector pharmacy, and the names and signatures of 
the two employees that witnessed each installation. 

(3) Date each inner liner is removed and sealed, the address of the location from which 
each inner liner is removed, the unique identification number and size (e.g., 5- gallon, 
10- gallon) of each inner liner removed, the registration number of the collector 
pharmacy, and the names and signatures of the two employees that witnessed each 
removal. 

(4) Date each sealed inner liner is transferred to storage, the unique identification and size 
(e.g., 5-gallon, 10- gallon) of each inner liner stored, and the names and signatures of 
the two employees that transferred each sealed inner liner to storage. 

(5) Date each sealed inner liner is transferred for destruction, the address and registration 
number of the reverse distributor or distributor to whom each sealed inner was 
transferred, the unique identification number and the size (e.g., 5- gallon, 10- gallon) of 
each liner transferred, and the names and signatures of the two employees who 
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transferred each sealed inner liner to the reverse distributor or distributor, or the 
common carrier who delivered it, and the signature of the driver. 

(b) For eEach reverse distributor (wholesaler or third-party logistics provider) that accepting 
accepts sealed mail-back packages: ; the date of receipt and the unique identification of 
the individual package or envelope. 

(c) For each reverse distributor that will destroy the mail-back packages: the number of 
sealed mail-back packages destroyed, the date and method of destruction, the unique 
identification number of each mail-back package destroyed, and the names and signatures 
of the two employees of the registrant who witness the destruction. 

(f) (d) For each reverse distributor (wholesaler or third-party logistics provider) accepting 
liners, the following records must be maintained, with recording taking place immediately 
upon receipt of a liner: 
(1) The date of receipt of each liner, the unique serial number of the liner, the pharmacy 

from which the liner was received, the method by which the liner was delivered to the 
reverse distributor (e.g., personal delivery by two pharmacy staff, shipping via common 
carrier or reverse distributor pick-up). 

(2) For each liner destroyed by the reverse distributor collector: the method and date of 
destruction, listed by the unique identification number of liner and other items required 
by (f)(1),  and the names and signatures of the two employees of the registrant who 
witness the destruction. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
4005, Business and Professions Code and Section 1317.22, Title 21 Code of Federal 
Regulations 
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Code 
Section Commenter Comment Staff 

Recommendations 

1776 San Luis Obispo 
Integrated Waste 

Commenter expressed concern that not all drug take-back kiosks accept controlled substances and those that do not 
should be not have to comply with the regulations. They recommended adding an statement that the regs only apply to 
those programs that collect contolled substances. 

Commenter also expressed concern that the Board is restricting pharmaceutical receptacles to Board licensees, 
eliminating the ability for non-licensees (ie Law Enforcement) to have receptacles. 

Reject comment. 
The Board only has 
jurisdiction over 
licensees; as such, 
these regulations 
would only apply to 
Board licensees. 
The Board does not 
want to limit 
collection to 
controlled vs non-
controlled as there is 
not a way to prevent 
controlled drugs 
from begin deposited 
into the receptacles 
designed for Non-
controlled only. 

1776 Doug Barcon, 
Pharm.D. 

Dr. Barcon requested clarification on Iodine products and requested the Board create a list. He indicated that the 
public may not be aware that a medication contains iodine. Dr. Barcon also indicated that the DEA allows collectors to 
view what is being deposited into the receptacles. He believes is is necessary to ensure prohibited items are not 
deposited. Finally, Dr. Barcon indicated that IV solutions and IV antibiotics should also be collected. 

Modify List? 

1776 
SF Dept of 
Environment and 
San Mateo Cty 

Commenter expressed concern that the language goes beyond DEA regulations and requested that the prohibited 
item list be removed from the regulation. Modify List? 

1776 RxSafeMarin Commenter requested that "illict drug" be removed as all drugs need to be removed from the street. 

Reject Comment. 
The DEA regulations 
do not permit 
collection of 
Schedule 1 "illict" 
drugs. 



 

 

 

 

 

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776 Kaiser Kaiser recommended removing the exclusion of chemo and cytotoxic drugs. They expressed concern that patients or 
caregivers may not know which medication is a chemo or cytotoxic drug. 

Reject Comment. 
Cytotoxic drugs are 
required to be 
labeled on the 
container. 

1776 City of Santa 
Rosa 

Commenter expressed concern about the term "be vigilant" and recommended that the langugage be changed to "post 
clear and specific signage" or "to the extent feasible" because staff are not allowed to review what is being deposited. 

Accept Comment. 
Staff recommends to 
add reference to 
signage as defined 
in 1776.3. 

1776 LA County 

Commenter expressed concern about the term "vigilant" and requested that the language be changed to: "take 
reasonable steps in a manner consistent with this chapter to" 

Commenter expressed concern about the list of drugs as the list is not identified by the DEA. They requested that the 
list be removed or revised to only limit non-drug items (ie. mercury containing devices). 

1. Accept Comment. 
Staff recommends to 
add reference to 
signage as defined 
in 1776.3. 

2. Modify List? 

1776 LA Waste Commenter expressed concern about the term "vigilant" and requested that the language be changed to: "take 
reasonable steps in a manner consistent with this chapter to" 

Accept Comment. 
Staff recommends to 
add reference to 
signage as defined 
in 1776.3. 



 

 

 
 

 
 

 

 

 
 

 

 

 

 
 

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.1 Anthony Riley, 
MD 

Dr. Riley recommends that Pharmacies be required to take back medications because patients routinely visit the 
pharmacy and pharmacies are equipped to handle the medication. He expressed that State Resources be offered to 
pharmacies to offset the cost. 

Reject comment. 
The Board is not 
making participation 
mandatory as the 
Board is aware that 
some pharmacies 
will not be able to 
comply with the 
requirements of the 
regulations. 
Additionally, the 
Board does not have 
the authority to 
allocate State 
Resources. 

1776.1(a) Kaiser 
Kaiser recommended that this section be added back in and read: No pharmacy may be mandated by any State 
regulation or local ordinance to participate as a collector of dangerous drugs, including but not limited to controlled 
substances. 

Reject Comment. 
While the Board 
supports voluntary 
participation, it is not 
the Board's intention 
to preempt local 
jurisdiction 
mandatory 
programs. 

1776.1(a) CHA CHA reiterated its position of non-mandatory participation and recommended that this remain for hospital/health 
systems. 

Reject Comment. 
While the Board 
supports voluntary 
participation, it is not 
the Board's intention 
to preempt local 
jurisdiction 
mandatory 
programs. 



 

 
 

 
 

 

 

 

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.1(b) CHA CHA recommended that "local" juridsication be removed as their expertise may run counter to what is deemed 
appropriate by state and federal authorities. 

Reject Comment. 
The DEA specify 
states (53554 of the 
Federal Register) 
that all drug disposal 
must be conducted 
consistent with 
Federal, State, and 
Local laws. 

1776.1(c) Sharps 
Commenter expressed concern about the term "consumer" and recommended that it be changed to "consumer or 
person lawfully entitled to dispose of the consumer’s property" to allow for family members or nursing facility staff to 
dispose of medication. 

Consumer's Agent? 

1776.1(d) LA County Commenter expressed concern about the list of drugs as the list is not identified by the DEA. They requested that the 
list be removed or revised to only limit non-drug items (ie. mercury containing devices). Modify List? 

1776.1(d) SF Dept of 
Environment 

Commenter expressed concern that the language goes beyond DEA regulations and requested that the prohibited 
item list be removed from the regulation. Modify List? 

1776.1(d) City of Santa 
Rosa 

Commenter expressed concern about the list of prohibited drugs as the DEA does not provide a list. They request that 
the list be removed. Modify List? 

1776.1(d) Kaiser Kaiser recommended removing the exclusion of chemo and cytotoxic drugs. They expressed concern that patients or 
caregivers may not know which medication is a chemo or cytotoxic drug. 

Reject Comment. 
Cytotoxic drugs are 
required to be 
labeled on the 
container. 



 

 

 
 

 
 

 

 
 

  

 
 

 
 

 

 
 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.1(e)(2) Doug Barcon, 
Pharm.D. Dr. Barcon requested clarification of "other entities" 

Accept Comment. 
Staff recommends 
language to add 
"entities with 
commerical 
pharmaceutical 
waste" 

1776.1(e)(2) SIRUM Commenter recommended adding "in a collection receptacle" to the end of the section to ensure that pharmacies can 
continue to take return non-collected prescription drugs from facilities (ie. skilled nursing homes). 

Accept comment. 
Staff recommends 
this change. 

1776.1(i) 
SF Dept of 
Environment and 
San Mateo Cty 

Commenter requested that this section be removed as it is unnecessary. They indicate that if a pharmacy cannot 
comply with the DEA, than it cannot collect controlled substances. 

Reject Comment. 
The Board's 
regulations are more 
detailed than the 
DEA's regulations. 
This section is 
necessary in the 
event that a 
pharmacy cannot 
comply with the 
regulations. 

1776.1(i) Kaiser 
Kaiser expressed concern that the pharmacy permit holder is not allowed to make the participation decisions when 
they may face civil action. Kaiser recommended that the language be modified to allow the permit holder authority to 
make the decision. 

Reject Comment. 
The PIC is 
responsible for what 
occurs within the 
pharmacy. 



 

  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 
 

 

 
 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.1(i) CA Product 
Stewardship Commenter recommends that this section be removed as it allows for an exemption without having to justify it. 

Reject comment. 
The Pharmacist is 
utilizing their 
professional 
judgment to 
determine if they can 
comply with the DEA 
or Board's 
regulations. 

1776.1(i) Clean Water 
Action 

Commenter recommends that this section be removed as it will discourage pharmacies from participating or confuse 
pharmacists. 

Reject Comment. 
The Pharmacist is 
utilizing their 
professional 
judgment to 
determine if they can 
comply with the DEA 
or Board's 
regulations. Not all 
pharmacies may 
have the resources 
or pharmacy space 
to have a receptacle. 

1776.1(i) San Luis Obispo 
Integrated Waste 

Commenter recommends changing "1776-1776.4" to "1776.3" so that if pharmacies do not have a collection bin, they 
can still provide mail back services. 

Reject Comment. 
Staff recommends 
changing "services" 
to "collection 
receptacle" to clearly 
identify that the 
pharmacy can still 
provide mail-back 
envelopes if they 
cannot provide a 
receptacle. 



 

 
 
 

 

 
 

 

 

 
 

 
 

 

 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.1(i) City of Santa 
Rosa 

Commenter requested that the reference sections be changed to 1776.3 only so that pharmacies who cannot have a 
receptacle, can still provide mail back services. 

Reject Comment. 
Staff recommends 
changing "services" 
to "collection 
receptacle" to clearly 
identify that the 
pharmacy can still 
provide mail-back 
envelopes if they 
cannot provide a 
receptacle. 

1776.1(i) CRA CRA expressed concern that the justification to not have a receptacle creates a burdensome administrative process. 
They recommended that the Board only require justification for pharmacies subject to a local mandate. 

Reject Comment. 
The regulation does 
not require 
paperwork be 
completed to not 
participate; however, 
if questioned by a 
mandatory local 
jurisdiction, the 
Pharmacist may 
have to explain their 
reasoning. 

1776.2 RxSafeMarin Commenter recommended that mailers be pre-printed for postage because the public shold not have to pay the 
postage. 

Accept Comment. 
Pre-Paid Postage is 
a DEA requirement. 



 

 
 

 

 

 
 

 

 
  

 
 

 
 

 

 

 

 
 

 

 
 

  
 

   
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.2 

LA County & LA 
W aste & SF 
Dept of 
Environment 

Commenter expressed concern that the language in this section is confusing and could be misconstrued. They 
recommended the following language: 
(a) Register with the DEA and the board as a collector. 
(b) Utilize mail-back envelopes and packages which meet the requirements of 21 CFR 1317.70(c) and make them 
available, for sale or for free, to the public directly or through another entity, including, but not limited to other 
pharmacies. 
(c) Follow the requirements of 21 CFR 1317.70(e) in conducting a mail-back program. 
(d) Have and utilize at their registered location a method of destruction which shall render the contents of the mail-
back envelopes and packages non-retrievable. 
1776.2.2 Requirements for Pharmacies Which Distribute Mail-Back Envelopes and Packages 
(a) Ensure that any mail-back envelopes or packages made available to the public are preaddressed to a location that 
complies with DEA and board requirements. 
(b) Direct the public to take mail-back envelopes or packages and their contents to common carrier or contract carrier 
indicated on the envelope or package. 

Reject Comment. 
Staff disagrees that 
the section is 
confusing; however, 
minor changes were 
made to text 

1776.2(a) Sharps 

Commenter expressed concern about the term "consumer" and recommended that it be changed to "consumer or 
person lawfully entitled to dispose of the consumer’s property" to allow for family members or nursing facility staff to 
dispose of medication. 

Additionally, commenter requested that "destruction location" be changed to " with onsite destruction" to comply with 
21 CFR 1317.70. 

1. Consumer's 
Agent? 

2. Reject Comment. 
Staff believes that 
authorized DEA 
destruction location 
is sufficient for the 
Board's regulations. 
Board inspectors will 
not know if the site 
has onsite 
destruction. 

1776.2(c) Doug Barcon, 
Pharm.D. 

Dr. Barcon expressed concern that the requirement for mail-back envelopes to be tear resistant was removed. He 
recommended that the requirement be added back in because of the odd shape of prescription containers. 

Accept comment. 
This is a DEA 
requirement. 

1776.2(d) Doug Barcon, 
Pharm.D. 

Dr. Barcon expressed concern that the requirement for preaddressed envelopes to have a unique ID number was 
removed when this is a requirement of the DEA. 

Accept comment. 
This is a DEA 
requirement. 



 

 

 
 

 
 

 

  

 
 

 

 
 

  
  

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.2(g) Sharps 
Commenter expressed concern about the term "consumer" and recommended that it be changed to "consumer or 
person lawfully entitled to dispose of the consumer’s property" to allow for family members or nursing facility staff to 
dispose of medication. 

Accept comment. 
This is permitted by 
DEA. Staff 
recommended 
adding this to the 
language. 

1776.3 CRA CRA recommended that "written" log be removed to allow for alternative record keeping systems. 
Accept comment. 
Staff recommends 
this change. 

1776.3 CHA CHA recommended that verbage should be added to explain what should occur if the deposit of inappropriate items is 
observed by staff and observed while transitioning the liner out of the receptacle. 

1776.3(a) & 
(c) LA County Commenter expressed concern that the physical barrier will add additional costs and provides little to no safety benefit. 

They recommended that the requirement be removed. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) Sharps Commenter expressed concern about the requirement to physically block the receptacle. Commenter believes it will 
discourage participation and requested that the requirement be removed. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) CRA 

CRA recommended that the requirement to physically block the public from access be removed. They recommended 
that the language be changed to: In During hours when the pharmacy is closed, the collection receptacle shall be 
locked or made otherwise inaccessible not be accessible to the public for deposit of drugs. The pharmacy shall lock 
the deposit slot on the collection receptacle and physically block the public patients from access to the collection 
receptacle by some means.” 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 



 

  

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(a) 
SF Dept of 
Environment and 
San Mateo Cty 

Commenter expressed concern that the requirement to block the receptacle goes beyond the DEA regulations. They 
recommended that the language be changed to "The receptacle shall be locked or made otherwise inaccessible  
to the public when an employee is not present." 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) Clean Water 
Action 

Commenter recommeded that the requirement to physically block the public from access be removed. They indicated 
that even if the receptacle is blocked, people may still leave medication next to the barrier. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) San Luis Obispo 
Integrated Waste 

Commenter recommeded that the requirement to physically block the public from access be removed. They indicated 
that the requirement exceeds Federal Requirements and could result in pharmacies not participating. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) LA Waste Commenter expressed concern that the language goes beyond DEA regulations and requested that the language to 
modified to use the DEA language. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 

1776.3(a) 

CA Product 
Stewardship & 
City of Santa 
Rosa 

Commenter recommends that the text be changed to read: “The collection receptacle shall be locked or made 
otherwise inaccessible to the public when not being regularly monitored by an employee so that drugs may 
not be deposited into the collection receptacle.” 

They indicated that requirement exceeds DEA requirements and could result in pharmacies not participating. 

Accept comment. 
Staff recommends 
that the language be 
changed to "locked 
or made 
inaccessible" 



 

 
 

 

 

 
 

 

 
 

  

 
 

 

 

 
 

 

 
 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(b) 

CA Product 
Stewardship & 
City of Santa 
Rosa 

Commenter recommends that the text be changed to read: “In non-hospital locations, the receptacle shall be 
installed in an inside location such that it can be seen from the pharmacy counter.” 

They indicated that language appears to apply to both hospital and non-hospital locations and limits the flexibilty for 
locations within hospitals. 

Accept comment. 
Staff Recommends 
that "pharmacy" be 
removed so that it 
reads licensed 
premise and visible 
to employees. 

1776.3(b) SF Dept of 
Environment 

The commenter expressed concern that the DEA does not require the receptacle be visible to "pharmacy" employees 
and requested that the language be changed to: "The receptacle shall be installed in an inside location, where 
the receptacle  is visible to employees." 

Accept comment. 
Staff Recommends 
that "pharmacy" be 
removed so that it 
reads licensed 
premise and visible 
to employees. 

1776.3(b) LA County The commenter expressed concern that the DEA does not require the receptacle be visible to "pharmacy" employees 
and requested that this requirement be changed. 

Accept comment. 
Staff Recommends 
that "pharmacy" be 
removed so that it 
reads licensed 
premise and visible 
to employees. 

1776.3(b) LA Waste Commenter requested that "pharmacy," "within the pharmacy premises," and "but not located in emergency areas" be 
removed as the DEA regulations do not specify this. 

Reject comment. 
The DEA specifically 
states "At a 
hospital/clinic: "A 
collection 
receptacle shall be 
located in an area 
regularly monitored 
by employees, and 
shall not be located 
in the proximity of 
any area where 
emergency or urgent 
care is provided." 



 

 
 

 

 
 

  

 

 

 

 

 
 

 

 

 

 

 
 

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(b) CHA CHA recommends allowing drug take-back receptacles near a emergency/urgent care area if deemed safe and 
appropriate by the PIC and hospital administration. 

Reject comment. 
The DEA specifically 
states "At a 
hospital/clinic: "A 
collection 
receptacle shall be 
located in an area 
regularly monitored 
by employees, and 
shall not be located 
in the proximity of 
any area where 
emergency or urgent 
care is provided." 

1776.3(c) Sharps 

Commenter expressed concern that the regulations require supervision of pharmacy employees within the hospital; 
however, the DEA regulation is not that restrictive and only states "monitored by employees." They recommended that 
the langauge be modified to: "When the supervising employees are not available for regular monitoring, the 
collection receptacle shall be locked so that drugs may not be deposited into the collection receptacle." 

Reject Comment. 
The Pharmacy within 
the Hospital is 
responsible for the 
receptacle. 

1776.3(c) 

CA Product 
Stewardship and 
San Mateo Cty 
and City of Santa 
Rosa 

Commenter recommends that the text be changed to read: “The collection receptacle shall be locked or made 
otherwise inaccessible to the public when not being regularly monitored by an employee so that drugs may 
not be deposited into the collection receptacle.” 

They indicated that requirement exceeds DEA requirements and do not allow flexibilty for hospitals. 

Reject Comment. 
The Pharmacy within 
the Hospital is 
responsible for the 
receptacle. 

1776.3(c) LA Waste 
Commenter requested that the language be changed to: "The collection receptacle shall be locked or made otherwise 
inaccessible to the public when not being regularly monitored by an employee so that drugs may not be deposited into 
the collection receptacle." 

Reject Comment. 
The Pharmacy within 
the Hospital is 
responsible for the 
receptacle. 

1776.3(c) SF Dept of 
Environment 

Commenter expressed concern that the requirement to block the receptacle goes beyond the DEA regulations. They 
recommended that the language be changed to "The receptacle shall be locked or made otherwise inaccessible  
to the public when not being regularyly monitored by an employee." 

Reject Comment. 
The Pharmacy within 
the Hospital is 
responsible for the 
receptacle. 



 

 

 

 

 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(f)(1) Doug Barcon, 
Pharm.D. Dr. Barcon recommended that the liners be puncture proof as sharps could be deposited. 

Reject comment. 
The Liners are 
required to meet 
ASTM D1709 
standard for impact 
and ASTM D12922 
standard for tear 
resistance. These 
standards would 
reduce the chance 
for a needle 
puncture. 

1776.3(h) Sharps 

Commenter expressed concern that the USDOT standards exceed DEA requirements and are overly burdensome. 
They recommended that the language be modified to: "If the liner is not already itself rigid or already inside of a 
rigid container when it is removed from the collection receptacle, the liner must be immediately placed in a 
rigid container for storage, handling and transport. A rigid container may be disposable, reusable, or 
recyclable. Rigid containers shall be leak resistant, have tight-fitting covers, and be kept clean and in good 
repair." 

OR 

"If the liner is not already itself rigid or already inside of a rigid container when it is removed from the 
collection receptacle, the liner must be immediately placed in a rigid container for storage, handling and 
transport. A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be leak 
resistant, have tight-fitting covers, and be kept clean and in good repair. All rigid containers must meet 
Department of Transportation testing for leak resistance, imperviousness to moisture, burst, tear and break 
resistance, and must be sealed to prevent leaks. 

Reject comment. 
The DEA specify 
states (53554 of the 
Federal Register) 
that all drug disposal 
must be conducted 
consistent with 
Federal, State, and 
Local laws. The DEA 
rule does not exempt 
from compliance 
with the USDOT. 



 

  
 

 

 
 

 
 

 
 

 

 

 
  

 

 

 

 

 
 

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(h) City of Santa 
Rosa 

Commenter expressed concern that the USDOT standards exceed DEA requirements. They recommended that the 
language be modified to: “A rigid container may be disposable, reusable, or recyclable (example: cardboard 
box). Rigid containers shall be capable of being sealed and be kept clean and in good repair. All drug disposal 
activities must be conducted in a manner consistent with this rule and all other applicable Federal, State, 
tribal, and local laws and regulations.” 

Reject comment. 
The DEA specify 
states (53554 of the 
Federal Register) 
that all drug disposal 
must be conducted 
consistent with 
Federal, State, and 
Local laws. The DEA 
rule does not exempt 
from compliance 
with the USDOT. 

1776.3(h) LA County Commenter requested the the DOT medical waste container requirement be removed as it is not included in the DEA 
regs. Reject Comment 

1776.3(h) 
LA Waste and 
SF Dept of 
Environment 

Commented indicated that home-generated pharmaceutical waste is not medical waste and requested that the 
"transport of medical waste" requirement be removed. Reject Comment. 

1776.3(i) City of Santa 
Rosa 

Commenter requested that two employees of the pharmacy be permitted to "supervise" the removal of the liner. They 
recommended the following text: "The liner may only be removed from a locked collection receptacle either by 
two employees of the pharmacy or under the direct supervision of two employees of the pharmacy." 

Reject Comment. 
The Pharmacy within 
the Hospital is 
responsible for the 
receptacle. 

1776.3(i) Doug Barcon, 
Pharm.D. 

Dr. Barcon recommended that needle sticks be reported to the Board and that the Board compile statistics on the 
frequency of needle sticks to modify the regulations in the future. 

Reject Comment. At 
this time staff does 
not recommend that 
pharmacies be 
required to report 
needle sticks due to 
the administrative 
concerns for both 
the site and the 
Board. 



 

 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(i) SF Dept of 
Environment Commented requested that the 14 day storage requirement be changed to "promptly" to allow for greater flexibility. 

Reject comment. 
The use of the 
"promptly" is vague 
and subject to 
interpretation. The 
14 day storage 
requirement sets a 
clear guideline and 
allows for sufficient 
flexibility. 

1776.3(k)(1) City of Santa 
Rosa 

Commenter recommends that the requirement to log unused liners be removed as it could lead is misplaced 
packages. 

Accept comment. 
Board staff 
recommends that 
the recording of 
unused liners be 
removed. 

1776.3(k)(1) San Luis Obispo 
Integrated Waste Commenter recommends that the requirement to log unused liners be removed as it serves no useful purpose. 

Accept comment. 
Board staff 
recommends that 
the recording of 
unused liners be 
removed. 

1776.3(k)(4) City of Santa 
Rosa Commenter requested that "and" be changed to "or" to be consistent with DEA regulations. 

Reject Comment. 
The DEA specifically 
requires the name 
and signature for 
removal 
1304.22(f)(2)(iii) 

1776.3(k)(5) 

LA County & LA 
W aste & SF 
Dept of 
Environment 

Commenter requested that the requirement to have a driver sign to transport the liner to the reverse distributor as 
some common carriers do not permit the drivers to sign. 

Accept comment. 
Staff Recommends 
deleting the driver 
signature. 



 

  

 

 
 

  

 
  

 

 

 
 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.3(m) City of Santa 
Rosa 

Commenter expressed concern that the language in this section is inconsistent with 1776.4(j) and requested that the 
language be changed to: "The collection receptacle shall prominently display a sign indicating that only 
Schedule II – V controlled and non-controlled substances may be deposited." 

Modify List? 

1776.3(m) Doug Barcon, 
Pharm.D. Dr. Barcon recommends that pictograms be used inaddition to text on receptacle signage. 

Reject Comment. 
The meaning of 
pictograms may be 
unclear or confusing 
to the public. 

1776.3(m) 
SF Dept of 
Environment and 
San Mateo Cty 

Commenter expressed concern about the list of prohibited drugs as the DEA does not provide a list. They request that 
the list be removed. Modify List? 

1776.4(a) Sharps 

Commenter expressed concern about the limitation placed with "skilled nursing facility personnel" and requested that 
the language be modified to add: Mail back envelopes and packages may also be provided to residents in 
Assisted Living/Retirement Communities for the Elderly in accordance to DEA 1370" to allow assited living and 
residential care facilities to participate. 

Reject comment. 
These regulations do 
not address assisted 
living facilities. The 
use of mail back 
envelopes is not 
restricted. 

1776.4(a) City of Santa 
Rosa 

Commenter states that this section is more restrictive than the DEA requirements and requested that the language be 
deleted. 

Reject Comment. 
Board staff 
disagrees that the 
language is more 
restrictive. 



 

 
 

 
 

 
 

 

 
 

 
 

 
 

  
 

 

 
 

 
 

 
 

  

Code 
Section Commenter Comment Staff 

Recommendations 

1776.4(h)(2) Sharps 

Commenter expressed concern that the USDOT standards exceed DEA requirements and are overly burdensome. 
They recommended that the language be modified to: "If the liner is not already itself rigid or already inside of a 
rigid container when it is removed from the collection receptacle, the liner must be immediately placed in a 
rigid container for storage, handling and transport. A rigid container may be disposable, reusable, or 
recyclable. Rigid containers shall be leak resistant, have tight-fitting covers, and be kept clean and in good 
repair." 

OR 

"If the liner is not already itself rigid or already inside of a rigid container when it is removed from the 
collection receptacle, the liner must be immediately placed in a rigid container for storage, handling and 
transport. A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be leak 
resistant, have tight-fitting covers, and be kept clean and in good repair. All rigid containers must meet 
Department of Transportation testing for leak resistance, imperviousness to moisture, burst, tear and break 
resistance, and must be sealed to prevent leaks. 

Reject comment. 
The DEA specify 
states (53554 of the 
Federal Register) 
that all drug disposal 
must be conducted 
consistent with 
Federal, State, and 
Local laws. The DEA 
rule does not exempt 
from compliance 
with the USDOT. 

1776.4(h)(2) City of Santa 
Rosa 

Commenter expressed concern that the USDOT standards exceed DEA requirements. They recommended that the 
language be modified to: “A rigid container may be disposable, reusable, or recyclable (example: cardboard 
box). Rigid containers shall be capable of being sealed and be kept clean and in good repair. All drug disposal 
activities must be conducted in a manner consistent with this rule and all other applicable Federal, State, 
tribal, and local laws and regulations.” 

Reject comment. 
The DEA specify 
states (53554 of the 
Federal Register) 
that all drug disposal 
must be conducted 
consistent with 
Federal, State, and 
Local laws. The DEA 
rule does not exempt 
from compliance 
with the USDOT. 

1776.4(h)(2) SF Dept of 
Environment 

Commented indicated that home-generated pharmaceutical waste is not medical waste and requested that the 
"transport of medical waste" requirement be removed. Reject Comment. 



 

  

 
 

 
 

  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.4(n) SF Dept of 
Environment 

Commenter expressed concern that the DEA regulations do not allow Pharmacy employees to delivery liners for 
destruction. They requested that the language be changed to eliminate "two pharmacy employees delivering" 

Accept Comment. 
The DEA allows for 
delivery by 
common/contract 
carrier 
(1317.02(c)(2)(iv)) 
Staff recommended 
a language change. 

1776.4(n) City of Santa 
Rosa 

Commenter expressed concern that this section differs from the DEA regulation and recommends that the language 
be changed to: "Liners may be delivered to a reverse distributor’s registered location by common or contract 
carrier pick-up or by reverse distributor pick-up." 

Accept Comment. 
The DEA allows for 
delivery by 
common/contract 
carrier 
(1317.02(c)(2)(iv)) 
Staff recommended 
a language change. 

1776.4(n) Sharps Commenter expressed concern that the language allows pharmacy employees to deliver liners to the a reverse 
distributor; however, this is not allowed by the DEA. They recommended that this language be removed. 

Accept Comment. 
The DEA allows for 
delivery by 
common/contract 
carrier 
(1317.02(c)(2)(iv)) 
Staff recommended 
a language change. 

1776.4(o) Sharps 

Commenter expressed concern that the record keeping requirements are not specific enough and need to be modified 
to: "Records which include the date, unique identification number and size (e.g., 5-gallon, 10-gallon, etc.) of 
each unused inner liner acquired, installed, removed and sealed, transferred to storage, and transferred for 
destruction; the address of the location where each receptacle with inner liner is maintained, the registration 
number of the collector, the address and registration number of the reverse distributor or distributor to whom 
each sealed inner liner was transferred, the names and signatures of the two employees that witnessed each 
installation, removal, transfer to storage, and transfer for destruction; and if applicable, the names and 
signatures of the two reverse distributor drivers who transport each liner." 

Accept comment. 
Board staff 
recommends using 
the language 
provided by Sharps. 



 

 
 

 
 

 
 

 
 

 

 

 
 
 

 
 

 
 

  
 

 
 

 
 

  

 

 

Code 
Section Commenter Comment Staff 

Recommendations 

1776.5(a) Sharps 

Commenter expressed concern that a reverse distributor is only registed as a collector for mail back services and not 
for liners. They recommended that the language be changed to: "A licensed reverse distributor (either a reverse 
wholesaler or a reverse third-party logistics provider) registered with the DEA, may accept the sealed inner 
liners of collection receptacles at the reverse distributor’s registered location by common or contract carrier 
pick-up, or by reverse distributor pick-up at the collector’s authorized collection location. Once received, the 
reverse distributor shall establish records required by this section." 

Accept comment. 
However, staff 
recommends that 
the "as a collector" 
be removed instead 
of comments 
language. 

1776.5(a) City of Santa 
Rosa 

Commenter expressed concern that a reverse distributor is only registed as a collector for mail back services and not 
for liners. They recommended that the language be changed to: “A licensed reverse distributor (either a reverse 
wholesaler or a reverse third-party logistics provider) registered with the DEA may accept the sealed inner 
liners of collection receptacles. Once received, the reverse distributor shall establish records required by this 
section.” 

Accept comment. 
Staff recommends 
using this language. 

1776.5(e) City of Santa 
Rosa 

Commenter expressed concern that the language references "incineration" however, incineration is not required by the 
DEA. They recommended that the term be changed to "destruction" 

Accept Comment. 
Staff recommends 
changing 
"incineration" to 
"destruction." 

1776.6 SF Dept of 
Environment 

Commenter states that there are no records specified following the beginning statement and request that the language 
be changed to "all required records" 

Reject comment. 
The records are 
defined within the 
section. 

1776.6(b) & 
(c) Kaiser 

Kaiser expressed concern that the language in 1776.2 removed the unique identifier requirement for mail-back 
envelopes, but reverse distributors are still required to record it. Additionally, Kaiser states that the DEA regs do not 
require a unique identification number. 

Reject comment. 
The unique ID is 
required in the DEA 
regulations. 
(1317.70) 

1776.6(d)(1) City of Santa 
Rosa 

Commenter expressed concern that this section differs from the DEA regulation and recommends that the language 
be changed to: “. . . the method by which the liner was delivered to the reverse distributor (e.g., shipping via 
common carrier, reverse distributor pick-up)” 

Accept Comment. 
The liners cannot be 
delivered by 
pharmacy staff. 



 

 

 

 
 

 
 

 
 

 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

Code 
Section Commenter Comment Staff 

Recommendations 

Overall San Luis Obispo 
Integrated Waste 

Commenter indicated that the Board does not have the authority to regulate "pharmaceutical waste" and 
recommended that a legislative amendment to HS 118275 be pursued. 

Overall Clean Water 
Action 

Commenter expressed concern that the regulation limits drug take-back to prescription medication. This would 
eliminate the ability to dispose of OTC in pharmacy collection receptacles. They recommended that the reference to 
"prescription drugs" be removed from the entire reguation or add reference to OTCs. 

Reject comment. 
The Board only has 
jurisdiction over 
prescription drugs. 
Additionally, the DEA 
regulations only 
apply to unused 
prescription drugs. 

Overall CA Product 
Stewardship 

Commenter expressed concern that the regulation limits drug take-back to prescription medication. This would 
eliminate the ability to dispose of OTC in pharmacy collection receptacles. They recommended that the reference to 
"prescription drugs" be removed from the entire reguation or add reference to OTCs. 

Reject comment. 
The Board only has 
jurisdiction over 
prescription drugs. 
Additionally, the DEA 
regulations only 
apply to unused 
prescription drugs. 

Overall LA Waste 
Commenter expressed concern that the regulation limits drug take-back to prescription medication. This would 
eliminate the ability to dispose of OTC in pharmacy collection receptacles. They recommended that the reference to 
"prescription drugs" be removed from the entire reguation or add reference to OTCs. 

Reject comment. 
The Board only has 
jurisdiction over 
prescription drugs. 
Additionally, the DEA 
regulations only 
apply to unused 
prescription drugs. 
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Title 16. Board of Pharmacy
 

Modified Text
 

Proposal to add new Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations and a new Article title as follows: 

Article 9.1. Prescription Drug Take-Back Programs 

Proposal to add § 1776 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors 

licensed by the board and licensed skilled nursing facilities may offer, under the requirements 

in this article, specified prescription drug take-back services to the public to provide options 

for the public to destroy unwanted, unused or outdated prescription drugs. Each of these 

entities must comply with regulations of the federal Drug Enforcement Administration and the 

Board of Pharmacy regulations contained in this article. 


All board-licensed authorized collectors should be vigilant to prevent the public patients or their
 
agents from disposing of prohibited items through drug take-back collection methods.
 
Federal, state and other laws prohibit the deposit in drug take-back receptacles of the
 
following in pharmaceutical take back receptacles: medical sharps and needles (e.g., insulin
 
syringes), iodine-containing medications, mercury-containing thermometers,
 
radiopharmaceuticals, hazardous medications (cancer chemotherapy drugs, cytotoxic drugs),
 
illicit drugs, and compressed cylinders or aerosols (e.g., asthma inhalers).
 

Only California-licensed pharmacies, hospitals/clinics with onsite pharmacies, and drug 

distributors (licensed wholesalers and third- party logistics providers) who are registered 

with the Drug Enforcement Administration (DEA) as collectors and licensed in good 

standing with the board and are also registered with the Drug Enforcement Administration 

as collectors may host a pharmaceutical take-back receptacle as participate in drug take 

back programs authorized under this article. 


Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Section 1317.40, Title 21
 
Code of Federal Regulations.
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Proposal to add § 1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

Section 1776.1 Pharmacies 
(a) Pharmacies may assist patients seeking to destroy unwanted, previously dispensed 

prescription drugs as provided in this article. Provision of such services is voluntary. 
(b) (a) Pharmacies may provide take-back services to the public patients as provided in 

sections 1776 - 1776.4. Retail pharmacies and hospital/clinics with onsite pharmacies may 
establish collection receptacles in their facilities. Pharmacies may operate collection 
receptacles as specified in in section 1776.4 in skilled nursing facilities licensed under 
California Health and Safety Code section 1250(c). 

(c) (b) There are multiple federal, and state and local requirements governing the collection 
and destruction of dangerous drugs. Pharmacies are expected to know and adhere to 
these requirements when operating a prescription drug take-back program. 

(d) (c) For purposes of this article, prescription drugs means dangerous drugs as defined by 
California Business and Professions Code section 4022, which includes including 
controlled substances. Controlled substances may be commingled in collection 
receptacles or mail back packages or envelopes with other dangerous drugs. Once drugs 
are deposited into a collection receptacle or mail back envelope or package by a 
consumer patient, they are not to be separated by pharmacy staff or others. 

(e) (d) The following dangerous drugs and devices are expressly prohibited from collection in 
a pharmacy’s prescription drug take-back collection receptacles: medical sharps and 
needles (e.g., insulin syringes), iodine-containing medications, mercury-containing 
thermometers, radiopharmaceuticals, antineoplastic agents (cancer chemotherapy drugs, 
cytotoxic drugs), and compressed cylinders or aerosols (e.g., asthma inhalers). Signage 
informing the public of the items prohibited from being deposited shall be placed posted on 
collection receptacles as referenced in section 1776.3. 

(f) (e) Prescription drugs that are eligible for collection in drug take-back programs operated 
by pharmacies are only those prescription drugs that have been dispensed by any 
pharmacy or practitioner to a patient or patient’s agent consumer. Dangerous drugs that 
have not been dispensed to patients consumers for use (such as outdated drug stock in a 
pharmacy, drug samples provided to a medical practitioner or medical waste) may not be 
collected in as part of a pharmacy’s drug take-back programs. 
(1) Pharmacy staff shall not review, accept, count, sort, or handle any prescription drugs 

returned from the public. 
(2) A pharmacy shall not accept or possess prescription drugs returned to the pharmacy 

by skilled nursing homes, residential care homes, other facilities, health care 
practitioners or other entities. 

(3) A pharmacy shall not dispose of quarantined, recalled or outdated prescription drugs 
from pharmacy stock in a drug take-back collection receptacle. Instead the pharmacy 
must return these items to a reverse distributor. 

(g) (f) A pharmacy must be registered with the federal Drug Enforcement Administration as a 
collector for purposes of operating maintaining a prescription drug take-back collection 
receptacle program.  Such pharmacies cannot employ anyone convicted of a felony 
related to controlled substances, or anyone who has had a DEA permit denied, 
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surrendered or revoked. 
(h)   (g) Any pharmacy that operates maintains a drug take-back collection receptacle program 

as authorized in this article shall notify the board on a form designated by the board within 
30 days of establishing the collection program.  Additionally: 
(1)  Any pharmacy that ceases to operate maintain a drug take-back collection receptacle 

program shall notify the board within 30 days on a form designated by the board. If the 
pharmacy later ceased to operate the collection receptacle, the pharmacy must notify 
the board within 30 days. 

(2) Any pharmacy operating a mail back program or maintaining collection receptacles 
shall identify to the board that it provides such services annually at the time of renewal 
of the pharmacy license, and shall identify all locations where its collection receptacles 
are located. 

(3)  Any tampering with a storage collection receptacle or theft of deposited drugs shall be 
reported to the board with 14 days. 

(4) Any tampering, damage or theft of a removed liner shall be reported to the board 
within 14 days. 

(i)	  (h) If the pharmacy later ceases to operate maintain the a registered collection receptacle, 
the pharmacy must notify the Drug Enforcement Administration within 30 days. 

(i) A pharmacy shall not provide take-back services to consumers, as provided in sections 
1776 - 1776.4, if, in the professional judgment of the pharmacist in charge, the pharmacy 
cannot comply with the provisions of this article or the Drug Enforcement Administration 
rules. 

(j) A pharmacy shall not provide take-back services to consumers, as provided in sections 
1776 - 1776.4, if the pharmacy or the pharmacist in charge is on probation with the Board, 
and, if the pharmacy had previously provided take-back services, the pharmacist in charge 
shall notify the Board and the Drug Enforcement Administration as required in subsections 
(h) and (i), above. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Section 4005, Business and Professions Code and Sections 1301.71, 1317.30,
 
1317.40, Title 21 Code of Federal Regulations.
 

Proposal to add § 1776.2 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.2 Mail Back Package and Envelope Services from Pharmacies 

(a) Pharmacies that provide prescription drug take-back services may do so by establishing 
providing mail back services, whereby the public may obtain from the pharmacy 
preaddressed mailing envelopes or packages containers to allow a consumer to for 
returning prescription drugs to an authorized Drug Enforcement Administration destruction 
location. 

(b) All envelopes and packages must be preaddressed to a location registered with the Drug 
Enforcement Administration as a collector that has onsite a method appropriate to destroy 
the prescription drugs. The pharmacy is responsible for ensuring that all preaddressed 
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envelopes and packages it makes available to the public are preaddressed to be delivered 
to facilities that comply with this section. 

(c) The preaddressed envelopes and packages must be water and spill proof, tamper evident, 
tear resistant and sealable. The exterior shall be nondescript and not include markings 
that indicate the envelope or package contains prescription drugs. Postage shall be 
prepaid on each envelope or package. 

(d) The preaddressed envelope and package shall contain a unique identification number for 
each envelope and package, and certain instructions for users to mail back drugs. 

(e) The pharmacy distributing mail back envelopes and packages shall create and maintain 
records required by section 1776.6. 

(f)  	Individuals who mail back prescription drugs as provided in this section do not need to 
identify themselves as the senders. 

(g)  Once filled with unwanted prescription drugs, the A pharmacy shall not accept any mail 
back packages or envelopes that contain drugs. Consumers shall be directed to mail the 
envelopes or packages or deposit them into a pharmaceutical take-back receptacle. shall 
be mailed and not accepted by the pharmacy for return, processing or holding. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Section 4005, Business and Professions Code and Sections 1317.70 and
 
1317.70, Title 21 Code of Federal Regulations.
 

Proposal to add § 1776.3 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.3 Collection Receptacles in Pharmacies 

(a) Pharmacies may that provide prescription drug take-back services to the public may do so 
by establishing a collection receptacle in the pharmacy whereby for the public to may 
deposit their unwanted prescription drugs for destruction. The receptacle shall be securely 
locked and substantially constructed, with a permanent outer container and a removable 
inner liner. In During hours when the pharmacy is closed, the collection receptacle shall 
not be accessible to the public for deposit of drugs. The pharmacy shall lock the deposit 
slot on the collection receptacle and physically block the public patients from access to the 
collection receptacle by some means. 

(b)  The pharmacy operating maintaining the collection receptacle must securely install the 
receptacle so it cannot be moved or removed. The receptacle shall be installed in an 
inside location within the pharmacy premise, where the receptacle is visible to pharmacy 
employees, but not located in or near emergency areas. 

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be 
located in an area that is regularly monitored by employees and not in the proximity of any 
emergency or urgent care areas. When the supervising pharmacy is closed, the collection 
receptacle shall be locked so that drugs may not be deposited into the collection 
receptacle. When the collection receptacle is locked, the supervising pharmacy shall 
ensure that the collection receptacle is also physically blocked from public patient access 
by some means. 
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(d) The receptacle shall include a small opening that allows deposit of drugs into the inside of 
the receptacle directly into the inner liner, but does not allow for an individual to reach into 
the receptacle’s contents. 

(e) The pharmacy is responsible for the management and maintenance of the receptacle. 
Pharmacy staff shall not accept, count, sort or handle prescription drugs returned from the 
public, but instead direct the public to deposit the drugs into the collection receptacle 
themselves. 

(f)	 A liner as used in this article shall be made of material that is certified by the manufacturer 
to meet the American Society for Testing Materials (ASTM) D1709 standard test for impact 
resistance of 165 grams (drop dart test), and the ASTM D1922 standards for tear 
resistance of 480 grams in both parallel and perpendicular planes. 
(1) The liner shall be waterproof, tamper evident and tear resistant. 
(2) The liner shall be opaque to prevent viewing or removal of any contents once the liner 

has been removed from a collection receptacle. The liner shall be clearly marked to 
display the maximum contents (for example, in gallons). The liner shall bear a 
permanent, unique identification number established by the pharmacy or pre-entered 
onto the liner by the liner’s manufacturer or distributor. 

(g) The liner shall be removable as specified in this section. The receptacle shall allow the 
public to deposit prescription drugs into the receptacle for containment into the inner liner, 
without permitting access to or removal of prescription drugs already deposited into the 
collection receptacle and liner. Once a prescription drug or any other item is placed in the 
collection receptacle, the prescription drug or item cannot be removed or counted. 

(h) If the liner is not already itself rigid or already inside of a rigid container when as it is 
removed from the collection receptacle, the liner must be immediately placed in a rigid 
container for storage, handling and transport. A rigid container may be disposable, 
reusable, or recyclable. Rigid containers shall be leak resistant, have tight-fitting covers, 
and be kept clean and in good repair. Rigid containers may be of any color. All rigid 
containers must meet standards of the United States Department of Transportation for 
transport of medical waste. The containers shall be capable of being sealed and be kept 
clean and in good repair. 

(i)	 The liner may be removed from a locked collection receptacle only by two employees of 
the pharmacy. Upon removal, these pharmacy employees who shall immediately seal the 
liner and record, in a written log, their participation in the removal of each liner from a 
collection receptacle. If the liner is not already contained in a rigid container within the 
receptacle, the two employees shall immediately place the liner in a rigid container. Liners 
and their rigid containers shall not be opened, x-rayed, analyzed or penetrated at any time 
by the pharmacy or pharmacy personnel. 

(j)	 Liners and their rigid containers that have been filled and removed from a collection 
receptacle must be stored in a secured, locked location in the pharmacy no longer than 
three 14 days. 

(k) The pharmacy shall maintain a written log to record information about all liners that have 
been placed into or removed from a collection receptacle. The log shall contain: 
(1) The unique identification numbers of all unused liners in possession of the pharmacy, 
(2) The unique identification number and dates a liner is placed in the collection 


receptacle,
 
(3) The date the liner is removed from the collection receptacle, 
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(4) The names and signatures of the two pharmacy employees who removed and 

witnessed the removal of a liner from the collection receptacle, and
 

(5) The date the liner was provided to a licensed DEA-registered reverse distributor for 
destruction, and the signature of the two pharmacy employees who witnessed the 
delivery to the reverse distributor. If a common carrier is used to transport the liner to 
the reverse distributor, the company used, the signature of the driver, and any related 
paperwork (invoice, bill of lading) must be recorded. 

(l)	 The pharmacy shall ensure the sealed inner liners and their contents are shipped to a 
reverse distributor's registered location by common or contract carrier (such as UPS, 
FEDEX or USPS) or by licensed reverse distributor pick-up at the licensed pharmacy's 
premises. 

(m) The collection receptacle shall contain signage developed by the board advising the public 
that it is permissible to deposit Schedule II-V drugs into the receptacle, but not permissible 
to deposit any Schedule I drugs into the collection receptacle. Labeling The signage shall 
also identify that medical sharps and needles (e.g., insulin syringes), iodine-containing 
medications, mercury-containing thermometers, radiopharmaceuticals, antineoplastic 
agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders or 
aerosols (e.g., asthma inhalers) may not be deposited into the receptacle. The name and 
phone number of the collector pharmacy responsible for the receptacle shall also be 
affixed to the collection receptacle. 

(n) The board shall develop signage to appear on the collection receptacle to provide 
consumer information about the collection process. 

Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Section 4005, Business and Professions Code and Sections 1304.22, 1317.05, 
1317.60, 1317.75, and 1317.80 Title 21 Code of Federal Regulations. 

Proposal to add § 1776.4 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

1776.4 Collection in Skilled Nursing Facilities 
Skilled nursing facilities licensed under Health and Safety Code section 1250(c) may 
participate in drug take-back programs as authorized by this article. 
(a) Skilled nursing facility personnel may dispose of a current resident’s unwanted or unused 

prescription drugs by using mail back packages or envelopes and packages based upon a 
request by the resident patient. Mail back envelopes and packages shall conform to the 
requirements specified in section 1776.2. Records shall be kept by the skilled nursing 
facility noting the specific quantity of each prescription drug mailed back, the unique 
identification number of the mail back package and the preaddressed location to which the 
mail back envelope is sent. 

(b) Only retail pharmacies and hospitals/clinics with onsite pharmacies may establish 
collection receptacles in skilled nursing facilities for the collection and ultimate disposal of 
unwanted prescription drugs. 
(1)  Any pharmacy and hospital/clinic with an onsite pharmacy operating maintaining 

collection receptacles in skilled nursing facilities shall be registered and maintain 
registration with the DEA as collectors. 
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(2)  Any pharmacy or hospital/clinic with an onsite pharmacy that operates maintains a 
collection receptacle at a skilled nursing facility shall notify the board within 30 days of 
establishing a collection receptacle on a form designated by the board. 

(3) Any pharmacy or hospital/clinic with an onsite pharmacy that ceases to operate 
maintain a collection site receptacle at a skilled nursing facility shall notify the board 
within 30 days on a form designated by the board. 

(4) Any pharmacy operating a collection receptacle site at a skilled nursing facility shall list 
all collection receptacles it operates maintains annually at the time of renewal of the 
pharmacy license. 

(c) When a pharmacy or hospital/clinic with an onsite pharmacy installs a collection receptacle 
in a skilled nursing facility, only the pharmacy shall remove, seal, transfer, and store or 
supervise the removal, sealing, transfer and storage of sealed inner liners at long-term 
care facilities as specified in this section. 

(d)  Every pharmacy and hospital/clinic pharmacy that operates maintains a collection site 
receptacle at any skilled nursing facility shall notify the board within 14 days of any loss or 
theft from the collection receptacle or secured storage location for the storage of removed 
liners. 

(e) Within three business days after the permanent discontinuation of use of a medication by 
a prescriber, as a result of the resident’s transfer to another facility or as a result of death, 
the skilled nursing facility may place the patient’s unneeded prescription drugs into a 
collection receptacle. Records of such deposit shall be made in the patient’s records, with 
the name and signature of the employee discarding the drugs. 

(f)	 A collection receptacle must be located in a secured area regularly monitored by skilled 
nursing facility employees. 

(g) The collection receptacle shall be securely fastened to a permanent structure so that it 
cannot be moved or removed. The collection receptacle shall have a small opening that 
allows deposit of drugs into the inside of the collection receptacle and directly into the 
inner liner, but does not allow for an individual to reach into the receptacle’s contents. 

(h) The receptacle shall be securely locked and substantially constructed, with a permanent 
outer container and a removable inner liner. 
(1)  	The liner shall comply with provisions in this article. The receptacle shall allow deposit 

of prescription drugs into the receptacle for containment into the inner liner, without 
permitting access to or removal of prescription drugs already deposited into the 
collection receptacle and liner. Once a prescription drug or any other item is placed in 
the collection receptacle, the prescription drug or item cannot be viewed, removed or 
counted. 

(2)  If the liner is not already itself rigid or already inside of a rigid container as when it is 
removed from the collection receptacle, the liner must be immediately placed in a rigid 
container for storage, handling and transport.  A rigid container may be disposable, 
reusable, or recyclable. Rigid containers shall be leak resistant, have tight-fitting 
covers, and be kept clean and in good repair. Rigid containers may be of any color. All 
rigid containers must meet standards of the United States Department of 
Transportation for transport of medical waste. The rigid containers shall be capable of 
being sealed and be kept clean and in good repair. 

(i)	 A liner as used in this article shall be made of material that is certified by the manufacturer 
to meet American Society for Testing Materials (ASTM) D1709 standard test for impact 
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resistance of 165 grams (drop dart test), and the ASTM D1922 standards for tear
 
resistance of 480 grams in both parallel and perpendicular planes.
 
(1) The liner shall be waterproof, tamper evident and tear resistant. 
(2) The liner shall be opaque to prevent viewing or removal of any contents once the liner 

has been removed from a collection receptacle. The liner shall be clearly marked to 
display the maximum contents (for example, in gallons). The liner shall bear a 
permanent, unique identification number established by the pharmacy or pre-entered 
onto the liner by the liner’s manufacturer. 

(j)	 The collection receptacle shall prominently display a sign indicating that prescription drugs 
and controlled drugs in Schedules II – V may be deposited. The name and phone number 
of the collector pharmacy responsible for the receptacle shall also be affixed to the 
collection receptacle. 

(k) Once deposited, the prescription drugs shall not be handled, counted, inventoried or 
otherwise individually handled. 

(l)	 The installation, removal, transfer and storage of inner liners shall be performed only by: 
(1) One employee of the authorized collector pharmacy and one supervisory level 

employee of the long-term care facility (e.g., a charge nurse or supervisor) designated 
by the authorized collector, or 

(2) By or under the supervision of two employees of the authorized collector pharmacy. 
(m) Sealed inner liners that are placed in a container may be stored at the skilled nursing 

facility for up to three business days in a securely locked, substantially constructed cabinet 
or a securely locked room with controlled access until transfer to a reverse distributor for 
destruction. 

(n) Liners still housed in a rigid container may be delivered to a reverse distributor for 
destruction by two pharmacy employees delivering the sealed inner liners in the rigid 
containers and their contents directly to a reverse distributor’s registered location, or by 
common or contract carrier or by reverse distributor pickup at the skilled nursing facility. 

(o) Records of the pickup, delivery and destruction shall be maintained that provide the date 
each sealed inner liner is transferred for destruction, the address and registration number 
of the reverse distributor or distributor to whom each sealed inner was transferred, the 
unique identification number and the size (e.g., 5 gallon,10 gallon) of each liner 
transferred, and if applicable, the names and signatures of the two employees who 
transported each liner. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Sections 1304.22, 1317.05,
 
1317.40, 1317.60, 1317.75, 1317.80, and 1317.95, Title 21 Code of Federal Regulations
 

Proposal to add § 1776.5 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.5 Reverse Distributors 
(a) A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 

provider) registered with the DEA as a collector may accept the sealed inner liners of 
collection receptacles. Once received, the reverse distributor shall establish records 
required by this section. 
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(b) A licensed reverse distributor may not open or survey count, inventory or otherwise sort or 
x-ray the contents of inner liners. All liners shall be incinerated destroyed by an 
appropriately licensed and registered DEA reverse distributor in a manner that makes the 
drugs irretrievable. 

(c) Two employees of the reverse distributor shall pick up or accept the receipt of inner liners 
from DEA registrants. 

(d) A reverse distributor shall not employ as an agent or employee anyone who has access to 
or influence over controlled substances, any person who has been convicted of any felony 
offense related to controlled substances or who at any time had a DEA registration 
revoked or suspended, or has surrendered a DEA registration for cause. 

(e) Each reverse distributor with an incineration site shall maintain a record of the destruction 
on DEA form 41. The records shall be complete, accurate, and include the name and 
signature of the two employees who witness the destruction. 

(f)	 For each sealed liner or mail back package received from collectors or law enforcement 
pursuant to federal CFR section 1317.55, the reverse distributor shall maintain records of 
the number of sealed inner liners or mail back envelopes/package, including the: 
(1) Date of acquisition; 
(2) Number and the size (e.g., five 10-gallon liners, etc.); 
(3) Inventory number of each liner or envelope/package; 
(4) The method of delivery to the reverse distributor, the signature of the individuals 

delivering the liners to the reverse distributor, and the reverse distributor’s employees 
who received the sealed liner; 

(5) The date, place and method of destruction; 
(6) Number of packages and inner liners received; 
(7) Number of packages and inner liners destroyed; 
(8) The number and signature of the two employees of the registrant that witnessed the 

destruction. 

Note: Authority cited: Section 4005, Business and Professions Code.
 
Reference: Sections 4005, Business and Professions Code and Section 1301.71, 1304.21,
 
1304.22, 1317.15, and 1317.55 Title 21 Code of Federal Regulations.
 

Proposal to add § 1776.6 of Article 9.1 of Division 17 of Title 16 of the California Code of
 
Regulations as follows:
 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back 
Services 
Each entity authorized by this article to collect unwanted prescription drugs from patients shall 
maintain the following records for three years. 
(a) When obtaining unused mail-back packages and envelopes for future distribution: 

(1) The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the pharmacy, the number of packages/envelopes made 
available to the public, and the unique identification number of each package. 

(2) For unused packages and envelopes provided to a skilled nursing facility or third party 
to make available to patients and other authorized individuals: the name of the third 
party and physical address of the location receiving the unused packages, date sent, 

Board of Pharmacy Modified Text (April 25, 2016) Page 9 of 11 
16 CCR §§ 1776 – 1776.6 Prescription Drug Take-Back 



      
   

 
    

  
     

  
   

  
 

   
 

       
   

  
   

 
     

    
  

  
    

    
    

  
 

   
   

  
     

  
  

   
  

   
 

    
 

      
  

   
   

         
    

    
     

    

 

 

	  

and the number of unused packages sent with the corresponding unique identification 
number. 

(b) For each mail-back package or envelope distributed by a pharmacy, the pharmacy shall 
record the serial number of each package or envelope distributed and the date distributed. 

(c) For sealed mail-back packages received by the reverse distributor: the date of receipt and 
the unique identification of the individual package or envelope, 

(d) For sealed mail back packages destroyed onsite by the reverse distributor collector: 
number of sealed mail-back packages destroyed, the date and method of destruction, the 
unique identification number of each mail-back package destroyed, and the names and 
signatures of the two employees of the registrant who witness the destruction. 

(e) (a) For pharmacies using collection receptacles, the pharmacy shall maintain the following 
records for each liner: 
(1) Date each unused liner is acquired, its unique identification number and size (e.g., five 

gallon, 10-gallon). The pharmacy shall assign the unique identification number if the 
liner does not already contain one. 

(2) Date each liner is installed in a collection receptacle, the address of the location where 
each liner is installed, the unique identification and size (e.g., five gallon, 10- gallon), 
the registration number of the collector pharmacy, and the names and signatures of 
the two employees that witnessed each installation. 

(3) Date each inner liner is removed and sealed, the address of the location from which 
each inner liner is removed, the unique identification number and size (e.g., 5 gallon, 
10 gallon) of each inner liner removed, the registration number of the collector 
pharmacy, and the names and signatures of the two employees that witnessed each 
removal. 

(4) Date each sealed inner liner is transferred to storage, the unique identification and size 
(e.g., 5-gallon, 10 gallon) of each inner liner stored, and the names and signatures of 
the two employees that transferred each sealed inner liner to storage. 

(5) Date each sealed inner liner is transferred for destruction, the address and registration 
number of the reverse distributor or distributor to whom each sealed inner was 
transferred, the unique identification number and the size (e.g., 5 gallon, 10 gallon) of 
each liner transferred, and the names and signatures of the two employees who 
transferred each sealed inner liner to the reverse distributor or distributor, or the 
common carrier who delivered it, and the signature of the driver. 

(b) For each reverse distributor (wholesaler or third-party logistics provider) accepting sealed 
mail-back packages: the date of receipt and the unique identification of the individual 
package or envelope. 

(c) For each reverse distributor that will destroy the mail-back packages: the number of 
sealed mail-back packages destroyed, the date and method of destruction, the unique 
identification number of each mail-back package destroyed, and the names and signatures 
of the two employees of the registrant who witness the destruction. 

(f) (d) For each reverse distributor (wholesaler or third-party logistics provider) accepting 
liners, the following records must be maintained, with recording taking place immediately 
upon receipt of a liner: 
(1) The date of receipt of each liner, the unique serial number of the liner, the pharmacy 

from which the liner was received, the method by which the liner was delivered to the 
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reverse distributor (e.g., personal delivery by two pharmacy staff, shipping via common 
carrier). 

(2) For each liner destroyed by the reverse distributor collector: the method and date of 
destruction, listed by the unique identification number of liner and other items required 
by (f)(1),  and the names and signatures of the two employees of the registrant who 
witness the destruction. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
4005, Business and Professions Code and Section 1317.22, Title 21 Code of Federal 
Regulations 
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Attachment 4 

Prescription Drug
 

Take-Back
 

15-Day Comments
 



Martinez, Lori@DCA 

From: xxxxxx <anthony2816@yahoo.com > 
Sent: Tuesday, May 03, 2016 2:28 PM 
To: Martinez, Lori@DCA 
Subject: Re: Notice of Modified Text 

Ms. Martinez: 

As a pain management physician, I would love to see the wording changed to *require* pharmacies to take back 
medications. It is a major problem for me to prescribe, say, a month's worth ofmorphine, only to have the 
patient discover he's allergic to it, and must be given an alternative medication. As it stands, it's difficult for the 
patient to easily find a way or place to discard the unusable medication, and the more trouble it is for the 
patient, the more likely it is they'll either just leave it in their medication cabinet, or toss it in the trash. 

Since these patients will be retuming to their pharmacy anyway, and since pharmacies are already equipped to 
handle these medications, I think it makes sense for them to provide the take-back service, even though I 
understand it imposes overhead on their facility. Perhaps any state resources cunently directed to this issue 
could be offered to the phannacies to help offset this cost. 

-Anthony Riley, MD, JD 

From: "Martinez, Lori@DCA" <Lori.Martinez@dca.ca.gov> 

To: "Martinez, Lori@DCA" <Lori.Martinez@dca.ca.gov> 

Sent: Tuesday, May 3, 2016 1:13 PM 

Subject: Notice of Modified Text 


NOTICE IS HEREBY GIVEN that the Board of Pharmacy has proposed modifications to the 

text of Title 16 CCR § 1776 et seq., related to Prescription Drug Take-Back Programs. A copy 

of the modified text is enclosed. Any person who wishes to comment on the proposed 

modifications may do so by submitting written comments beginning May 3, 2016 and ending 

at 5pm on May 18, 2016, to the following: 

Contact Person: Lori Martinez 
Agency Name: Ca liforn ia State Board of Pharmacy 
Address: 1625 North Market Blvd , Suite N 219 

Sacramento, CA 95834 
Email: Lori.Martinez@dca.ca.gov 
Fax: (916) 574-8618 

Any responses to comments directly concerning the proposed modifications to the text of the 
regu lations will be considered and responded to in the Final Statement of Reasons. 
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Martinez, Lori@DCA 

From: aventura@cleanwater.org 
Sent: Friday, May 13, 2016 1:53 PM 
To: Martinez, Lori@DCA 
Subject: Prescription Drug Take-Back Programs 
Attachments: Board of pharmacy letter 2.doc 

Dear Ms. Martinez, 

Please find attac hed comments from Clean Water Action regarding the Proposed Article 9.1 ., Section 1776 pertain ing to 
Prescription Drug Take-Back Programs . 

Please share these comments with all members of the Board of Pharmacy, 

Sincerely, 

Andria Ventu ra 
Program Manager 
Clean Water Action/Clean Water Fund 
350 Frank H. Ogawa Plaza , Suite 200, Oakland, CA 94612 
415.369.9166 
Website 1 Mailing List 1 Donate 1 Facebook 1 Twitter 
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CLEAN WATER ACTION 

CALIFORNIA 

May 13, 2016 

Ms. Lori Martinez 
California St at e Board of Pharmacy 
1625 Nort h Ma r ket Blvd, Suite N 219 
Sacramento, CA 95834 
Submitted via email: Lori.Martinez@dca. ca.qov 

Re: Proposed Article 9.1., Section 1776- Prescription Drug Take-Back Programs 

Dear Ms. Ma rtinez and Members of the Board of Pharmacy: 

Thank yo u for t his opportu nity to provide commen t s on behalf of Clean Water Action and its tens of t housands of 
Californ ia members on the modified text of the Board of Pharmacy's proposed regu lations on pharmacy drug take
back programs. These comments are a fo llow-up to our previous letter dated November 23, 2015. As we explained 
at that t im e, Clean Wat er Act ion is a citizens' organization working fo r clean, safe, and affordable water, and t he 
prevent ion of healt h-t hr eatening po ll ution . Our Calif orni a members overwhelmi ngly su pport an extended prod ucer 
responsibil it y (EPR) model t hat req uires manufacturers of househo ld medications to fund and implement col lection 
programs, and surveys have shown t hat the most accessible sites for take-back bi ns are local pharmacies. 

We acknowledge positive cha nges in the modified text that respond to public comment. Most notably, we appreciate 
t hat the Board is not seeking to preempt local EPR ordina nces, whether or not t hey requi re pharmacy participation. 
However, we are concerned about t hree areas in the modified text that will serve to discourage take back programs 
and thus conti n ue to put the health of our water systems, as well as public safety at risk. Our specific concerns ar e as 
fo llows: 

1. Section 1776 Prescription Drug Take-Back Programs: Authorization 

This section states that t he named parties may offer "specified prescription drug take-back services to 
provide options for the publi c to destroy unwant ed, unused or outdated prescription drugs" (emphasis 
added). While we recognize that the Board's aut horit y is focused on prescription drugs, specifying 
prescription drugs without further explanation imp lies that over the cou nter medications (OTCs) would not 
be allowed to be disposed of t hrough phar macy based collection programs. However, OTCs can represent 
the largest volume of u nwanted, unused, or outdated drugs and can have severe environmen t al impacts on 
aquatic life, the potential for impacts on humans from long t erm low dose exposures of drug mixtures, and 
pose health and safety ri sks wh en OTCs are misused. 

Clean W ater Action is conc ern ed about sending a misleading message to pharmacies because some of the 
most commonly id entified dru gs found in California waterways include analgesics and other OTCs. 
Acetaminoph en has been linked to deleteriou s effects in edible clam s, including the potential fo r DNA 
damage.; A 2014 study in the United Kingdom found that ibuprofen may have adverse enviro nm ental effect s 
in nearly 50 percent of the 3,11 2 stretches of rivers studi ed. The findin gs wer e seri o us enou gh to ca use on e 
scienti st to pub licly state that "the results of our research show that we should be paying more closer [sic] 
att ention to th e environm ental impacts of drugs such as ibuprofen whi ch are freely avail able in 
superm ark et s, chemi st s, and elsewhere.";; In t erm s of drug abuse, som e OTC co ugh medicines contain 
psychoacti ve ingredi ents that make th em attractive to teenager s looking for a high,;;; while the New York 
Tim es recently published a sobering article on how pain medi cation addicts ar e turning to anti-diarrh ea 

1010 Vermont Avenue NW, Suite 400 350 Frank Ogawa Plaza, Suite 200 
Washingt on, DC 20005 Oakland, CA 94612 

Ph: 202.895 .0420 I Fax: 202 .895 .0438 Ph: 415.369.9160 I Fax: 415.369.9180 

www .cleanwateraction.org/ca 

mailto:Lori.Martinez@dca


OTCs such as lmodium.iv These environmental and public safety issues are indicative of t he great need to 
properly dispose of OTCs, which is w hy local EPR ordin ances include them. 

Recommendation: We strongly urge the Board to remove the specific reference to prescription drugs both in 
this section, as well as elsewhere in the modified text to ensure OTC inclusion in pharmacy based take-back 
programs. Such references include Sections 1776.1 (d), (e), (f); 1776.2 (a); 1776.3 (a), (e), (g); 1776.4 (a), (b), 
(e), (h) (1), (j), (k); and 1776.6. if that is not within t he Board's purview, we would recommend adding 
language under the authorization section stating that these regulations pertain only to drugs for which the 
Board has authority (dangerous drugs or prescription drugs) and should not be construed to mean that OTCs 
are not allowed to be included in pharmacy take-back programs. 

2. Section 1776.3 Collection Receptacle s in Pharmacies 
Clean Water Acti on recognizes the need to ensu re t hat drug take-back bins are secure and t hat the programs 
are safe. However, because proper collection of unused or unwanted medications is necessa ry to prot ect 
public safety- including through drinking water supplies- we do not support making t he requ irements so 

onerous that they limit or disco urage pharmacy participation . For th at reason, we oppose the r equi rement 
t hat pha rm acies " physica lly block the public from access to t he collection r eceptacle by some m eans" other 
t han lock ing t he deposit slot when t he pharmacy is close d. This is an unnecessary step by t he Board, going 
beyond the r easonable and saf e standa r ds set by the Drug Enfor cement Adm ini stration (DEA), and creating 
an obstacle for a program that benefits and is supported by t he pub li c. 

Some pharmacies w ill find putting up a barrier to block access to a collection receptacle expensive or 
physica ll y un rea li stic. Consequently, residents in their neighborhoods w il l be deprived of a secure program to 
dispose of household medications. During t he Ap ril 2ih meeting, Board members expressed concern that 
without locked barriers, consumers may simp ly put their pharm aceu ticals on top of t he bin after ho urs where 
they wou ld be accessib le to anyo ne. In r eali ty, any cust omer that would leave med ications on top of a bin 
would also leave t hem on the floor outsid e of the barrier, cr eating a greater risk to the public. However, the 
mai n point to be considered is the lack of incidence that exis ting programs have experi enced- w it hout such a 
r equirem ent. For insta nce, both San Francisco and Santa Cruz Counties have had f ew, if any, probl ems with 
pharmaceut icals left ou t side of a coll ection receptac le and no incidences of theft. 

Recommendation: Remove the requirement that the pharmacy must physically block the public from access 

to collect receptacles by means ofa barrier or similar means. 

3 . Sectio n 1776.1 (i) Pharmacies 
This section states t hat "A pharmacy shall not provide take-back services to consume rs ... if, in the 
professiona l judgment of the pha rm acist in charge, t he phar macy cannot comply with the provisions of this 
article or the Drug Enfo rcement Admi nistration rules." It is unclear to us why this paragraph is incl uded in 
these regul ations and we ar e conce rned it will serve to eit her discourage pharmacies from hosting take-back 
bins or confuse pharmacist s. The t ext is superfluous since if a pharmacy cannot comp ly with DEA rules, 
federa l law would prohibiting them from collecting controlled substances from ultimate users. 

Recommendation: Remove this paragraph. 

Pro viding access to drug disposa l bins is a strategy to protect the public and is in keeping w ith t he Board's mi ssion . 

The DEA has a long history of protecting the public and has acted with deliberation in establishing rul es for drug take
back. We suggest that it is not in t he public interest to go beyond th eir well thought out rules and that the Board trust 
the professional judgm ent and experience of the federal agency which does not require barri ers. 

Sincerely, 

~~ 
Andria Ven tura 
Taxies Program Manager 

; Antunes SC, et. al., Biochemica l effects of acetamin ophen in aquatic species: edible clams Venerupis decussata and Ve nerupis 
phi lippinarum, Environ Sci Poilu Res Int. 2013, 20 (9) : 6658-66. 
;; http://www. york.ac. u k/ news-and-events/ news/2014/resea rch/i bup rofe n-theat -to-fis h/ 
iii https:/ /www .druga buse.gov/publ ications/ d rugfacts/cough-cold-medici ne-abuse 
iv ht tp ://www. nytimes.com/201 6/05/11/hea lth/imodium-opioid-addiction.html?ref=todayspaper 

http://www
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Martinez, lori@DCA 

From: Bill Worrell <bwo rrell @iwma .com> 
Sent: Wednesday, May 11, 2016 3:41 PM 
To: Martinez, Lori@DCA 
Subject: Comments on the modified Prescri ption Drug Take-Back Program Regulations 
Attachments: SLO County IW MA comments. pdf 

Hi Lori, 

Attached are the San Lui s Obispo County Integ rated Waste Management Authority comments on the mod if ied 

Prescription Drug Take-Back Program Regulatio ns. 


I noticed that the next Board of Pharma cy me eting is sche duled for July 27-28. Is that w hen the modified regulat ions 

w ill be considered ? 


Bill Worre ll 

San Luis Ob ispo County 

Integrated Was t e Management Authority 

870 Osos Stree t 

San Luis Obispo, CA 93401 

805-782-8530 


"Computers are useless. Th ey ca n on ly give you answers." Pab lo Picasso 
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May 11, 20 16 

California Board of Pharmacy 

1625 N. Market B lvd., N2 19 

Sacramento, CA 95834 

Subject: Prescription Drug Take-Back 


Attn: Ms. Lori Martinez 

RE: 	 Proposed Regulations (Modified TextApril25, 2016) for Prescription Drug 

Take-Back Programs 


Dear California Board ofPharmacy Board Members: 

Please consider th e following comments regarding the April 25, 2016 modified 

proposed prescription drug take-back regulations (Modified Proposed Regulations) 

being considered by the Califomia Board ofPharmacy (BOP). The San Luis Ohispo 

County Integrated Waste Management Authority (IWMA) fi nds the Modified 

Proposed Regulations to be a significant improvement over the initial proposed 

regulations. Many of the concerns raised by the I\VMA have been resolved. For 

example, the Modified Proposed Regulations do not preempt local ordinances, which 

allows local programs to be implemented that are consistent with Federal and State 

laws. In addition, since the Modified Proposed Regulations do not preempt existing 

local programs, CEQA review is not required. The Modified Proposed Regulations 

also reduce the burden on pharmacies that are participating in a drug take-back 

program when compared to the initial proposed regulations. 


While the Modified Proposed Regulations are a significant improvement compared 

to the initial proposed regulations, the IWMA recommends the following changes: 


1. 	 At the April27, 2016 hearing the BoP counsel, Ms. Freedman, recommended 
several clarification changes that BoP staffindicated would be included in the 
next version ofthe Modified Proposed Regulations. The IWMA believes at 
least two of the changes are very important. 

Section 1 776. 1 (i) A pharmacy shall not provide take-back services to 
consumers, as provided in sections 1776 - 1776. 4, if, in the professional 
judgment ofthe pharmacist in charge, the pharmacy cannot comply with the 
provisions ofthis article or the Drug Enforcement Administration rules. 

(j Prin ted on 10096 ruyr:/ed ( 10096 post.cons umu) p•per 
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Ms. Freedman indicated that Section 1776.1 (i) would be changed by replacing "Sections 
1776- 1776.4" with "Section 1776.3 ". This clarifies that the "cannot comply" exemption 
applies to u sing collection receptacles in pharmacies and not to the mail back envelope 
program. 

Section 1776.3(k) The pharmacy shall maintain a written log to record information about 
all liners that have been placed into or removed from a collection receptacle. The log shall 
contain: 

{1} 	The unique identification numbers ofall unused liners in possession ofthe pharmacy, 

The other important change Ms. Freedman recommended was the elimination of Section 
1776.3(k)(l) which requires pharmacies to log unused liners. Ms. Freedman recommended 
this change, because it was not consistent with Section 1776.3(k) which refers to liners 
placed into or removed from collection receptacles. Even if the inconsistency is corrected, 
the IWMA still supports the elimination of Section 1776.3(k) (1). The requirement to keep 
a log ofunused liners prior to use serves no useful purpose. In addition, the inner liner, paper 
work and outer box are delivered to a pharmacy as a sealed package to be opened when ready 
to use. To require a pharmacy to open the sealed package prior to u se to record a liner 
number, would be an additional burden to the pharmacy and could lead to parts of the 
package being misplaced. 

2. 	 Section 1776.3(a) ... During hours when the pharmacy is closed, the collection receptacle 
shall notbe accessible to the public for deposit ofdrugs. The pharmacy shall lock the deposit 
slot on the collection receptacle andphysically block the public from access to the collection 
receptacle by some means. 

The IWMA requests that the "physically block" requirement be removed. This requirement 
exceeds the Federal Requirements and could result in some pharmacies not being able to 
participate in a take-back program. 

3. 	 Section 1776 Prescription Drug Take-Back Programs: Authorization 
Pharmacies, hospitals/ clinics with onsite pharmacies, distributors andreverse distributors 
licensed by the board and licensed skilled nursing facilities may offer, under the 
requirements in this article, specified prescription drug take-back services to the public to 
provide options for the public to destroy unwanted, unused or outdated prescription drugs. 
Each of these entities must comply with regulations of the federal Drug Enforcement 
Administration and the Board ofPharmacy regulations contained in this article. 
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The IWMA recommends that the following sentence be added to the end of the above 
section. "The requirement to comply with the federa l Drug Enforcement Administration and 
the Board ofPharmacy regulations contained in this article only apply to those drug take
back services that collect controlled substances. " 

This section requires every drug take-back program to comply with the DEA regulations and 
the Board ofPhrumacy (BOP) regulation s. Mo st existing kiosks in California currently do 
not accept controlled substances, and thus, do not have to comply with the DEA regulations. 
By requiring every kiosk to comply with these regulations will result in most ofthem being 
closed. 

The DEA recognized the value ofhaving separate standards fo r programs that did not accept 
controlled substances. This is evident in the comment and response that was included in the 
Federal Register as part of adopting the DEA regulations. "Page 53533. (7] Issue: One 
commenter stated that the collection receptacle design specifi cation s will require current 
collection programs for non-controlled substances to install new collection receptacles if 
those programs wish to additionally collect pharmaceutical controlled substances. This 
commenter stated that such installations will be burdensome and will discourage 
participation for these programs. 

DEA Response: The DEA deeply appreciates the concern and activism oflocal communities 
and other groups cunently conducting non-controlled substance drug take-back programs and 
their wish to expand collection activities to pharmaceutical controlled substances. Programs 
such as these are an important and vital component ofthe communities they serve. The DEA 
underst ands that publication of this final rule may necessitate the need fo r some progran1s 
to implement new procedures and install new equipment in order to additionally collect 
phrumaceutical controlled substances. The DEA has not established the new requirements 
lightly or without considerable deliberation as to its impacts on existing programs. However, 
the risk of diversion for non-controlled substances is relatively low compared to the much 
hi gher risk of diversion, and the corresponding and associated risks to public health and 
safety, for pharmaceutical controlled substances. The DEA has been charged by Congress 
with the enforcement of the controlled substance laws of the United States, and must ensure 
that pharmaceutical controlled substances are properly secured and not easily susceptible to 
theft or diversion. Accordingly, the collection receptacle design specifications outl ined in 
§ 13 17.7 5 will be implemented as proposed." 

4. 	 Section 1776. Only California-licensed pharmacies, hospitals/clinics with onsite pharmacies, 
and drug distributors (licensed wholesalers and third- party logistics providers) who are 
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registered with the Drug Enforcement Administration (DEA) as collectors and licensed in 
good standing with the board may host a pharmaceutical take-back receptacle as authorized 
under this article . 

The IWMA recommends that the following sentence be added to the end of the above 
section. "Thi s article only applies to California-licensed pharmacies, hospitals/cl inics with 
onsite pharmacies, and drug distributo rs (licensed wholesalers and third- party logistics 
providers)." 

The general ru lemaking authority granted the Board of Pharmacy by section 4005 of the 
Business and Professions Code is admi ttedly broad in scope. The section provides, in part: 
"The bo ard may make such rules and regulati ons, not inconsistent with the laws ofthis State 
as may be necessary for the protection of the public. Included therein shall be the right to 
make rules and regulations as follows : " ... pe1t aining to the practice of pharmacy ... 
p ertaining to est ablishments wherein any dm g is compounded , prepared or sold. " 
Bus. & Prof. Code § 4005(a) . 

Many locations throu ghout California currently have kiosks to collect unwanted medicine . 
For example, law enforcement offices have kiosks. These regulations should not apply to 
those locations. In addit ion, in Alameda County senior centers and a California State Office 
Building have kiosks. These kiosks do not accept controlled substances so are not subject 
to th e DEA Regulations. The general rulemaking auth01ity for the BoP does not include 
these locations and thus the regulations should clearly identify those locations that are subject 
to the BoP regul ations. 

5. 	 Fina lly, the IWMA in its March 22, 20 16 comment letter raised the issue of the Board of 
Pharmacy (BOP) not having the authority to regulate a "pharmaceutical waste", since th at 
authority is vested with the California Department ofPublic Health (DPH). According to the 
DPH "the Medical Waste Management Program (Program), in the Environmental 
Management Branch, regu lates the generation, handling, storage, treatment, and disposal of 
medical waste by providing oversight for the implementation of the Medical Waste 
Management Act (MWMA)." 

Regulations already exist to manage the disposal of medical waste. California Health and 
Safety Code Section 118275 (6) (A) states "Pharmaceutical wastes classified by the DEA 
regulations as controlled substances shall be disposed of in compliance with DEA 
requirements." The BOP Proposed Regulations are not consistent with DEA regulations. 
Thus the BoP should seek a legislative amendment to California Health and Safety Code 
Section 118275 to provide: (6) (A) "Pharmaceutical wastes collected at California-licensed 
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pharmacies, hospital s/clinics with onsite pharmacies, and drug distributors (licensed 
wholesalers and third- party logistics providers) shall be di sposed of in compliance with 
California Board of Pharmacy regulations. 

Thank you for the opportunity to comment on the Modified Proposed Regulations. 

Sincerely, 

~~ 
President 

San Luis Obispo County Integrated Waste Management Board 


CC: Raymond Biering, IWMA Counsel 

C:IIWMA\Correspondence\20/6\Board ofPham1acy 5-/1-2016. wpd 



Martinez, Lori@DCA 

From: Christine Flowers < Christine@calpsc.org > 
Sent: Wednesday, May 18, 2016 4:55 PM 

To: Martinez, Lori@DCA 
Cc: Heid i Sa nborn 
Subject: RE: Proposed Regu lations for Prescription Drug Take-Back Prog rams from California 

Product Stewardship Council 
Attachments: image001jpg; i mage002jpg; image003jpg; image004jpg; image005.png; 

image006.png; CPSC BOP Letter 15 day comment period 5-18-2016 Final.pdf 

Ms. Maliinez, 

Please accept the attachment as Califomia Product Stewardship 's comments on the Califomia Board of 
Pharmacy's proposed modifications (dated April 25, 20 16) to the text ofTitle 16 CCR § 1776 et seq., related to 
Presctiption Drug Take-Back Programs. 

Sincerely, 

Christine Flowers IAssistant Director 

CPSC 

California Product 
Stewardship Council... 

0: (9 16) 706-3420 I C: (916) 454-9067 ' ch rist i ne@calpsc.o rg 

0 You 
~ 

mailto:ne@calpsc.o


1822 21 st Street, Suite # I 00 
Sacramento, CA 958 11{\CPSC 916-706-3420 

California Product 
Stewardship Council s"' www.CalPSC.org 

May 18,2016 

Dr. Amy Guiteuez, President 
California Board of Pham1acy 
1625 N Market Blvd., N219 
Sacramento, CA 95834 

RE: Proposed Regulations for Prescription Drug Take-Back Programs 

Dear Dr. Guiterrez and Members of the Board ofPhannacy: 

The Califomia Product Stewardship Council (CPSC) appreciates the opportunity to comment on the 
Califomia Board of Pharmacy' s (BoP) proposed Prescription Drug Take Back Regulations. On behalfof 
CPSC, we are providing comments on the Ap1il 25 , 2016 draft ofthe regulations. 

We want to start by thanking the Board for removing the language " ... Provision ofsuch services is 
voluntary" from the previous draft. That was our biggest concern. However, there are sti11 several 
sections of proposed regulations that are of concern and one general cmrunent: 

General Comment: 

There are references tlu·oughout the proposed regul ations which refer to "presc1iption" drugs as being 
the only type of drugs all owed to be placed into the collection receptacles. We do not believe it is the 
BoP's intention to not allow over-the-counter drugs to be deposited into coll ection receptacles. These 
references may create confusion. We und erstand the BoP 's juri sdiction is limited to "prescription drugs" 
however, we recommend removing the references to "prescription" drugs throughout the document 
and/or clarify that over-the-counter drugs are allowed to be collected in drug take-back receptacles. 

1776.1 Pharmacies 
1776.1 (i) ""A pharmacy shall not provide take-back services to consumers, as provided in sections 1 776 
- 1776. 4 if, in the professional judgment ofthe pharmacist in charge, the pharmacy cannot comply with 
the provisions ofthis article or the Drug Enforcem.ent Administration rules." 

Comment: By adding this section allowing phatmacists to refuse to ho st a bin without any justification 
equates to a blanket exemption. Our experience with recruiting phannacies to participate in take-back 
programs is that not one phatmacist in a chain store could make the decision without the chain's 
approval. If the BoP wants to give the phannacist the authmity to refuse to host a bin there must be clear 
c1ite1ia and some verification required. We suggest deleting this paragraph (i). 

1776.3 Collection Receptacles in Pharmacies 
1776.3 (a) "... In hours when the pharmacy is closed, the collection receptacle shall not be accessible to 
the public for deposit ofdrugs. The pharmacy shall lock the deposit slot on the collection receptacle and 
physically block patients from access to the collection receptacle by some n'leans. " 

Mission: To shift California's product waste management system from one focused on govermncnt funded 

and ratepayer financed waste diversion to one that relies on producer responsibility in order to reduce 


public costs and drive improvements in product design that promote environmental sustainability. 


http:CalPSC.org
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Proposed text change: "The collection receptacle shall be locked or made othenvise inaccessible to 
the public when not being regularly monitored by an employee so that drugs may not be deposited 
into the collection receptacle." 

Comment: Requi1ing pharmacies in retail stores to install a physical b anier, like an accordion style 
door, might di scourage them from participating in medicine take-back programs and shift a larger 
burden to local independent pham1acies. DEA states that the receptacle shall be locked or made 
otherwise inaccessible to the public when an employee is not present. Requiring the receptacle to be 
'physically blocked ' in additi on to being locked goes beyond what the DEA requires. Members of the 
public could place medicine next to a physical banier just as easily as they could pl ace medicine next to 
a locked bin. If the BoP chooses to reveli to the DEA language as proposed above they could avoid all 
of these concerns. 

1776.3(b) "... The receptacle shall be installed in an ins ide location within the pharmacy premise, 
where the receptacle is visible to pharmacv employees, but no t located in or near emergencv areas. " 

Proposed text change: "In non-hospital locations, the receptacle shall be installed in an inside 
location such that it can be seen from the pharmacy counter." 

Comment: This provision cunently appears to apply to both ho spital and non-hospital locations. 
However, as the DEA recognizes, hospitals can be unique in their design and need to have flexibility in 
the manner in which they pa1iicipate in safe medicine di sposal programs. The BoP regulation as it is 
currently worded removes some of that flexibi lity. The DEA states that "it may be more effective to 
install collection receptacles at various locations ..."so long as they are "in an area regularly monitored 
by employees" (Federal Register p. 53523). This implies that employees of the hospital can monitor the 
collection receptacle, not just empl oyees of the phatmacy specifically. Additionally, as the only 
locations that have emergen cy areas are hospitals, and ho spitals are addressed in section (c), staff 
believes it would be clearer to remove thi s language from section (b). Using the DEA language as 
proposed above would obviate these concem s. 

1776.3(c) In hospitals/clinics with a pharmacy on the premises, the co llection receptacle must be 
located in an area that is regularly monitored by employees and not in the proximity ofany emergency 
or urgent care areas. When the supervising pharmacy is closed. the collection receptacle shall be locked 
so that drugs may not be deposited into the collection receptacle. When the collection receptacle is 
locked, the supervising p harmacy shall ensure that the collection receptacle is also physicallv blocked 
from public access by some means. 

Proposed text change: "The collection receptacle shall be locked or made otherwise inaccessible to 
the public when not being regularly monitored by an employee so that drugs may not be deposited 
into the collection t·eceptacle." 

Comment: As mentioned in the comment for section 1776.3(b), the DEA recognizes that hospitals can 
be unique in their design and need to have flexibility in the manner in which they pmiicipate in safe 
medicine disposal programs. The proposed BoP regulation may remove some of that fl exibility. The 
DEA states that "it may be more effective to install collection receptacles at various locations ..."so 
long as they are "in an area regul arly m onitored by employees". This implies that employees of the 
hospital can monitor the collection receptacle, not just employees of the phannacy specifically. This 
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further implies that collection receptacles in hospitals do not need to be locked if the pbmmacy is closed 
so long as hospital employees are still regularl y monitoring the receptacle. Therefore, even if physical 
blockage is required in a retail store with a phannacy, it should still not be necessary in a hospital 
setting. Using the DEA language as proposed above would obviate these concems. 

In closing, we understand that the BoP is proposing these regulations to align Califomia' s regulations 
with the DEA 's Final Rule issued in 2014. Given the detailed nature of the DEA Final Rule, we 
recommend the BoP not go beyond the Federal requirements so that the public can benefit from the 
new opp01tunities for convenient a11d safe disposal ofunwanted medicines. We strongly encourage the 
Board to adopt the text of the DEA Final Rule "as-is," and without further elaboration. Full y harmonized 
rules will reduce confusion in the regulated community and reassure pharmacies that they are meeting 
both State and Federal requirements. 

Sincerely, 

(~J':_,J ~vo-
Clu·istine L. Flowers, Assistant Executive Director 



Martinez, Lori@DCA 

From: Pogue, Kyle@CaiRecycle < Kyle.Pogue@CaiRecycle.ca.gov > 

Sent: Wednesday, May 18, 2016 8:03 AM 
To: Martinez, Lori @DCA 

Cc: Levenson, Howard@CaiRecycle; Sodergren, Anne@DCA; Fujii, Bob@Cai Recycle; Smyth, 
Brenda@CaiRecycle 

Subject: CaiRecycle comments on BoP Modified Proposed Take -Back Regulations 

Attachments: Document.pdf 

Ms. Martinez, 

Please accept CaiRecycle's attached comments on the Board of Pharmacy's modified proposed regulations to address 

prescription drug take back programs. Thank you to the Board for considering and integratin g the com ments we 
provided in our March 25, 2016 letter. 

Kyle Pogue 

CalRecycle 
Environmental Program Manager 

Technica l & Ana lytica l Resources Branch 
Kyle.pogue@calrecycle.ca.gov 

(916) 341-6246 

1 

mailto:le.pogue@calrecycle.ca.gov


California Environmental Protection Agency Edmund G. Brown Jr. , Governor 

Recycle DEPARTMENT OF RESOURCES RECYCLING AND RECOVERY 


1001 I STREET. SACRAMENTO, CALIFORNIA 95814 • WWvV.CALRECYCLE.CA.GOV • (916) 322-4027 

P.O. 80X 4025, SACRAMENTO , CALIFORNIA95812 

May 18,2016 

Lori Martinez 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 
(916) 574-79 17 

Re: Board ofPhannacy's Modified Proposed Regulations for Prescription Drug Take-Back Programs 

Dear Ms. Martinez, 

The California Department of Resources Recycling and Recovery (CalRecycle) appreciates and supports the 
proposed modifications to the Prescription Drug Take-Back Program regulations included in the modified text dated 
April 25, 2016. This proposed regulatory language addresses the two main concerns we detailed in our March 25, 
2016, letter regarding the need to ensure consistency with DEA regulations and avoid preemptive language 
conflicting with local government ordinances. 

We especially want to thank you for clarifying that the Board of Pharmacy (Board) does not intend to preempt local 
ordinances that mandate drug coUection and we support the Board's approach in the proposed regulations to 
explicitly allow pharmacies to accept home-generated pharmaceutical waste for proper disposal. 

Thank you for addressing our comments. If you have any questions, please contac t Mr. Bob Fujii of my staff at 
(916) 341-6419 or .!.' ..., ~I ..L.:,.L. 

Howard Levenson, Ph.D. 
Deputy Director 
Materials Management and Local Assistance Division 

@ 
Oki.:INAL PKI~'TWON 100 •. 1\lSTO;"~lJMER CO~'T!it-'T. I'ROCClS CHWRJNE FREE PAP£~ 

http:WWvV.CALRECYCLE.CA.GOV


Martinez, lori@DCA 

From: Ronda Fricke < rfricke@calhospital.org> 

Sent: Wednesday, May 18, 2016 1:36 PM 
To: Martinez, Lori@DCA 
Subject: Drug Take-Back Program 
Attachments: CHA3BOPDrugTakeBack051816 FINAL.pdf 

Good Afternoon Ms. Martinez: 

Attached please find CHA's comments in response to Prescription Drug Take-Back Programs, Adoption of New Article 9.1 
and Sections 1776, 1776.1, 1776.2, 1776.3, 1776.4, 1776.5 and 1776.6 of Division 17 ofTitle 16 ofthe California Code of 
Regulations {CCR), Modified Text. 

We would appreciate confirmation of receipt of our letter. 

Thank you for your time. 

Ronda Fricke 
ASSISTANT TO 
BJ BARTLESON, VICE PRESIDENT NURSING AND CLINICAL SERVICES 
DEBBY ROGERS, VICE PRESIDENT CLINICAL PERFORMANCE & TRANSFORMATION 
CALIFORNIA HOSPITAL ASSOCIATIO N I 1215 K STREET SUITE 800 I SACRAMENTO CA 95814 I MAIN 916.443.7401 
DIR 916.552.7616 FAX 9 16.554.2238 I RFRICK E@CALHOSPITAL.ORG 
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CALIFORNIA-~ HOSPITALrn111 ASSOCIATION 

Pro1·iding Leadership in 
Hea/t/1 Policy and:! dl -ocacy 

May 18,2016 

California State Board ofPham1acy 
Attn: Lori Martinez 
Lori.Martinez@dca.ca.gov 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

BY ELECTRONIC CORRESPONDENCE 

RE: 	 Prescription Drug Take-Back Programs, Adoption of New Article 9.1 and Sections 
1776, 1776.1, 1776.2, 1776.3, 1776.4, 1776.5 and 1776.6 of Division 17 of Title 16 of 
the California Code of Regulations (CCR), Modified Text 

D ear Ms. Martinez: 

On behalfofmore than 400 member ho spitals and health systems, the Cahfomia Hospital 
Association (CHA) respectfully offers the following comments for consideration to the modified 
text Atticle 9. 1 and Sections 1776, 1776. 1, 1776.2 , 1776.3, 1776.4, 1776.5 and 1776.6 of CCR 
Title 16, Division 17. 

CHA submitted comments to the initial proposed text on March 28, 2016. CHA appreciates the 
board's willingness to collaborate and negotiate on critical issues pertinent to the state' s ho spitals 
and health systems. As with our original cmru11ents, CHA applauds the focus on non-mandatory 
participation by hospitals and health systems and agrees the decision to implement a drug take
back program should be detennined based on the professional judgement of the Phrun1acist In 
Charge (PIC). The ability to pruticipate or not, based on the most sound clinical judgement of the 
fac ility's PIC wi11 suppmt all sites to individually and fully evaluate co sts, security risks and 
benefits to their communiti es. 

CHA has three specific comments and three general comments on the regulations listed b elow : 

A. 	Specific Comments: 

1. 	 Proposed Section 16 CCR Section 1776.1(a) Pharmacies 
"Pham1acies may provide take-back services to the public as provided in sections 
1776 - 1776.4. Retail pharmacies and hospital/clinics with onsite pharmacies may 
establish collection receptacles in their facilities. Phannacies may operate collection 

12 15 K Street. Sui te 800, Sacrnmcnto, CA 958 14 · Telephone: 9 16.443.740 1 • Facsimile: 916.552.7596 · www.calhospital.org 
C'Qrpormr \ ft'm hcn Hot.p iual Co unt H of ~ordn:m tmd Ct.-nlr;tl C~hfomw. llo)p1tal t\ ,)OCitHion o f So uthern Culi rom i;t. nnd llo,pu .tl A''l'Cialu.m o f S1m Diego a nd ln1pcnal Councic~ 

http:www.calhospital.org
mailto:Lori.Martinez@dca.ca.gov
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receptacles as specified in section 1776.4 in skilled nursing fac ilities licensed und er 
California Health and Safety Code section 1230(c)." 

Recommendation: CHA reiterates its strong position on maintaining non-mandatory 
participation in these programs. CHA do es not envision hospital/cl inic pharmacies to 
be an appropriate site for establishing drug take-back programs; however, there may 
be unique community circumstances where the hospital/clinic pharmacy is an 
appropriate setting. CHA strongly recommends continuation of thi s stah1s for 
hospital/health systems. 

2. 	 Proposed Section 16CCR Section 1776.1(b) 
"There are multiple federal, state, and local requirements goveming the collection 
and desh·uction of dangerous drugs. Pharmacists are expected to know and 
adhere to these requirements when operating a prescription drug take-back 
program. " 

Recommendation: CHA sh·ongly reconunends non-mand atory ho spital/health 
systems status. CHA requests remo va l of "local" jurisdictional requirements as their 
expertise in the detetmination of appropriate drug take-back program implementation 
may run counter to that deemed appropriate by state or federal authotities. 

3. 	 Proposed Section 16 CCR Section 1776.3(b) Collection Receptacles in 
Pharmacies 
"The phannacy maintaining the collection receptacle must securely install the 
receptacle so it cannot be moved or removed. The receptacle shall be installed in 
an inside location within the pharmacy premise where the receptacle is visible to 
phmm acy employees, but not located in or near emergency areas." 

Recommendation: While CHA suspects that most hospital phannacies will not 
participate in this program, there are several drug take-back programs in hospitals 
presently that h ave collection receptacles in their emergency depaliments. In a 
hospital, the pharmacy is usually located deep within a faci lity, most often not near an 
ED, urgent care area or public access. While emergency or urgent care depaliments 
may not be the most appropriate site for a non-hospital drug take-back collection 
receptacle, it may be the m ost appropriate site for hospitals relative to regular 
employee monitming and intemal hospital safety and security. CHA recommends 
adding provisions to the regul ations pennitting hospitals that develop drug take-back 
programs to utilize emergency or urgent care areas after weighing risks and benefits, 
if deemed by the PIC and adminish·ation that this is the most accessible and safe area, 
and meets all the required monitoring and surveillance by appropriate staff. 
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B. General Comments: 

1. 	 General Regulatory Comment to Proposed Section 16 CCR Section 1776.3 
Collection Receptacles in Pharmacies 
"Authotization, and tlu·oughout the proposed regulations: "Federal, state and other 
laws prohibit the deposit in drug take-back receptacles of the following: medical 
sh arps and needl es (e.g. insulin syringes), iod ine containing medications, mercury 
containing thermometers, radioph armaceuticals, hazardou s medications and 
compressed cylinders." 

Recommendation: CHA offers, that inevitably, inappropriate items will end up in the 
containers even with appropriate signage, etc. CHA suggests add ing a section to 
address what processes should occur when inappropriate items or damaged item s are 
found in the transiti on of the sealed lin ers to the licensed DEA registered reverse 
distributor or when deposit of inappropriate items are witnessed by surveillance staff. 

2. 	 General Regulatory Comments: Costs 
The Board ofPhannacy's Initial Statement ofReason outlines costs for drug take
back services in pham1acies. While costs are outlined fo r liners and receptacles, there 
is und etTeporting of the actual costs to develop a hospital/clinic based drug take-back 
program. 

Recommendation: Additional phatmacy and security labor costs, along with program 
development and maintenance costs need to be included to estimate actual costs to 
hospitals or health systems. 

3. 	 General Regulatory Comments: Efficacy 
While the severity of the prescription drug abuse problem continues to mount, there is 
no question that multiple approaches to combat the issue are wananted. Little data is 
available on the impact and effectiveness of drug take-back programs. Obviously, 
drug take-back programs will reduce the available supply of prescription drugs; 
however, voluntary programs are unlikely to draw parti cipation from individuals 
inclined towards diversion and non-medical use. A study done in 2012 showed that 
"most individuals diverting unused drugs 01iginally obtain those drugs from a single 
doctor, highlighting doctors as the ultimate source of the drug surplus rather than the 
fami ly medicine cabinet". This is another reason why CHA and its member hospitals 
are heavily involved in the state's prescription drug maintenance program, CURES, 
that proactively monitors prescribing behavior. 

Recommendation: Pilot studies be perfonned to detennine w hich medications are 
collected, assess take-backs true costs and link program elements to understand the 
relationship between prescription opioid abuse and take-back programs so that scarce 
resources can be targeted at the most approptiate arenas to prevent opioid drug abuse. 
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May 18,2016 

In conclusion, CHA appreciates the opportu nity to com ment on these regulations and provide an 
overview representative of its 400 m ember ho spitals. We are especially appreciative of the 
overall theme of hospital/clinic pham1acy non-mandatory participation as these programs are not 
evid enced based and po se significant co st, security, and safety risks for our hospitals and health 
systems. 

Sincerely: 

BJ Bru1leson, RN , MS, NEA-BC 
Vice President, Nursing and Clinical Services 

BJB:rf 



Martinez, Lori@DCA 

From: Angie Manetti <ama netti@calretailers.com> 
Sent: Wednesday, May 18, 2016 10:16 AM 
To: Martinez, Lori @DCA 
Subject: CRA Comme nts 051716 BOP Regs.docx 
Attachments: CRA Comments 051716 BOP Regs.docx 

Lori, 


Please find comments on the proposed drug take back regu lations on behal f of the California Retailers Association attached. 


Let me know if you have any issues opening the document. 


Thank yo u, 


Angie Manetti 


Sent from my iPad 
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CALIFORNIA RETAILERS ASSOCIATION 

A ~ 980 NINTH S'TR.E£T, SU I TE 2100 SACRA M ENTO. C A 95814 

(9 16) 443 · 1 975 CAL.RE'TAII.-ER.$.COM 

May 17,2016 

Amy Gutierrez, Pharm.D. 
President, California State Board of Pharmacy 
1625 North Market Blvd., Suite N-219 
Sacramento, CA 95834 

RE: 	 Proposed Regulations for Pharmacy Take Back of Prescription 
Medications 

Dear Dr. Gutierrez, 

On behalf of the California Retail Association (CRA), we would like to thank the 
Board of Pharmacy for drafting regulations that have responded to our previous 
comments and continue to move in a direction which provide our members with the 
necessary guidance to those participating in safe medication disposal programs. We 
understand these proposed regulations are a product of considerable deliberation 
and stakeholder input. 

The proposed regu lation contemplates the challenges pharmacies face in 
participating in prescription drug take back programs and maintains that provision 
of such services should be voluntary. While our members preferred a former 
version of the proposed regulations, which explicitly provided pharmacies with 
clear direction on voluntary pharmacy participation, we understand the Board 
motioned to remove the voluntary provision and include a determination made by 
the professional judgment of the pharmacist in charge. Many of our members 
operate hundreds of locations across the state, with a different pharmacist in charge 
at each location. We are concerned about the overly burdensome administrative 
process this type of justification to decline from providing take-back services would 
create. Would it be possible for the Board to explore language which would provide 
for this process only in scenarios where pharmacies are subject to a mandate? We 
are seeking some relief from having to provide such justification for hundreds of 
locations and are willing to work with your staff on finding a solution. 

Furthermore, we request the Board consider the following changes to the proposed 
regulation that pose some implementation challenges. Section 1776.3 (a) prohibits 
public access to kiosks during non-pharmacy hours. The inclusion of this provision 
is greatly appreciated, as there are legitimate security and safety issues for 
pharmacies who may choose to have bins at non-24 hour locations, but we're 

http:CAL.RE'TAII.-ER.$.COM


concerned the proposed regul ation may be too prescriptive a nd potentially 
restrictive for pharmacies who may choose to host a collection receptacle. We 
recommend the Board make the following adjustments to this section. These 
changes still consider the ri sks of keeping a collection receptacle exposed to the 
public during non-pharmacy hours whil e providing the flexibility for pharmacies to 
restrict access as appropriate. 

"(a) Pharmacies may that provide prescription drug take back services to the public 
may do so by establishing a co ll ection receptacle in the pha rmacy 'Nhereby for the 
public to -may deposit their unwanted prescription drugs for des truction. The 
receptacle shall be securely locked and substantially constructed, with a permanent 
outer container and a removable inner liner. ffi During hours when the pharmacy is 
closed, the collection receptacle shall be locked or made otherwise inaccessible 
not be accessible to the public for deposit of drugs. The pharmacy shall lock the 
deposit slot on the collection receptacle and physically block the public patients 
from access to the collection receptacle by some means." 

Finally, we ask the references to a "written" log be removed. The DEA regulations 
do not specify what type of log is required to for the record keeping requirements 
related to safe medication disposal programs. We request th e flexibility to use 
different mediums for keeping records a nd logs to be inclulded in these regulations. 
As we strive to participate in these programs where feasible, the regulations must 
be drafted broadly in some respects so pharmacies may choose the most efficient 
processes for their business models. 

Your consideration of our concerns throughout this process has been greatly 
appreciated. The proposed regulations are moving in the right direction, and we 
would encourage the Boa rd to remain co nsistent with their positioning on this issue. 
As our members' regulatory entity, we appreciate the Board's decision to preserve 
our discretion to choose which collection methods are most appropriate for each 
pharmacy. Thank you for opportunity to be a part of this solution and we look 
forward to the progress made on this issue. 

Sincerely, 

Angie Manetti 
Director, Government Affairs 



Martinez, lori@DCA 

From: MaryAnne Bobrow <mbobrow@cshp.org> 

Sent: Wednesday, May 18, 2016 4:30 PM 
To: Martinez, Lori @DCA 
Subject: Drug Take-Back Program Modified Text- CSHP Comments 

Attachments: CSHP_Drug_ Take-Back.docx 

Dear M s. Martinze, 

Please f ind attached CSHP's comments regarding the mod ified t ext to CCR 1776, et seq. 

MaryAnne Bobrow, CAE, CMP, CMM 
Interim Executive Vice President/CEO 

California Society of Hea lth-System Pharmacists 

1314 H Street, Su ite 200 
Sacramento, CA 95814 

{916) 447-1033 Phone 
(916) 447-2396 Fax 

Email : mbobrow@cshp.org 

1314 HStr eet, Suite 200 
Sacramento, CA 95814CSi IP 
916.447.1033 phone

CA LJFO RNIA SOCIETY OF 

HEALTH..SYSTE.~ PHARMACISTS 916.447.2396 fax 


CSHPSEMINARSave 
2016 

The 
TRANSITIONS 

IN PHARMACY Date 
~1'\..I.M.! <X"*.* I""' .. 
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CSf Ip I CALIFORNIA SOCIETY OF
HEALTH-SYSTEM PHARMACISTS~ Pnrt11ers ;, JV!t'dicntio11 Ma11agemwt 

Transmitted via email to Lori.Martinez@dca .ca.gov 

May 18,2016 

Lo ri Martinez 
California State Board of Pharmacy 
1625 North Market Blvd., Suite N219 
Sacramento, CA 95834 

Re: 	 Proposed modifications to 16 CCR Section 1776 et seq, 

Related t o Dru g Take-Back Programs 


Dear Ms. Martinez, 

The California Society of Hea lth-System Pharmacists has reviewed the modified te xt (April 25, 2016) for 
t he Prescription Drug Take-Back Program and finds it consistent w ith CSHP Profess ional Policies 2014
38, The Role of the Pharm acist in Substance Abuse and Drug Dive rsion, and Poli cy 2014-40, 
Pharmaceutica l Waste. 

In short, CSHP supports comprehensive drug take-back programs t hat comply w ith DEA and Board of 
Pharmacy regu lations. In add ition, CSHP encourages ph ar macists and hea lth-syste ms to participate in 
them whenever possible . 

s~_e:e~-~
f::;J~::l~t::P. CMM 
CSHP Interim CEO 

mailto:Lori.Martinez@dca


Martinez, Lori@DCA 

From: Doug Barcon <dougbarcon@gmail.com > 
Sent: Sunday, May 08, 2016 10:50 PM 
To: Martinez, Lori@DCA 
Subject: Comments on Modification of Tit le 16 CCR § 1776 et seq . 
Attachments: Board of Pharm 1776 Drug Take-Back Comments - Barcon.doc 

Hi Lori . 

I attended the Board ofPhannacy meeting in Orange on April 27th and listened and contributed to the 
discussion of these regulatio ns. I am attaching my comments on prescription drug take-back programs to this 
email. I do not know whether they are all within the scope of the modification, but I believe they are all relevant 
to the proposed regulation. 

Thanks, 

Douglas Bar·con, Pharm.D. 
Barcon & Associates 
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Institution/Contact 

Subdivision (e.g., a, b, c) 

Section 1776 Prescription Drug 
Take-Back Programs: 
Authorization 

Section 1776 Presctiption Drug 
Take-Back Programs: 
Authorization 

Douglas Barcon, Phann.D., Barcon & Associates, P.O. Box 5646, Diamond Bar, CA 91765 

Proposed Language 

All board-licensed authorized collectors 
should be vigilant to prevent the public 
patients or their agents from disposi11g of 
prohibited items through dmg take-back 
collection methods. Federal, state and 
other laws prohibit the deposit in drug 
take back receptacles of the follo wing in 
phannaceutical take back receptacles: 
medical sharps and needles (e.g., insulin 
S)'linges), iodine-containing medications, 
mercwy-containing thermometers, 
radiophatmaceuticals, hazardous 
medications (cancer chemotherapy dmgs, 
cytotoxic dmgs), illicit drugs, and 
compressed cylinders or aerosols (e.g., 
asthma inhalers). 

A ll board-licensed authorized collectors 
should be vigilant to prevent the public 
patients or their agents from disposing of 
prohibited items tlu·ough dmg take-back 
collection methods. Federal, state and 
other laws prohibit the deposit in drug 
L~ka.J~~~Jr~·.a~oo.,tna J M ofthe following in 

Recommendation/Comments 

The public is likely not aware whether a medication 
they are taking contains iodine if it is not explicitly 
stated on the label, packaging, or counseling material. 
Clarification is necessmy. There are only a few 
medications that contain iodine. The Board of 
Pharmacy could create a list. The concerns a re iodine 
use in the manufacture of methamphetamine and the 
effects on environment. Prohibiting a consumer from 
di scarding levothyroxine, lioth)'l·onine, atniodarone, and 
cordarone in a take-back receptacle is 
counterproductive. SSK.l and Lugol's solutions are 
another matter but the DEA has waived them. The DEA 
has also waived the other drugs above fi·om CSA 
compliance in 21 CFR 131 0.12(d)(4) because they 
contain bound Iodine. Any Board of Pharmacy list 
could state only the iodine-containing drugs that are a 
concern with DBA compliance if there are any a nd any 
hazardous condi tions. SSKI can be hazardous to aqua tic 
life as specified in the MSDS sheet. 

A limitation of iodine-containing medications to 
exclude only SSKI and Lugol's Solution fi·om 
collection wou ld appear to be reasonable because these 
are hazardous. 
The regulation states: 

All board-licensed authorized collectors should be 

vigilant to prevent the public patients or their agents 

from disposing ofprohibited items tlu·ough drug take

back collection methods. 


Medical sharps and needles (e.g., insulin syringes) a re 




pharmaceutical take back receptacles: 
medical sharps and needles (e.g., insulin 
syringes), iodine-containing medications, 
mercury-containing thermometers, 
radiopham1aceuticals, hazardous 
medications (cancer chemotherapy diugs, 
cytotoxic dJ·ugs), illicit drugs, and 
compressed cylinders or aerosols (e.g., 
astlm1a inhalers). 

prohibited in collection receptacles. 

The current modified text de leted the previous Section 
1776.l(a): 
Section 1776.1 Pharmacies 
(a) Pharmacies may assist patients seeking to destroy 
unwanted, previously dispensed prescription drugs as 
provided in this article. Provision of such services is 
voluntary. And 1776.1 (e)(I) excludes phannacy staff 
review ofmedications deposited. 

The DEA regulation excludes pham1acy staff from 
handling drugs being deposited by a consumer. 
However, issue [5 ] addresses viewing by collectors at 
the time ofdeposit by the ultimate user on p age 535 40 
of the disposal of controlled substances Federal 
Register final rule document dated September 9, 2014. 
The DEA response: Authorized collectors may view 
what ultimate users deposit into collection receptacles, 
and they may ask what substances are b eing deposited. 

Unless pharmacy staff or authorized person can 
oversee/view drugs placed into the collection 
receptacles by the public prior to being deposited, 
regardless of labeling and notices, sharps may be 
inadvettently commingled in the receptacle. Without 
this oversight, it would be prudent to assume sharps are 
present and to handle all collected medications as 
sharps in FDA sharps-approved solid containers fo r 
incineration to prevent needle stick injury. Removal of 
a bag-type liner, as addressed in 1776.3 could also lead 
to potential needle stick injury. 



Section 1776 Prescription Drug 
Take-Back Programs: 
Autho1ization 

All board-licensed authorized collectors 
should be vigilant to prevent the public 
patieH:ts Sf their ageAts from disposing of 

Depending on training provided to patients by nurses 
and pharmacists in home health care, hospices, and 
skilled nursing facilities, deposited presc1iption 
medications could include intravenous antibiotics, prohibited items through drug take-back 

collection methods. Federal, state and hydration IVs, PCA, and TPN. EPA, waste, and water 
other laws prohibit the deposit in drug treatment program regulations typically pennit TV 
take back receptacles of the following in hydration solutions with or without electrolytes to be 
nharmaceutica l take back recegtacles: sewered or drained into sinks. TV solutions conta ining 

in sulin a re excluded from being sewered and should be 
collected for destruction. IV antibiotics should also be 
collected for destruction. 

medical sharps and needles (e.g. , insulin 
syringes), iodine-containing medicatio ns, 
mercUiy-containing thermometers, 
radiopharmaceutica ls, haza rdous 
medications (cancer chemotherapy drugs, 
cytotoxic drugs), illicit drugs, and 
compressed cylinders or aerosols (e.g. , 
asthma inhalers). 

1776.1 Pharmacies (2) A pharmacy shall not accept or possess Other entities should be clarified. 
(e)(2) prescription drugs retmned to the 

phannacy by skilled nmsing homes, 
residential care homes, other facilities, 
health care practitioners or other entities. 

1776.2 Mail Back Package and 
Envelope Services from 
Phannacies 
(c) 

(C) +J=te preaeeressee eA'>'elepes aae Consider addi ng back "The preaddressed envelopes and 
packages must be water and spill proof, tamper evident, 
tear resistant and sealable. The exterior shall be 
nondescript and not include markings that indicate the 
envelope or package contains prescription drugs." 

While envelopes are rarely torn open in the mail, the 
odd shape ofa filled envelope could potentially be torn 
in transit. At the least, tear resistant sho uld be a 
requirement. 

' 

packages ffii:!St ee water aRe SJ3i:ll J3f88f, 
tamper e'>•iEleAt, tear resislaH:l aae sealaele. 
+fie e~~lerier shall ee A8fleescript aRe Ret 
iflclttee marlciAgs that iAElicate the 
eavelepe er package ceH:taifls J3fescfiptiea 
drugs. Pestage shall ee prepaie e A each 
eavelepe er package. 



1776.2 Mail Back Package and 
Envelope Services from 
Pharmacies 
(d) 

Ee j +he preaeefessea eA'>'elepe a:Ae The DEA frnal rule on the disposal of controlled 
substances dated September 9, 2014 states that the 
preaddressed drug collection envelopes inc lude a 
unique identificat ion number. 

paelmge shall eeatai:B: a HftiEJBe 
iae:AtifieatieA :AI:I:ffiaer fer eael:l esvelepe 
aaa paek:age, aAG ee1=taifl i:flStftl6~teH:S fer 
BSefS ~e mail aaek: antgs. 

1776.3 Collection Receptacles in 
Pharmacies 
(f)( l ) 

(f)( l ) The liner shall be waterproof, tamper 
evident and tear re sistant. 

If sharps are potentially contained inside the liner, the 
liner should be puncture proof by a needle or the 
contents s hould be deposited directly into a rigid 
sharps-approved container within the co llection 
receptac le. 

1776.3 Collection Receptacles in 
Pharmacies 
(i) 

(i) The liner may be removed from a 
locked collectio n receptacle only by two 
emp loyees of the pharmacy. Upon 
removal, these pharmacy employees who 
shall immediately seal the liner and record, 
in a written log, their pmticipation in the 
removal of each liner from a collection 
receptacle. If the liner is not already 
contained in a rigid container within the 
receptacle, the two employees shall 
immediately place the liner in a rigid 
container. 

The process of removing a non-rigid liner can pose a 
safety issue to pharmacy employees if sharps are 
present and the liner is not needle proof. Ifnon-rigid 
liners are used and a needle stick occurs, the needle 
stick should be rep orted to the Board ofPbannacy by 
the pharmacist in charge within a specified time period 
on a form developed by the board. The Board of 
Pharmacy should comp ile statistics on needle sticks and 
use those statistics to modify the regulation to eliminate 
non-rigid liners ifnecessary. 

1776.3 Collection Receptacles in 
Pharmacies 
(m) 

(m) The co llection receptacle sha ll contain 
sign age developed by the board . .. 

Consider using pic togra ms in addition to any text in the 
sig11age when possible. Fo r example, the universal red 
circles with a diagonal line for a syringe with needle 
and fo r an oral inhaler. 



Martinez, Lori@DCA 

From: Eliza beth Weitz <elizabethweitz@gmail.com > 
Sent: Friday, May 13, 2016 10:09 AM 
To : Martinez, Lori@DCA 
Subject: Don't Obstruct Pharma cy-base d Drug Take -Back Programs 

Dea r Dr. Gutierrez and Fellow Board Members 

I am deeply concerned with the impacts W1Used m ed ica tions have on water quality and public hea lth, as well 
as the Board of Pharmacy's proposed rules that will actually discourage phannacies from hosting medicine 
collection bins. Pharmacies provide an important public hea lth service to the community and studies show 
that they are where the public v,rants to be able to safely dispose of medi cines. 

Becau se pharmacies h ave been shown to be the most effec tive collection sites, the U.S. Drug Enforcement 
Agency has establish ed common sen se rules that allow pharmacies to support drug takeback in a safe and 
secure maimer. Pharmacies who volunteer to host bins in Ca lifmnia h ave not experienced serious problems or 
legal issues and man y of the fears expressed by some pharmacy interests are unsubstantiated. 

The Board of Pharmacy does NOT need to develop exten sive regulations. Instead it should si:tnply 
acknowledge that Califomia pharmacies can host safe medicine disposal bins if they follow the DEA rules. By 
proposi ng additional regulations and deliberating over a lengthy period of time, the Board h as scared 
pharmacies that wish to host take-back bins now from doing so. 11'1 addition, by attempting to preempt those 
few ordi:t'lances that requi:t·e pharmacy parti cipation in m anufacturer supported programs, you are i:t1terferi:t'lg 
with the actions of elected officials who are acting on beh alf of the public to protect public h ealth. Th at is 
inappropriate for an unelected Board. 

Instead of obstructing what are mos tly voluntary actions by publicly responsible pharmacies, the Board of 
Pharmacy should prom ote such programs as a means of protecting public and environmental health. 
California pharmacies dis tribute medication s and are the perfect and safe location to retum them. I urge you 
to simply endorse the Drug Enforcem ent Agency's rules for pharmacy-based collection programs with all 
expediency and to d esist from any effort to preempt local laws. 

Elizabeth Wei tz 
280 38th St. 
Oakland, CA 94611 
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Martinez, Lori@DCA 

From: George W ang <george_wang @sirum.org > 
Sent: Wednesday, M ay 18, 2016 2:21 PM 
To: M artinez, Lori @DCA 
Subject: Comment RE: Prescription Drug Take-Back Programs 

Dear Ms. Herold and Members of the Board of Pharmacy, 

We request the following amendment to the proposed text for Prescription Drug Take-Back Programs, Section 
1776 of Article 9.1 of Division 17 of Title 16 of the California Code of Regulations. 

Our intent for this amendment is to ensure that pharmacies can continue to lawfully receive. returned non
controlled prescription drugs from facilities such as skilled nursing homes. We believe this issue should not be 
comm ing led with drug take-back programs. 

This issue was discussed at the last Board meeting and our understanding was that the following language 
was suggested by Ms . Herold to limit the 1776.1 (e) (2) to only take-back programs: 

1776.1 (e) (2) A pha rmacy shall not accept or possess prescription drugs returned to the pharmacy by 
skilled nursing homes, residential care homes , other facilities, health care practitioners or other entities 
in a collection receptacle. 

Without this amendment, regulations proposed for Section 1776 change the practice of long-term care 
pharmacies for example to cred it unused, non-controlled medication for private and public health plans, which 
would have a sign ificant business impact to these pharmacies and long-term care facilities in addition to lost 
savings to the state. We strongly urge you to accept our amendments. 

George 

George Wang, PhD 
Co-Founder & Director 
SIRUM 1 Saving Medicine : Saving Lives 
george@sirum.org 1650.469.3251 

On Tu e, M ay 3, 20 16 at 1:15PM Mariinez, Lori@DCA <Lori .Mati inez@dca.ca.gov> wrote: 

NOTICE IS HEREBY GIVEN that the Board of Pharmacy has proposed modifications to the text of 

Title 16 CCR § 1776 et seq., related to Prescription Drug Take-Back Programs. A copy of the 

modified text is enclosed. Any person who wi shes to comment on the proposed modification s may 

do so by submitting written comments beginning May 3, 2016 and ending at 5pm on May 18, 2016 , 

to th e following: 
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Martinez, Lori@DCA 

From: Jud y Schriebman <judy@ leap f rogpro duction s.com> 
Sent: Tuesday, May 03, 2016 2:05 PM 
To: Martinez, Lori@DCA 
Subject: Notice of modified text - Drug take bac k pr 

Dear Ms. Martinez: 

Please accept these conunents: 

1. pl: Please remove "Illicit drugs" from text. We need to get ALL drugs off the streets in the interests of public 
safety, ,.vhich trumps other concerns. 

2. An y Mailer needs to be pre-pr:iJ1ted for p ostage. Mailers dropped off will not be charged; but anyone 
mailing back old prescriptions should not be held h ostage for the postage. Postal charges w ill only be made for 
mailers that are actually m ailed. 

Not being a pharmacist or doctor, I wonder if there are ch ann els for them to get rid of their old/expiTed meds? 
I do not want them ending up badly disposed, :iJ1 the garba ge, down the sewer lines, or given away. Are thei.r 
procedmes in place for samples, expi.red or unused drugs given by medical reps to doctors and for expired 
drugs in pharmacies to be disposed of safely and easily? Tf n ot, a path sh ould be made for these u ses as well, 
and the pharmaceutical companies should p ay for this as well. 

Thank you, 

Judy Scluiebman 
San Rafael, CA 94903 
RxSafeMarin member 
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Martinez, Lori@DCA 

From: Steve.W.Gray@kp.org 
Sent: Wednesday, May 18, 2016 4:52 PM 
To: Martinez, Lori@DCA; Martinez, Lori@DCA 
Cc: Steve.W.Gray@kp.org 
Subject: Comments re Regula t ion 
Attachments: Final 1st 15 -day KP Response to BOP Proposed Take Back Regulations 1760 May 18 

20 16 d k.doc 

Importance: High 

Please accep t and acknowledge re cei pt on the enclosed comments, 

Steven Gray, Ph a rmD, JD 

Pharmacy Professiona l Affairs Leader 


Kaiser Permanente 

National Pharmacy Programs and Ser vices 

12254 Bellflower Blvd 

Downey, CA 90242 


562.658.3663 (office) 

320 (tie-line) 

562.658.3665 (fax) 

909.548.9774 (mobile phone) 

Wendy E Rosa (assistan t) 


kp.org /thrive 

NOTICE TO RECIPIENT: If you are not the intended recipient of this e-mail, you are prohibited from sharing, copying, or otherwise using or disclosing its 
contents. If you have received this e-mail in error, please notify the sender immediately by reply e-mail and permanently delete this e-mail and any attachments 
without reading, forwarding or saving them. Thank you. 
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••• 
~"'~ KAISER PERMANENTE~ 


Pharmacy Professional Affairs 

12254 Bellflowe r B lvd, Downey, CA 90242 


Office 562-658-35 10 Fax 562-658-35 12 


May 18, 2016 
To: Lori Martinez 
Lori Martinez@dca.ca.gov 
Fax: 916.574.8"618 

1625 N. Market Blvd., N219 
Sacramento, CA 95834 

c/o California Board ofPhannacy 

Re: Califomia Board ofPhannacy Proposed Changes to Phannacy Regulations, Title 16 CCR _ _ _ _ _ 

On behalf of the Phannacy Operations deQrutme nt of Kaiser Foundatio n Hospitals, and Kaiser Foundation Health Plan, we respectfullysubmit in 

" Attachment A", recommendations to the Boru·d ofPhannacy's AQril25th proposal to change Title 16 CCR Atticles 4 .5, 7 ana 7.5. We ask for your 

careful review and consideration ofour recommendations. We beh eve that changes to what has been publi shed are necessary to promote optimal 

safety and !lCcess to high q~ality, affordable care. We respectfull y request that if the Board of Pham1acy disagrees with one or more of our proposa ls, 

that the rationale for that disagreement be clearly stated . 


sis Steven Gray, PhannD JD 

Pharmacy Professional Affairs Leader 


Cc: W. Perry Flowers, M.S.~,.,R.Ph. 

Vice President - Acute and aansitional Care 
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Attachment A 

Kaiser Pharmacy Operation's Recommendations and Concerns about Californ ia Board of Pharmacy Proposed changes 


to Pharma cy Regulations (16 CCR, A rticl e 9, Section 1776, et. seq.) 


Introductory Comments: 

Kaiser Foundation Health Plan and Kaiser Foundation Hospitals Ca lifo rnia Phannacy Operations sections of is submitting this document on behalf of California 

Kaiser's 35 hospital pharmacies, eight licensed home infusion phannacies, 29 ambulatory oncology pharmacies that have California Board of Pharmacy-issued 

licenses and over 250 outpatient pharmacies. 


We prepared the grid below to clearly show the language that we believe to be problematic or w1clear; the rat ionale for our recommendations to improve the 

language, and an- assessment of the impact to the public, to patients and perhaps our organization (and many others) if the language is not changed. 


For further information, please contact Steve Gray at steve.w.gray@kp.org 


Board A MEN DED Proposed Board of Pharmacy Regulations 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

Pharmacies, hospitals/clinics with onsite pharmacies, distribu tors and reverse 
distributors licensed by the board aR€1 liceRse€1 skiJ.Ie€1 Rt:JrsiRg facilities may 
offer, under the requirements in this article, specified prescription drug take-
back services to the public to provide options for the public to destroy 
unwanted, unused or outdated prescription drugs. Each of these entities m ust 
comply with regulations of the federal Drug Enforcement Adm inistration and 
the Board ofPharmacy regulations contained in this article. 
All board-licensed authorized collectors should be vigilant to preven t the 
f2..Y.!2.l.i£.patieRts or their ageRts from disposing ofprohibited items through drug 
take-back collection methods. Federal, state and other laws prohibit the 
dep osit iR Eirt:Jg take back receptacles of the following in pharmaceutical take 
back receptacles: medical sharps and needles (e.g., insulin syringes), iodine-

Recommended Changes and Rationale and Impact St atements 


{De letio ns in BOLD strike through; Additions in Bo ld underline.) 

[Not e: Plus re-n umbering of remaining sub-paragraphs wou ld be required ] 

Section 1776 Prescription Drug Take-Back Programs: Authorizat ion 
Recommended Change 
Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse 
distributors licensed by the board aR€1 NceRse€1 skiile€1 Rt:JrsiRg facilities may 
offer, under the requirements in this article, specified prescription drug take 
back services to the public to provide options for the public to destroy 
unwanted, unused or outdated prescription drugs. Each of these entities must 
comply with regulations of the federal Drug Enforcement Administration and 
the Board of Pharmacy regulations contained in this article. 
All board-licensed authorized collectors should be vigilant to prevent the public 
patieRts or their ageRts from disposing of prohibited items through drug take-
back collection methods. Federal, state and other laws prohibit the deposit iR 
Eirt:Jg take haci~ .~eceptac,les of the following in pharmaceutical take back 
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containing medications, mercury-containing thermometers, 
radiopharmaceuticals, hazardous medications (cancer chemotherapy drugs, 
cytotoxic drugs), and compressed cylinders or aerosols (e.g., asthma inhalers). 
Only California-licensed pharmacies, hospitalsLclinics with onsite pharmacies, 

receptacles: medical sharps and needles (e.g., insulin syringes), iodine-
containing medications, mercury-containing thermometers, 
radiopharmaceuticals, hazardous substances mediEstffeRs fEsREer 

dwmetherspy fkygs, EytetexffE fi.rygs), and compressed cylinders or aerosols 
(e.g., asthma inhalers). 
Only California-licensed pharmacies, hospitalsLclinics with onsite pharmacies, 

and drug distributors {licensed wholesalers and third- party logistics providers) 
who are registered with the Drug Enfo rcement Administration {DEAl as 
collectors and licensed in good standing with the board eRfi ere else 

registerefi 'Nith the Dr1:1g ERjorcemeRt AfimiRistretioR es cot!ectors may host a 
and drug distributors (licensed w holesalers and third- party logistics providers) 
who are reg istered with the Drug Enforcement Administration {DEAl as 

pharmaceutical take-back receptacle as perticipete iR fir1:1g teke beck collectors and licensed in good standing with the board eAfi ere else registerefi 
progrems authorized under this article. with the Drug EAforcemeRt AfimiAistretioA es collectors may host a 
Note: Authority cited: Section 4005, Business and Professions Code. pharmaceutical take-back re ceptacle as perticipete iA Eirug teke beck progrems 

Reference: Sections 4005, Business and Professions Code and Section 1317.40, authorized under this article. 
Title 21 Code of Federal Regulations. Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Sections 4005, Business and Professions Code and Section 1317.40, 
Title 21 Code of Federal Regulations. 
Rationale 
Patients or their caregivers or representatives are unlikely to identify which 
pharmaceuticals are " cancer chemotherapy dru gs" or " cytotox ic drugs" . 
Impact 
Unless changed, the wording cou ld confuse patients that desire to get such 
drugs out of their homes to preve nt harm. However, if the deem something a 
hazardous "subst ance", such as an acid, drain cleaner, f lamma ble, etc. they 
will be notified that such hazardous "substances" do not belong in such 
collection receptacles. Without the change, the resu lt wou ld be a diminished 
effective ness of the Safe Drug/Medication Disposa l programs throughout 
California. 

Section 1776.1 Pharmacies Section 1776.1 Pharmacies 
Recommended Change 
(a) Pharmacies may assist patients seeking to destroy unwanted, previously 
dispensed prescription drugs as provided in this article. Pro'>'isioA ofsl:lch 

ser~<ices is voii:JAtery. No Qharmac'f. ma'i be mandated b'f. anY. State regulation 

(e) Phermecies me;• essist petieRts seekiAfJ to fiestro;' l:lR'.VeAtefi, pre·1iousiy 

fiispeAsefi prescriptioR fir1:1gs es pro'l-ifiefi iA this erticle. ProvisioR ofsl:lch 

services is '1-0II:JRtery. 

or local ordinance to QarticiQate as a collector otdangerous drugs, including 
but not limited to controlled substances. 
Rationale 
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The proposed DELETION of the regulation statement makes it NOT consistent 
with the Board's intent despite later proposed changes about the authority of 
a Pharmacist-In-Charge's abi lity to deny the pharmacies participation. It could 
STILL mean that the Board considers participation and voluntary but would 
allow local County and City ordinances to mandate " collection receptacle" 
participation. 
Impact 
Without the clarification many pharmacies that are neither designed, 
equipped nor staffed to adequately protect the public, their patients or their 
employees may be fo rced into " collection receptacle" participation or lengt hy 
and expensive cou rt situations that distract from patient care and clog the 
court system. These include, but are not lim ited to, pharmacies, hospitals and 
clinics that may be on probation, have lost critical personnel, are in high risk 
areas or are literally " closed door" pharmacies that are not open to the public 
and whose mandatory participation is kept undisclosed to the public for 
security purposes. All owing other agencies or ju risdictions to mandate 
"col lection receptacle" participa t ion may cause some pharmacies in some 
critical access areas to cease operations and thus decrease patient and public 
access to pharmacy care and services. Further, subsection (c) requires all 
pharm acies that do participate with " col lection receptacles" to follow DEA 
regu lation s and other federa l law. Those requirements mandate close 
supervision and security of the "collection receptacles" at all times . A 
mandate to participate with " collection receptacles" would require a 
substantial increase in staffing in many pharmacies especial ly during 
" exten ded hou rs" , weekends and holidays, thus it would likely require such 
pharmacies to reduce their hours of service, thus also reducing the patients, 
consumers and the public in their communities access to pharmacy care and 
service. Pharmacies that are unable or unwilling to comply with loca l 
ordinances or for whom continued participation or the expense of defending 
enforcement in the courts may simply cease ope rations under the Med iCal 
program or services in underserved areas or populations. 

Recommended Change 
fet fsilThe following dangerous drugs and devices are expressly prohibited I ~~The following dangerous drugs and devices are expressly prohibited from 

collection in a pharmacy's prescription drug take-back collection recept acles: 
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from collection in a pharmacy's prescription drug take-back collection 
receptacles: medical sharps and needles (e.g., insulin syringes}, iodine-
containing medications, mercury-containing thermometers, 

medical sharps and needles (e.g., insulin syringes}, iodine-containing 
medications, mercury-containing thermometers, radiopharmaceuticals, 
sR#Reep.IQ5t-.i6 sgeRt5 (tfiR6e,. 6hem9tRe('QPY dRJg5, 6Yt9t£1*J6 dF-ug5), 

radiopharmaceuticals, antineoplastic agents (cancer chem otherapy drugs, 
cytotoxic drugs}, and compressed cylinders or aerosols (e.g., asthma inhalers). 

hazardous substances and compressed cylinders or aerosols (e.g., asthma 
inhalers). Sign age in[ormin q the publico[ the items prohibited from being 

Sign age in[orminq the publico[ the items prohibited from being deposited deposited shall be ~ posted on collection receptacles as referenced in 
section 1776.3. 
Rationale 

Patients or their caregivers or representatives are unlikely to identify which 
pharmaceuticals are "cancer chemotherapy drugs" or "cytotoxic drugs". 
Impact 
Unless changed, the wording could confuse patients that desire to get such 
drugs out of their homes to prevent harm. However, ifthe deem something a 
hazardous "substance", such as an acid, drain cleaner, flammable, etc. they 
will be notified that such hazardous "s ubstan ces" do not belong in such 
collection receptacles. Without the change, t he result would be a diminished 
effectiveness of the Safe Drug/Medication Disposal programs throughout 
California. 

Recommended Changes 
fi.} (il A pharmac'i. shall not provide take-back services to consumers, as 

shall be~ posted on collection recep tacles as referenced in section 
1776.3. 

{.il A pharmac'i. shall not provide take-back services to consumers, as provided 
in sections 1776-1776.4, it in the pro[essional iudqment o[the pharmacist in provided in sections 1776-1776.4, it in the pro[essional iudqment o[the 
charge, the pharmac'i. cannot compl'f. with the provisions o[ this article or t he pharmacist in charge or the pharmac'f. e.ermit holder, the pharmac'i_ cannot 
Drug En[orcement Administration rules. compl'f. with the provisions o[ this article or the Drug En[orcement 

{Jl A pharmac'i. shall not provide take-back services to consumers, as provided 
Administration rules. 

fj} lkl A pharmac'i. shall not provide take-back services to consumers, asin sections 1776-1776.4, i[ in the pharmac'i. or pharmacist in charge is on 
probation with the Board, and, i[ the pharmac'i. had previousl'i. provided take- provided in sections 1776-1776.4, i[in the pharmac'i. or pharmacist in charge is 
back services, the pharmacist in charge shall noti['i. the Board and the Drug on probation with the Board, and, i[ the pharmac'i. had previousl'i. provided 
En[orcement Administration as required in subsections {hl and {il, above. take-back services, the pharmacist in charge shall noti['i. the Board and the 

Drug En[orcement Administration as required in subsections {hl and {JL above. 
Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Section 4005, Business and Professions Code and Sections 1301.71, 
1317.30, 1317.40, Title 21 Code of Federal Regulations. 

--

Rationale 
The pharmacy permit holder is eq ually liable to the Board of Pharmacy, the 
Drug Enforcement Administration and other regulators for the operation of 
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1776.6 Record Keeping Requirements for Board Licensees Providing Drug 

Take-Back Services 
Each entity authorized by this article to collect unwanted prescription drugs 

from patients shall maintain the following records. 

*** 
(b) For each reverse distributor {_wholesaler or third-eart'i_logistics eroviderl 

the pharmacy and more lia ble to civil act ions of the pharmacy t han an 
employed pharmacist in charge. Therefore, the regu lation shou ld not only 
allow the permit holder to deny participation but should require it for the 
same stated reasons. 
Subsection (k) is rather confusing. 
Impact 
If the change is not made it puts all pha rma ci es, includ ing pharmacies where 
the permit holder is an entity of St ate or local government unduly at risk and 
subject litigation over differences in judgment or risk factors with the 
pharmacist in charge.lo 
1776.6 Record Keeping Requirements for Board Licensees Providing Drug 
Take-Back Services 

Recommended Change 
Each entity authorized by this article to collect unwanted prescription drugs 
from patients shall maintain the following records. 

*** 
(b) For each reverse distributor {_wholesaler or third-eart't_logistics eroviderlacceeting sealed mail-back eackages: the date o[receiet and the unique 

identi(jcation ot the individual eackage or enveloee. acceeting sealed mail-back eackages: the date o[receiet sRd the NRiqwe 

{_cl For each reverse distributor that will destro't. the mail-back eackages: the ideRtiJif:stiaR ot the individual eackage or enveloee. 

number ot the sealed mail-back eackages destro't_ed, the date and the method {_cl For each reverse distributor that will destro't. the mail-back eackages: the 

o[destruction, the unique identi(jcation number oteach mail-back eackage number ot the sealed mail-back eackages destro't_ed, the date and the method 

destro't_ed, and the names and signatures ot the two emelo't_ees o[ the ot destruction, the wRiqwe ideRti:f·if:stiaR Rwmhe~ a-} eseh mstl 8sf:k psf:ksge 

registrant who witness the destruction. destF6yed, and the names and signatures ot the two emelo't.ees ot the 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: 

registrant who witness the destruction. 

Sections 4005, Business and Professions Code and Section 1317.22, Title 21 Rationale 
Code of Federal Regulations This latest proposa l by the Board has removed the fo rmer requirement for 

each mai l-back enve lope or package t o have a unique identification number. 
Also the Board has acknowledged that pharmacies may distribute/ dispense 
mai l-back envelopes or packages that are registrant participants in take-back 
programs without the pharmacy being a registe red participant in a tack-back 
program. 
Further, there is no requirement under the DEA regulations for each mail-back 
e nve lopeor~~ckage to _be produced with a "unique identif icat ion number" . 

I 
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Consequently, the current producers of such DEA approved enve lopes do not 
put such identification number on their envelopes/packages. 
If the intent of this regulation is to require pharmacies that participate in a 
Mail Back program to add a unique serial number from all such envelopes 
distributed by pha rmacies nation-wide, WITHOUT duplication, it would be a 
huge undertak ing that would delay the implementation of such mail-back 
programs and delay or diminish the important public protection purposes of 
the programs. This reality is similar to the Board's learning when it was 
involved in attempting to create a system of unique serial numbers for each 
pack of prescription pharmaceutical for the Track-and-Trace provisions of a 
"Pedigree" program. 
The apparent purpose of each enve lope/ package having a " unique" serial 
number f rom all other envelopes/packages, would be to potentially identify 
any envelopes/packages that went "a stray" . The regulation is void of what 
would be expected , and by of whom, if such was suspected . Even then the 
intended receiving entity would not know if any envelope/package is missing, 
still in the pharmacy, still in the possession of some patient or consumer, was 
discarded by a patient/consumer or....? There is, rightly so, no requirement for 
the pharmacy to record even the name of the consumer to which it was 
dispensed. FURTHER MORE, there is no requirement under federal regu lations 
for any entity, even a pharmacy, that dispenses DEA mail-back 
envelopes/packages to be licensed by any government entity, including the 
California Board of Pharmacy, or Registered with the DEA, AS LONG AS THE 
ENTITY TO WHICH THE POSTAGE PRE-PAID ENVELOPE/ PACKAGE IS ADDRESSED 
TO A PROPERLY LICENSED AND REGISTERED ENTITY, e.g. a Reverse Distributo r 
that properly disposes of the un-wanted drugs. 
Impact 
This regu latory provision is, at least, vag ue and unclear, because it does not 
indicate what the pharmacy is to do if it receives mail-back enve lopes without 
a unique identification number. Unfortunately, as written it will vastly 
increase the likelihood that few pharmacies will participate and thus the 
purpose of the programs will be diminished. 
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Martinez, Lori@DCA 

From: Tami Omoto-Frias <t omoto-frias@ceo. lacounty.gov > 
Sent: Wed nesday, May 18, 2016 4:24 PM 
To : Martinez, Lori@DCA 
Cc: Angela Ovalle; Donna Seitz - FWD 
Subject: RE: Not ice of Modified Text - Board of Pharm acy Medici ne Take-Back Rule 
Att achments: Board of Pharmacy Comment May 2016_County of Los Ange les.docx 

Hell o Ms. Ma rt in ez, 

Please see t he attached commen t s f rom the County of Los Ange les o n the proposed modificatio ns related to the 

Prescri ptio n Drug Take-Back Progra m s. 

Thanks. 

Tami 


Tami Omoto-Frias 
Count y of Los Angeles 
Chief Executive Office 
Legislative Affai rs and Inte rgovernmental Relations 
213/97 4-1192 
tomot o-frias@ceo. lacounty.gov 

Pl ease cons ider t he environment before prin t ing t his e-mail. 


From: M artinez, Lori @DCA [m ailto:Lori. Ma rt inez@dca.ca.gov] 

Sent : Tuesd ay, M ay 03, 201 6 1:13 PM 

To: M artinez, Lo ri @DCA <Lori.Ma rtin ez@dca.ca.gov> 

Subj ect: Not ice of Modif ied Text 


NOTI CE IS HEREBY GIVEN th at the Board of Pharmacy has proposed modifications to the text of 

Titl e 16 CC R § 1776 et seq. , related to Prescripti on Dru g Take-Bac k Programs. A copy of th e 

modified text is enclosed. An y perso n wh o wishes to comment on th e proposed modifications may 

do so by submitting written comments beginning May 3, 2016 and ending at Spm on May 18, 

2016, to t he fo llowing: 

Contact Person: Lori Martinez 
Agency Name: California State Board of Pharmacy 
Address: 1625 North Market Blvd, Su ite N 219 

Sacramento , CA 95834 
Email : Lori.Martinez@dca .ca .gov 
Fax: (916) 574-8618 

Any responses to comments directly concerning the proposed modifications to the text of the 
regu lations will be considered and responded to in the Fina l Statement of Reasons. 

Lori Martinez 
Administration and Regulations Manager 
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Los Ange les County appreciates this opportunity to com ment on the Board of Pharmacy's (Board) 
modified draft regulations dated April 25, 2016, for Prescription Drug Take-Back Prog rams. 

Los Angeles County has reviewed the revised proposed regulations w hile comparing th em to the Federal 
Drug Enforcement Administration's (DEA) Final Rule on Disposal of Contro lled Substances which was 
approved 2014. The DEA's Rule was the result of more than three years of stakeholder process and 
implements the Secure and Responsible Drug Disposal Act of 2010 wh ich was enacted in order to 
expand options ava ilable to col lect controlled substances for the purpose of disposal. The DEA Final Rule 
was carefully con structed in order to assure safe and secure collection and ultimate destruction of 
unwanted controlled substances. Los Angeles County impl ores the Board to recognize the DEA's existing 
rule in this regard and to not create regulations which are unnecessarily stricter than theirs. 

General Comment: 
There are severa l reference s throughout the proposed regulat ions w hich refer to " prescription" drugs as 
being the on ly type of drugs allowed to be placed into collection receptac les. While we do not believe it 
is the Board's intention to not al low over-the-counter drugs to be deposited into coll ection receptacles, 
these references to "prescription" drugs may create confusion. We understand the Board's jurisdiction 
is limited to "pre scription drugs," however, we recommend removing the references to " prescription" 
drugs throughout the document and/or clarify that over-the-counter drugs are al lowed to be collected 
in drug take-back receptacles. 

Additionally, the regulations reference pre scription drug take-back collection receptacles, 

pharmace utical t ake back receptacles, registered collection receptacle , col le ction receptac les, and 

receptacles. For clarity and con sistency, it is respectfully reco mmend ed that one t erm be used if they all 

reference t he same item. 


Section 1776 Prescription Drug Take-Back Programs: Authorization: 

• 	 Comment: The term "vigi lant" is vague and may imply that authorized co ll ecto rs take steps which 
would not be con sistent with the DEA Rule or the proposed Board regulations which both prevent 
authorized collectors from handling drugs pri or to being deposited into receptacles. 

o 	 Suggested revision: Al l board-li censed authorized collectors should be vigilant take 
reasonab le steps in a mann er consist ent w ith this chapte r to prevent the public from 
disposing of prohibited items through drug take-back co ll ection methods. 

• 	 Comment: The DEA Rule does not identify the list ed drugs as prohibited from collection and we 

were unable to identify any other Federal, State, or local statute wh ich wou ld not allow com ingling 

of these types of drugs. Prohibiting these drugs from col lection programs will confuse residents who 

may subsequently dispose of the drugs in an unsafe manner. 

• 	 "Federa l, state, and other laws prohibit the deposit in drug take-back receptacles of the following... " 

o 	 Recommendation: Los Ange les County respectfully request revising this section to limit the 

prohibition to non-drugs such as mercury-containing thermostats and other devices. 

Section 1776.1 Pharmacies (d): 

• 	 See above comment regarding exclusion of certain drugs. 



Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

• 	 Genera l Comment: As previous ly commented on behalf of Los Angeles County, this section, appears 
to confuse two types of entities, authorized collectors and pharmacies w hich provide mail-ba ck 
envelopes. As cu rrently drafted, this section, as modified, cou ld be construed to prohibit California 
pharmacies from conducting a mail-back program w ithout being registered with the DEA as an 
authorized collector. 

• 	 Recommendation : Rep lace the entire text of this Section, as modified Apri l 25, 2016, w ith the 
following: 

1776.2.1 Requirements for Pharmacies Which Conduct a Take-Back Program 
(a) Register with the DEA and the board as a co l lector. 
(b) Uti lize mail-back envelopes and packages which meet the requirements of 21 CFR 1317.70(c) and 
make them available, for sale or for free, to the public directly or through another entity, including, 
but not limited to other pharmacies. 
(c) Fo llow the requirements of 21 CFR 1317.70(e) in conducting a mail-back program. 
(d) Have and utilize at their registered location a method of destruction which shal l render the 
contents of the mail-back envelopes and packages non-retrievable. 
1776.2.2 Requirements for Pharmacies Which Distribute Mail-Back Envelopes and Packages 
(a) Ensure that any mail-back envelopes or packages made available to the publi c are preaddressed 
to a location that complies with DEA and board requirements. 
(b) Direct the public to take mail-back envelo pes or packages and their contents to common carrier 
or contract carrier indicated on the envelope or package. 

Section 1776.3 Collection Receptacles in Pharmacies (a) and (c): 

• 	 Comment: We are concerned that the requ irement regard ing physical barriers would deter 
pharmacies from participating because there wil l be additiona l costs and space constraints while 
creating a challenge for existing pharmacies that have drop-off bins in place by add ing a new 
requirement whi le providing little to no safety benefit. Thi s requirement may lead to fewer drop-off 
bins and reducing drop-off opportunities for consumers. We respectfully reco mmend removing the 
requirement for a physica l barrier or m aking it a strong recomme ndation in the regulations rather 
than a requirem ent. As previously noted, Los Ange les County wi ll be considering the adoption of an 
ordin ance which estab lish a drug t ake-back program for re sidents. The draft ordinance is crafted to 
allow pharmacies to choo se to participate, however, due to these the requirement to install barriers 
to block receptacles, there may be less participation from pharmacies and consequently less safe 
opportunity for resid ents to properly dispose of unwanted medications. 

Section 1776.3 Collection Receptacles in Pharmacies (b): 

• 	 Comment: This section goes beyond the DEA regulation. The DEA regulations do not specify 
that the employees must be pharmacy employees. Respectfully recomm end using the same 
language as in the DEA regulations. 

Section 1776.3 Collection Receptacles in Pharmacies (h): 

• 	 Comment: Stating specifica ll y that rigid containers must "meet standards of the USDOT for 
transport of medica l waste" exceeds the requirements of the DEA regulation, which does 
not mention medical waste. Respectfully recommend usin g the sam e language as in the 
DEA regulations. 



Section 1776.3 Collection Receptacles in Pharmacies (k) (5}: 

Comment: The DEA does not require any signatures of drivers when registrants use a common 
carrier t o transport inner lin ers t o a reverse di stributor. Los Ange les County does not th in k thi s 
req uirem ent is necessa ry or benefici al and foresees some possib le issues w ith obtaining the 
signature of the common carrier driver. Some companies prohibit their drivers from signin g 

anything or the driver does not fe el co mfortable signing any forms. 

• 	 Recommend ation : Revise to read: "Th e date the lin er was provid ed to a li censed DEA

regist ered reverse di stributor for destruction, and the signature of the t wo pharmacy 

employees w ho witnessed the deliver to the reverse distributor. If a com mon carri er is 

used to transport the liner to the reve rse distributor, the company used, the signature of 

the driver, and any related paper (in vo ice, bill of lad in g) must be recorded." 

The County appreciates the Board's consideration of our comments w hi ch are int ended to ensure the 
pub lic's hea lt h and safet y remain paramount whi le not reducing the ability for successfu l drug take-back 
programs for residents. 



Martinez, Lori@DCA 

From: 
Sent: 

To: 

Cc: 

Subject: 


Attachments: 

Taskforce <taskforce@dpw.lacounty.gov> 
Wednesday, May 18, 2016 10:06 AM 
Martinez, Lori@DCA; Sodergren, Anne@DCA 
Dan Lafferty; Carlos Ruiz; Bahman Hajialiakbar; mikemohajer@yahoo.com 
Comments: Board of Pharmacy Proposed Regulations for Prescription Drug Take-Back 
Programs -April 25, 2016 
image001jpg; BoPProposedReg.pdf 

TO: 	 Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 

Please see the attached letter dated May 18, 2016, from the Los Angeles County Solid Waste 
Management Committee/Integrated Waste Management Task Force regarding Comments: Board 
of Pharmacy Proposed Regulations for Prescription Drug Take-Back Programs - April 25, 2016. 

If you have any questions regarding the subject matter, please contact Mr. Mike Mohajer of the 
Task Force at MikeMohajer@yahoo.com or at (909) 592-1147. For questions regarding the Task 
Force, please contact Ms. Kristin Keating at (626) 458-2505 or kkeating@dpw.lacounty.gov . 
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GAIL FARBER, CHAIR 
MARGARET CLARK, VICE- CHAIR 

LOS ANGELES COUNTY 
SOLID WASTE MANAGEMENT COMMITTEE/ 

INTEGRATED WASTE MANAGEMENT TASK FORCE 
900 SOUTH FREMONT AVENUE, ALHAMBRA, CALIFORNIA 91803-1331 

P.O. BOX 1460, ALHAMBRA, CALIFORNIA 91802-1460 
www.lacountyiswmtf.org 

May 18, 2016 

Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N 219 
Sacramento , CA 95834 

Dear Ms. Martinez: 

COMMENTS: BOARD OF PHARMACY PROPOSED REGULATIONS FOR 
PRESCRIPTION DRUG TAKE-BACK PROGRAMS- APRIL 25,2016 

The Los Angeles County Solid Waste Management Committee/Integrated Waste 
Management Task Force (Task Force) appreciates this opportunity to comment on the 
California Board of Pharmacy's (BOP) April 25, 2016 Proposed Regulations for 
Prescription Drug Take-Back Programs by add ing Sections 1776 through 1776.6 to 
Article 9.1, Division 17 of Title 16 of the California Code of Regulations (Regulations). 
A link to the Proposed Regulations is provided below: 

http://www.pharmacy.ca.gov/meetings/agendas/2016/16 apr bd mat add dtb.pdf 

Protecting the health and safety of citizens is the most important responsibility for all 
levels of government and the proposed Regul ations should help in addressing the 
prescription drug abuse epidemic, which plagues California and the nation . 
The Secure and Responsible Drug Disposa l Act of 2010 and the United States Drug 
Enforcement Admini stration 's (DEA) Regu lations, which implement th e Act, 
were established in order to provide citizens with increased access to properly dispose 
of medications classified as controlled substances. As indicated in th e Task Force's 
previous comments, in many instan ces the proposed Regulations are needlessly more 
stringent than the DEA Regulations and will in all likelihood actually reduce access for 
citizens to properly dispose of unwanted medications. Accordingly, the Task Force 
submits the following comments for your consid eration : 

Pursuant to the California Integrated Waste Management Act of 1989 (Assembly Bill 
939) and Chapter 3.67 of the Los Angeles County Code, the Task Force is responsible 
for coordinating the development of all major solid waste planning documents 
prepared for the County of Los Angeles and the 88 cities in Los Angeles County with a 
combined population in excess of ten million. Consistent with these responsibilities 
and to ensure a coord inated and cost-effective and environmentally sound solid waste 
management system in Los Angeles County, the Task Force also addresses issues 

http://www.pharmacy.ca.gov/meetings/agendas/2016/16
http:www.lacountyiswmtf.org
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impacting the system on a countywide basis. The Task Force membership includes 
representatives of the League of California Cities-Los Angeles County Division , 
County of Los Angeles Board of Supervisors, City of Los Angeles, the waste 
management industry, environmental groups, the public, and a number of other 
governmental agencies. 

General Comment: 

There are references in the proposed Regulations which refer to "prescription" drugs as 
being the only type of drugs allowed to be placed into collection receptacles. While we 
do not believe it is the Board 's intention to not allow over-the-counter drugs to be 
deposited into collection receptacles , these references to "prescription" drugs may 
create confusion. We understand the Board 's jurisdiction is limited to "prescription 
drugs," however, we recommend removing the references to "prescription" drugs 
throughout the document and/or clarify that over-the-counter drugs are allowed to be 
collected in drug take-back receptacles. 

A. 	Section 1776 Prescription Drug Take-Back Programs: Authorization 

"All board-licensed authorized collectors should be vigilant to prevent the public from 
disposing ofprohibited items through drug take-back collection methods." 

Comment: Vigilance on the part of authorized collectors is incon sistent with the DEA's 
Regulations that prohibit authorized collectors from handling and/or sorting through 
collected drugs . Moreover, it is contrary to the Board's own proposed Regulation 
section 1776.1 (e)(1) which states: "Pharmacy staff shall not review , accept, count, sort, 
or handle prescription drugs return ed from the public." 

o 	 Recommendation: modify text to read: All board-licensed authorized 
collectors should be vigilant take reasonable steps in a manner consistent 
with this chapter to prevent the public from disposing of prohibited items 
through drug take-back co llection methods. 

Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

General Comment: As previously commented, this section appears to confuse two 
types of entities: authorized co llectors and pharmacies which solely provide mail-back 
envelopes. As currently drafted, this section, as modified, cou ld be construed to prohibit 
California pharmacies from conducting a mail-back program without being regi stered 
with the DEA as an authorized collector. 

Recommendation: Replace the entire text of this Section, as modified April 25, 2016, 
with the following: 
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1776.2.1 Requirem ents for Pharmacies Which Conduct a Take-Back Program 
(a) Register with the DEA and the board as a collector. 
(b) Utilize mail-back envelopes and packages which meet the requirements of 21 
CFR 1317.70(c) and make them available, for sale or for free , to the public 
directly or through another entity, including, but not limited to other pharmacies. 
(c) Follow the requirements of 21 CFR 1317.70(e) in conducting a mail-back 
program . 
(d) Have and utilize at their registered location a method of destruction which 
shall render the contents of the mail-back envelopes and packages non
retrievable. 

1776.2.2 Requirements for Pharmacies Which Distribute Mail-Back Envelopes 
and Packages 
(a) Ensure that any mail-back envelopes or packages made available to the 
public are preaddressed to a location that complies with DEA and board 
requirements. 
(b) Direct the public to take mail-back envelopes or packages and their contents 
to common carrier or contract carrier indicated on the envelope or package. 

1776.3 Collection Receptacles in Pharmacies 

(a) " ... During hours when the pharmacy is closed, the collection receptacle shall not be 
accessible to the public for deposit of drugs. The pharmacy shall lock the deposit slot 
on the collection receptacle and physically block the public from access to the collection 
receptacle by some means." 

Comment: This requirement goes beyond the DEA regul ation s, and could be a burden 
to pharmacies. The DEA Rule states that the receptacle shall be locked or made 
otherwise inaccessible to the public when an employee is not present. 

Recommendations: 

1) Remove language about physically blocking patient access, and 
2) Revert to DEA language in order to avoid requiring independent pharmacies to lock 
the collection receptacle when they lock the designated pharmacy area within the 
building/facility. 

1776.3(b) "... The receptacle shall be installed in an inside location, within the 
pharmacy premise, where the receptacle is visible to pharmacy employees, but not 
located in or near emergency areas." 

Comment: The DEA specifies that the recep tacle shall be inside a collector's registered 
location. Th e DEA does not specify that employees must be employed in th e ... 
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pharmacy. The reference to "emergency areas," is likely only applicable to pharmacies 
located within a hospital or clinic and is proposed in the following paragraph. 

Recommendation: Delete "pharmacy," "within the pharmacy premises," and "but not 
located in emergency areas." 

1776.3 (c)".. . When the supervising pharmacy is closed, the collection receptacle shall 
be locked so that drugs may not be deposited into the col lection receptacle. When the 
collection receptacle is locked, the supervising pharmacy sha ll ensure that the co llection 
receptacle is a lso physically blocked from pub lic access by some means." 

Recommendation: Change above text to read: The collection receptacle shall be 
locked or made otherwise inaccessible to the public when not being regularly monitored 
by an employee so that drugs may not be deposited into the collection receptacle. 

1776.3(h) " ... All rigid containers must meet standards of the United States Department 
of Transportation for transport of medical waste." 

Comment: There is a lot of confu sion around the definition of medical waste; home
generated pharmaceutical waste is not currently defined as medical waste (see CA 
Health & Safety Code Section 117700). 

Recommendation: Delete "for transport of medical waste. " 

1776.3 (k)(S) " ... If a common carrier is used to transport the liner to the reverse 
distributor, the company used, the signature of the driver, and any related paper 
(invoice, bill of lading) must be recorded." 

Comment: The DEA does not require any of these records when registrants use a 
common carrier to transport inner liners to a reverse distributor. We foresee some 
possible issues with obtaining the signature of the common carrier driver, in the case 
where some compan ies may prohibit their drivers from sign ing anything or the driver 
does not feel comfortable signing any forms . 

Recommendation: Delete "the signature of the driver." 

The Task Force appreciates the difficult task the Board has undertaken to develop and 
revise the proposed Regu lations. The general purpose of these comments are intended 
to bring to light provisions in the proposed Regulations which the Task Force believes 
afford no added benefit to the health and safety of residents and in most cases make it 
more difficult to provide convenient access for residents to properly dispose of 
unwanted drugs. It is hoped that the Board consider the purpose of drug take-back 
programs, which is to provide increased convenience for proper disposal and revise the 
Regulations to be as closely a ligned with the DEA Regulations as possible. 
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If you have any questions, please contact Mr. Mike Mohajer of the Task Force at 

MikeMohajer@yahoo.com or (909) 592-1147. 


Sincerely, 


Margaret Clark, Vice-Chair 

Los Angeles County Solid Waste Management Committee/ 

Integrated Waste Management Task Force and 

Mayor, City of Rosemead 


GA:kk 
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cc: 	 Each member of the California Board of Pharmacy 
Executi ve Director of the Board of Pharmacy 
California State Association of Counties 
Leag ue of California Cities, Los Ange les Divi sion 
California Product Stewardship Council 
Each member of the Los Angeles County Board of Supervisors 
Lo s Angeles County Department of Public Health 
Los Angeles County Department of Publi c Works 
San Gabriel Va lley Council of Governments 
South Bay Cities Council of Governments 
Gateway Cities Council of Governments 
Westside Cities Council of Governments 
Each City Mayor and City Manager in the County of Los Angeles 
Each City Recycling Cord inator in Los Angeles Cou nty 
Each Member of the County San itation Distri cts of Los Angeles Co unty 
Each Member of the Los Angeles County Integrated Waste Management Task Force 
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Martinez, Lori@DCA 

From: Johnson, M argaret (ENV) < margaretjohnson@sfgov.org > 

Sent: Wednesday, May 18, 2016 7:35 AM 
To: Martinez, Lo ri@DCA 
Subject: Comments on Prescription Drug Take -Back Prog rams proposed regu lation 16CCR Sect 

1776 et seq 
Attachments: May 2016 SFE comments to BOP FINAL.pdf 

Hi Lori. Attached are our comments. When you have a minute, cou ld you please share the next steps in the process of 
finalizing this proposed regulation? Thanks very much and have a great day. Regards- magg ie 

Maggie Johnson, Senior R esidential Toxics 
Reduction Coordinator 
San Francisco Department of the Environment 
1455 Market Street, Ste. 1200 
San Francisco, CA 94 103 
E: Margaret.Johnson@sfgov.org 
T: (4 15) 355-5006 

SFEnvironment.org IFacebook ITwitter IGet Invo lved 

Please co nsider the environmen t before printing thi s email. 
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Edwin M. Lee 
Mayor 

SF Environment Debora h 0. Raphael 
DirectorOur home. Our city. Our planet. 

A Deportment o f the City and County of San Francisco 

May 18, 2016 

Lori Martinez 
California Board of Pharmacy 
1625 N . Market Blvd., N 2 19 
Sacramento, CA 95834 

Comments on Proposed Modified Text, Prescription Drug Take-Back, Apri l 25, 20 16 

Dear Ms. Martinez: 

The San Francisco Department of the Environment appreciates the opportuni ty to com ment o n the Board 

of Pharmacy's April 25, 20 16 modified text, w hi ch is proposed to add A rticle 9. 1, Prescription Drug 

Take-Back Program s, to Div isio n 17 of Title 16 of the Californ ia Cod e of Regulation s. 

In 20 15, th e C ity and Coun ty o f San Fran cisco passed the San Franci sco Safe Drug Disposal 

Stewardship Ordinance w hi ch requ ires pharma ceutical manufacturers to fund and implemen t a 

permanent medic ine take-back program for our residen ts to properly dispose o f their unwa nted 

medi cines. C urrently, our program call s for voluntary participation from pharmac ies to host a col lection 

receptacle. Many pharma cies are waiting for the California Board of Pharmacy (CABOP) to pass 

regul ati ons before they d ec ide w hether or not th ey are able to host a co llection receptacle . We urge 

the CABOP to pa ss regu lations as quickly as poss ibl e so there is no delay in implementing our 

stewardship progra m. 

We understand that CABOP is proposing th ese regulations to align Ca liforn ia 's reg ulations with the 

Drug Enfo rcement Admini strati on's (DEA) Fina l Rule o n Disposa l of Controlled Substances issued in 

20 14. The DEA Fina l Ru le was passed after carefu l co nsid eratio n and review of many public 

comme nts submitted by a ra nge of stakeholders. Alt hough we apprecia te CABOP's good inten tions in 

clarifying the DEA Fina l Ru le for the benefit of Californ ia pharmacies, various issues (discussed below) 

in the April 25, 20 16 modifi ed text demonstrate the d ifficu lty of thi s undertakin g. Given the d etailed 

nature of the DEA Final Rule, we recommend, again , th at the Boa rd not go beyon d the Federal 

requ iremen ts. We beli eve it is in the best interest o f th e public, w ho w ill benefit from the new 

Son Francisco Deportment of the Environment 
1455 Market Street, Suite 1200, Son Francisco, CA 94103 
Telephone: (415) 355-3700 • Fox: (415) 554-6393 
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opportunities for convenient and safe disposal of unwanted med icines, to have California 's regulation 

fol low the DEA Final Rule as closely as possible. We strongly encourage the Board to adopt the text of 

the DEA Final Ru le as w ritten and without furth er elaboration. Fu lly harmonized rul es w ill reduce 

co nfusion in the regulated community and reassure pharmacies that they are meeting both State and 

Federal requirements. 

We offer the following specific co mme nts on the April 25, 20 1 6 modified text for the p roposed 

regulations. 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

• 	 .(/Federal, state, and other laws prohibit the deposit in drug take-back receptacles 
of the following... " 

Comment: We are unaw are of any laws w hich establish prohibitions related to drug take-back 

receptacles for the specific items li sted w hen they are g enerated in the home. We note tha t Section 

11 8275(a)( 7 ) of theCA Health & Safety Code spec ifically allows for the consolidation of sharps waste 

and pharm aceutical wastes in a common container as long as the consol idated wastes are managed as 

pharmaceutical w aste (i.e. , incinerated). Al though there may be operati onal issues at individual 

inci neration d isposa l facilities that limit acceptance of certa in wastes, these issues may change in the 

future and should not be institutionalized in reg ulation. We are concerned this language goes beyond 

the scope of the DEA Final Ru le, w ill cause con fu sion, and overrea ches CABOP's purview by 

interpreting o ther agencies' law. 

Recommendation: Please remove this provision from the fi nal reg ulations. 

Section 1776.1 Pharmacies 

• 	 (d) .(/The following dangerous drugs and devices are expressly prohibited from 
collection in a pharmacy's prescription drug take-back collection receptacle .•. " 

Genera l Comment: See comme nt above on Section 1776 Authorization. 

Recommendation: Remove this paragraph (d). 

• .flA pharmacy shall not provide take-back services to consumers •.• if, in the 
professional judgement of the pharmacist in charge, the pharmacy cannot comply 
with the provisions of this article or the Drug Enforcement Administration rules." 

General Comment: Th is paragraph was discussed extens ively at the Apri l 27 meeting of the full 

CABOP. It is unclear to us why CABOP has included thi s paragraph. If a pharmacy ca nnot comply 

w ith the DEA rules, under Federal law, it ca nnot collect controlled substances from ultima te users. This 

paragraph is unnecessary. 

Recommendation: Remove thi s paragraph (i) . 
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Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

Commen t: Al though we appreciate the modifications CABOP made to the February 1 text of this 

sectio n, the April 25 revisions still do not clarify that Californ ia pharmacies can provide empty unused 

mail-back enve lopes or packages to the public while acting as a "person" under 21 CFR 13 17.70(c) 

and w ithout reg istering w ith the DEA and CABOP as a collector. The DEA regulations make a 

distinction between ( 1) pharmacies that are "co nducting " a mail-back program under 21 CFR 

13 17.70(e) in w hi ch case the pharmacy must register w ith DEA as a col lector, provide and receive 

back pre-addressed enve lopes or packages and then destroy the contents on-site, and (2) a pharmacy 

or other en tity w hi ch simply provides empty envelopes or packages to the public under 2 1 CFR 

131 7.70(c) and is not required to register with the DEA as a co llector. This section, as modified, 

appears to con fuse the two opti ons an d does not provide at all for pharmacies which are actually 

conductin g a mail-back program. This section, as modified in th e April 25 version, cou ld be construed 

to p rohibit California pharmacies from co nducting a mail-back prog ra m under DEA regu lations at 2 1 

CFR 13 17.70. 

Recommendation: Replace the entire text of this Section, as modified April 25, 20 16, with th e 

fo llowing: 

1776.2.1 Requirements for Pharmacies Which Conduct a Mail-Back Prog ram 

(a) Register w ith the DEA and the CABOP as a co llecto r. 

(b) Utilize mail-back envelopes and packages w hich meet the requirements of 21 CFR 1317.70(c) and 

make them available, for sale or for free, to the public directly or through another entity, includ ing, but 

not limi ted to other pharmacies. 

(c) Follow the req uirements of 2 1 CFR 13 17.70(e) in conduct ing a mail-back program. 

(d) Have and utilize at their reg istered location a method of destruction which shall rend er the conten ts 

of the mail-back envelopes and packages non-retrievable. 

1776.2.2 Requirements for Pharmacies Which Distribute Mail-Back Envelopes a nd Packages 

(a) Ensure that any mail-back envelope or package made available to the public is preaddressed to a 

location that complies with DEA and CABOP requirements. 

(b) Direct the public to deliver the mail-back enve lope or package and its con tents on ly to the common 

or con tract carrier indicated on the envelope or package. [Note to CABOP: The DEA does not allow 

deposit of mail-back envelopes into pharmacy take-back receptacles as described in proposed 

paragraph 1776.2(g).] 
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Section 1776.3 Collection Receptacles in Pharmacies 

• 	 {a) " •.. In hours when the pharmacy is closed, the collection receptacle shall not be 
accessible to the public for deposit of drugs. The pharmacy shall lock the deposit 
slot on the collection receptacle and physically block the public from access to the 
collection receptacle by some means." 

Comment: Thi s req uirement goes beyond the DEA regulations, and could be a large burden to 

pharmacies. The DEA states that the receptacle shall be locked or ma de otherw ise inaccessib le to the 

public when an employee is not present. Furthermore, in the case of independent pharmacies w here the 

collection receptacle is already inaccessibl e to the public w hen the pharmacy is closed, it is not 

necessa ry for them to lock the top of the bin. The DEA also makes no distinction between a pharmacy 

employee and employees of a store that surrounds a pharmacy. Last bu t not least, the DEA has 
corresponded with Alameda County that it does not recommend locking a col lection receptacle w hen 

the surrounding store is open, nor does it recommend that the collection receptacle be physica lly 
blocked from public access w hen the surround ing store is open. This would lead to the public leaving 

unwanted drugs nearby, instead of safely deposited in the receptacle. 

Recommendation: Replace above text w ith: "The receptacle shall be locked or made otherwise 

inaccessible to the public w hen an employee is not present." 

• 	 (b) " ... The receptacle shall be installed in an inside location, where the receptacle 
is visible to pharmacy employees, within the pharmacy premise, but not located in 
emergency areas." 

Comment: The DEA specifies that the receptacle shall be inside a collector's registered locatio n. The 

DEA d oes not spec ify that employees must be employed in the pharmacy. The reference to "emerg ency 

areas," is likely only applicable to pharmacies located w ithin a hospital or cli nic and is proposed in 

paragraph (c) of thi s section. 

Recommendation: Replace above text w ith: "The receptacle sha ll be installed in an inside location, 

where the receptacle is visib le to employees. 

• 	 {c) " ... When the supervising pharmacy is closed, the collection receptacle shall be 
locked so that drugs may not be deposited into the collection receptacle. When the 
collection receptacle is locked, the supervising pharmacy shall ensure that the 
collection receptacle is also physically blocked from public access by some 
means." 

Recommendation: Change above text to read: The collection receptac le shall be locked or made 

otherwise inaccessible to the public when not being regu larly monitored by an employee. 

• 	 {h) " •.• All rigid containers must meet standards of the United States Department of 
Transportation for transport of medical waste." 
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Comment: There is a lot of confusio n arou nd the defin ition of medical waste; significantly, home

generated pharmaceutica l waste is no t currently defined as med ical waste (see CA Health & Safety 

Cod e Section 1 1 7700). 

Recommendation: Delete " for transport of medical waste." 

• 	 (i) 11Liners and their rigid containers that have been filled and removed from a 
collection receptacle must be stored in a secured, locked location in the pharmacy 
no longer than 14 days." 

Comment: The DEA does not specify how many days a pharmacy can store fu ll liners before 

transporting fo r destruction, only specifying "promptly" (see Section 13 17.05 (c). W hile we appreciate 

the CABO P increasing the storage time in the modified text from three to 14 days, we beli eve the DEA 

language allows for adequate flexibility fo r al l pharmacies in the state of Californi a, w hile ensuring that 

full liners are not sto red in definitely. 

Recommendation: Replace " no lo nger than 14 d ays" w ith "promptly ." 

• 	 (k)(S) 11 If a common carrier is used to transport the liner to the reverse 
distributor, the company used, the signature of the driver, and any related paper 
(invoice, bill of lading) must be recorded." 

Comm ent: The DEA does not req uire a ny of the se records w hen reg istrants use a com mo n carrier to 

transpo rt inner liners to a reverse distri butor. We foresee some possibl e issues w ith obta ining the 

sig nature o f the com mon carrier dr iver, in the case w here some companies may prohibit their drivers 

fro m sig ning anything or the d river does not feel comfortab le signing a ny forms. 

Recommendation: Delete " the sig nature of the driver." 

• (m) 11 
••• Labeling shall also identify that.•. [various items] ... may not be deposited 

into the receptacle." ..• " 

Commen t: The DEA regu lations do not al low deposit of Schedule I (i llegal) control led substa nces in 

pharmacy collection receptacles so we support the p roposed changes to the first sentence of this 

paragraph (m). However, as noted above, we are not aware of any laws that spec ifica lly bar certain 

materials from be ing deposited into drug take-back receptacles. 

Recommendation: Del ete this section except fo r the f irst and last sentence. 

Section 1776.4 Collection in Skilled Nursing Facilities 

• 	 (h)(2) "All rigid containers must meet standards of the United States Department of 
Transportation for transport of medical waste." 
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Com ment: As noted above, there is a lot of confusion about the definition of medical waste; 

significantly, home-generated pharmaceutica l waste is not currently defined as medical waste (see CA 

Health & Safety Code Section 117700) . 

Recommendation: Delete " for transport of medical waste. " 

• 	 (n) "Liners still housed in a rigid container may be delivered to a reverse 
distributor for destruction by two pharmacy employees delivering the sealed inner 
liners in the rigid containers and their contents directly to a reverse distributor's 
registered location ..." 

Comment: The DEA limits disposal of sealed inner liners to on-site destruction , delivery to a reverse 

distributor's registered locatio n by common carri er, or by reverse distributor pick-up at the authorized 

collector's location . Collectors are not allowed to self-transport. 

Recommendation: Replace "two pharmacy employees delivering" w ith "common carrier or reverse 

d istributor pickup of ... " 

Section 1776.6 Record Keeping Requirements for Board Licensees Providing Drug 
Take-Back Services 

• 	 ./.tEach entity authorized by this article to collect unwanted prescription drugs from 
patients shall maintain the following records for three years." 

Com ment: As a result of the modifications made to the February 1 text, no "following records" are 

specified. 

Recommendation: Replace "the following records" w ith "a ll requ ired record s." 

We rema in very appreciative of the time and effort that CABOP staff have spent to bring these 

reg ulatio ns forward, and o f staff' s w illingness to consider the viewpoints of all stakeholders. If you 

have questions about our comments or need additional information, please do not hesitate to contact 

M aggie Johnson of my staff at 4 15-355-5006 o r via email to Margaret.johnson@sfgov.org. 

Sincerely, 

Jen Jackson 

Toxics Reduction Program Manager 

San Francisco Department of the Envi ronment 

mailto:Margaret.johnson@sfgov.org


Martinez, Lori@DCA 

From: Waymond Wo ng <wwong@smcgov.org > 
Sent: Wednesday, May 18, 2016 4:13 PM 
To: Martinez, Lori @DCA 
Subject: San Mateo County comm ents BOP regs 
Attachments: 2016-05 San Mateo County comments BOP.pdf 

Ms. Martinez, 

Attached please find comments to the BOP regulations on prescription d rug take back programs. 

Waymond Wong, REHS 
Environmental Health Program Supervisor 
(Office) 650-372-6248 
(Mobile) 650-464-7322 
wwong@smcgov.o rg 

San Mateo County Environmental Health Services 
2000 Alam eda de las Pulgas, Suite 100 
San Mateo, CA 94403 
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Heather Forshey, MS , REHSCOU NTYoF SAN MATEO 
Director

HEALTH SYSTEM 
Environmental Health 
2000 Alameda de las Pulgas 
Suite 100 
San Mateo, CA 94403 
www.smchealth .org 
vr.wl.facebook.com/smcheallh 

May 18,2016 

Lori Martinez 
California State. Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

RE: Comments on Proposed Modified Text~ Prescription Drug Take-Back, 
April25, 2016 · 

Dear Ms. Martinez, 

San Mateo County Environmental Health Services Division appreciates the opportunity 
to comment on the Board of Pharmacy's April25, 2016 modified text, which is proposed 
to add Article 9.1 "Prescription Drug Take-Back Programs" to Division 17 ofTitle 16 of 
the California Code of Regulations. 

In 2015, the San Mateo County Board of Supervisors passed the San Mateo Safe 
Medicine Disposal Ordinance which requires pharmaceutical manufacturers to 
implement and fund a permanent medicine take-back program for our residents to 
properly dispose oftheir unwanted medicines. A successful program calls for vohmtary 
participation from pharmacies to host a collection receptacle. Many pharmacies are 
waiting for the California State Board of Pharmacy (Board) to pass regulations before 
they decide whether or not they will be able to host a collection receptacle. We urge the 
Board to pass regulations as quickly as possible so there is no delay in implementing our 
stewar·dship program. 

We understand that the Board is proposing these regulations to align California·'s 
regulations with the Federal Dl.11g Enforcement Agency (DEA)'s Final Rule on Disposal 
of Controlled Substances issued in 2014. The DEA Final Rule was issued after careful 
consideration and review of many public comments submitted by a range of 
stakeholders to expand the options available to the public to properly dispose of 
controlled substances, while ensuring that disposal is done in a safe and· secure manner. 

Although we appreciate the Board's good intentions in clarifying the DEA Final Rule for 
the benefit of the California pharmacies, we recommend that the Board not go beyond 
the Federal requirements. Vve believe it is in the best interest ofthe public, who will 
benefit from the new opportunities of convenient and safe disposal of unwanted 
medicines, to have California's regulation follow the DEA Final Rule as closely as 
possible. Fully harmonized rules will reduce confusion in the regulated ~~~~~. ~~~~ 
reassure pharmacies that they are meeting both State and Federal · vu•~l>'>'• ..,,,..""~~·7· 



Below we are offering specific comments on three areas of the April25, 2016 modified 
teA.'t of the proposed regulations. 

Section 1776 Prescription Drug Take-Back Programs: Authorization 
• 	 "Federal} state1 and other laws prohibit the deposit in drug take-back 


receptacles ofthe following in pharmaceutical take back receptacles ..." 


Comment: We are unaware of any laws which establish prohibitions related to drug 
take-back receptacles for the specific items listed when they are generated in the 
home. Section 118275(a)(7) of theCA Health & Safety Code specifically allows for the 
consolidation of sharps waste and pharmaceutical wastes in a common container as 
long as the consolidated wastes are managed as pharmaceutical waste (i.e., 
incinerated). Although there may be operational issues at individual incineration 
disposal facilities that limit acceptance of cettain wastes, these issues may change in 
the future and should not be institutionalized in regulation. \11/e are concerned this 
language goes beyond the scope of the DEA Final Rule, will cause confusion, and 
overreaches the Board's purview by interpreting other agencies' law. 

Recommendation: Please remove this provision from the final regulations or list 
the applicable laws in the Initial or Final Statement of Reasons. 

Section 1776.1 Pharmacies 
• 	 (i) '~ pharmacy shall notprovide take-back services to consumers ... ij~ in the 

professionaljudgment ofthe pharmacist in charge, the pharmacy cannot 
comply with the provisions ofthis article or the Drug Enforcement 
Administration rules. " 

General Comment: This section was discussed extensively at the April 27 meeting 
of the full Board. It is unclear to us why. Ifa pharmacy cannot comply with the DEA 
rules, under Federal law, it cannot collect controlled substances from ultimate users. 
This paragraph is unnecessary. 

Recommendation: Please remove this section (i) from the regulations. 

Section 1776.3 Collection Receptacles in Pharmacies 
• 	 (a) " ... In hours when the pharmacy is closed, the collection receptacle shall not 

be accessible to the public for deposit ofd1·ugs. The pharmacy shall lock the 
deposit slot on the collection receptacle and physically block the public from 
access to the collection receptacle by some means." 

Comment: This requirement to physically block the receptacle goes beyond the 
DEA regulations, and could be a significant burden to pharmacies. The· DEA Final 
Rule states that the receptacle shall be ''locked or made otherwise inaccessible to the 
public when an employee is not present." Furthermore, in the case of independent 
pharmacies where the collection receptacle is already inaccessible to the public when 
the pharmacy is closed, it is not necessary for them to block it from the public. 

San Mateo Cotmty Environment al Health Services - Comments on April 25 Proposed Regulation on Drug Take-Back 
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Recotnmendation: Replace above text with: "The receptacle shall be locked or 
made other""rise inaccessible to the public when an employee is not present." 

• 	 (c)".. : When the supervising pharmacy is closed, the collection 1·eceptacle shall 
be locked so that drugs may not be deposited into the collection receptacle. 
When the collection receptacle is locked, the supervising pharmacy shall ensure 
that the collection 7'eceptacle is also physically blocked from public access by 
some n1eans. " 

Recommendation: Replace above text to r~ad: "The collection receptacle shall be 
locked or made otherwise inaccessible to the public when not being regularly 
monitored by an employee so that drugs may not be deposited into the collection 
receptacle." 

• 	 (m) " ... Labeling shall also identify that... [various items] ... may not be 

deposited into the receptacle." 


Comtnent: The DEA regulations do not allow deposit of Schedule I (illegal) 
controlled substances in pharmacy collection receptacles so we suppmt the proposed 
changes to the first sentence of this paragraph (m). However, as noted above, we are 
not aware of any laws that specifically bar certain materials from being deposited 
into medicine take-back receptacles. 

Re con1mendation: Please delete this section except for the first and last sentence. 

San Mateo County staff is very appreciative ofthe time and effort that Board staff has 
spent to bring these regulations forward and ofstaffs willingi1ess to consider the 
viewpoints of all stakeholders. Ifyou have questions about our comments or need 
additional information, please do not hesitate to contact Waymond Wong at (650) 372
6248 or via email at wwong@smcgov.org. 

~ · 
Heather Forshey, MS, RE~ 
Director 
San Mateo County Environmental Health Services Division 

San Mateo County Environmental Health Services- Comments on April25 Proposed Regulation on Drug Take-Back 
Page 13 · 

mailto:wwong@smcgov.org


I 

Martinez, Lori@DCA 

From: Hare, Thomas <THare @srcity.org > 

Sent: Wednesday, May 18, 2016 2:04 PM 
To: Martinez, Lori@DCA 
Subject: Santa Rosa Water BOP 15 Day Comment Drug Take-Back 

Attachments: Santa Rosa Wat er BOP_15day_Letter_Final.pdf; Santa Rosa Water BOP_ 
15day_Attachment_Final.docx 

RE: COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE-BACK 

PROGRAMS DATED APRIL 25, 2016 

Dear M s. Martinez, 


Please find attached the official comments on behalf of Santa Rosa Water Department staff. 


The one page pdf Letter attachm ent is the cover letter for our comments, and is signed by the acting director of the 

Santa Rosa Water Department. The detailed comments specific to individual sections of the proposed Board of 
Pharmacy Regulations are to be found in the seven page Word document. 

Please verify receipt of these comments. 


If anyone at the Board of Pharmacy has any questions about our letter or our comments, please contact me at 


thare@srcity. org or (707) 543-3396. 


Thank you, 

Thom as 

Thomas Hare I Environmental Compliance Inspector II 
Sant a Rosa Water 14300 Llano Rd. I Santa Rosa, CA 95407 

Tel. (707) 543-3396 I Fax (707) 543-3398 I THare@srcity.org 

~5;~~~ta Rosa 
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City or 

Santa Ros 
May 18,2016 

Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N 219 
Sacramento, CA 95834 

RE: COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DR UG TAI<E

BACK PROGRAM S DATED APRIL25, 2016 

Dear Ms. Martinez: 

City of Sa nta Rosa Wa t er Depa rtment staff would like to thank the Board for the changes mad e to t he 
draft regulations da ted February 1, 2016. Aft er reviewing the current draft dated April25, 2016, the Board 
of Pharmacy (Board) is asked to consider the attached list of comments and suggested text modifications 
when deciding how to move forward w it h proposed draft regulations regarding pharmaceutical take-ba ck 
programs. The Santa Rosa Water Department co-leads a regional Safe Medicine Disposal Program which 
has collected more tha n 100,000 pounds of unused and/or unwant ed medications since its inception in 
2007. Staff is deeply concerned that these proposed Board reg ul ations may further restrict what is 
allowa bl e for take back programs in com parison to the Drug Enforcement Agency (DEA) regu lations. This 
could diminish the participation of pharmacies in medicine take-back programs, resu lt in mo re 
medications being inappropriate ly flushed, and, ultimately, increase pharmaceutical po llutant loads 
entering wastewater treatment facilities. 

The attachment includes excerpts from the proposed regulations by section and includes potential text 
mo difications w it h comme nts that describe ou r conce rns in detail. The four items of greatest importance 
to us are: 

1) Removing t he requirement t o lock and physically block collection receptacles, 
2) Removing the reference to medical waste, 
3) Reducing the number of items prohibited from placement in collection receptacles, and 
4) Clarifying the requirements for hospitals that wish to participate in our program. 

City of Santa Rosa staff is very appreciative of the Board of Phar macy staff's wil lingness to delve into the 
detai ls of the DEA regula t ions in order to establish a shared understanding and to promote beneficial 
Board of Pharmacy regulations of pharmaceutical take-ba ck programs in California. 

If you would like to discuss any of our concerns or need any add itiona l details, please feel free to con tact 
Thomas Hare at (707) 543-3396. 

Thank you for your consideration. 

r/9_/zQJ 
Linda Reed, 
Acting Director Santa Rosa Water 

UTILITIES DEPARTMENT 
Attachment 4300 llano Road • Santa Rosa, CA 95407 

Phone: 707-543-3350 • Fax: 707-543-3399 
www.santarosautilities.com 

http:www.santarosautilities.com
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Attachment- City of Santa Rosa Water Department Comments on Proposed Board of Pharmacy 
Regulations for Prescription Drug Take-back Programs dated April 25, 2016 

Section 1776 Prescription Drug Take-Back Programs: Authorization 
"All board-licensed authorized collectors should be vigilant to prevent the public from dispos ing of 

prohibited items through drug take-back collection methods." 

Proposed text change: "All board-licensed authorized collectors should post clear and specific signage 

to prevent the public from disposing of prohibited items through drug take-back collection methods." 

Comment: Considering that the Board's proposed regulation section 1776.1(e)(l) states "Pharmacy staff 

shall not review, accept, count, sort, or hand le any prescription drugs returned from the public", it will 

be difficult for pharmacies to vigilan t ly prevent items from being deposited in the colle ct ion receptacle 

without reviewing drugs returned from the public. Suggest the term "vigi lant" be changed to either " to 

the extent feasible " or to " post clear and speci fic signage" as noted above. 

Section 1776.1 Pharmacies 

1776.1(d) " The following dangerous drugs and devices are expressly prohibited from collection in a 

pharmacy's prescription drug take-back collection receptacles: medical sharps and nee dles (e.g., insulin 

syringes ), iodine-containing medications, mercury-containing thermometers, radioph armace uticals, 
antineoplastic agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders or 

aerosols (e.g., asthma inh alers ) ..." 

Proposed change : Remove this provision from the final regulations or list the app licabl e laws in the 

Initial or Final Statement of Reasons. 

Comment: Staff is unawa re of any laws wh ich estab lish prohibitions related to drug take-back 

receptacles for the specific items li st ed w hen they are generated in the home. Section 118275(a)(7) of 

t he CA Hea lth & Safety Code specifica lly allo ws for the conso lid ation of sharps waste and 

pharmaceutical wastes in a commo n contain er as long as the conso lidated wastes are managed as 

pharm aceutica l waste (i.e., incinerated). Alth ough t here may be operationa l issues at individual 

incineration disposa l f acilities that limit acceptance of certain wastes, these issues may change in the 

future and staff urges that they not be institutionalized in regulation. St aff asks tha t the Board avoid 

making the regulation more restrictive than necessary in orde r that loca l medicine t ake-back programs 

may enjoy robu st participation from local pharm acies and the genera l publi c. 

1776.1(i) "A pharmacy shall not provide take-back services to consumers, as provided in sections 1776 

1776.4, if, in the professional judgment of the pharmacist in charge, the pharmacy cannot comply with 

the provisions of this article or the Drug Enforcement Administration rules." 

Proposed text change: " .. . as provided in section 1776.3 ..." 

Comment: Take-back services could include mail-back enve lopes; chang ing the sections referred to 

provides clarity t hat the Board intends on ly to discuss the placement of collection receptacles. 
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1776.3 Collection Receptacles in Pharmacies 

1776.3(a) " . .. In hours when the pharmacy is closed, the collection receptacle shall not be accessible to 
the public for deposit of drugs. The pharmacy shall lock the deposit slot on the collection receptacle and 
physically block patients from access to the collection receptacle by some means. 11 

Proposed text change: "The collection receptacle shall be locked or made otherwise inaccessible to 
the public when not being regularly monitored by an employee so that drugs may not be deposited 
into the collection receptacle." 

Comment: Alameda County staff very recently sought clarification concerning chain drug stores with 
disposa l kiosks f rom Ruth Ca rter, Chief of the Liaison & Policy Section of the DEA. Ms. Carter advised 
that the DEA recommends not locking the Kiosk in the case where the store sect ion of cha in drug stores 
are open longer hours than the embedded pharmacy department. She further stated that the DEA 
makes no dist inction between pharmacy department staff and store employees in a registrant pharm acy 
when it comes to who can ma nage the kiosk. Staff believes this may have dramatic repercussions for 
BOP regulations. If the small opening on the collectio n receptacles does not need to be locked, that will 
remove any reason to consider requiring physical ly blocking access to the col lection re ceptacles. 

Prior to receiving t he preceding interpretation from Ruth Carter of the DEA, staff was concerned that 
requiring pharmacies in ret ail stores to in sta ll a physical barrier something like an acco rdion style doo r 
m ight discourage them from partic ipatin g in medicine take-back programs and shift a large r burd en to 
loca l ind epe nd ent pharma cies. 

DEA states that the receptacle sha l l be locked or made otherwise inaccessible to the publ ic when an 
employee is not present. Requiring the re cept acle to be 'p hysica lly blocked' in addition to being locked 
goes beyo nd what the DEA requ i res. Moreove r, it wou ld be just as easy for members of the pub lic to 
place medicine next to a physica l barrier as it wou ld be for them to place medici ne ne xt to a lo cked bin. 
It wou ld also be easy for members of t he publ ic to place their medicine s in the closest trash bin, as has 
been observed. Staff has heard com ments that eve n in pharmacies that do not have any sort of sharps 
or medicin e t ake-back program, members of the publi c have left things like syringes on the counter of 
the pharmacy while the pharma cy is closed. It is not possib le for this regul ation t o complete ly prevent 
im pro per disposa l from occurring. 

It is important t hat additiona l clarificatio n in these matters be exped itious ly pursued by the BOP. If the 
Board chooses to revert to the DEA language as proposed above they cou ld avoid all of these concerns. 

1776.3 (b) 11 
••• The receptacle shall be installed in an in side location within the pharmacy premise, where 

the receptacle is visible to pharmacy employees, but not located in or near emergency areas. II 

Proposed text change: "In non-hospital locations, the receptacle shall be installed in an inside location 
such that it can be seen from the pharmacy counter." 

Comment: This provision currently appears to apply to both hospital and non-hospita l locations. 
However, as the DEA recognizes, ho spitals can be unique in their design and need to have fle xibi lity in 
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the manner in w hich they participat e in Safe Medicine Disposa l Programs. The Board regulation as it is 
currently worded remo ves some of that flexibility. The DEA state s that "it may be more effective to 
insta ll collection receptacles at va rious locations ..."so long as they are " in an area regularly monitored 
by emp loyees" (Federa l Register p. 53523). This implies that employees of the hospita l ca n monitor the 
col lection receptacle, not just employees of the pharmacy specifically. Staff is concerned that the Board 
regulation as it is currently word ed could di scourage hospitals from participatin g in Safe Med icine 
Disposal programs by making it more difficult f o r them to do so. Additiona lly, as the only locations that 
have emergency areas are ho sp itals, and hospitals are addressed in sect ion (c), staff believes it would be 
clearer to remove this language from section (b).Staff is also concerned that add ing "within the 
pharmacy prem ise" is unclear and potentially problematic. Usin g the DEA language as proposed above 
wo uld obviate these concerns. 

1776.3(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be located 
in an area that is regularly m onitored by employees and not in the proximity of any emergency or urgent 
care areas. When the supervising pharmacy is closed, the collection re ceptacle shall be locked so that 
drugs may not be deposited into the collection rece ptacle. When the collection receptacle is locked, the 
supervising pharmacy shall ensure that the collection receptacle is also physically blocked from public 
access by some means. 

Proposed text change : "The collection receptacle shall be locked or made otherwise inaccessibl e to 
the public when not being regularly monitored by an employee so that drugs may not be deposited 

into the collection receptacle." 

Comment : As menti oned in the comment for section 1776.3 (b), the DEA recognizes t hat hospitals ca n 
be uniqu e in thei r design and need to have flexibili ty in t he mann er in wh ich they participate in safe 
med icin e di sposal programs. The proposed Board re gulation may remove some of that fl exibi lity. The 
DEA states that "it may be more effective to install collection recept acles at various locations . . . " so 
long as t hey are "in an area regul arly monitored by em ployees ". Th is implies that empl oyees ofthe 
hospital can monitor the coll ect ion receptacle, not just employees of the pharmacy specifica lly. Thi s 
further im plies t hat collection receptacles in ho spi tals do not need to be locked if the pharm acy is closed 
so long as hospital emp loyees are still regularly mon itorin g the receptacle. Therefore, eve n if physical 
blo ckage is requ ired in a retai l st ore w ith a pharm acy, it should still not be necessary in a hospi t al 
setting. 

Staff is concerned that the Board regulation as it is currently worded could discourage hospitals from 
participating in medicine disposal programs by making it more difficult for t hem to do so. Requiring 
ho spitals to install so mething like an acco rdion style door cou ld discourage them f rom participating. The 
DEA states that the receptacle sha ll be locked or made othe rwise inaccessibl e to the pub lic w hen an 
emp loyee is not present. Requirin g the receptacle to be ' physica lly blocked' in addition to being locked 
goes beyo nd what the DEA req uires. Moreover, it wou ld be just as easy for members of the public to 
pla ce medi cine next to a physica l barrier as it would be for them to place med icine next to a locked bi n. 

DEA section 1317.75{e): 
"Except at a narcotic treatment program, the small opening in the outer container of the collection 

receptacle shall be locked or made otherwise inaccessible to the public when an employee is not 
present (e.g ., when the pharmacy is closed), or when the collection receptacle is not being regularly 
monitored by long-term care facility employees." 
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Federal Register p. 53523: 
"The DEA recognizes that hospitals/clinics with an on-site pharmacy can be unique in their design 
and it may be more effective to install collection receptacles at various locations within the 
hospital/clinic, depending on factors such as security, convenience, and accessibility. As such, it 
would be challenging for authorized hospitals/clinics to adhere to the general rule to place 
collection receptacles in the immediate proximity of where controlled substances are stored and at 
which an employee is present. Accordingly, the DEA is requiring hospitals/clinics that are collectors 
to place collection receptacles in locations that are regularly monitored by employees." 

1776.3(h) " .. . A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be leak 
resistant, have tight- fitting covers, and be kept clean and in good repair. All rigid containers must meet 
standards of the United States Department of Transportation for transport of medical waste. The 
containers shall be capable of being sealed and be kept clean and in good repair." 

Proposed text change : "A rigid container may be disposable, reusable, or recyclable (example: 
cardboard box). Rigid containers shall be capable of being sealed and be kept clean and in good repair. 
All drug disposal activities must be conducted in a manner consistent with this rule and all other 
applicable Federal, State, tribal, and local laws and regulations." 

Comment: Staff is concerned that requ iring rigid containers to "meet sta ndards of the USDOT for 
transport of medical waste" exceeds the requirements ofthe DEA regulation and adds to the confusion 
surrounding the definition of medical wast e. It is staffs understa nding that DOT packaging regulations 
also govern labeling, and that the current phrasing of the BOP regu lation might ultimately require a 
"biohazard" labe l to be placed on the outermost shipping container, which would prevent mo st 
com mon and contract carriers from being able to transport collected medications. 

Even if the Board removed the phrase "for transport of medical waste" as discussed at the April 27th 

Board of Pharmacy hearing in Los Angeles, it is still not clear what would qua lify as meeting USDOT 
standards. Staff wou ld encourage guidance from the Board clearly establishing that a cardboard box 
cou ld meet the requirements specified as cardboard boxes are currently an industry standard . 

In order to avoid further confu sio n, it would be helpful for the Board to replicate the DEA's statement s 
in this matter: "All drug disposal activities must be conducted in a manner consistent with this rule and 
al l other applicable Federal, State, tribal, and local laws and regulations." (Federal Register p53554) 

1776.3(i) '7he liner may be removed from a locked collection receptacle only by two employees of the 

pharmacy." 

Proposed Text Change: The liner may only be removed from a locked collection receptacle either by 

two employees of the pharmacy or under the direct supervision of two employees of the pharmacy. 

Comment: Per Ruth Carter, Ch ief of the Liaison & Policy Section of the DEA, two employees of the 

pharmacy are allowed to either remove the liner themselves or supervise the removal ofthe liner. 
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1776.3{k) The pharmacy shall maintain a written log to record information about all liners that have 

been placed into or removed from a collection receptacle. The log shall contain: 

{1) The unique identification numbers ofall unused liners in possession of the pharmacy, 

Proposed change: Delete provision 1. 

Comment: As Ms. Freedman recomm ended during the April 271 
h Board Meeting, Santa Rosa staff 

recommend eliminating 1776.3{k)(1) . The inner lin er, paper work and outer box are delivered to a 

pharmacy as a sealed package to be opened whe n ready to use. To require a pharmacy to open the 

sealed package prior to use to record a liner number w ould be an additional burden to t he pharm acy 

and cou ld lead to parts ofthe package being mi splaced. 

1776.3(k)(4) "The names and signatures of the two pharmacy employees who removed and witnessed 

the removal of a liner from the collection receptacle" 

Proposed text change: " removed or witnessed" 


Comment: Replacing 'and' with 'or' wou ld make this provi sion consi stent with DEA regulations. 


1776.3(m) "The collection receptacle shall contain signage developed by the board advising the public 

that it is not permissible to deposit any Schedule I drugs into the collection receptacle" 

Proposed text change: The collection receptacle shall prominently display a sign indicating that only 

Schedule II- V controlled and non-controlled substances may be deposited . 

Comment: This language is current ly inconsistent w ith the BOP's language in 1776.4(j): "The collection 

receptacle s hall prominently display a sign indicating that prescription drugs and controlled drugs in 

Schedules II- V may be deposited" and w ith the DEA language in §1317.7S (e)(4). Addition ally, staff 

recommends modifying the li st of prohibited items as described in the comment for 1776. 1(d). 

1776.4 Collection in Skilled Nursing Facilities 

1776.4(a) " ... Records shall be kept by the skilled nursing facility noting the specific quantity ofeach 

prescription drug mailed back, the unique identification number of the mail back package and the 

preaddressed location to which the mail back envelope is sent." 

Proposed cha nge: Delete this provision. 

Comment: This provision goes beyo nd DEA record-keeping requirements . Staff asks that the Board avoid 

making the regu lat ion more restrict ive than neces sa ry in order that loca l medicine take-back programs 

may enjoy robust participation from loca l pharmacies, Long-Te rm Care Facilities, and the genera l pub li c. 

1776.4(h)(2) " ... A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be 
leak resistant, have tight- fitting covers, and be kept clean and in good repair. All rigid containers must 
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meet standards of the United States Department of Transportation for transport of medical waste. The 
containers shall be capable of being sealed and be kept clean and in good repair. II 

Proposed text change: "A rigid container may be disposable, reusab le, or recyclable (example : 
cardboard box). Rigid containers shall be capable of being sealed and be kept clean and in good repair. 
All drug disposal activities must be conducted in a manner consistent with this rule and all other 

applicable Federal, State, triba l, and local laws and regulations." 

Comment: As mentioned in the comment for 1776.3(h), staff is concerned that stating specifically that 
rigid containers must "meet standards of the USDOT for transport of med ica l waste" exceeds the 
requirements of the DEA regu lation, which does not mention medical waste. There is a lot of confusion 
around the definition of medica l waste; significantly, home-ge nerated pharmaceutical waste is not 
currently defined as medica l waste (HSC §117700). Moreover, it appears that home-generated 
pharmaceutical waste is sti ll considered household waste once it 's col lected and consol idated. Alison 
Dabney, Chief of the Cal ifornia Department of Public Health's Medical Waste Management Program 
wrote on November 18, 2015, "A waste-to-energy facility's permit that prohibits it from accepting 
medical waste in California does not prohibit the facility from accepting consol idated home-generated 
pharmaceutica l waste, since the current law (Hea lth and Safety Code, §§117600-118360) does not 
prohibit it. However, any loca l ordinances regarding the disposa l ofthese items should also be 
reviewed." 

1776.4(n) "Liners still housed in a rigid container may be delivered to a reverse distributor for destruction 
by two pharmacy employees delivering the sealed inner liners in the rigid containers and their contents 
directly to a reverse distributor's registered location, or by common or contract carrier or by re verse 
distributor pickup at the skilled nursing facility. 11 

Proposed text change: Liners may be delivered to a reverse distributor's registered location by 
common or contract carrier pick-up or by reverse distributor pick-up. 

Comment: Staff is concerned that the Board language differs from DEA regulations which say:"... the 
practitioner may destroy the collected substances by delivering the sealed inner liners to a reverse 
distributor or distributor's registered location .Qy common or con tra ct carri er, or a reverse distributor or 
distributor may pick-up sea led inner lin ers at the LTCF" (Federa l Register p. 53523, p. 53543, and 
§1317.05). 

1776.5 Reverse Distributors 

1776.5(a) "A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 
provider) registered with the DEA as a collector may accept the sealed inner liners ofcollection 
receptacles. Once received, the reverse distributor shall establish records required by this section." 

Proposed text change: "A licensed reverse distributor (either a reverse wholesaler or a reverse third

party logistics provider) registered with the DEA may accept the sealed inner liners of collection 

receptacles. Once received, the reverse distributor shall establish records required by this section." 
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Comment: The DEA-registered Reve rse Distributor is not the collector exce pt in the case of mail-backs. 

Rather, with co llection receptac les, the pharmacy is the registered collector. Requiring the reverse 

distributor to register with the DEA as a collector w ould go beyond the DEA regu lation in a sign ificant 

way. 

1776.5{e) "Each reverse distributor with an incineration site shall maintain a record of the destruction on 
DEAform 41.. . " 

Proposed text change: "Each reverse distributor with a destruction site shall maintain a record of the 
destruction on DEA form 41." 

Comment: Incineration is not specifically required by the DEA {§13 17.90); rather, it is requ i red to render 
the substances non-retrievable. One approved method is incineration. Actually, "the DEA hopes that the 
rule will encourage innovation and expansion of destruction methods beyond incineration ..." {Federal 
Register, p. 53536). 

1776.6 Record Keeping Requirements for Board licensees Providing Drug Take-Back Services 

1776.6{d){1) " ... the method by which the liner was delivered to the reverse distributor (e.g., personal 
delivery by two pharmacy start shipping via common carrier)." 

Proposed text change:" . .. the method by which the liner was delivered to the reverse distributor 
(e .g., shipping via common carrier, reverse distributor pick-up)" 

Comment: As mention ed in the comm ent for 1776.4{n), staff is concerned that the Board language 
differs from DEA regu lations wh ich say:"... t he practit ioner may destroy the col lected substances by 
delivering the sea led inner lin ers to a reve rse distributor or distributor's regist ered location by common 
or contract carrier, or a reverse distributor or distributor may pick-up sea led inner lin ers at the LTCF" 
{Federal Register p. 53523, p. 53543, and §1317.05). 

1776.6{Note) "Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
4005, Business and Professions Code and Section 1317.22, Title 21 Code ofFederal Regulations" 

Proposed change: Correct reference to cited sections. 

Comment: Staff looked for t hi s section 1317.22 but were unable to find it; please note most other 
authority cited references were not checked. 



Martinez, Lori@DCA 

From: Jan Harris <jharris@sharps inc.com> 
Sent: Wed nesday, May 18, 2016 2:37 PM 
To: Martinez, Lori@DCA 

Subject: Sharps Compliance BOP Takebac k Rule Comments 
Attachments: Sharps Compliance CA BOP Drug TakeBack Co mments 051816.p df 

Hello Lori. Thank you al l so much for the opportun ity to comment on the current proposed rule. 


Please let me know if you have any questions regarding our comments. 


Jan 


Jan Har ris I Director, Environmental Health & Safety 


Sharps Compliance, In c. 


d- 713-927-9956 1 o- soo-772-5657 1 f- 713-660-3596 

jharris@sharpsinc.com I http://www.sharpsinc.com 

As a leader in healthcare waste management, Sharps Compliance strives to reduce, recycle and repurpose 
treated materials for a better and sustainable environment. 


PRIVACY NOTICE: This information is intended only for the use of the individual or entity to which it is add ressed and may contain 

information that is privileged, confidential or exempt from disclosure under applicable federal or state law. If the reader of this 

message is not the intended reci pient or t he employee or agent responsible for delivering t he message to the intended recipient, 

you are hereby notified that any dissemina tion, distribution or copying of communication is strictly prohibited. Ifyou have received 

this communication in error, contact the sender and delete the material from any computer. 
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?otJ~1~~n~· Pharmaceutical Waste Solutions 


May 18, 2016 

Lori Martinez, Staff Manager 

California State Board of Pharmacy 
1625North Market Blvd, Suite N 219 
Sacramento, CA 95834 

RE: Sharps Compliance, Inc. Comments on Board of Pharmacy Apri l 25, 2016 Proposed 

Regulations Regarding Pharmaceutical Take-back Programs 

Dear M s. Martinez: 

Please accept the attached comments and recommended modifications to the Board's Apri l 
251h, modified proposed regu lations regarding pharmaceutical take-back programs adding to 
Article 9.1, Prescription Drug Take-Back Programs, to Division 17 of Title 16 of the California 

Code of Regulations. 

Sharps Compliance, Inc. (Sharps) is a DEA-registered reverse distributor and co llector with 
onsite destruction that has collected medications through collection boxes and a USPS
authorized mail-back program since 2009, with updates to comply with the DEA Disposa l of 
Contro lled Substances rule in 2014. Sharp s has collaborated with 3rd parties to provide 
thousands of enve lopes and recept acles for the collection of controlled and non-control led 

drugs from ultimate users at retail pharmacies, long-term care communities, law enforcement 
facilities, narcotic treatment centers, hospitals and clinics with onsite pharmac ies, and the 
military in Ca lifornia and throughout the United St ates. Sharps has prevented over 1 million 

pounds of pharmaceuticals from contaminating our waters and potentially ending up in the 
wrong hand s. 

Sharps appreciates the Boards' work to fo llow the DEA Final Rule as closely as possible. We 

w ould like to strongly recommend that the Board adopt the t ext of the DEA Final Rule as it is 

written w ithout changes. By accepting the language of the DEA current rule, confu sion and 

improper handling that co uld lead to fed eral and/or Board non-compliance may be avoided. 

Sharps is availab le to answer any questions regard ing our programs or these comments. 

Thank you, 

Jan Harris, MPH, Director, Environmental, Health and Safety, Sharps Compliance, Inc 
jharris@sharpsinc.com 

www.sha rpsinc.com 
713-927-9956 

Sharps Compliance, Inc. 

9220 Kir by Drive, Suite 500 
Houston, Texas 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regul ations Regarding Pharmaceutical Take -back Programs 

May 18,2016 

Sharps Compliance offers the following comments and suggest ed language changes f or your 

consideration: 

1776 .1 Pharmacies 

(c) For purposes of this arti cle, prescription drugs means dangerous drugs as defined by 
California Business and Professions Code section 4022, w hich includes including control led 

substances. Control led subst ances m ay be comm ingled in collection receptacles or mail back 
packages or enve lopes w ith other dangerous drugs. Once drugs are deposited into a collection 
recepta cl e or mail back envelope or package by a consumer, they are not to be separat ed by 

pharmacy st aff or others. 

Comments: In the Comment Section of 1370 DEA rul e, Page 53521, under Ultimat e User 
Disposal, the DEA clarifies who can dispose of consumer drugs by using the language: "An 
ultimate user is defined by the CSA as a "perso n w ho has lawfully obtained, and who possesses, 
a contro lled subst ance for his own use or for the use of a member of his household or for an 
animal owned by him or by a member of his hou sehold ."21 U.S.C. 802{27). " Individu als lawf ully 

entitled to dispose of an ultimate user decedent's prop erty are authorized to dispose of the 
ultimate user's pharmaceutical control led substa nces by utilizing any of the th ree disposa l 

opt ions." LTCFs may dispose of pharmaceutical controlled substances o n beha lf of an ultimate 
user who resides, or has re sided, at that LTCF, 21 CFR 1317.80, throug h a coll ection receptacle 

that is maintained by an authorized hospital/clinic or retail pharmacy at that LTCF. 21 CFR 
1317.40 and 1317.80." 

This cl arification allows for LTCF personnel to dispose of res idents' unu sed m edications for 
them; and also allows for family members of deceased cons umers to dispose of unused 
medications through mail backs or by depositing in receptacles at pharmacies. 

Recommended language change: 

1776.1(c) 
For purposes of this article, prescription drugs means dangerous drugs as defined by California 
Business and Profess ions Code section 4022, which includes includin g controlled substa nces. 
Controlled substances may be comming led in collection receptacles or mail back packages or 
envelopes with other dangerous drugs. Once drugs are deposited into a co llection receptacle or 

mail back enve lope or package by a consumer or person lawful ly entitled to dispose of the 
consumer's property, they are not to be sepa rated by pharmacy staff or others. 

Sharps Compliance, Inc. 
9220 Kirby Drive, Suite 500 


Hou ston, Texas 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutica l Take-back Programs 

May 18,2016 

1776.2 Mail Back Package and Envelope Services from Pharmacies 

(a) Pharmacies that provide prescription drug take-back services may do so by providing 
preaddressed mailing envelopes or package containers to al low a consumer to return 
prescription drugs to an authori zed Drug Enforcement Administration destruction location. 

Comments : 

Mailback packages shall comply with requirements included in DEA 1317.70, wh ich states: 
"Collectors that conduct mail -back programs must have and utili ze an on-site method of 
destruction to destroy returned packages, 21 CFR 1317.05. A collector conducting a mail-b ack 
program sha ll have and utilize at their registered location a method of destruction consistent 
w ith § 1317.90 [methods of destruction] of thi s chapter." In addition, we recommend the 
cha nge from consumer to consumer or person lawfully entitled to dispose of the con sumer's 
property, as exp lained in above comment. 

Recommended language change: 

1776.2 (a) 
Ph arm aci es that provid e prescription drug take-back services may do so by est abli shing 
providing mail back services, whereby the pub lic may obtain from the ph armacy preaddressed 
mailing envelopes or packages to allow a consumer or person lawfully entitled to di spose of the 
consum er's property to return prescription drugs to an authorized Drug Enforcement 
Admin istration destruction location with ons ite destruction. 

Recommend ed language change : 

1776.2(g): 
Change "consumer" to "consu mer or person lawfully entitled to dispose of the consumer's 
prop erty" (see above expl anation.) 

Sharps Compliance, Inc. 
9220 K irby Drive, Suite 500 


Houston, Texas 77054 

(713) 432-0300 


3 




Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 

Regulations Regarding Pharmaceutical Take-back Programs 

May 18,2016 

1776.3 Collection Receptacles in Pharmacies 

(a) Pharmacies may establis h a col lection receptacle in the pharmacy for the public to deposit 
t heir unwa nted prescription drugs for destruction. The receptacle sha ll be securely locked and 
substantially constructed, w ith a permanent outer container and a removab le inner liner. 
During hou rs when the pharmacy is closed, the collection receptacle shall not be accessible to 
the public for deposit of drugs. The pharmacy sha ll lock t he deposit slot on the co llection 
receptacle and physica lly block the pub lic f rom access to the collection receptacle by some 
means. 

Comment: This wi ll discourage retail p harmacy and w ill be virtual ly impossible for a hospita l or 
clin ic as t he receptacle w ill most like ly be in a receptio n area w here hospital/cl inic employees 
can monitor, since the hospital/clinic registrant is the collector in this instance, not the onsite 
pharmacy. The pharmacy in a hospital would not be in an area accessible to the public, so that 
wou ld not be an appropriate location for the receptac le. 

Recommended language change: 

1776.3(a) 

Pharmacies may est ablish a co ll ect ion receptacle in the pha r macy fo r the public to deposit their 
unwa nt ed prescription drugs for destruction. The receptacle sha ll be securely locked and 
substant iall y constr ucted, with a permanent oute r container and a removable inner liner. 
During hours when t he pharmacy is closed, t he collection receptacle shall not be accessible to 
the pu blic for depos it of drugs. 

1776.3(c) 

In hospita ls/clinics with a pharmacy on the premises, the collection receptacle must be located 
in an area that is regularly monitored by employees and not in the proximity of any emergency 
or urgent care areas. When the supervising pharmacy is closed, the collection receptacle shall 
be locked so that drugs may not be deposited into the collection receptacle. When the 
co llection receptacle is locked, th e supervisin g pharmacy shall ensure that the collection 
receptacle is also physically blocked from public patient access by some means. 

Sharps Compliance, Inc. 
9220 Kirby Drive, Suite 500 


Houston , Texas 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

Comments: In the hospital environment, the DEA has provided an exception from bei ng placed 
"in the immediate proximity of a designated area where control led substances are stored and 
at which an employee is pre sent (e.g., can be seen from the pharmacy counter)" because if a 
receptacle was placed in this location, it wou ld be at a pharmacy in the hospi tal. Hospital 
pharmac ies are not open to the pub lic and therefore the public would not have access to the 
receptacle- making this option for disposal impractical. Receptacles wou ld need to be in view 
of the public and easy to access. Many receptacle are placed in the reception area where there 
are employees 24/7 and would not therefore be supervised by a pharmacy employee, but 
rather a hospita l [the regi strant collector] employee. 

The DEA states: "Col lection receptacles shal l be securely placed and maintained: 
(1) Inside a collector's registered location, inside law enforcement's physical location, or at an 
authorized long-term care faci lity; 
(2) At a registered location, be located in the immediate proximity of a designated area where 
contro lled substances are stored and at which an employee is present (e.g., can be seen from 
the pharmacy counter). Except as follows: (i) At a hospital/clinic: A collection receptacle shall be 
located in an area regularly monitored by employees, and sha ll not be located in the proximity 
of any area w here emergency or urgent care is provided;" 

Recommended language change 

1776.3(c) 

In ho spitals/clinics w ith a pharmacy on the premises, the collection receptacle must be located 
in an area that is regularl y monitored by emp loyees and not in the proximity of any emergency 
or urgent care areas. When the supervising em ployees are not ava ilable for regular monitoring, 
the col lection receptacle shall be locked so that drugs may not be deposited into the collection 
receptacle. 

1776.3 (h) 

If the lin er is not already itself rigid or already inside of a rigid container when it is removed 
from the collection receptacle, the liner must be immediately placed in a r igi d container for 
storage, handling and transport. A rigid conta iner may be disposa bl e, reusable, or recycl abl e. 
Rigid containers shall be leak resi stant, have tight-fitting covers, and be kept clean and in good 
repair. All rigid containers mu st me et sta nd ards of the United States Department of 
Transportation for transport of medical waste . The co ntain ers sha ll be capable of being sea led 
and be kept clean and in good repair. 

Sharps Compliance, Inc. 
9220 Kirby Drive, Suite 500 

Houston, Texas 77054 
(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 

Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

Comments: 

If the inner lin ers must be identified as medical waste, wh ich would be required if the Board 
includes the broad statement of "contain ers must meet standards of the US DOT for transport 
of medica l waste", the additional following would be required: 

1) 	 49 CFR 173.197: Department of Transportation Regulated Medical Waste {RMW) Packaging 
requirements on ly (without other requirement such as the biohazard lab el) we believe 
provides the packaging protections desired by the Board without including portions of what 
DOT that wou ld cause unnecessary burden such as DOT Part 178, required for waste 
classified (identified) as medical waste. The DEA, through work with the DOT, identified the 
inner li ner requirements in 1317.60 deemed necessary f or applicable protections. 

173.197 requires the packaging to be: 
• Rigid 
• Leak resistant 
• Impervious to moisture 
• Burst, tear, and break resistant 
• Sealed to prevent leaks 
• Meets UN PG II specs of Part 178 

www.hercenter.org/regsandstandards/dot.cfm 


2) 	 If the inner liners are identified as medical waste, they must also include shipping Papers 
(manifest) which must include: 

• 	 Proper Shipping Name 
• 	 Hazard Class/Division and Id entificat ion Number 

• 	 Packing Group 
• 	 Total Quantity 

• 	 Shipper's Certification and Emergency Response 

• 	 Telephon e Number 

3} 	 If the inner liners are classifi ed as medical w ast e, the following training shall be required fo r 
all personnel that package or offer the waste for shipment: 

• 	 OSHA Bloodborne pathogens 1910.1030 

• 	 DOT hazmat training 172.704{a); 173 .134{b); 173.199( e) 
o 	 Hazmat trainin g: general awa reness, safety, fun ction specific, security. 
o 	 Repeated eve ry three years with certifi cation and docum entati on. 

Sharps Compliance, Inc. 
9220 Kir by Drive, Suite 500 


Houston, Texas 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 

Regu lations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

4) 	 If inne r liners are cl assified as medica l waste, the following labeling is required: 
• 	 173.134(a){5) Conta in s Catego ry B- ide nt ified as Regulated Medica l Waste, UN 3291 

• 	 173.134(c): Bio hazard labe l. Since the waste wil l have been classified as medical waste, 
if required by the Board, the Biohazard Label wou l d be required on the inner liner. In 
additi on, by placing this labeli ng o n t he inner liners, the pharmacy col lector is 
misclassifying this waste type. And since it wil l be classifi ed as medica l waste, the 
sections of the DOT regulation s must be app lied. 

5) 	 Ca l Health and Safety Code Secti on 117700 states that home-generated pharmaceuti ca l 
waste is not defined as medical waste. However, if the inn er liners are labeled as medical 
waste, thi s may obl igate t he pharmacy to register as a medical waste generator o r 
consol idati on point. 

Suggested language change: We urge the Board to accept our pr eferr ed language change. 

Preferred language change: 

1776.3(h) 
If the liner is not al ready itself rigid or already inside of a rigid conta iner whe n it is r emoved 
from the co ll ection r eceptac le, t he liner mu st be immedi ately placed in a rigid container for 
storage, hand ling and transport. A rigi d conta in er may be disposable, reusable, or recyclable. 
Rigid containers shall be leak resista nt, have tight-fitting covers, and be kept clean and in good 
repa i r. 

Alternative language change: 

1776.3(h) 
If the lin er is not already itse lf rigid or already inside of a ri gid container when it is removed 
from the col lect ion receptacle, the liner must be immed i ate ly placed in a rigid conta in er for 
storage, hand li ng and transport. A rigid conta in er may be disposable, reusable, or recyc lable. 
Rigid containers sha ll be leak resistant, have tight-fitting covers, and be kept clean and in good 
repair. Al l rigid conta iners mu st meet Department of Transportation test ing for leak resistance, 
imperviou sness to moisture, burst, tear and break resistance, and must be sea led to prevent 
leaks. 

Sharps Compliance, Inc. 
9220 Kirby Drive, Suite 500 


Houston, Texas 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

1776.4 Collection in Skilled Nursing Facilities 

(a) Ski lled nursing faci lity personnel may dispo se of a current resident's un wanted or unused 
prescription drugs by using mail back packages or envelopes and packages based upon a 
request by the resident patient. Mail back envelopes and packages sha ll conform to the 

requirements specified in section 1776.2. Records shall be kept by the skilled nursing f acility 

not ing the spec ific qua ntity of each prescription drug mailed back, the unique identification 
number of the mail back package and the preaddressed location to whic h the mail back 

en ve lope is sent. 

Comments: 

We urge the Board t o please consid er clarifying that the use of mailbacks in assisted living 
(ALF)/residentia l care for the eld erly (RCFE ) is acceptab le. This clarification that the use of 

mailbacks in ALF/RCFE is allowed by DEA and in addition, this rule wil l eli minate the concern 
that these facil ities can't collaborate as a 3rd party w ith a DEA registered mail back col lector. 
They may think t hat on ly skilled nursing facilities can partner w ith a mailback col lector. If a 
co llection option is not allowed by the Board, the resu lt w ill continue to lead to the 7500 
ALFs/RCFEs provid ing care for 176,026 seniors in Ca li fornia trashing or sewering unwant ed 

drugs, as t hose wou ld be the on ly options ava ilable. 

1317 .70 DEA rul e states: Any person may partner w ith a col lector or law enforcement to make 
such packa ges avai lab le in accorda nce with this section . 

Suggested language change: 

1776.4(a) 
Skill ed nursing facility person nel may dispose of a current res ident's unwa nted or unused 
prescr iption drugs by using mai l back packages or envelopes an d packages based upon a 
request by the resident patient. Mai l back envelopes and packages may also be provided to 

residents in Assisted Living/Retirement Communities for the Elderly in acco rdance to DEA 1370. 
Maiback envelopes and packages sha ll conform to the requirements spec ified in section 1776.2. 

Records shall be kept by the facility noting the specific quantity of each prescription drug 
mailed back, the unique identification number of the mail back package and the preaddressed 
location to which the mail back enve lope is sent. 

1776.4(h)(2) 

See comments and recommended language above in in 1776.3(h) 

Sharps Compliance, Inc. 
9220 Kirby Drive, Suite 500 


Houston, Tex as 77054 

(713) 432-0300 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

1776.4(n) 

Liners sti ll housed in a rigid container may be delivered to a reverse distributor for destruction 
by two pharmacy employees delivering the sealed inner lin ers in the rigid containers and their 
contents directly to a reverse distributor's registered location,_Q[ by common or contract car ri er 
or by reverse distributor pickup at the skilled nursing facility. 

Comment: The pharmacy emplo yee(s) cannot transport the inner lin ers from the LTCF per DEA 
page 53523 LTCF comment: "Collectors [retail pharmacy] may not transfer sealed inner liners 
from LTCFs to their primary registered location (i.e., the hospital/clinic or retai l pharmacy 
location). As echoed in the comments, the DEA remains concerned about the security risks of 
hospital/clinic and retail pharmacy employees transporting large quantities of collected 
substances, making them potential targets for drug seekers. Instead, co llectors shou ld deliver 
sealed inn er liners to a reverse distributor or distributor's registe red location by common or 
contract carrier pick-up or by reverse distributor or distributor pick-up at the LTCF, 1305(a)(2) 
references the pharmacy inventory, not collected drugs from ultimate users." 

In addition, the DEA 1370.80(c) states: "The installation, removal, transfer, and storage of inner 
liners shall be performed eith er: By or under the supervision of one employee of the authorized 
col lector [n ote that the authorized coll ector in a LTCF is the pharmacy, not the reverse 
distributor pickup service driver] and one supervisor leve l employee of the long-term care 
facility (e.g., a ch arge nurse or supervisor) designated by the authorized col lector; or, by or 
under the supervision of two employees of the authorized collector." 

Comment: If the Board's intent is to req uire two employees of the pharmacy to manage the 
inner liners in skilled nursing, instead of allowing one pharmacy emp loyee and one skilled 
nursing employee to manage them, the pharmacy w ill be undul y and unnecessarily burdened 
and wi ll likely not become a collector for skilled nursin g f acilitie s. 

Suggested language change: 

1776.4(n) 
Liners still housed in a rigid container may be delivered to a reverse distributor's registered 
lo cat ion for destruction by common carrier or reverse distributor pickup at the ski lled nursing 
facility. 

Sharps CompHance, Inc. 
9220 Kirby Drive, Suite 500 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

1776.4(o) 

Records of the pi ckup, delivery and destruction sha ll be maintained that provide the date each 
sea led inner liner is transferred for destruction, the address and regi stration number of the 
reverse distributor or distributor to whom each sea led inner was transferred, the unique 
identification number and the size (e.g., 5 gallon, 10 gal lon) of each lin er transferred, and if 
app licable, the names and signatures of the two employees who transported eac h liner. 

Comment: 

At LTCFs, the retail pharmacies or hospitals/clinics with an onsite pharmacies are the registered 
col lectors, not the reverse distributors. Therefore we believe the language in the Board rule, 
shou ld be the same as that in 1317.80 and 1304.22(f)(2)(i-v). 

Suggested language change: 

1776.4(o) 

Records which include the date, unique identification number and size (e.g., 5-gallon, 10-gallon, 
etc.) of each unused inner liner acquired, installed, removed and sealed, transferred to storage, 
and transferred for destruction; the address of the location where each receptacle with inner 
liner is maintained, the registration number of the collector, the address and reg istration 
number of the reverse distributor or distributor to whom each sealed inn er liner was 
transferred, the names and signatures of the two employees that witnessed each inst allatio n, 
removal, transfer to storage, and transfer for destruction; and if applicable, the names and 
signatures of the two reverse distributor drivers who transport each liner. 

1776.5 Reverse Distributors 

(a) A licen sed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 
provider) registered with the DEA as a coll ector may accept the sea led inner liners of coll ection 
receptacles. Once received, the reverse distributor shall establish records required by this 
section. 

Sharps Compliance, Inc. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy April 25, 2016 Proposed 
Regulations Regarding Pharmaceutical Take-back Programs 
May 18,2016 

Comments: In the case of a reverse distributor receiving inn er lin ers from a col lector, e.g. the 
retail pharmacy; or the skilled nursing faci lity where the ph armacy maintains a receptacle, the 
co llector pharmacy, not the reverse distributor is the DEA-registered co llector. In addition, 
ski lled nursing facil ities where collector pharmacies maintain a receptacle are not registrants. 
Therefore, we believe it is important to clarify the location of pickup, which is the authorized 
collection location, wh ich could be either the pharmacy (if the co llection receptacle is located at 
the retail pharmacy or hospital/clin ic); or co llection location cou ld be at the ski lled nursing 
faci lity (if the collection receptacle is located at the skill ed nursing facility). If the language 
states " registrant's registered location", coll ector pharmacies might be confused and t hink they 
need to take the inner liner from the SNF to their pharmacy (since the pharmacy is the 
registrant's registered location) for pickup, wh ich of course wou ld not be compl iant with DEA. 

Recommended language change: 

1776.5(a) 

A li censed reverse distributor (either a re verse wholesaler or a reverse third-party logi stics 
provider) registered with the DEA. may accept the sea led inner liners of collection receptacles 
at the reverse distrib utor's registered location by common or contract carrier pick-up, or by 
reverse distributor pick-up at the co llector's authori zed coll ectio n location . Once rece ived, the 
reverse distributor shall establi sh records required by this section. 

Sharp s C ompliance, Inc. 
922 0 Kirb y Drive, Suite 500 


Houston, Texas 77054 
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Martinez, Lori@DCA 

From: HARRY LESEUR, PHARM.D. <chester@lasse ndrug.com> 
Sent: Wednesday, May 18, 2016 5:35 PM 

To: Martinez, Lori @DCA 

Subject: TO THE DOWN HILL PEOPLE 

TO WHOM IT MAY CONCERN, 

I OWN A PHARMACY IN THE NORTHERN CALIFORNIA MOUNTAINS. I HAVE READ SOME OF 
THE PROPOSED REGULATIONS FOR TAKING BACK UNWANTED OR EXPIRED MEDICATION AND 
FIND THEM VERY PROHIBITIVE FOR MY SMALL RURAL MOUNTAIN PHARMACY. 

OUR 6TH GRADE CLASS IS TAUGHT HOW THE WATERSHED IN OUR AREA WORKS. FROM THE 
HIGHEST MOUNTAINS, TO THE SAN FRANCISCO BAY. IF YOUR REAL INTENSION IS TO REDUCE 
THE CONTAMINATION IN YOUR WATER SUPPLY I STRONGLY SUGGEST YOU MAKE YOUR 
REGULATIONS WITH THIS IN MIND. 

PLEASE CAREFULLY RECONSIDER TO ALLOW THE MAXIMUM AMOUNT OF PHARMACY 
PARTICIPATION. 

Harry LeSeur Pharm.D. 

LASSEN DRUG CO. 

271 MAIN ST., SUITE A 

POB 827 

CHESTER, CA 96020 

530.258.2261 VOICE 

530.258.1999 FAX 
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Martinez, Lori@DCA 

From: Mary Stap les < mstaples@ NACDS.org > 

Sent: Wednesday, May 18, 2016 9:50 PM 
To: Amy Guittierez 
Cc: Martinez, Lori@DCA; Sode rgren, A nne@DCA; Herold, Vi rgini a@DCA; Jennifer Snyder 
Subject: NACDS Comments on the Californi a Board of Pharmacy Proposed Rule Article 9.1, 

Prescription Drug Take-Back Programs, Section 1776 
Attachments: CA NACD S Comments 5-18-2016.pdf 

Please accept these comments for the record. 

Mary Staples 
Director, State Govemment A ffairs 

NACDS 
1560 E. Southlake Blvd., Suite 230 
Southlake, TX 76092 
817.442.1155 
817.442.1140 Fax 
8 17.308.2 103 Cell 
mstaples@nacds .org 
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NATIONAL ASSOC IATION OFNACDSiiiiiiiiiiiiiiiiiiiiiiiii C HA I N DRUG STORES 

May 18, 2016 

Amy GutietTez, Pharm.D. 
President, Ca1ifomia State Board ofPhmmacy 

1625 N 01th Market Blvd. , Suite N-2 19 

Sacramento, CA 95834 

Re: NACDS Comments on the California Board of Pharmacy Proposed Rule Article 9.1 , 
Prescription Drug Take-Back Programs, Section 1776 

Dear Dr. Gutienez: 

On behalf of the chain phannacies operating in the State of California, the National Association of 
Chain Drug Stores (NACDS) is submitting comments on the California Board ofPhannacy's 
proposed drug take-back program. NACDS is supp01tive of voluntary, flexible drug take-back 
program s. We we re supporti ve of an ea rli er vers ion of the Board's propo sed drug take-back 
program, which explicitly endorsed voluntary drug take-back and we ask the Board to maintain this 
position in the Final Rule. We al so ask the Board to revise some of its requirements regarding take
back receptacles and fill ed liners, as well as the fonnat for take-back recordkeeping. 

1776.1-Voluntary Drug Take-Back 

NACDS opposes the Board 's proposa l to remove expli cit language that stated that pharmacy 
participation in drug take-back is voluntary. Presently, multiple California municipalities appear to 
b e moving toward making drug take-back receptacles mandatory at conm1unity pharmacies. 
NACDS believes that a strong statement in favor of voluntary take-back is n ecessary from the Board 
to set an example for municipalities to follow . 

Keeping the program voluntary is critical fo r community pharmacies so that we can pursue a variety 
of take-back options and not just take-back receptacles . Take-back programs should be flexible and 
recognize that a single take-back program is one size fits all. Different take-back program s may 
work better in different communities m1d different stores. Some pharmacies may choose to use t ake
back receptacles, while others may choose mail-back programs or community take-back events. For 
example, a phannacy that focuses heavily on home delivery may prefer a mail-back program 
because that pharmacy's patients never v isit the pharmacy to dispose of their old medications. A 
strong statement from the Board that take-back programs s hould be voluntary will allow phatmacies 
across Califotnia to develop itmovative approaches to drug take-back that best work for their 
respective patient populations. 

A state regulation that expressly endorses voluntary drug take-back programs is also consistent with 
the DEA's Final Ru le on drug take-back. As stated in the DEA's Final R ule at 70 FR 174: 

This rule provides three voluntary options for u ltimate user disposal: (1) Take-back events, 
(2) mail back programs, and (3) collection receptacles. Individuals lawfully entitled to 
dispose of an ultimate user decedent's property are authorized to di spose of the ultimate 

NACDS Regional Office 

1560 East Sou thlake Boulevard, Sui te 230 • Southl ake, TX 76092 • 8 17.442. 1155 • www.I\IAC DS.org 
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user' s pharmace uti ca l con troll ed substances by utili zing any of the three disposa l options. All 
of the coll ection methods are voluntary and no person is required to establish or operate a 
disp osal program. 

Consistency between state and federa l regulation s in the fie ld ofdrug disposal is important, so that 
chain pharmacies with locations across the country can design the most effective take-back options 
for their patients in different locations. 

1776.3(a)-Receptacle and Liner Requirements 

In Section 1776.3(a) the Board proposes that during non-business hours that pharmacies must lock 
the deposit slots on collection receptacles and physically block the public patients from access to the 
collection receptacle b y some mean s. NACDS requests that the Board delete that latter requirement, 
the physically blocking public access. The DEA Final Rule only requires that the receptacle b e 
locked and add ing a " phys ica l blocking" requirement co uld be inte rpreted as requirin g pharmac ies to 
also place the receptacle in an enclosure or behind some sort of barrier. Given the DEA 
requirements that the receptacle be locked and bolted down, an additional state requirement to build 
an enclosure or additional banier would be dupl icative of security measures already taken, 
unnecessary and costly. 

We ask that the Board minor the DEA Fin al Rule and only require that the receptacle be locked. 
More specifir..:all y, Lhe Board 's F ina l Rule should read as follows: 

Phmmacies may that provide prescription dm g ta ke-back services to the public may do so by 
establishing a collection receptacle in the phatmacy wh ereby for the pub lic to m ay deposit 
their unwanted prescription drugs for destmction. The receptacle shall be securely locked and 
substantially constructed, with a p ermanent outer container and a removable inner liner. In 
During hours when the p harmacy is closed, the collection receptacle_shall be locked or made 
otherwise inaccessible to the public for deposit of drugs. 

Moreover, in subsection (j), the Board proposes to require that filled liners be stored for no more 
than 14 days. This is inconsistent with the DEA's Final R ule, w hich requ ires no time limit for 
storage of filled liners. Imposition of a time limit could be problematic for phannacies that have 
difficulty scheduling a pick-up of filled liners. Therefore, the Board's Fina l Rule should contain no 
such time limit. 

Written Log Req uirements 

Tlu·oughout the Proposed Rule, the Board would require pharmacies to keep written logs of cettain 
records. However, in the DEA' s Final Rule there is no requ irement for written records. The sta te's 
requirement is more rigid and would preclude pharmacies from keeping electronic records of drug 
take-back. Accordingly, we request that the Final Rule allow pharmacies to maintain either written 
or electronic records ofdrug take-back, provided such records contain the information required by 
regulation and are readily retrievable. 



Conclusion 

In conclusion, NACDS maintains that a voluntaty approach to drug-take back is critical for 
con sistency with federal dmg take-back regulations, as well as promoting broader and more effective 
drug take-back programs in community pharmacies across California and the United States. We ask 
the Board to expressly endorse voluntary take-back programs and make the aforementioned 
receptacle, liner and record keeping requirement revisions. Thank yo u for your consideration of our 
comments and we look forward to working with you to imp lement volunta1y , dmg take-back 
programs in California. 

Sincerely, 

Jn0~s 
Mary Staples 
Director of Govemment Affairs 
NACDS 
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May 18,2016 

Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N 219 
Sacramento, CA 95834 

COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE
BACK PROGRAMS DATED APRIL25, 2016 

Dear Ms. Martinez: 

On behalf of the Alameda County Household Hazardous Waste program I urge the Board to 

postpone adopting the draft takeback regulations for a period of one year for the follow reasons. 

As with any new set of regulations the new DEA takeback regulations need to be applied and clarified in 

the context of real world collection activities . The recent adoption of Product Stewardship ordinances in 

five counties in California w ith more counties working towards ordinance adoption will result in 

standardized set of operating procedures for medication take back developed by the stewardship 

organization based comprehensive DEA regulations . The proposed Board of Pharmacy regulations go 

beyond DEA regulations in ways that may discourage pharmacy participation, and yet not advance the 

goal of increased protection of public health. 

When faced with the same set of facts the Washington State Pharmacy Quality Commission decide not 

to promulgate regulations, instead relying on the DEA regulations and monitoring the development of 

the takeback program developed by the same stewardship organization operating in California . We 

recommend the California Board of Pharmacy do the same, monitor the development of takeback 

programs and put forth regulations only if needed to address issues where the DEA regulations fall short 

If the Board moves forward on promulgating regulations we recommend the following section be 

deleted as the current DEA regulations are adequate to achieve the intended goals 

Specifically : 

1776.3(a) " .. . In hours when the pharmacy is closed, the collection receptacle shall not be accessible to 
the public for deposit ofdrugs . The pharmacy shall lock the deposit slot on the collection receptacle and 
physically block patients from access to the collection receptacle by some means." 

If the intent of this section is to prevent ultimate users from abandoning pharmaceutical w aste by 
placing it near the locked bin during hours when a " Drugstore" may be open but the pharmacy 
department is closed, this regulation wi ll not accomplish that goal. 



The DEA regulations do not restrict the hours of collection receptacle operation to match the pharmacy 
department of a "Drugstore". It only requires the collection receptacle to "be located near the 
controlled substance storage area where an employee is present". 21CFR1317.75(d)2 

If a drugstore's floorplan allows for an employee to be present near the collection receptacle, or if the 
drugstore chooses to, when the pharmacy department is closed allow access to the collection receptacle 
by instructing the ultimate user to call for a store manager to unlock the deposit flap (as is routinely 
done for razor blades and high end cosmetics) your proposed req ui rement to physically block the 
receptacle would preclude that from happening. 

1776 "All board-licensed authorized collectors should be vigilant to prevent the public from disposing of 
prohibited items through drug take-back collection methods. 

Vigilant is a vague term and potentially contradict regulations and section 1776.l(e){l) states "Pharmacy 
staff shall not review, accept, count, sort, or handle any prescription drugs returned from the public. 

DEA regulation 21CFR1317. 75 "(c) Collectors shall only allow ultimate users and other authorized non
registrant persons in lawful possession ofa controlled substance in Schedule II, Ill, IV, or V to deposit such 
substances in a collection receptacle at a registered location" and 1317.75 (e)(4) The outer container 
shall prominently display a sign indicating that only Schedule 11-V controlled and non-controlled 
substances, if a collector chooses to comingle substances, are acceptable substances ... 
Current DEA regulations are adequate to achieve this goal. 

1776.l(d) "The following dangerous drugs and devices are expressly prohibited from collection in a 

pharmacy's prescription drug take-back collection receptacles : medical sharps and needles (e.g., insulin 

syringes), iodine-containing medications, mercury-containing thermometers, radiopharmaceuticals, 

antineoplastic agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders or 

aerosols (e.g., asthma inhalers) . .. " 

Other than schedule I controlled substances DEA regulations are silent on what can be deposited in a 

collection receptacle. Disposal restrictions are usually driven by the ultimate disposal facility and may 

vary depending on type and technology of disposal method . Radiopharmaceuticals are rarely if ever 

dispensed to the patient outside of a clinical setting and when they are patients are given precise 

instructions for return of unused product; Let the disposa l vendor set the acceptance criteria for the 

particular medication disposal program . 

Bil l Pollock ) / 

... ~ - d(I .1_ ~--· 
Program ManJger 
Alameda County Household Hazardous Waste program 
1131 Harbor Bay Parkway M/551701 (mailing address only) 
Alameda, CA 94502 
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Martinez, Lori@DCA 

From: Fai B <sat ellitepilot @hotmail.com> 
Sent: Friday, May 27, 2016 12:18 PM 
To: Martinez, Lori@DCA 
Subject: Don't Obstruct Pharmacy-based Drug Take-Back Prog rams 

Dear Dr. Gutierrez and Fellow Board Members 

I am deeply concerned with the impacts unused medications have on water quality and public health, as well 
as the Board of Pharmacy's proposed rules that will actually discourage pharmacies from hosting medicil•e 
collection bins. Pharmacies provide an important public health service to the community and studies show 
that they are where the public wants to be able to safely dispose of medicines. 

Because pharmacies have been shown to be the most effective collection sites, the U.S. Drug Enforcement 
Agency has established common sense rules tha t allow pharmacies to support drug takeback in a safe and 
secure manner. Ph armacies who volunteer to h ost bil•s in California have not experienced serious problems or 
legal issu es and many of the fears expressed by some pharmacy interests are w•substantiated. 

The Board of Pharmacy does NOT need to develop extensive regulations. Instead it should simply 
acknowledge tha t California pharmacies can host safe medicine disposal bins if they follow the DEA rules. By 
proposing additional regulations and deliberating over a lengthy period of rune, the Bonrd has scared 
pharmacies that wish to host take-back bins now from doil1g so. In addition, by a ttemptil1g to preempt those 
few ordil1ances that require pharmacy participation il• manufacturer supported programs, you are il1terfering 
with the actions of elected officials who are acting on behalf of the public to protect public health. That is 
inappropriate for an w1elected Board. 

Instead of obstructil1g what are mostly volw1tary actions by publicly resp onsible pharmacies, the Board of 
Pharmacy should promote such programs as a means of protecting public and en vironmental health. 
California pharmacies distribute medications and are tl1e perfect and safe location to return them. I urge you 
to simply en dorse the Drug Enforcement Agency's rules for pharmacy-based collection programs with all 
expediency and to desist from any effort to preempt local laws. 

FaiB 
7760 newbn ave 
whittier, CA 90602 
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Martinez, Lori@DCA 

From: Brian Warren <bwarren@cp ha.com > 

Sent: Thursday, March 24, 2016 3:11 PM 
To: Mart inez, Lori@DCA 
Subject: Comments on Drug Take-Back Regul at ions 
Attachments: CPhA Support Letter for Drug Take-Back Regulations.docx 

Good afternoon Lori, 

Please f ind the attached comments t o the Board's propo sed regu lations re lating to prescription drug t ake-back 
programs. Than k yo u! 

Brian Warren 
Vice President, Center for Advocacy 

California Pharmacists Association 
4030 Lennane Drive 
Sacramento, CA 95834 
Phone: (916) 779-4517 
Cell: (916) 606-801 6 
Fax: (916)779-1401 
Em ail: bwarren@cpha.com 
Web: www.cp ha.com 

ca lifornia 
pharll!a~ists® assoctatiOn 

Notice to Rec ipients: This email, including all attachments, is confidential and may be a communication privileged by law. If you received this email in 
error, any use, distribution, dissemination or copying of its content is strictly prohibited. If you are not the intended recipient, please immediately return 
this email to the sender and permanently delete this message from your system. Thank you for your assistance. 
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@ california pharmacistsassociation 


March 24, 2016 

Amy Gutierrez, Pharm.D 
President, California Board of Pharmacy 
625 N. Market Blvd., Suite N-219 
Sacramento, CA 95835 

Dear Dr. Gutierrez: 

The Ca lifornia Pharmacists Association (CPhA) writes in support of proposed regulations to add 
Article 9.1, Sections 1776- 1776.6, to Title 16 of the Cal ifornia Code of Regulations, relating to 

the collection of prescription drugs from consumers. 

These regulations provide necessary consistency between Californi a law and federal law so that 
pharmacists have a uniform set of standards to comply with when providing drug col lection 
services to their patients. The requirements contained in the proposed regulations will protect 
the public health and safety by ensuring the safe and secure coll ection of unwanted drugs from 
consumers. The regu lation s also provide that participation in "take-back" programs is voluntary 
for pharmaci sts and pharmacies. We strongly support thi s provision, as it furthers the Board's 
consumer protection mandate by preventing pharmacies that cannot or should not collect 

prescription drugs from being required to do so. 

CPhA supports comprehensive programs to provide patients with conven ient disposal options 
for unused prescription drugs. Various disposal programs have existed at times throughout the 
state and many pharmacies have enthus iastically played a role by voluntarily hosting coll ection 

receptacles in their buildings. When pharmacies have the space, personnel, and re sources to 
appropriately manage a co llection receptacle, we support this role. However, if a pharmacy 
cannot host a co llection receptacle due to limitations on space or personnel, or have other 
unique cha llenges that make it difficult to host a receptacle, we believe that those pharmacies 
should not particip ate in the collection of prescription drugs. 

Accordingly, some pharmacies shou ld be prohibited from hosting collection receptacles, such as 
pharmacies on probation with the Board . The regulations already require appropriate DEA 
registration and prohibit pharmacies from hosting collection receptacles if their DEA 
registration is on suspension or if they emp loy persons with a criminal background. We 
recommend modifications, attached, to prohibit pharmacies from hosting collection 
receptacles w hen the pharmacy or pharmacist in cha rge is on probation with the Board or, in 
the professional judgement of the pharmacist in charge, the pharmacy cannot comply with 
these regu lation s. 

Much of the crit icism of provisions in the proposed regulations that make hosting collection 
receptacles voluntary has come from organ izations advocating for local ord inances to establish 

4030 Lennane Dr.· Sacramento, CA 95834 ·Ph 916.779.1400 · Fx 916.779.1701 · www.cpha .com 

www.cpha


various designs of prescription drug disposa l programs. These organizations say that the 
Board's regulations wou ld preempt important local programs intended to benefit consumers. 
However, the Board's regulations da not preempt any local program in which hosting a 
collection receptacle is voluntary for each individual pharmacy. The vast majority of current and 
proposed loca l ordinances do not mandate pharmacies to host collection receptacles. Still 
others argue that the Board cannot, or should not, preempt a loca l ordinance that does 
mandate all pharmacies host collection receptacles. We strongly disagree with this contention. 

The Board has been charged by the Legislature to protect California consumers via the 
licensing, regulating, and disciplining of pharmacists and pharmacies. It is the Board's 
respons ibil ity to pursue regulations that it believes provide appropriate protections to 

consumers. Just as the Board has determined that pharmacies participating in prescription 
drug collection programs must follow the proposed regulations for the sake of consumer safety, 
this Board has the authority and responsibility to establish parameters on the decision to 
participate if it believes they are necessary-including ensuring that a PIC retains the ability to 
determine whether his or her pharmacy can adequate ly host a col lection receptacle, as well as 

prohibiting some pharmacies from participating in collection programs at all. 

Loca l ordinances that attempt to place requirements on pharmacies related to their function as 
a pharmacy go beyond attending to municipal affa irs and inap propriate ly venture into 
regulating pharmacy practice. Local regulation of state-licensed professionals establishes 
dangerous precedent and usurps this Board's ability to effectively protect consumers. In the 
past, when local governments have attempted to limit or expand professionals' scopes of 
practice, the local ord in ances have been overridden or preempted by state law. Similarly, this 
Board should not shy away from preempting a local ordinance that attempts to regulate 
pharmacists and pharmacies. 

Thank you again for your leadership on this matter. If you have any questions, please do not 
hesitate to contact me at bwarren@cpha.com or (916) 779-4517. 

Sincerely, 

Brian Warren 
Vice President, Center for Advocacy 

mailto:bwarren@cpha.com
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California Pharmacists Association 
Suggested Modifications to Take-Back Regulations 

Section Modification Comment 

1776.1 w A e.harmac't_ shall not e.rovide take-back If a pharmacist in charge determines in their professional 
judgment that the pharmacy cannot comply with these 
regulations ofthe DEA rules, that pharmacy should not 
participate in take-back programs. Reasons a pharmacist in 
charge may make this determination include, but are not 
limited to, irregular store layout or lack of physical space that 
makes secure placement of collection receptacle 
problematic, past experience by pharmacy staff with 
difficulties hosting a collection receptacle, pharmacy location 
in a high crime area, and other problems. 

services to e.atients as e.rovided in sections 1776
1776.4 it in the e.ro[essional [udqment o[ the 
e.harmacist in charqe, the e.harmac't_ cannot come.l't.. 
with the e.rovisions o[ this article or Druq En[orcement 
Administration rules. 

1776.1 [kl A e.harmac't_ shall not e.rovide take-back A pharmacy or pharmacist in charge on probation with the 
Board should not participate in take-back programs. 
Pharmacies and PICs are placed on probation for offenses 
such as diversion of controlled substance, failure to maintain 
secure drug inventory, and other pertinent violations of 
Pharmacy Law. Even if the probation is unrelated to 
inventory or diversion, a pharmacy or PIC on probation 
should focus on the essential responsibilities of operating a 
pharmacy and should not be involved in activities that could 
serve to distract pharmacy staff from that role. 

services to e.atients as e.rovided in sections 1776
1776.4 i[ the e.harmac't_ or the e.harmacis t in charqe is 
on e.robation with the Board, and, i[ the e.harmac't_ 
had e.reviousl't..e.rovided take-back services, the 
e.harmacist in charqe shall notifv the Board and the 
Druq En[orcement Administration as required in 
subsections [hl and (il, above. 

4030 Lennane Dr. · Sacramento, CA 95834 · Ph 916.779.1 400 · Fx 916.779.1701 · www.cpha.com 
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Martinez, Lori@DCA 

From: Bill Worrell < bworrell @iwma.com> 
Sent: Wednesday, March 23, 2016 10:11 AM 
To: Martinez, Lori@DCA 
Cc: 'Raymond A. Biering' 
Subject: Prescription Drug take back regulations. 
Attachments: Board of Pharmacy Letter.pdf 

Hi Lori, 

Attached is a letter from the San Luis Obispo County Integrated Waste Management Autho rity providing comments on 

the proposed Board of Pharmacy Prescription Drug t ake back Regulations. In addition, I am requesting that the letter 

be forwarded to all of the Board of Pharmacy Board Members. 


Thank you. 


Bi ll Worre ll 

San Luis Obispo County 

Integrate d Waste Management Authority 

870 Osos Street 

San Luis Obispo, CA 93401 

805-782-8530 
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IWMA BOARD MEMBERS 

Adam Hill. P residen t : 
San Luis Obispo County : 

J eff Lee, Vice P resi de nt 
City of Grover Beach 

Tim Brown, 
City of Arr oyo Grande 

' Ibm O 'Mall ey, 
City of Atascad ero 

J ohn H eadd ing, 
City of Morro Bay : 

John H amon, 
City of Paso Robles 

S heila Blal<e , 
City of Pismo Beach 

J ohn Ashba ugh, 
City of San Luis Obispo 

Debbie Arnold . : 
San Luis Obispo County : 

Br uce Gibso n , : 
San Luis Ob ispo County : 

Frank Mecham , : 
San Luis O bisp o County : 

Lynn Compton : 
San Luis Obispo County : 

Dan Lloyd , : 
Authorized Districts : 

Bill Worrell . Manage r : 

Carolyn Goodrich, Secretar y : 


Patti Toews , Program Director : 

Raymon d A. Biering, Counsel : 


870 Osos Street : 
San Luis Obispo, CA 93401 : 

805/782-8530 : 
FJ\X 805/782-8529 

E-mail: iwma@iwma.com : 

Recycli ng, Compost&> Haz. : 

San Luis Obispo County 

Integrated Waste Management Authority 

March 22, 2016 

California Board of Pharmacy 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 
Subj ect : Prescription Drug Take-Back 

Attn: Ms . Lori Martinez 

RE: Proposed Regulations for Prescription Drug Take-Back Pro grams 

Dear Californ ia Board of Pharmacy Board Members : 

Please consid er the following comments regarding the proposed 
prescription drug take-back regulations (Pro posed Regulat ions) being 
consid ered by the California Board of Pharmacy BOP). The San Luis Obispo 
County Integr at ed Waste Management Authority {IWMA) agrees that 
11 drug abuse is at epi demic levels." However, the IWMA disagrees that t he 
Proposed Regulation s w ill help solve this epidemic, and, in fact, w ill 
frustrate so lutions to the prob lem. If these Proposed Regulations are 
adopted, almost all of the existing unwanted drug take back locations in 
California will close and it wi ll be difficult to open new one s. Thus, the 
public w ill have almost no opportunity to properly dispose of unwanted 
p rescription dru gs. Because of the reasons discussed below, the IWMA 
recommends t hat the BOP abandon its Proposed Regul at ions and in st ead 
allow th e app licable Drug Enforcement Administ ration (DEA) Regulations 
and appropriate State and loca l programs t o govern drug t ake back 
solution s in Califo rni a. 

The IW M A offers t he foll owin g comments: 

I. Th e BOP Proposed Regul ations are Unn ecessary 
II. The BOP Proposed Regulations are Bur densom e 

Ill. Th e BOP Propose d Regul ations w il l preempt successful loca l 

programs 
IV. Th e BOP Proposed Regul ati ons w ill have a negative impact on t he 

envi ronm ent and require CEOA review 
v. Th e BOP is exceeding its legal author ity 

Waste Info. 800/400-0811 · 
School Programs Informatio n 

805 / 7 82-842 4 
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Cali fornia Board of Pharmacy 
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Page 2 

I. The BOP Proposed Regulations are Unnecessary 

The Proposed Regu lations are ·unnecessary because of existing DEA Regulat ions. As stated in the 
BOP Initial Statement of Reasons, pharmacies. must comply with DEA Regulations. On September 
9, 2014, the DEA published its Fin al Rule for drug take-back programs (DEA Regu l ations). See 21 
CFR 1300 et. seq. The Fin al Rule was the result of a 4-year process that started with the passage 
of the Secu r e and Responsible Drug Disposal Act of 2010. During the development of the DEA 
regulations both the BOP and CaiRecycle commented on and genera lly supported the proposed 
regulations. (see attachment 1}. 

The BOP provided fi ve recommendations in the form of general comments. The first comment 
. was: "We generally suppo rt the framework for the return and destruction of controlled 

substances as provided for in these proposed regulations. Th e growin g prescription drug abuse 
and diversion issu·es in the US require action and such a r.egulatory framework." The next 3 
comments are con sistent with the DEA regulations. The only comment that was not incorporated 
into the final DEA regulations was a requirement making drugs unusable by, 11 Specifica lly to grind 
it up at the collection bin". The curre nt BOP Proposed Regulations do not include a requirement 
to grind drugs up at collection bins . 

Ca iRecycle also provided comments during t he DEA rul e making process and 11 generally 
supported the proposed rule." For examp le, Ca lRecycle supported "streamlining, w~ere possible, 
the collection, tracking and tran spo rt at ion process," including 11not requiring mail-back programs 
to create and maintain a-notification system." The BOP Proposed Regulations, however, creates 
such a system . 

~oth past and current DEA Regulation s are suffici ent to insure a saf e and efficient drug disposal 
program. Ca liforn ia had already recognized this through the California Health and Safety Code 
wh ich states· in Section 118275 (6) (A) that pharmaceutical wastes classified by the DEA 
regulations as "controlled substances" shall be disposed of in compliance with DEA requirements . 

II. The BOP Proposed Regulations are Burdensome 

When the DEA Regulations were prepared, many comments cente red on how burdensome they 
were on the pharmacies. Since September of 2014, when the DEA Regulations were put in place, 
only one-percent (1%) of eligible pharmacies have implemented take back programs for 
controlled substances. (See attachment 2). The requirements in the BOP Proposed Regulations 
exceed the·requirements in the DEA Regulations. Given the on~-percent (1%) participation rate 
of pharmacies under the DEA Regulations, it is clear the BOP Proposed Regulations are overly 
burdensome on pharmacies and take-back programs will ultim ate ly not be implem~nted . 

The DEA Regulations only app ly to programs which take back contro lled substances. As such, 
some pharmacies have implemented take back programs for non-controlled substance s. The 
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BOP Proposed Regulations, however, apply to any drug take back program regardless of whether 
it includ es controlled substances . 

The BOP predi ct s that ten-percent (10%) of the pharmacie s in California w ill voluntarily 
part icipat e in the drug take-back program w it h an in-store kiosk. This is based on the Alameda 
County and Sa n Francisco drug t ake back programs in which the BOP estimates a participation 
rate of eight-pe rcent (8%). However, none of these pharm acies take controlled substances and, 
thus, are not cur rently governed by the DEA Regulations. In addition, the pha rmaci es do not pay 
to participat e in the program. If the BOP Proposed Regul at ion s are adopted, many existing take 
back programs w ould be required to comply with the more stringent gui d elines. The strict er 
ru les an d the added co st of participating means that most , if not all , ph armacies would drop out 
of the drug take back program . 

Another reaso n that the ten-percent (10%) particip ation rat e is unrealistic is t hat the BOP 
Proposed Regulat io ns red uce the numb er of authorized location s of t ake-back programs. 
Currently in Alameda County, there are thirty (30) sites w hich h ave drug t ake-back kiosks. The 
Proposed Regulations wo uld eliminate seve nteen (17) of the current sites (see attachment 2) 
because they are not located at pharmacies, skilled nursing f aciliti es or police sta tions. Since the 
nation al participation rate is about 1% of pharmacies under the DEA Regulations, and since BOP 
Propos~ d Regulations are more burden some than the DEA Regulations, a ten -percent (10%) 
participation rat e is highly improbable. 

Attachment 3 is a detailed analysis of how the BOP Propose d Regulation s are more burdensome 
than the existing DEA Regulations. If these additional req uirement s were resul t ing in a " better" 
program, than an argument could be m ade for adopting them; however, these regulation s onl y 
in crease the administrative and financial burden on the pharmaci es and eliminate existing take 
back sites. 

Ill. The BOP Proposed Regulations Will Preempt Successful local Programs. 

local communities throughout California, such as San Francisco and the Counties of Alameda, 
Santa Cruz, and San luis Obispo, have implemen t ed drug take back programs to protect the 
health and we lfare of its citizens and the env ironm ent. These local programs were implemented 
to increase the number of take back l ocations and/or provide funding for pharmacies that 
participate in a take back programs . In adopting these programs, local governments incl uded 
the requirement that any program be consistent with Federal and State regulations. The BOP 
Proposed Regulations will preempt local programs, such as the one in San luis Obispo County, 
because its take-back program is. mandatory, while the BOP Proposed Regulations speci fic ally 
provides any take -back programs to be vo lun tary. The BOP Regu lations reference the take-back 
programs in Al ameda County and San Francisco, as examples of successful programs . These 
programs, however, will be preempted by the BOP Proposed Regulations. 
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IV. The BOP Regulations will have a Significant Enviro nmental Effect and Require CEQA Review. 

The Board of Pharma cy propo_se d regu lations constitute a "proj ect " that w ill have a significant 
environmental effect. Therefore, under CEQA, the preparation ofan environme nta l impact report ("EIR") 
is req uired prior to adopting the BOP Proposed Regulat ions. 

A . legal Standard. 

The Californ ia Envi ro nmental Quality Act, Pub. Res. Cod~ §§ 21000 et seq. ("CEQA") app lies to 
discretionary "proj ects" to be ca rried out or approved by public agencies. See Pub. Res. Code§ 21080{a). 
An activity is a "proje ct" covere d by CEQA if it is directly und ertaken by a pub lic agency, supported by a 
publ ic agency, or invo lved issuance of entitlement for use by a public agency and has potential to resu lt 
in a physica l change to the envi ronment; directly or ult imately. CEQA applies w hen a public agency 
proposes to "ap prove" a project. RiverWatch v. 0/ivehain Mun. Water Dist., 170 Ca l. App. 4th 1186 {2009). 
The term "a pprova l" refers to a public agency decision that "commits the agency to a definite cou rse of 
action in rega rd to a project. 14 CCR §.15352(a). Existing law clearly provides that a "project~' may includ e 

· ordinances, rul es and regulations, general plans, specific plans, and sim ilar legislative and quasi legisl_ative 
actions. 

Proposed regulations that result in a direct or reasonably foreseeable indirect change to the physical 
environment are subject to CEQA review. If there is substa nti al evidence t hat proposed regulations will 
have a significant environmenta l effect, an environm ent al impact report (EIR) must be prepared. A 
"signif icant effect on the environme.nt" is a substantial adverse change in the physica l environment in the 
area affect ed by the project. In det ermining whether a project's impacts are sign ifi cant, an EIR compa r~s 

t hose impacts w ith existi ng environm ental co nditions, which are referred to as the "baseline" fo r the 
impact analysis . CEQA guideli nes specify that the "base line" normally con sists of t he physical conditions 
that exist in the area affected by the project at the time the EIR process begi ns. 14 CCR § 15125{a). 

B. The BOP Proposed Regulations and Their Effect on the Environment. 

The BOP Proposed Regulations are a discretionary activity undertaken b_y a public agency that has a 
potential to result in a physical change to the environment. Therefore, the proposed regulations are a 
"project" under CEQA requiring environmental rev iew. SlO County's IWMA mandatory reta il drug t ake 
program ordinance· created "base lin e" physical cond itions by which the Board of Pharmacy must compare 
t he effect of its propos'ed regu lations on that baseline and determin e whether the im pact is significant. 

On March 11, 2015, the IWMA Board of Di rectors adopted Orq inance 2015-1 establ ishing a mandatory 
retai l drug take back program. At the t ime of the adoption of Ordina nce 2015-1, no pharmacies in San 
luis Obispo County had a drug take back program. Currently, every pha rmacy in San luis Obispo County 
(4S pharmacies) has a drug take back program. Due to Ordinance 2015-1, consumers in San luis Obispo 
County now have a safe and environm entally so und means of disposing of unwanted prescription 
medication. Ordinance 2015-1 has reduced the quantity of prescription medication in landfills and our 
water supplies. These are the physical co ndition s that currently exist in San luis Obispo County a'nd what 
must be considered as the "qaseline" in t he environme ntal impact analysis of the proposed regu lations. 
In addition, simil arly situated jurisdictions w ith existing take-back ord inan ces or policies must also be 
consi dered. 
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The Proposed Regulations do not require pharmacies to maintain a drug take back program, but instead 
makes these programs purely vo luntary. As discussed above, if implementing drug take back programs 
becomes voluntary, the participation rate by pharmacies will likely mirror the nationa l rate of one-percent 
{1%. ) Both in San Luis Obispo County and t hroughout California, this will result in a significant reduct ion 
i n the number of locations w here the public can safe ly dispose of unwanted prescription medication. This 
wi ll have a significant impact on the environment because, instead of be ing safe ly disposed of, the 
unwanted prescription med ication will be flu shed down toi lets or end up i n landfills. 

In addition to the impact in San Luis Obispo County, almost every existing take back facility with a kiosk in 
Californ ia will no t be in compl iance with t he BOP Proposed Regulations. Existing lo cation s w ill either have 
to comply with the new regulations or remove their kiosk. Si nce the BOP Proposed Regulations are ove rly 
burdensome and on ly make the drug take back prog rams volunta r y, it is foreseeab le t hat many kiosk 
locations wi ll clo se. 

Furthe rmore, under the BOP Proposed Regulations, all of the kiosks at collection locations, other than 
pharmacies, skilled nursing facilities, and police stations, would be prohibited . As noted above, in 
Alameda County, 17 of the 30 kiosk location s wou ld be proh i bited under the BOP Proposed Regu lations 
and would be forc ed to close. These closures wi ll have a significant impact on the environment because, 
just as in San Luis Obispo County, consumers wi ll no longer have a conve nient and safe means of disposing 
of unwanted prescription med ication . This will lead to more prescription medication ending up in landfills 
or water supplies. Therefore, the 130P must comply with CEQ/\ and cond uct an environmental review of 
their Proposed Regulations. 

V. The Board of Pharmacy is Exceeding Its Legal Au t hori ty 

A. Legai Standard. 

The general ru lemaking authority granted the Board of Pharmacy by section 4005 of the Busin'ess and 
Professions Code is admittedly bro ad in sco pe. The section provides, i n part: "The board may make such 
rules and regulations, not inconsistent with the laws o f this State as may be necessary f or the protection 
of the public. Included therein shall be the right to make rules and regulations as follows:" . .. pertaining

r 
to the practice of pharmacy . . . pertaining to est ablishments wherein any drug is compounded, prepared 
or sold ... . " Bus. & Prof. Code§ 4005{a). 

The substantive breadth of such rulemaking power is lim ited, however, by t he purpose and scope of the 
authorizing legislation. Government Code section 11342.2 provides, in part: "Whenever .... a state agency 
has authority to adopt regulations . .. no regulation adopted is valid or effective unl ess consistent and not 
in conflict with the statute and reasonably necessary to effectuate the purpose of the statute. " 1967 Cal. 
AG LEX IS 51,49 Ops. Cal. Atty. Gen. 27. 

Subsequent Attorney Genera l Opinions and California Supreme Court .cases have made clear that an 
enab lin g st atute does not have to expressly authorize an age ncy to regulate a specific aspect ofthe subject 
matter under its jurisdiction. 1978 Cal. AG LEXIS 88, 61 Ops. Cal. Atty. Gen. 24; Ralphs Grocery Co. v. 
Reimel, 69 Cal. 2d 172, 176 (1968). California Courts have held, however, that "the [Board] has no power 
to vary or enlarge the t erms of an enabling statute, or to issue regulations wh ich confl ict with this or any 
other statute." Credit Ins. Gen. Agent Assn. v. Payne, 16 Cal. 3d 651, 656 (1976). 

·, 
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A review of t he legislative intent o f t hese statutes revea ls that the Board of the Pharmacy, as a board 
under California's Department of ·consumer Affairs, was establish ed in orde r to protect t he people of 
California. A review of the relevan t Business & Professions code sect ions makes clear'th e legis lative 
purpose is one of insuring tha t drugs and related items furnished to the public are of adequate pu rity and 
q uality and are d ispensed from sa nitar-Y f acilities by competen t personne l pursuant to proper 
authori zation. Th'e regu lations adopted t o imp lement these statutory goals are of t he same tenor and are 
intended to insure the health and safety of citizens t hat use the serv ices of a pha rmacist. 1967 Cal. AG 
LEXIS 51, 49 Ops. Cal. Atty. Gen. 27. 

Courts have held that "[i]n orde r for the reg ulation . to be within the delegated authority, it must appear 
tha t it is necessary and reaso nably designe d t o prot ect t he pub lic withi n the meaning of it s enabling 
statute. A board's responsib ility is to follow the st atutory la nguage and decide w hether the proposed 
reg ul ation is necessary to protect the public. Additionally, t he board shou ld det ermine whethe r t he 
proposed regulatio n is rea son able in its scope and effect. Credit Ins. Gen. Agent Assn., supra 16 Cal. 3d 
651 at 657 emphasis adde d; 1978 Ca l. AG LEXIS 88, 61 Ops. Cal. Atty. Ge n. 24. In t his case, t he BOP is 
clearly exceed ing its regu latory authority by at tempting to extend its authority into other environmenta l 
and public hea lth conce rn s beyon d t he scope of it s enabling statut e. 

B. 	 The BOP Regul ations Ar e Not Necessar y and Are Beyond the Scope of the BOP' s 
Authority 

After a review, it is clear t he BO P Proposed Regulations are neither necessary to protect t he publ ic nor 
reasonable in t hei r scope and effect. 

i. 	 The BOP Proposed Regulations are not Necessary t o Protect the Public 

As discussed previous ly, t he BOP Proposed Reg ulatio ns are not necessary to protect t he pub lic because 

there are already severa l f edera l and state, st atu t ory and regulatory schemes in place govern i ng the 


. disposa l of medica l waste, includ ing ph armaceutica ls. Californ ia's Department of Public H~alth (DPH) 

regulates the generation, handling, sto rage, treatmen t and disposa l of medica l waste through t he Medica l 

Waste Management Program within its Environmental Management Branch. The DPH is already 

responsib le for the disposal of hypodermic needs through its sharps ta ke back program. See Health & 

Safety Code § 118286. In addition, California' s Health & Safety Code § 118275(6)(A) states that 

~' [pharmaceutical waste classified by DEA regulations as contro lled substances shall be disposed of in 

compliance with DEA requirem ents.'' The DEA has alrea dy established regulations that address the 

disposal of unwanted prescription medication. 

ii. 	 The BOP Propose.d Regu lations are Beyond the Scope of the BOP's Authority 

Even if the Proposed Regulations were necessary to protect the public, they are not reasonable in the ir 
scope and effect and, in fact, go far beyond the scope of the BOP's authority. The scope of the BOP's 
regu latory authority is confined to the regulation of pharmacists and the practi ce of pharma cy. The 
Proposed Regu lations po not, however, merely regulate pharmacies or pharmacists. The Proposed 
Regulations intrude into an environmental issue by governing the management and disposal of medical 
waste. Environmental regulation is beyond the scope of the Board of Pharmacy's authority. Allowing the 
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Board of Pharmacy to regulate an aspect of envi ronmenta l co ncern, wo uld effectively enlarge the t erms 
of its enab ling statute. The Proposed Regulations are not rea sonably designed because they do not aid 
t he statutory objective of ensuring the hea lth and safety of citizen that use the services of a pharmacist. 
The Proposed Regu lations attempt to govern matters outside the concern of the Board's purview. 

The Board of Pharma cy (BOP) doe s not have the authority to regu late a "pha rma ce ut ic al wa ste", rathe r 
that authority is vested w ith the Californ ia Department of Public Health (DPH). According to the DPH "the 
Medical Waste Ma nagement Program (Pro gram), in the Environm enta l Management Branch, regu lates 
the generation, handling, st orage, treatment, and disposal of medical waste by providing overs ight f or t he 
implementation of the Medica l Waste Management Act (MWMA)." 

Regulations already exist to manage the dis posal of med ic al w aste. Californ ia Health and Safety Code 
Section 118275 (6) (A) states "Pharmaceutica l wastes classified by the DEA regulatio ns as co ntrolled 
substances shall be disposed of in compliance w ith DEA requirement s." The BOP P'roposed Regulations 
are not consistent with DEA reg ulations (see attachment 3). 

Another example of DPH respons ib ility for t he· disposal of medical waste is the sharps take back program . 
Under Ca li forn ia Health and Safety Code 118286 (managemen t of home-generated sharps wa ste), the 
DPH is responsible for this program. In many way s, it is a parallel program to the home-generated drug 
drop off program. 

The BOP, under the Ca liforn ia Business and. Professions Code, docs provide 'fo r· t he . regu lation of 
pharmacists and the practice of pharma.cy. The disposal of unw anted drugs is outside of t his 
responsib ility. The DEA Regulations only requires that "two employees" of the pharmacy remove and 
dispose of the drugs. There is no require m ent that thes~ emp loyees be pha rma cist s or be engaged in the 
practice of ph armacy. It is clear that the ma nage me·nt of med ical waste has already be delegated to DPH, 
not the BOP . 

The BOP does not have t he authority to preempt loca l programs without specific legislative autho rity. The 
BOP has taken the pos ition that the Pro posed Regulations p ree mpt local programs. Whi le local 
governments believe t hat any program must be in compl iance with state and federa l laws, the BOP does 
not have the lega l authority to preempt a loca l program . In San Luis Obispo County every pharmacy must 
have a drug ta ke-back program. The DEA regulations allow for either a kiosk in pharmacies qr mail back 
envelopes. Thus, in San Luis. Obispo County every pharmacy must have either a ki osk or m ai l back 
enve lopes. Regardless of the selected method, the pharmacy must comply with the DEA regula t ions and 
appl icable loqll ord in ances adopted pursuant to the local entities' health, safety, and welfare powers 
under Califo rn ia law. There is no legal authority to support the assertion that the BOP, through an 
adm inistrative regulation under its enabling legis lati on involving the eff icacy of pharmacies and 
pharmacists, i.e. pharmaceutical safety, ca n preempt or intrude into the role of public entities' efforts to 
protect the environment or the genera l health, safety and welfare of their citizens. · 

Significantly, the BOP also does not have the authority to regula t e waste once it leaves California, or the 
manner of w hich is disposed of by reverse distributors inside or outside of Calif ornia. The Proposed 
Regu lations include additional requirements on reverse distributors who are not located in Ca lifornia. 
Section 1776.5 Reverse Distributors attempts to place numerous requirements on reverse distributors. 
These reverse distrib uto rs are not located in Californ ia and, thus, would be subject to federal la w s and the 
laws of the ir state. In add iti on, reverse distri butors are neither pha rmacists, pha rmacies or engaged in 
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the practice of pharmacy and .th us the BOP would not have the authority to regulatio n them even if they 
were located in Ca li fo rni a. 

For al l the above reasons, t he San Luis Obispo County Integrate d Waste Ma nagement Autho rity 
respectfully urges the Boa rd of Pharmacy to abando n t he Proposed Regulat ions and, instead, al low th e 
existing DEA Regu lations and loca l enviro nmental programs to govern t he ph armaceutical drug t ake back 

efforts in Ca li fornia. 

'4; £4zM_ 
Adam Hil l · 
President 
San Luis Obispo County Integra ted Waste Management Board 

CC: Raymond Biering, IWMA Co unsel 

Attachment 1. Board of Pharmacy and CalRecycle comment letters o n DEA Regulations 

Attachment 2. Article o n 1 % Participation Rate 

Attachment 3. Detai led analysis of BOP Proposed Regulations 

At tachment 4 . IWMA CEQA notice of exemption 



~' .~ California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY 

1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 
Fax: (916) 574-8618 D www.pharmacy.ca.gov 

February 19, 2013 

Drug Enforcement Administration 

Docket No. DEA-316 

Submitted e lectronically to http:www.regulations .gov 

Dear Drug Enforcement Administration: 

The California State Board State Board of Pharmacy is grateful for this opportunity to provide comments 
to the Drug Enforcement Adm inistratio n on its propQsal to establish parameters for the t ake back and 
destruction of unwanted controlled substances that have been dispensed to patients. We re cognize the 
complexity of the task before the DEA in deve loping these regulations and we look'forward to the 
enactment of the proposa ls, we hope w ith the several modifications we suggest below. 

The (::alifornia State Board of Pharmacy regulates nearly 140,000 licensees.who dispense, store and ship 
prescription drugs and devices throughout, from and into California. This includes both ind ividuals and 
firms including pharmacies, clinics, wholesa lers, pharmacists and the designated representatives who 
are the licensed staff who work in wh olesa lerfacllities. Under the genera l category of w holesaler, t_he 
board specifically licenses reverse distributors and brokers (who do not take p·ossession but arrange for 
t he sale of prescriptibn medication). 

California is the largest board of pharmacy in the US, and we work feverishly to secure our statutory 
mandate of consumer protection . .In pursuit of this mandate, the board regu lates the quality ofthe 
pharmaceutical products dispensed as well as the pharmacy services provided to patients. For a number 
of years,. t he appropriate disposa l of prescription medication, coup led wit h escalating drug diversion and 
the growing prescription drug abuse problems have commanded the board's enforcement and 
educational efforts. 

California is also at the f o refront of iss ues surrounding the health of patients and possible jeopardy 
posed by unscrupulous "entre pren eurs/' who buy and sell prescription drugs illegally and damage the 
state's (and nat ion's) drug supply. Patients and practitioners are ignorant of the potential for and 
presence of counterfeit or adulterated medication in the US pharma ceutical supply chain, and simply 
change therapy when a prescribed drug regimen no longer works. 

Over the last decade, the board has aggressively undertaken innovative approaches to secure the 
quality of pharmaceuticals that are dispensed to patients in Californ ia. This includes: 

• 	 E-pedigree requirements to establish a comprehensive tracking system for the sale of each 
container of prescription medication dispensed to California patients, tracking and certifying 
ownership from the manufacturer, to the wholesaler, .to the pharmacy or practitioner. · 
Beginning in 2015 when the requirements become effective over a 2.S year basis, e-pedigree 
requirements will permit the identification (and thus enable better investigation and 
prosecution) of suspect medication at the point it enters t he pharmaceutical supply chai n. 
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• 	 Agg ressive enforceme nt of financial sanctions for entities purchasing prescription medication 
frorri unlicensed sources ($5,000 pe r invoice, resulting in f ines of hundreds of thousands of 
dollars). 

• 	 Issuance of fin es to pharmacies fillin g internet prescriptions illegally whe re there is no legiti mate 
prescription for t he transaction ($25,000 per "prescription" dispensed, resulti ng of fines up t o 
$100 million). 

• 	 Ide ntification and discipline of pharmacies purch asing drugs not for dispensing to pat ients but 
exc lusively for resale to wholesalers. Despite a specific prohi bition i n Californ ia enacted in 2004 
to prevent a pharmacy from resellin g medication to any who lesa ler except f o r returns to the · 
wholesa ler that sold t he pharmacy t he med ication initially, the board continues to identify n ew 
pharmacy practices involving such sa les. Often these sales transactions involve med ication in 
short supply, for which despe rate providers and patients w il l pay high am ounts. Such 
manipu lation by ph armacies and wholesalers documented by the boa rd has resu lted in price 
increases t o patients exceeding 6,000 percent. 

• 	 Hosting educational forums, jointly with the Drug Enforcement Administration, to educate 
pharmacists about t he dangers of prescription drug abuse, drug diversion issues, correspo n d i ng 
responsibi lity and pharmacy robbe ri es. 

• 	 Cooperative joint investigations of board licensees with t he Drug Enforcement Admin istration 
and other law enforcement agencies to identify and prosecute crimina l drug diversion, 
particularly invo lving controlled substances. 

California has a considera ble stake.in addressing the disposal of prescriptio n medication. With ove r 12 
percent of t he nation's populatio n, 650 mill ion prescriptions were dispensed to patie nt s In Califo rnia in 
2011 out of the total of 4 billion prescriptions dispensed natio nally that year. Not all of these 
med ications wou ld have been cons umed -- leaving California w ith likely t he largest unwanted drug 
disposal problems and issues in the country. 

Tod ay, there is a conside rable illegal movement of prescriptio n medication, includ ing controll ed 
substances, that has been dispensed to patients but ends up being returned/resold to pharmacies and 
w holesalers. These entities refill manufacturers' containers, and then rese ll these drugs into the drug 
supply where they are re-d ispensed to unknowing patie nts. In rece nt years, the boa rd has encount ered 
multip le cases ofthis "recycling" in multiple California pharmacies. Often these drugs are o btained fro m .. 
skilled nu rsi ng facilities, where the f acility and pati ent s no longer have use for t hem, and dest ruction 
wou ld cost the f acility money. Instead pharmacies take t hese drugs back, remove them f rom blister 
packs and redispense or resell them. 

We have dis ciplined multiple pharm acies for doing this, but are certain we have not discovered all 
pharmacies performing such activities. Obtain ing drugs from such sources is cons iderably cheaper th an 
purchasi ng drugs from legitimate sources. However, identifying such practices is quite diffiq ..dt for a 
regulator. In the last two years, the FDA and other law enforcement agencies have identified at least 
three large scale "recycling" operations, w here patient s and others have resold dispensed medication 
back to bro kers who repackage into manufacturers' conta in ers and resell t he products to wholesalers 
and p harmacies. We know that two of t hese three cases invo lve prescription drugs in California . 
Specifica lly: 

• 	 $250m worth of HIV medications in New York, some of which were likely shipped to and 
d ispensed in California by a pharmacy linked in ownership with t he New York pharmacies 
i ndicted 
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• 	 $500m worth of HIV medications also in New York discovered by the NY AG's Office 
• 	 $498m worth of prescription drugs collected from California patients in a federal indictment 

filed in late 2012. 

In 2008, pursuant to legislation enacted in California, guidelines for drug take back programs were 
developed by several state agencies, including this board. These policies could not be mandated until 
the Drug Enforcement Administration completed its work on the take back and destruction of controlled 
substances. In many ways, the Drug Enforcement Administration's proposed federal regulations for 
destruct ion of previously dispensed controlled substa nces support these CaliforniC) guidelines for drug 
take back progra ms, which encourage voluntary ongoing collection programs, special event collection, 
and mail back programs. 

Our recommendations are in the form of general comments: 
1. 	 We generally support the framework for the return and destruction of controlled substances 

as provided for in these proposed regulations. The growing prescription drug abuse and 
f:liversion iss ues in the US require action and such a regulatory framework. 

2. 	 We find no r~ference to brokering within the p~oposed regulations and believe that the 
proposed regulations do not permit brokering of previously dispensed controlled s ubstances. 

· 	However, we respectfully request that the DEA prohibit this activity specifically in these 
regulations. We believe that if left unchecked, the activities of brokers will complicate 
attempts to document and identify the activities of those entities handle the destruction of 
unwanted m edication. 

3. 	 The board strongly supports the "commingling, do not sort" provisions.of the proposed 
regulations. The sorting of pharmaceuticals collected in a drug take back program, when done 
by a pharmacy, reverse distributor or any entity poses a huge opportunity for d iversion. In 
fact, we cannot envision another reason for sorting drugs except to secure a cache of specific 
drugs. 

4. 	 Regarding the non-retrievable method of destniction described in the general comments of 
the regulation package: we fully support commingling of prescription drugs with controlled 
drugs and even over the counter drugs at collection sites. We strongly support the 
prohibition against opening the collection devices and container linings, or sorting of 
collected pharmaceuticals. · 

However, the board now believes that the safest and surest way to ensure previously 
dispensed medication does not reenter the supply chain as a commercial product is to render 
the returned medication unusable: specifically to grind it up at the collection bin so that 
returned pharmaceuticals are nonsalable. As long as the medication can be differentiated as · 
individual pills, it poses potential for being sorted and reintroduced into the supply chain. 
Grinders (like a coffee grinder or garbage disposal) could readily be added to collection bins at 
minimal expense to ensure no subsequent "recycling'' occurs of the donation -·and in a 
manner that does not permit fingers to enter the grinding device. 

With implementation of such grinders, regulators can be les"s concerned that the collected 
drugs will again become part of the nation's drug supply, permitting redirection of limited 
enforcement staff to other diversion activities. 

5. · 	We strongly urge that any pharmacy that agrees to accept drugs frqm nursing homes be 
required to similarly destroy and grind the medication at the time it is identified by the facility 

Attachment 1. BOP and CaJRecycle Comment Letters on DEA Regulations 

http:provisions.of


as unwanted waste. The attached photos taken during board investigatio ns doc·ument iss ues 
we have discovered with drugs being returned to pharmacies where they are recycl ed to 
unknowing nursing home pat ients and other patients, principally from the large volume of 
medication target ed for destruction in these f acilities. 

Once a secure disposal system is developed, it could be made available to res ident ial assisted 
livin g homes, where there is often no m edical sta ff onsite, but drug disposal problems also 
exist. 

Prescription drug abuse is a serious and growing problem in the US. We share the Drug Enforcement 
Admin istration's proposed requirements t hat reverse distributors, ma il back programs, and collection 
programs offer t he public options to dispose of unwa nted pharmaceuticals, specifica lly the unique 
challenges ofcontrolled su bstances. Yet f rom years of experience regu lating pharmacies, wholesa lers 
and reverse distributors, we do not wantto see additional ·com prom ise in the quality of the stat e's a nd 
US pharmaceutical su pply caused by opportu_nists who may pose as pharmacists, pha rmacies, reverse 
distributors or others. The regul ations proposed by t he Drug Enfo rcement Administration are a good 
start. However, we respectfu lly assert that all drug take back programs involving previously dispensed 
medication should ensure t he pulverization of medication returned so the remnants are worthless. 

Thank you for th is opportun ity to comment s on these important requirements . Please do not hesitate 
to confact the executive officer with questions. 

Sincerely, 

;:~~ 
STAN WEISSER VIRGINIA HEROLD 
Pres ident Executive Officer 

cc: Photos 
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C«!liRecycle. DEPARTMENT OF RESOURCES RECYCLING AND RECOVERY 


1001 I STREET, SACRAMENTO, CALIFORNIA 95814 • WWW.CALRECYCLE.CA.GOV • (916) 322-4027 

P.O. BOX4025, SACRAMENTO, CALIFORNIA 95812 

Febmary 13,2013 

· John W. Partridge 

Drug Enforcement Administration 

DEA Office of Diversion Control (OD/DX) 

8701 Morrissette Drive 

Springfield, VA 22152 

(202) 307-4654 

Re: DEA's Proposed Rule for the Disposal ofControlled Substances, DEA Pocket No. DEA -316, 

https://federalregister .gov/a/20 12-30699 


Dear Mr. Partridge, 

The California Departme~t ofResources Recycling and Recove1y (CalRecycle) appreciates the opportunity t o 
provide comments regarding the Proposed Rule for the Disposal of Controlled Substances, Docket No. DEA-316. 
CalRecycle'supports the efforts ofthe Drug Enforcement Agency (DEA) to promote the safe and effective disposal 
of controlled substances (CSs). We generally support the proposed regulations ("the proposed rule") and commend 
the DEA for carefully considering the many ~omments submitted on or before January 12, 20 11, testimony at the 
public meeting held in Washington, D.C. on January 19-20, 2011, as well as the concerns ofthe hundreds of existing 
collection programs throughout the United States . 

. Ca!Recycle Responsibility and Experience 
CalRecycle is responsible for establishing Califoniia solid waste diversion goals; overseeing all waste management 
activities including those at solid waste facilities; promoting better r esource management by jpcreasing waste 
prevention, reuse, composting, and recycling; and preventing illegal or inappropriate disposal ofsolid waste while 
mitigating any resulting hazards. 

In 2007, the California Legislature enacted Senate Bill966 (Simitian, Chapter 542, Statutes of2007). The law 
directed CalRecycie, working with several other state, local, and federal agencies, to: 

1) establish criteria and procedures for model collecti on programs fot home-generated pharmaceutical waste; 
2) evaluate,the inodel programs for efficacy, safety, statewide accessibility, and cost-effectiveness; 
3) consider th~ incidence, ifany, of diversion ofdmgs for unlawful sale and use; and 
4) provide the Legislature with recommendations for statutory changes and th~ potential implementation ofa 

statewide program. 

Porsuant to this legislation, CalRecycle established model program guidelines in 2008 (see 
http://www.calrecycle.ca.gov/HomeHazWaste/Medications/ModelProe:iam/Criteria.pd.f). CalRecycle also submitted 
a report entitled "Recommendations for Home-Generated Pharmaceutical Collection Programs in California" to the 
Legislature in 2010 (see: htt,p://www.calrecycle.ca.gov/Publications/Documents/General/2011008.p@. 

General Support 

CalRecycle considers this version ofthe proposed rule to be a vast improvc;:ment over existing regulations and 

generally supports the proposed rule in the areas listed below. 


• Streamlining, where possible, the collection, tracking, and transportation process by: 
o Allowing CSs to be commingled with non-controlled suqstances (non-CSs). 
o No longer requiring Form 41 in certain circumstances. 
o Not requiring mail-back programs to create and maintain a notification system . 

.® 
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o 	 Allowing common or contract cani ers t o tTanspmt CS waste (with further clarification requested below; see 
Comment #8). 


" Expanding collection options by allowing: 

o 	 Retail pharmacies and other auth orized collectors (i.e., manufactmers, drug clistributors, and reverse 

distributors) to collect CSs and distribute mail-back envelopes. 
o 	 Mail-back programs to accept CSs if they have on-site destruction capabilities. . 
o 	 Collection at Long-Te1m Care Facilities (LTCFs) (with further clarification requested below; see Comment 

#2). 

e Clarifying disposal requirements by: 


o 	 Establishing a "non-retrievable" requirement (such as incineration or chemical digestion) without 

specifying the particular method. 


o 	 Delineating that CS flushing and trash disposal does not meet the DEA's "non-retrievable" standard. 
• 	 Allowing law enforcement agencies to continue current practices (i.e., it is not DEA's intent to change 


established law enforcement agencies' procedures). 

• 	 Authorizing individuals to handle a decedent's CSs for collection and destmction. 

Although CalR.ecycle generally supports the proposed nile, we r espectfully submit the following concerns and 
requested clarifications. 

Lessenip.g Regulation-Induced Costs 

1) 	 We support flexible storage options including pharmacy backlzauling to a warehouse for storage 
consolidation. The proposed mle states, "In accordance with section i 317 .05( c)(2), upon removal ofthe inner 
liner ofthe collection receptacle, the authorized collector shall promptly: (1) d"'stroy the inner liner and it s 
contents; or (2) store the inner liner and. its contents at the collector's registered location in a manner consist ent 
with the security requirements for Schedule II controlled substances until prompt destruction can occur" (page 

' 	 52 ofthe p roposed rule). Existing Statute, CFR §1301.72(a) describes storage requirements, which would 
likely be costly for increased amounts qfcollected and commingled CSs and non-CSs especially at individual 
ph armacy locations. However, it could lessen the costs if the DEA allowed backhauling commingled drug:; to a 
registered warehouse location for storag~ in a manner consistent with the security requirements for Schedule II 
CSs. We support backhauling consistent with the definition of a common or contract carrier using security 
standards such as those used in Washington State's "PH:ARM Pilaf' program 1 

, which has operated without 
2diversion incidents for 3 Y2 years.	 · 

2) 	 We support any incentives available to encourage collection at LTCFs. LTCFs currently flush 
pharmaceuticals. Prohibiting this practice while only allowing retail pharmacies at LTCFs to manage collection 
receptacles would likely increase costs, especially for those smaller L TCFs .that lack retail pharmacies at their 
locations. 

3) 	 We support best practice protocols that encourage ultimate users to rem,ove pills from pill bott.fes before 
disposal. The proposed rule is silent on this issue but we consider the following provision to be, inpart, a cost
savings issue. CalRecycle's Criteria and Procedures for Model Home-Generated Pharmaceutical Waste 
Collection and Disposal Programs stated, "Home-generated pharmaceuticals should be emptied from [the] 
original container into the secured container at the collection location." Reducing packaging would reduce the 
frequency required to empty collection receptacles, reduce the number ofhauler pickups/shipments and 
associated transportation costs, and thereby improve t4e viability of any collection program. This CalRecycle 
provision also reduces environmental impacts .from incinerating plastic pill bottles. Liquids, creams, powders, 
and related problematic medicines should remain in their packaging. In that case, signage can also advise 
consumers to remove personal information from the medicine containers but leave information as to the type of 
medication b eing deposited to ensure compliance with the Health Insurance Por tability and Accountability Act 
(should any authorized inventories be performed as requested below; see Comment #6). 

1 Grasso, Cheri, et al., (2009) Secure Medicine Return in Washington State, The PH:ARM Pilot. 


www.medicinereturn.com/resou rces. 

2 Grasso, Cherri, Loca l Hazardous W aste Management Program, King County, WA., E-mail communication on August 16, 2010. 
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Providing Clarity Regarding Signage 

4) 	 We seek clarityfor non-CS collection programs. · CalRecyclc suggests clarification be added to the proposed 
rule regarding programs that collect only non-CSs. These programs would be in violation of the law ifthey 
knowingly or intentionally collect a CS. However; with adequate signage prohibiting CSs, the program should 
be considered in compliance in the event that an ultimate user, who cannot easily identify the difference 
between CSs and non-CSs, unintentionally or unknowingly deposited CSs in the collection container. On 
behalf ofhundreds ofprograms who may choose to continue to only collect non-CSs and seek assurances that 
they comply with the law, we request that DEA clarify its p osition on this issue. 

5) 	 We support uniform signage!symbols. CalRecyclc supports using standard signage and symbols to indicate 
appropriate and inappropriate materials for collection receptacles or mailers. The proposed rule states, " ...DEA 
is also proposing that the outer container prominently display a sign indicating that only non-controlled drugs 
and Schedule II, III, N, or V controlled substances are acceptable for collection. DEA seeks comment on the 
value and utility ofrequiring that a specific, uniforPJ. symbol be placed on each collection receptacle" (page 51 
ofthe proposed mle). As stated above, we agree "Members ofthe public cannot easily identify the difference 
between controlled and non7controlled substances" (page 27 ofthe proposed mle). Likewise, we suggest that 
standard symbols would improve the viability ofany collection program .ifthose symbols may currently be, or 
may become, easily·recognizable nationwide. 

Other Issues 

6) 	 We support allowing inventories for carefully regulated studies. We support provisions in the proposed rule 
that generally prohibit inventories for cost reduction and security reasons. However, we recommend the DEA 
include an exception provision in the proposed rule to allow for carefully-regulated studies to characterize and 
quantify the medicines returned through statistically valid sampling ofreturned medicines. Using the same type 
of authorizations allowed for research on Schedule I CSs, safe and secure protocols can be developed to allow 
research studies on the kinds and quantities ofmedicines. disposed- providing important data for prescribers, 
health care systems, and.environm.ental interests. This would.provide a scientific basis for establishing better 
prescribing"guidelines and verify if new prescribing guidelines have a measurable effect ()ll source reduction. 

7) 	 We support visual pre-screening for proper disposaL CalRecycle supports allowing some flexibility to visually 
pre-screen waste. Existing collection programs have reported inappropriate materials deposited at events or in 
collection receptacles including chemotherapy drugs, iodine, sharps, or mercury-containing products such as 
thermometers. We recognize the importance ofsecurity at events where ''Law enforcement officers ... shall 
maintain control and custody of the collected substances from the time the substances are collected ...until 
secure transfer, storage, or destruction of the controlled substance has occurred" [1317.65(b)]. H~wever, we 
believe visual pre-screening by a phapn.acist and/or other non-law enforcement officers would strike an 
appropriate balance between maintaining security and preventing certain materials from inappropriate disposal. 
Mail-back envelopes should also follow best practice protocols that clearly state such items are not accepted. 

8) 	 We encourage defining common or contract carrier. Regulations for effective collection programs must 
provide effective security measures that do not threaten the viability ofthose programs. CalRecycle suggests 
clarification is needed on the definition ofcommon or contract carrier. We ask the DEA to consider the 
following definition, enacted in 2012 in California Assembly Bill l 442 (Wieckowski, Chapter 689, Statutes of 
2012): 

SECTION 1. Section 117637 is added to the Health and Safety Code, to read: 

117637. "Common carrier" means either of the following: 

(a) A person or company that has a United States Department of Transportation number issued by the 

Federal Motor Carrier Safety J\dministration and is registered with the Federal Motor Carrier Safety 
Administration as a for-hire property carrier. 

(b) A person or company that has a motor canier ofproperty permit issued by the Department ofMotor 
Vehicles pursuant to the Motor Carriers ofPropert:y Permit Act (Division 14.85 (commencing with Section 
34600) ofthe Vehicle Code) and, ifapplicable, a carrier identification number issued by the Department of 
the California Highway Patrol pursuant to Section 34507.5 of the Vehicle Code. 

In comparison, the DEA proposes to authorize manufacturers, distributors, reverse distributors, and retail 
pharmacies as collectors because in part, they are accountable and they are subject to controls related to their 
DEA registration (page 35 ofthe proposed rule). To ensure the viability ofall programs using common or 
contract caniers, CaJRecycle considers this definition from AB 1442 t o be closer to the DEA's standard of 
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accountable and subject to controls. We consider it important that standards for transportation should include 
using effective shipment tracking standards and high internal security measures as used with the United States 
Postal Service and other well-known contract carriers. 

Thank y ou for the opportunity to provide comments. Ifyou have any questions, p lease contact Mr. Burke Lucy of 
my staff at (916) 341-6592 or burke.lucy@calrecycle.ca.gov. · 

Sincerely, 

~v£L~~ 
Howard Levenson, Ph. D. 
Deputy Director 
Materials Management and Local Assistance Division 
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D.E.A. Effort to Curb Painkiller Abuse 
Falls Short at Pharmacies 
ByALAN SCI-IWARZ ocr.1o, 2015 

When the Drug Enforcement Administration announced last year that pharmacies 

nationwide could accept and destroy customers' unwanted prescription drugs, 

experts in substance abuse called it a significant step toward easing the painkiller 

and heroin epidemic. 

One year later, however, the response has b een insignificant, dismaying 

optimists and leaving communities searching for other strategies. Only about 1 .-f..--. 
percent ofAmerican pharmacies have set up disposal programs, with none of those 

belonging to the two largest chains, CVS and W algreens, which h ave balked at the 

cost and security risks, according to government and industry data. 

Countless unused prescription pills like oxycodone and Xanax linger in 

household medicine cabinets, in easy reach of addicted adults and experimenting 

adolescents. People who develop painkiller dependencies often move on to heroin, 

which is considerably cheaper and provides a stronger high. About 23,000 

Americans died of prescription-drug overdoses in 2013, more than twice the number 

from 2001, according to the National Institute on Drug Abuse. 

Flushing unwanted medications down the toilet is legal but discouraged because 

they can pollute water sources; throwing them in household garbage that eventually 

reaches landfills creates similar environmental concerns. 
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Alameda County Drug . Drop-off Sites 
-For Unwanted or Expited Medications

February 2016 

ALAMEDA 
Alameda Police Department 
1555 Oak Street (Lobby) 
Alameda, CA 
510- 337-8340 8am-8pm daily 

Mon-Sat. 8-4:30pm 

United Pharmacy 
2929 Telegraph Avenue 
B~rkeley, CA 
510- 843-3201 

CASTRO VALLEY 
Eden Medical Center (Emergency Entrance) 
20103 Lake -chabotRoad 
Castro Valley, CA 
510-537-1234 

EMERYVILLE 

FREMONT 
Alam a Co ouschold Hazardous WasteDro -Off Site-Fremont (For residents ofAlameda County only) 

Road · 

& Transfer Station 

X= sites prohibited by Board of Pharmacy Regulations 

l 
Feb. 2016 update 
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Haller's Pharmacy und Medica] Supply 
37323 Fremont Botllevard 

. Fremont, CA 
510-797-2772 

Washington Township Medical Group Itt Warm Springs 
46690 Mohave Drive 
Fremont, CA 

. 5 10-477-76~1 

HeliLth R esource L ibrar 

HAYWARD 


Ted's Drugs 
27453 Hesperian Boulevard 
Hayward, CA 
510-782-6494 

LIVERMORE 
Alam n C Household Hazardous Waste Dro -Off Site - Livermore (For residents ofAlameda County only) 
5584 

NEWARK 
Haller's Pharmacy N'ewark 

6 170 Thorton Avenue 

Newark,CA 

510-797-4333 


Washington Township Medical Group 
6236 Thornton Avenue · 

. Newark,CA 
510-477-7621 

Street 

6 

ousehold Hazardous Waste Dro Off Site- Oakland (For residents of Alameda County only) 

Thurs. - Sat. 9-lpm 


X= sites prohibited by Board of Pharmacy Regulations 
. 2 
Feb. 2016 update 
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Alta Bates Peralta Outpatient Pharmacy 
3300 Webster Street, Ground'Floor 
Oaldaud, CA 
510-869-8835 

-Off a t the-California State Building 
eet 

) 
Mon-Fri: 8-5pm· . 

Mon-Fri. 8-4:30pm 

eet@ Mandela Parkway 
(open 24 hrs a day) 

venue @Interuational Boulevard 
(open 24 hours a day) 

PLEASANTON 
Pleasanton Police Department 
4833 Bernal Avenue 
-Pleasanton, CA 
925-931-5100 (op'en24 hours a day) 

SAN LEANDRO 

orks ·· 

Medical Arts Pharmacy 
13847 E.14lll Street 
San.Leandro,.CA · 
5'10-357-1881 

UNION-CITY 
Wasltington Townsllip Medical Group 
33077 Alvarado-Niles Road · 
Union City, CA 
510-477-7621 

X= sites prohibited by Board of Pharmacy Regulations 
3 
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The fOllowing is the only site that can legally accept Contl'olled Substances: 

Alameda County SberifPs Office 
15001 Foothill Boulevard 
San Leandro, CA 
510-667-7721 Mon-Fri: 7-5pm 

Green typ e= local independentph~rmacy 

4 
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Comments from the San Luis Ob ispo County Integrated Waste Management Autho rity 
on Title 16. Board of Pharmacy Proposed Text to add new Article 9.1 of Division 17 of 

Title 16 of the California Code of Regulations 

Section 1 776 Prescription Drug Take-Back Programs: Authorization 

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors 
licensed by the board and licensed skilled nursing facilities may offer, under the requirements in 
this article, specified prescription drug take-back services to the public to provide options for 
the public to destroy unwanted, unused or outdated p rescription drugs. Each ofthese. entities 
must comply with regulations ofthe federal Drug Enforcement Administration and the Board of 
Pharmacy regulations contained-in this article. 

Comment: This ~ection requires every drug take back program to comply with the DEA 
regulations and the Board of Pharmacy (BOP) -regulations. Most existing kiosks in California 
currently do not accept controlled substances and thus do not have to comply with the DEA 
regulations. By requiring every kiosk to comply with these regulations will result in most of 
them being closed. 

The DEA recognized the value ofhaving separate standards for programs that did not accept 
controlled substances. This is evident in the comment and response that was included in the 
Federal Register as part of adopting the DEA regulations. 

"Page 5353 3. [7] Issue : One commenter stated that the collection receptacle design specifi cations 
will require current collection programs fo r non-controlled substances to install new collection 
receptacles if those progran1s wish to additionally collect pharmaceutical controlled substances. 
This commenter stated that such installations will be burdensome and will discourage 
participation for these programs. 

DEA Response: The DEA deeply appreciates the concern and activism oflocal communities and 
other groups currently conducting non-controlled substance ·dr.ug take-back programs and 
theh· wish to expand collection activities to pharmaceutical controlled substances. Programs 
such as these are an important and vital co_mponent of the communities they serve. The 
DEA understands tha1 publication of this final rule may necessitate the need for some programs 
to implement new pro~edures and install new equipment in order to additionally collect 
pharmaceutical controlled substances. The DEA has not established the new requirements lightly 
or without considerable deliberation as to its impacts on existing programs: However, the risk of 
diversion for non-controlled substances is relatively low compared to the much higher risk of 
diversion; and the conesponding and associated risks to public health and safety, for 
pharmaceutical controlled substances. The DEA has been charged by Congress with the 
enforcement of the controlled substance laws of the United States, and must ensure that 
pharmaceutical controlled substances are properly secured and not easily susceptible to theft or 
diversion. Accordingly, the collection receptacle design specifications outlined in § 1317.7 5 will 
be implemented as proposed." 
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Section 177 6. Only California-licensed pharmacies and drug distributors (licensed wholesalers 
and third party logistics providers) who are licensed in good standing with the board and are 
also registered with the Drug Enforcement Administration as collectors may participate in drug 
take back programs authorized under this article. 

Comment: Many locations throughout California cunently have kiosks to collect dtugs. For 
example in Alameda County senior centers and a California State Office Building have kiosks. 
These kiosks do not accept controlled substances so are not subject to the DEA Regulations. If 
these regulations are adopted all of those locations would be forced to closed. In Alameda 
Com1ty th at would result in the closure of 17 of the 30 existing sites. 

Section 1776.1 Pharmacies 

(a) Pharmaci~s may assist patients seeking to destroy unwanted, previously dispensed 
prescription drugs as provided in this article. Provision ofsuch services is voluntary. 

Conunent: Local commW1ities have take the lead to establish convenient drug take back 
programs. By preempting local programs, California will have very few drug take-back 
locations. 
<'} 
(•) 

(d) For purposes ofthis article, prescription drugs means dangerous drugs as defin ed by 
California Business and Professions Code section 4022, including controlled substances. 

Comment: By including all prescription drugs in these regulations, the BOP has far exceeded the 
requirements of the DEA regulations. This will be a large burden on pharmacies that want~o 
have kiosks for only non-controlled substances. 

(e) The following dangerous drugs and devices are expressly prohibited from collection in a 
pharmacy's collection receptacles: medical sharps andneedles (e.g., insulin syringes), 
iodine-containing medications, mercury-containing thermometers, radiopharmaceuticals, . 
antineoplastic agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders 
or aerosols (e.g., asthma inhalers). Signage shall be placed on collection receptacles as 
referenced in section i776.3. 

Comment: Ifthe BOP is excluding certain drugs from the program, then the BOP should develop 
programs that allow the public to properly dispose of these drugs. 

1776.3 Collection Receptacles in Pharmacies 

(a) Pharmacies that provide prescription drug take-back services to the public may do so by 
establishing a collection receptacle in the pharmacy whereby the public may deposit their 
unwanted prescription drugs for destruction. The receptacle shall be securely locked and 
substantially constructed, with a permanent outer container and a removable inner liner. In 
hours when the pharmacy is closed, the collection. receptacle shall not be accessible to the public 
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for deposit ofdrugs. The pharmacy shall lock the deposit slot on the collection receptacle and 
physically block patients from access to the collection receptacle by some means. 

Comment: The requirement to "physically block patients fi'om access to the collection 
receptacle" is not needed since the kiosk is locked. This requirement will be a burden to a 
pharmacy trying to implement a take back program. Most ofthe other requirements match the 
DEA Regulations and thus. do not need to be repeated. To the extent that they differ from the 
DEA Regulations, then it will require the pharmacy to meet both regulations. 

1776.5 Reverse Distributors 

Comment: This section should be totally eliminated. All reverse distributors involved in the 
drug take back program are located outside of California and thus not subject to California Law, 
but instead are governed by the DEA Regulations. For example (f) includes requirements on 
reverse distributors who receive liner~ from law enforcement under federal law. In adqition this 
section includes requirements that are not consistent with DEA Regulations, such as (b) that 
requires incineration. 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back 
Services 

Each entity authorized by this article to collect unwanted prescription drugs from patients shall 
maintain the following records .. 

(a) When obtaining unused mail-back packages and envelopes for future .distribution: 

(1) The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the. pharmacy, the number ofpackages/envelopes made available to the 
public, and the unique identification number ofeach package. 

' . 
(2) For unused packages and. enve lopes provided to a skilled nursing facility or third party to 
make available to patients and other authorized individuals: the name ofthe· third party and 
physical address ofthe location receiving the unusedpackages, date sent, and the number of 
unused packages sent with the corresponding unique identification number. 

(b) For each mail-back package or envelope distributed by a pharmacy, the pharmacy shall 
record the serial number ofeach package or envelope distributed and the date distributed. 

Comment: DEA regulations have no record keeping requirements for pharmacies that distribute 
mail back envelopes. These BOP proposed regulations are an unnecessary burden on 
pharmacies. 
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·CEQA NOTICE OF EXEMPTION 


(ENDORSED)
TO: 	 Tommy Gong, County Clerk FROM: San Luis Obispo IWMA 

Co~ty of San Luis Obispo FILED 870 Osos Street 
County Government Center San Luis Obispo, CA 93401 
San Luis Obispo, CA 93401 MAR 1 1 2015 

CONTACT: William Worrell, Manager 
TOMMY GONG, COUN1Y CLERK (805) 782-853 0 

-rM.Bd~ur~~m
DEP TYCLER 

PROJECT TITLE: AN ORDlNANCE ESTABLISHJNG A HOME-GENERATED UNWANTED 
PRESCRIPTION MEDICINE DISPOSAL PROGRAM 

Project Description. This is·an Ordinance which will provide options for the disposal ofhome-generatcd 
unwanted prescription medicine. 

Public Agency Approving Project. The San Luis Obispo County Integrated Waste Management 
Authority (IWMA) approved this item at the IWMA Board Meeting held on March 11, 2015 at 1 :30 p .m. 
in the Cold Canyon Landfall in San Luis Obispo County. 

Environmental Determination. In this case it bas been determined with certainty that there is no 
possibility that the project may have a significant environmental effect on the environment and therefore 
it is found to be exempt from CEQA pursuant to section 15061 (b)(3) ofthe State Guidelines. The IWMA 
will file this Notice ofExemption upon approval of the Ordinance. 

Reasons for Exemption.. The opportunity for the public to dispose of unwanted medicine either at a 
pharmacy or through a mail back program instead of at local landfills or through the sewer system, vvill 
enhance and protect the envirqnment. As a result, the proposed ordinance is not a project or it is subject 
t o the "common sense" exemption within the meaning of the California Environmental Quality Act 
(CEQA) because it can be seen with certainty that there is no possibility that the new opportunity for the 
public to dispose ofunwanted medicine may have a significant effect on the environment. 

Even assuming the proposed ordinance were somehow considered to be a project under·CEQA, it 
wouid be cat egorically exempt under CEQA as "Class 1 and 8 exemptions under Public Resources Code 
sections 21083 and 21084, and sections 15301 and 15308 (A.ctions by Regulatory Agencies for Protection 
of the Environment and actions at Existing Facilities) of the CEQA Guidelines (California Code of 
Regulations, Title 14, Division 6, Chapter 3. The categorical exemptionS provide as follows: 

Section 15301. Existing Facilities. Class 1 consists of activities mandated by the ordinance which will 
occur at existing retai) establishments and, therefore, consist "of the operation, repair, maintenance, 
permitting, leasing, licensing or- minor alteration of existing public or private structures, facilities, 
mechanical equipment, or topographical features, involving negligible or no expansion of \ls e beyond that 
existing at the time of the lead agency's determination .... The key consideration is whether the project 
involves negligible. or no expansion ofan existing use." 

Section 15308. Actions by Regulatory Agencies for Protection of the Environment. Class 8 consists 
of actions taken by regulatory agencies, ·as authorized . by state or local ordinance; to assme the 
maintenance,. restoration, enhancement, or protection of the environment where the regulatmy process 
invalves procedures for protection ofthe environment. Constmction activities and relaxation ofstandards 
allowing enyironmental degradation are not included in this exemption. 

iJ/til!!bl
William W orre~, Manager 	 I DatJ 
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California Board of Pharmacy 
March 22, 2016 
Page 8 

For al l t he above reasons, the San Luis Obispo County Integrat ed Waste Management Authority 
re spectfu lly urges the Board of Pharmacy to abandon the Proposed Regulations and, instead, allow t he 
existing DEA Regulations and local enviro nm enta l programs to gove rn t he pharmaceutical drug take back 
effo rts in California. 

Sincerely, 

Adam Hill 
President 
San Luis Obispo County Integrated Waste Management Board 

CC: Raymond Biering, IWMA Counsel 
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Martinez, Lori@DCA 

From: Angie Manetti <amanetti @ca lretailers.com > 
Sent: Monday, M arc h 28, 2016 4:53 PM 
To: Martinez, Lori@DCA 
Subject: Comments o n Drug Take Back Regulations 
Attachments: CRA Comments# l BOP Regs.pdf 

Hi Lori, 

On behalf of the California Retailers Association, please find our conm1ent letter attached on the proposed drug 
take back regul ations. 

Thank you, 

Angie Manetti 
Director of Govenunent Affairs 
California Retailers Association 
980 N inth Street, Suite 2 100 
Sacramento, CA 95814 
P: (916) 443-1975 
F: (916) 443-421 8 
E: amanetti@calretailers.com 

1 



RETAILERS ASSOCIATION 
960 NINTH 5TR£1;IT, SVI TIE 2 1 00 s.-..cRA M R N TO. C A 956 14 

(9 I 6) 443-1 975 C:Al..AETAII..RRS.CO M 

March 28, 2016 

Amy Gutierrez, Pharm.D. 
President, California State Board of Pharmacy 
1625 North Market Blvd., Suite N-219 
Sacramento, CA 95834 

RE: 	 Proposed Regulations for Pharmacy Take Back of Prescription 
Medications 

Dear Dr. Gutierrez, 

The California Retailers Association (CRA) would like to thank the Boa rd of 
Pharmacy for drafting regulations that provide our members with the necessa ry 
guidance to those participating in safe medication disposal programs. The services 
and medications we provide our patients serve a great purpose when used as 
prescribed, but they can pose serious dangers and may be especially harmful if they 
are used by someone other than the person th e medicine was prescribed for. We 
acknowledge that sensible disposal options for unused or expired medications are 
important to make available to consumers. 

Our members have been proactive on this issue by offering ways to provide safe 
drug disposal. We have participated in take-back events, made available mail-back 
e nvelopes to our customers, provided signage and cons um er education on how to 
safely dispose medications, a nd partnered with organizations to help facilitate the 
donation of drug collection units. Many local municipalities have adopted local 
ordinances and many others are cons idering local requirements for drug take-back 
programs. In a number of cases these local entities are considering mandates for 
pharmacies to place take-back containers in their pharmacies. 

Pharmacies face many challenges to participate in prescription drug take back 
programs, desp ite the Federal regulatory guidance. While most of the operational 
costs are covered by the product stewardship organizations created by the 
ordinances, there is an unquantifiable cost of liability pharmacies incur when 
participating, specifically as it relates to serving as a collection site. Furthermore, 
not every pharmacy is an adequate location to have a pharmaceutical waste 
receptacle for a host of reasons. Some do not have the physical floor space to offer 
and can take away space devoted to health care services like immunizations. Others 
don't have adequate staff to provide the level of monitoring required by the Federal 



regulations. There are various safety conce rns associated with bringing mass 
quantities of used or expired med ications back into the retail environment which 
subj ect to maintaining compliance with exis ting health a nd food safety 
require ments depending on the pharmacy setting. 

CRA certainly supports the sp irit of the proposed regulations which preserve a 
pharmacy's ability to opt-in to a drug take back program, a decision well within the 
Board's scope and authority. Several counties and cities in California have 
expressed their desire to provide disposal options to their residents and have 
enacted extended produce r responsibility ordinances for pharmaceuticals and over 
the counter medications. Except for 2 counties, local municipalities have 
acknowledged our concerns and, just as the proposed regulations do, have allowed 
pharmacy participation to be voluntary. CRA has made a deliberate effort to 
collaborate with these cities and counties to assist them in achieving their goals 
while using the flexibili ty they have provided our members to determine which 
disposal methods can work best for us. We believe the proposed regulations help 
perpetu ate the collaborative process we'v~ been a part of since the beginning of 
these local ordinances and gives our members the discreti on to choose which 
collection method is most appropriate for each pharmacy. 

As these regulations are on their way for final adoption, we ask the Board to offer 
clarification and revisit some of the provisions we have concerns over to ensure the 
terms of pa rticipation are clear for our members who choose to participate. 

Mail-Back Envelopes 
Some of our members that seek to provide mail-back envelopes as a way to 
participate in drug take back programs have raised concerns about the record
keeping requirements in the proposed regulations. The federa l regulations state 
that an inventory of the mail back e nvelopes is only required for "Collectors" which 
wo uld be those pharmacies that accept mail back envelopes in the pharmacy. The 
record keeping requirements in Section 1776.6 serve no purpose if these are made 
ava ilable to customers (either at no cost or fo r purchase) if mailed it back to the 
reverse distributor and not r eturned to the pharmacy. By leaving this section in, 
pharmacies are discouraged to utilize a mail-back option result ing in less locations 
willing to stock envelopes, limiting access to customers. We ask the Board remove 
these requirements fo r pharmacies that are only going to serve as envelope 
distributors. 

Collection Receptacles 
The proposed regulations provide guidance for pharmacies that choose to host 
collection receptacles. We understand that two pharmacy employees must hand le 
th e management of the receptacle w hich includes removing the liner when filled. 
There is confusion around Section 1776.5 (c), which specifi es, "Two employees of 
th e reverse distributor shall pickup or accept the receipt of inner liners from DEA 
registrants." It is not clear if th is is interpreted to mean that reverse distribute rs are 
required to remove the liners from collection receptacles as it has been occu rring in 



practice. We ask the Board to. provide clarification on this component as the current 
practice has significantly increased the costs associated with this collection method. 

Your attention to addressing our remaining issues with the proposed regulations is 
greatly appreciated. The Board of Pharmacy's vision statement declares, "Healthy 
Ca lifornians through quality pharmacist's care." We share this vision. Our 
members' m ain focus as pharmacies is to serve our co mmunities by providing 
quality health care services first. Disposal options are important to provide our 
customers, but it is imperative to preserve the flexibility for pharmacies to assess 
ho w participation and goals may be achieved. As these regulations are considered 
through the process, we urge the Board to maintain the to ensure pharmacy 
participation is voluntary. We appreciate the opportunity to b e a part of this 
solution and look forward to the progress made on this issue. Thank yo u for your 
time and consideration 

Sincerely, 

Angie Manetti 
Director, Government Affairs 



Martinez, Lori@DCA 

From: Cat hy Coyne <ccoyne@calsheriffs.org > 
Sent: Monday, March 28, 2016 9:34 AM 
To: Martinez, Lori@DCA 
Cc: Martin Ryan (martinryan @amadorgov.o rg ); Green, Carmen@calsheriffs.org; Cory Salzillo 

(cory@wpssgroup.com); WPSS (nick@wpssg roup.com); Martin Mayer; Asha Harris 
(asha@wpssgroup.com) 

Subject: CSSA Comment Lett er re Board of Pharmacy Proposed Regu lations 
Attachments: CSSALetterreBoa rdofPha rmacyProposedRegulatio ns032816 .pdf 

Dear Ms. Martinez: 

Please accept the attached letter as written c01runent on the Board of Pharmacy's (BOP) pending regulations 
regarding prescription drug take back services that would add Aliicle 9.1 of Division 17 of Ti tle 16, to the 
Califomia Code ofRegulations and add Sections 1776- 1776.6 of Aliicle 9.1 ofDivision 17 ofTitle 16, to the 
California Code of Regulations. In summary, and as noted in our letter, the California State Sheti ffs' 
Association urges the BOP to abandon these proposed regulations as their adoption will preempt local drug 
take-back programs and likely leave law enforcement agencies with the responsibility to dea l w ith the problem 
ofdisposing ofunwanted, unused , and expired prescripti on drugs. 

Thank you - Cathy Coyne, Deputy Execu tive Director 
California State Sheriffs' Association 
1231 I Street, Suite 200 
Sacramento, CA 958 14 
916-375-8000 Phone I 916-375-80 17 Fax 
E-Mail : ccoyne@calsheriffs.org 
PRIVILEGED AND CONFIDENTIAL COMMUNICATION- T his electron ic transmission, and any 
documents attached hereto, may contain confidential and/or legally ptivileged information. The inf01mation is 
intended only for use by the recipient named above. If you have received this electronic message in error, please 
notify the sender and delete the electronic message. Any disclosure, copying, distribution, or use of the contents 
of inf01mation received in enor is strictly prohibited. 
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March 28 , 2016 

Ms. Lori Mattinez 
1625 N. Market Boulevard, N219 
Sacramento , CA 95834 
Via Facsimile ((916) 574-861 8) and 
E-Mail (Lori .Martinez@dca. ca. gov) 

Re: 	 Proposed Board of Pharmacy Regulations Governing Prescription 
Drug Take Back Services 

Dear Ms. Mattinez: 

Please accept thi s letter as written comment on the Boa rd of Pharmacy's (BOP) pending 
regulations regarding prescription drug take back services tha t would add Alticle 9. 1 of 
Division 17 of Title 16, to the Ca lifotnia Code of Regulatio ns and add Sections 1776
1776.6 of Alticle 9.1 of Divi sion 17 of Title 16, to the California Code of Regulations. In 
sununary, and as noted below, the California State Shetiffs' Association urges th e BOP to 
ab andon these proposed regulations as their adoption wi ll preempt local drug take-back 
program s and likely leave law enforcement agenc ies with the responsib ili ty to deal with the 
problem of disposing ofunwanted, unused, and ex pired prescription dtugs. 

Sheriffs are k eenly aware of th e dangers posed by the presence of unu sed prescription drugs. 
Abuse of these substances ha s grown dramatically in recent yea rs and preventing access to 
them is a cmcial pm1 of the fight to stop illicit dmg u se. Facilitating th e safe and effi cient 
disposal of these dm gs w ill limit the opportunities for abuse as well as acci dental poisoning 
of children, a significant and growing prob lem. 

Over the past several years, law enforcement agencies across California h ave b een engaged 
in drug take back programs w hile federa l eff011s to regulate the d isposal of unwanted 
presc ription drugs were undetway. These law enforcement programs were successful in 
keeping drugs away from u sers, children, and inappropriate environmental disposal (landfills 
and sewer systems). Now that federal law is in place, it is appropriate for phatmacies to 
assume the lead role in exped iting drug disposal. 

Unfortunately, the proposed regulations are likely to have the opposite effect. Inasmuch as 
they will preempt programs adopted by loca l governments, phatmacy pat1icipation is likely 
to plummet. These local programs can mandate that pharmacies undettake drug take back 
services and the impottance of th is is clear. In at least one j urisdiction that has a mandatory 
pharmacy take back program, 100% of phatmacies part icipate. Conversely, in areas where 
there is no local program, the average participation rate is 1%. By permitting, rather than 
requiring, phannacy particip ation, law enforcement agencies wi ll become the de facto 
recipients of the unwanted d rugs that are no t diverted for illegal use or inappropriately 
discarded. 

Martin J. Mayer 
123 1 I Street, Ste 200 * Sacramento, Califomia 95814 

Telephone 9 16/375-8000 * Fax 9 16/375-80 17 * Website www.calshclifTs.org * Email cssa(itcalshc rifTs.org 
General Counsel 

http:rifTs.org
http:www.calshclifTs.org
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The fact that the proposed BOP regulations are more reshictive than existing DEA regulations 
will add to the burden imposed on potential patticipants and make it less likely that phannacies 
will voluntari ly participate. Again , this likely result will have the bu rden to deal with unwanted 
dmgs fa ll to law enforcement. 

Law enforcement sees the value in the approp riate disposal of unwanted, unused, and expired 
prescription drugs. Sheriffs believe that pharmacies are often the best venue to facilitate the safe 
and efficient removal of these dmgs. The proposed BOP regulations will discourage phannacies 
fro m pa1ticipating and leave law enforcement as the only viable take back option. We urge the 
BOP to abandon these regulations and allow federa l law to guide this effort. 

Thank you in advance for your consideration of our comments. 

Sincerely, 

Mattin Ryan, CSSA President 
Sheriff, Amador County 

MR/cmc 

cc: All California Sheriffs 
Carmen Green, CSSA Executive Director 
Martin Mayer, CSSA General Counsel 
N ick Warner, CSSA Policy Director 
Cory Salzillo, CSSA Legislative Director 
Asha Han·is, CSSA Legislative Representative 



Martinez, Lori@DCA 

From: Lucy, Burke@CaiRecycle <Burke.Lucy@CaiRecycle.ca.gov> 

Sent: Friday, March 25, 2016 2:40 PM 

To: Martinez, Lori@DCA 

Cc: Sodergren, Anne@DCA; Levenson, Howard@CaiRecycle 

Subject: CaiRecycle comments on BoP Proposed Take-Back Regulations 

Attachments: CalRecycle-comments-on-BoP-Proposed -Take-Back-Regs_032516.pdf 

Ms. Martinez, 

Please accept CaiRecycle's attached comments on the Board of Pharmacy's proposed regu lations to address prescription 

drug take back programs. Th ank you for the opportunity to comment. 

Mr. Burke Lucy 

Environmental Scientist 
Department of Resources Recycling and Recovery (CaiRecycle) 

1001 I Street, PO Box 4025 

Sacramento, CA 95812 

Burke.Lucy@CaiRecycle.ca.gov 

916.341.6592 
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Edmund G. Brovm Jr., Governor 

DEPARTMENT OF RESOURCES RECYCLING AND RECOVERY 

1001 l STREET, SACRAMENTO, CALIFORNIA 95 814 • VVVV'N.CALRECYCLE.CA.GOV • (916) 322-4027 

P .O. BOX 4025 , SACRAMENTO, CALIFORNIA 95812 

March 25, 20 16 

Lori Martinez 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 
(916) 574-7917 

Re: Board of Pharmacy's Proposed Regulations for Prescription Drug Take-Back Programs 

Dear Ms. Martinez, 

The California Department of Resources Recycling and Recovery (CalR.ecycle) supports the need to promote the 
safe and effective disposal of home-generated pharmaceutical waste and appreciates the opportunity to provide 
comments regarding the proposed regulations for prescription drug take-back programs. We commend the Board of 
Pharmacy (Board) for considering the testimony at the public meetings and the written comments presented by the 
key stakeholders who currently manage pharmacy collection programs throughout California. 

CalRecycle supports the Board's overall approach in the proposed regulations to expl ic itly allow pharmacies to 
accept home-generated pharmaceutical waste for proper disposal as this would be an improvement over existing 
regulations. However, we respectfully submit the following concerns and requested clarifications for the Board's 
consideration. Cal Recycle staff is primarily concerned with two overarching issues: 

1. 	 Preemptive Language re: Local Government Mandates: Any potentially preemptive language conflicting 

with local government ordinances that have proven effective in addressing pharmaceutical waste. such as those 

adopted in San Francisco, San Luis Obispo, and Santa Cruz Counties. 


2 . 	 Consistency with DEA Regulations: The DEA has already adopted regulations fo r the most problematic 
pharmaceuticals and the Board should be consistent with those regulations. 

Local Government Mandate Preemption: 

I) 	 We request that the Board clearly state whether you intend to preempt Local ordinances that mandate drug 
collection and reconsider any such preemptive language. The Board's proposed voluntary language 
potentially conflicts with local ordinances mandating pharmacy drug take-back by say ing "Pharmacies may 
assist patients seeking to destroy unwanted, previously dispensed prescription drugs as provided in this article. 
Provision ofsuch services is voluntary" [§1776. 1 (a)]. In the January 19 Board meeting, the Board's 
Supervising Deputy Attorney General stated there is not a clear answer as to whether §1776. 1 (a) would preempt 
county ordinances and recommended that the Board clearly state if it intends to preempt county ordinances or if 
it wants to allow counties to mandate programs. Although the Board voted to retain language that potentially 
conflicts w ith local ordinance mandates, we request that the Board reconsider this and allow flexibility for local 
governments to enact ordinances that address issues specific to their jurisdictions. 

2) 	 Consistent with thefirst point above, we request that the Board reconsider the language that would impact 
existing local mandates assisting patients with infomlation to properly manage their drugs. In particular, the 
Board's proposed regulations conflict with local ordinances such as San Francisco's Safe Drug Disposal 
Information Ordinance. This ordinance requires non-participating pharmacies to display signage promoting 
proper medicine disposal and listing participating pharmacies. 
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Consistency witb DEA Regulations 

3) We recommend revising the regulations to be consistent with DEA regulations by allowing more disposal 
flexibility beyond incineration. The proposed text states, "All liners shall be incinerated by an appropriately 
licensed DEA distributor" [§ 1776.5(b)]. Whereas, when asked to outline the DEA ' s "non-retrievable" standard, 
the DEA indicated, ·•... that incineration and chemical digestion are some examples of current technology that 
may be utilized to achieve the non-retrievable standard." The DEA also clarified its intent to encourage new 
technologies by writing, "The DEA believes that any actual or perceived endorsement or recommendation of a 
specific destruction method, beyond the provision of examples of current methods in the preamble, could 
suppress exploration and implementation ofnew technologies as people may assume that the endorsed or 
recommended methods are required at the exclusion of other methods." Thus, we recom mend that the 
regulations reflect the DEA's non-retrievable standard, which may include incineration and chemical d igestion. 

4) 	 We recommend revising the regulations to make tltem consistent with the DEA 's tracking requirements for 
collectors. The proposed text includes tracking requirements for pharmacies offering mail-back packages and 
envelopes to customers in §1776.6(a)-(d). While DEA regulations include pharmacies as potential collectors, a 
collector conducting a mail-back program must have a method of destruction at its registered location, thereby 
exclud ing pharmacies from associated recordkeeping requirements. The DEA regulations state, "The term 
collector means a registered manufacturer, distributor, reverse distributor, narcotic treatment program, 
hospital/ clinic with an on-site pharmacy, or retail pharmacy that is authorized under this chapter to so receive a 
controlled substance for the purpose of destruction" [2 1 CFR §1300.01] and "A mail-back program may be 
conducted by Federal, State, tribal, or local law enforcement or any collector. A collector conducting a mail
back program shall have and utilize at their registered location a method ofdestruction consistent with §13 17.90 
ofthis chapter" [21 CFR §13 17.70]. 

5) We recommend revising the regulations to incorporate the DEA 's "promptly " standard for delivering drug 
waste instead ofa more restrictive 3-day standard. The proposed text would require drugs removed from their 
containers to be stored no more than 3 days, whereas the DEA's " promptly" standard allows for a wider variety 
ofbusiness models and activities and avoids per se violat ions. The proposed text states, "Liners and their rigid 
containers that have been filled and removed from a collection receptacle must be stored in a secured, locked 
location in the pharmacy no longer than three days" [§ 1776.3(j)]. The DEA regulations require registrants to, 
" ...promptly deliver that controlled substance to a reverse distributor's registered location . .. " [21 CFR 
§1317 .05(a)(2)]. When asked to defme "promptly," the DEA stated, "The DEA considered imposing specific 
timelines (e.g., three days, five days); however, the wide variety of business models and activities made it 
impossible in most circumstances to set a specific deadline that would prevent diversion and diversion 
opporti.lnities. Additionally, violations of specific tirnelines would be per se violations of the regulations, 
whereas violations of the flexible ' prompt' and 'as soon as practicable' standards would be considered under 
each registrant's individual circumstances." While we understand temporary storage outside the co llection 
receptacle increases the chances of illegal drug divers ion, three days is a very limited time to allow for any 
complications in a reverse distributor's collection schedule or to reach more rural locations, resulting in a per se 
violation. 

6) 	 We recommend deleting/moving specific signage requiremen.t language. The proposed text states, "The 
collection receptacle shall prominently display a sign indicating that prescription drugs and controlled drugs in 
Schedules II - V may be deposited. The name and pbone number ofthe collector pharmacy responsible for the 
receptacle shaJI also be affixed to the collection receptacle" [ 1776.4(j)]. The first sentence is redundant to DEA 
regulations [21 CFR §l317.75(e)(4)] and could be removed. 

7) 	 We recommend removing language redundant to DEA regulations. The following selected Board regulation 
sections under 1776.4 are redundant to DEA regulations under 21 CFR respectively, and could be removed, 
including: §1776.4(c) vs. §1317 .80(b), §1776.4(£) vs. §1317.75(d)(2)(iii), § l776.4(g) and (h)(l) vs. 
§1317.75(e)(J) and (3). Many other sections are redundant to DEA regulations and may cause confusion. 

Otber Comments: 

8) 	 In a11 effort to increase drug disposal options, we recommend incorporatilrg lite US EPA incineratiofl 
recommendations. The proposed text states, "All liners shall be incinerated by an appropriately licensed DEA 
distributor" [§1776.5(b)]. Yet, different incinerators have different standards depending on the type of waste 
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incinerated. In a 20 12 memorandum titled, Recommendation on the Disposal ofHousehold Pharmaceuticals 
Collected by Take-Back Events, Mail-Back, and Other Collection Programs, the U.S. Environmental Protection 
Agency (US EPA) recommended incineration at a " ...permitted hazardous waste combustor, but when that is 
not feasible, at a minimum, they should be sent to a large or small municipal waste combustor." We 
recommend revising regulations to incorporate this and allow incineration at a permitted hazardous waste or a 
large or small municipal waste combustor. 

9) 	 We recommend revising the regulations to address drugs potemially left beside a closed hill after hours with 
best manag em ent practices. The proposed text states, "In hours when the pharmacy is closed, the collection 
receptacle shall not be accessible to the public for deposit of drugs. The pharmacy shall lock the deposit slot on 
the collection receptacle and physically block patients from access to the collection receptacle by some means" 
[§ 1776.3(a)]. We recogn ize that people have and will want to leave drugs next to locked collection receptacles 
in some cases, but we also consider one Board member's comment in tbe January 19 meeting to be key when he 
said people leave drugs in his pharmacy even though he doesn' t have a collection receptacle. This suggests 
blocking a receptacle when locked still will not prevent the behavior from happening. Pharmacies are not 
prevented from blocking their receptacles when locked as needed but we consider this a training issue that 
should be left to best management practice guidelines, which should also emphasize the importance of 
effectively locating the receptacle within full view of pharmacy staff as required in DEA regulations. 

Thank you for the opportunity to provide comments. lfyou have any questions, please contact Mr. Bob Fujii ofmy 
staff at (9 16) 34 1-6419 or bob.fuji ilac ln.:cvcle.ca.go\ . 

Howard Levenson 
Deputy Director 
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Martinez, Lori@DCA 

From: Ronda Fricke < rfricke@cal hospital.org > 

Sent: Monday, March 28, 2016 3:01 PM 
To: Martinez, Lori@DCA 
Subject: CHABOPDrugTakeBack03 2816 
Attachments: CHABOPDrugTakeBack032816.docx 

Lo ri - I am resubmitting this letter as I noticed the date on the first page ind icated 2015. Please accept my apo logies and 
use t he letter attached in t his em ail. 

Tha nk you. 



CALIFORNIA·~ HOSPITALrn111 ASSOCIATION 

Providing L eadership in 
Health P olicy andAdvocacy 

March 28,2016 

California State Board of Pharmacy 
Attn: Lori Martinez 
Lori.Martinez@dca.ca.gov 
1625 N. Market Blvd. , Suite N219 
Sacramento, CA 95834 

BY ELECTRONIC CORRESPONDENCE 

RE: 	 Prescription Drug Takc-Bacl<. Programs, Adoption of New Article 9.1 and Sections 
1776, 1776.1, 1776.2, 1776.3, 1776.4,1776.5 and 1776.6 of Division 17 ofTitle 16 of 
the California Code of Regulations (CCR) 

Dear Ms. Matiinez: 

On behalf of more than 400 member hospitals and health systems, the Califomia Hospital 
Association (CHA) respectfully offers the following comments for co nsideration to the proposed 
adoption of the new Article 9.1 and Sections 1776, 177 6.1 , 1776.2, 1776.3, 1776.4, 1776.5 and 
1776.6 ofCCR Title 16, Division 17. 

In light of th e rising epidemic of opioid abuse, along with the need to protect the env ironment 
fi-om hazardous waste disposal, the board of pharmacy has drafted salient regulations to enhance 
the availability of safe and effective drug take-back programs across the state. CHA applaud s 
the intent, patiicularly with the proposed implementation of a voluntary phannacy take-back 
program that will suppmi all sites to individually and full y evaluate costs, secmity risks and 
benefit to their communities. 

Opioid abuse continues to be a national health problem. From 1999-2014, more than 165,000 
persons died from overdose related to opioid pain m edi cation in the United States. Whil e oth er 
top leading causes of death such as herui disease and cancer have decreased substantially, the 
death rate associated with opioid abuse has increased significantly. In 201 1, there were an 
estimated 420,000 emergency department visits related to abuse of narcotics (Drug Abuse 
Network). Clearl y, CHA and its member hospitals are suppmiive of efforts to prevent death and 
decrease presctiption drug rel ated mortality and morbidity. 

To combat the growing misuse ofpresctiption drugs, the Office of the National Drug Control 
Policy (ONDCP) released a Prescription Drug Abuse Plan outlining a four pronged approach 
consisting of education, moni toring, proper m edication disposal and enforcem ent. CHA and its 
corporate regional m embe rs, along with Cal ACEP have endorsed the San Diego Safe Pain 
Medicine Presctibing Guidelines and have worked to educate members over the past several 

12 15 K Street, Suite 800, Sacramento, CA 958 14 · Telephone: 9 16.443 .7401 · Facsimile: 916.552.7596 · wv•w.calhospilal.org 
Corporate Members. Hospital Council of Northern and Ccntrnl California~ Hospital Association of Southern California, and I fospual Association of San Diego and bnpcrial Coumies 
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years on effectively managing pain issues wi th emergency and urgent care patients. CHA's 
Medication Safety Committee, developed and disseminated " Recommendations for Improving 
Safety of Opioid Use" tool, and also endorsed and worked closely with the Department of Justice 
to encourage the use of the state's prescription drug monitming p rogram, "CURES" (Controlled 
Utili zation Review and Evaluation System) . In an effort to work alongside stakeholders and the 
Board ofPham1acy to suppmt the aforementioned four pronged approach to opioid drug abuse 
prevent ion, CHA is also conunitted to addressing proper medication disposal processes that 
make medication collection accessible, easy, cost effective and sustainable. The states 
"CalRecycle" program, has developed model programs for the collection and proper disposal of 
unused or expired home-generated pham1aceuticals. Minimum criteria includes those mentioned 
by the ONDCP along with additional criteria such as board reports on waste amounts, actions for 
co mpliance failure, etc. 

Drug take-back programs can be classified as either "event based" or "ongoing", with the most 
notabl e example being the Drug Enforcement Agency (DEA) regularly scheduled collections on 
fixed dates. Other sporadic ongoing programs exist that offer a form of continuous medication 
collection , featuring either fixed drop offlocations at phannacies, police stations or mail back 
options. Drug tak e-b ack program initiation and implementation has been sluggish, even after the 
Drug Enforcement Admini stration (DEA) armounced last year that phannacies nationwide could 
accept and destroy unwanted prescription drugs. While over 9,000 drug take-back services exist 
across the state, safety, security and cost issues prevent pham1acies from willingly adding 
services. And CHA notes there is limi ted data on the impact and effectiveness of take-back 
programs and their effect on drug abuse. Nonetheless, CHA is finnly cmmnitted to public 
safety and prevention of opioid abuse and is suppmtive of drug take-back programs that meet 
model program criteria. 

While CHA and its member hospitals do not see hospital/clinic phannacies as the most 
appropriate site for establishing drug take-back programs, we support the draft regulations 
voluntary statu s for sites in these settings, as there may be unique community circumstances or 
programs where the hospital/clinic phannacy is the most appropri ate setting. Several of these 
hospital sites exist today as collection sites for licensed waste management services, components 
of larger county and district programs with comprehensive waste disposal services in multiple 
sites within a locale. Overall, however, CHA supports a multipronged approach with heavy 
emphasis on product stewardship where drug manufacturers play a lead ro le in funding and 
handling of their own environmentally harmful products. 

CHA has three specific conunents on the regulations listed below: 

I. 	Proposed Section 16 CCR Section 1776.1 Phannacies: 
Pharmacies may assist patients seeking to destroy unwanted, previously dispensed 
prescription drugs as provided in this article. Provision of such services is voluntary. 

Recommendation: CHA reiterates its strong position on maintaining voluntary 
patticipation in these programs. CHA does not envision hospital/clinic phrumacies to be 
an appropriate site for establishing drug take back programs; however, there may be 
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unique community circumstances where the hospitaVclinic phannacy is an appropriate 
setting. 

2. 	 Proposed Section 16 CCR Section 1776.3 Collection Receptacles in Pharmacies: 
In hospitals/clinics w ith a pham1acy on the premises, the collection receptacle must be 
located in an area that is regularl y monitored by employees and not in the proximity of 
emergency or urgent care. When the supervising pham1acy is closed, the co llection 
receptacle shall be locked so that drugs may not be depo sited into the collection 
receptacle. When the collection receptacle is locked, the supervising pharmacy shall 
ensure that the collectio n receptacle is also ph ysically blocked from patient access by 
some means. 

Recommendation: CHA recommends removing, "and not in the proximity of emergency 
or urgent care". \Vhile CHA suspects that most hospital phannacies will not participate 
in this program, there are several drug take-b ack programs in hospitals presently that 
have collection receptacles in their emergency departments. While emergency or urgent 
care depmiments m ay not be the most approp1iate site for a collection receptacle, it may 
be the mo st appropriate area relative to regular emplo yee monitoring and internal hospital 
safety and secmity. 

3. 	 Proposed Section 16 CCR Section 1776.3 Coll ection Receptacles in Pharmacies: 
General Conuncnt: As stated in 16 CCR Section 1776 Prescription Drug Take-Back 
Programs: Authmi zation , and tlu·oughout the proposed regulations: "Federal, state and 
other laws prohibit the deposit in drug take-back receptacles of the follo wing: medical 
sharps and needles (e.g. insulin S)'linges), iodine containing m edications, mercury 
containing thermometers, radiophan11aceuticals, hazardous medications and compressed 
cylinders." CHA offers, that inevitably, inapprop1iate items will end up in the containers 
even with appropriate signage, etc. 

Recommendation: CHA suggests adding a section to address what processes occur when 
inappropriate items or damaged items are found in the transition of the sealed liners to the 
licensed DEA registered reverse distributor. 

4. 	 General Regulatory Conunen ts: Costs 
The Board ofPhannacy Initial Statement of Reason outlines costs for dru g take-back 
services in pha1macies. While costs are outlined for liners and receptacles, there is 
underreporting of the actual costs to develop a hospital/clinic based drug take-back 
program. 

Recommendation: Add itional phannacy and secmity labor costs, along with program 
development and maintenance costs need to be included to estimate actual costs. 

5. 	 General Regulatory Comments: Efficacy 
While the severity of the prescription drug abuse problem continues to mount, there is no 
question that multiple approaches to combat the issue are warranted. Little data is 
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available on the impact and effectiveness of drug take-back programs. Obviously, drug 
take-back program s will reduce the available supply ofprescription drugs; however, 
voluntary programs are unlikely to draw patiicipation from individuals inclined towards 
diversion and non-medical use. A study done in 20 12 showed that "most individuals 
diverting unu sed drugs originally obtain those dru gs from a single doctor, highlighting 
doctors as the ultimate source of the drug surplu s rather than the family medi cine 
cabinet". This is another reason why CHA and its member hospitals are heavily 
involved in the state's prescript ion drug maintenance program , CURES, that proactively 
monitors prescribing behavior. 

Recommendation: Pilot studies be perfonned to detemline which medications are 
collected, assess take-backs true costs and link program elements to understand the 
relationship between prescription opioid abu se and take-back programs so that scarce 
resources can b e targeted at the most approptiate arenas to prevent opioid drug abuse. 

In conclu sion, CHA appreciates the oppmiu nity to comment on these regu lations and provide 
an overview representative of its 400 member hospitals. We are especially appreciative of 
the overall theme of hospital/clinic ph annacy voluntary participation as these programs are 
not evidenced based and pose sign ificant cost, secmity, and safety risks for our pati ents and 
communities. 

Sincerely: 

BJ Bartleson, RN, MS, NEA-BC 
Vice President, Nursing and Clinical Services 

BJB:rf 



Martinez, Lori@DCA 

From: Samantha Pelion <SPellon@cmanet.org> 
Sent: Monday, March 28, 2016 3:18 PM 
To: Martinez, Lori@DCA 
Subject: Prescription Drug Take-Back Programs - Board of Pharmacy Proposed Regulations 
Attachments: CMA Comments_BOP Prescription Drug Take Back Programs_03282016.pdf 

Ms. Martinez: 

On behalf of the California Medical Association, I am submitting the attached comments on the Board of Pharmacy's 

proposed regul ations pe rtain ing to Prescription Drug Take-Back Programs. Please let me know if there are any 

questions. 

Thanks, 

Samantha D. Pelion 
Associate Dire ctor 

California Medical Association 
1201 J Street, Sacramento, CA 95814 
P: 916.551.2887 

F: 916.551.2044 
E: spe llon@cman et.org 
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California Medical Association 
Physicians dedicated to the health of Californians 

March 28, 2016 
VIA Email to Lori.Martinez@dca.ca.gov 

Lori Martinez 
Address: 1625 N. Market Blvd., N219 

Sacramento, CA 95834 
Phone No.: (916) 574-7917 

Fax No.: (9 16) 574-8618 
E-Mail Address : Lmi.Mattinez@dca.ca.gov 

RE: Prescription Drug Take-Back Programs 

Dear Ms. Mmtinez: 

On behalf of our more than 40,000 physician and medical student members, the Califomia 
Medical Association (CMA) would like to thank you for accepting comments on the California 

Board of Phannacy' s proposed regulations pertaining to presctiption drug take-back programs. 

Our members support the establishment of drug take-back programs and believe they can h elp 
keep unused medications from being diverted or misused. The proposed regulations provides 

n eeded clarity and guidance to the pharmacies that elect to participate in these programs to 
ensure take-back programs are operated in a consistent matmer that prioritizes public safety. 

According to the Substance Abuse and Mental Health Administration, over 71 percent of 
prescription pain medications are obtained from family and friends. A significant component of 

the prescription drug abuse and diversion problem stems from misuse of unused drugs ; as a 
result, increasing oppmtunities for the public to safely dispose of their unused prescription drugs 

may serve to reduce the misuse and diversion associated with these medications. 

There is one su ggested change to proposed language that may help improve clmity of the 
regulations. As worded, Section §1776.4(e) implies that the prescriber is the user who will be 
taking the medication. Rather, discontinuation of use of a medication is by the resident and may 

occur as a result of several options, one ofwhich includes a prescriber' s order. Rephrasing would 

resolve the issue: 

(e) Within three business days after the permanent discontinuation of use of a medication 
by a prescriber the resident, as a result of an order by a prescriber, the resident' s transfer 

to another fac ility, or as a result of death, the skilled nursing facility may place the 
patient' s unneeded prescription drugs into a collection receptacle. Records of such 
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deposit shall be made in the pati ent's records, wit h the name and signature of the 

employee discarding the drugs. 

CMA appreciates the Board of Pharmacy's interes t in es tablishing require ments for prescription 

drug take-back prog rams. If yo u ha ve any questio ns, fee l free to contact me at 
spe llo n@cmanet.org or 916.55 1.2887. 

S incerely, 

Samantha D. P ell6n 
Associate Director, Center for Health Policy 
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Martinez, Lori@DCA 

From: Christine Flowers <Christine@calpsc.org > 
Sent: Monday, March 28, 2016 5:10 PM 
To: Martinez, Lori@DCA 
Cc: Heidi Sanborn; Sodergren, Anne@DCA 
Subject: RE: Comment Letter for Proposed Regulations from CPSC 
Attachments: CPSC BOP Letter Final 3-28-16.pdf 

Importance: High 

Ms. Matiinez, 

Please substih1te this copy of our letter. The previous version still had the draft water mark on it. I have 
removed that on thi s copy. 

Sincerely, 

Cluistine Flowers 

******************************************************************** 

Christine Flowers-Assistant Director Christine@CaiPSC.org 

California Product Stewardship Council 
1822 2151 Street- Suite 100 
Sacramento, CA 95811 
(916) 706-3420 office (916) 454-9067 cell 

CPSC 

Cetlifornia Product 
Stewardship Council .. 

YouTube Linked In 

********************************************************* ************ 

From: Christine Flowers 
Sent: Monday, March 28, 2016 5:04PM 
To: 'Lori.Martinez@dca.ca.gov' <Lo ri.Martinez@dca.ca.gov> 

Cc: Heidi Sanborn < Heidi @ca lpsc.org>; 'Anne.Sodergren@dca.ca.gov' <Anne.Sodergren@dca.ca.gov> 

Subject: Comment Letter for Proposed Regulations from CPSC 

Ms. Mmiinez, 

Pl ease accept the attached letter as California Product Stewardship Councils' comments regarding the Propo sed 
Regulations for Prescription Drug Take Back Pro grams. 
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Si nce re ly, 

Clu·istin e Flowers 

******************************************************************** 

Christ i ne Flowers-Ass istant Director Christine@Ca IPSC.org 
California Product St ewardship Council 
1822 21st St ree t - Suite 100 
Sacrament o, CA 95811 
(916) 706-3420 office (916) 454-9067 cell 

CPSC 

~California Product 
Stewardship Council 

Linked InYouTube 

************************************ ********************************* 
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1822 21 st Street, Suite #100 
Sacramento, CA 95811CPSC 916-706-3420 

California Product 
Stewardship Council "' www.CaiPSC.org

' 
March 28, 2016 

Dr. Amy Guiterrez, President 
California Board ofPhannacy 
1625 N Market Blvd. , N219 
Sacramento, CA 95834 

RE: Proposed Regulations for Prescription Drug Take-Back Programs 

Dear Dr. GuiteiTez and Members of the Board of Pharmacy: 

The Califomia Product Stewardship Council (CPSC) appreciates the opportunity to comment on the 
Cal iforn ia Board of Pharmacy's (BoP) proposed regulations for prescription drug take-back programs. 
O n behalf of CPSC, I am writing to prov ide our conunents on the Februaty 1, 2016 draft of the 
Prescription Drug Take Back Regulations. In sh01t we do not know why the BoP is going beyond the 
Federal DEA 's Final Rule on Di sposa l of Contro lled Substances in several areas. Specific comments are 
below. 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

"All board-licensed authorized collectors should be vigilant to prevent patients or their agents from 
disposing of prohibited items through drug take-back collection methods." 

Comment: It is challenging to reconcile the above statement with the Board's proposed regulation 
section 1776. l (f)( 1) stating "Pharmacy staff shal l not review, accept, count, sort, or handle 
prescription drugs returned from t he public" . It is inconsistent with the DEA Regu lat ions. 
Specifically, it might be helpful to have direction regarding the extent to which pharmacies are 
required to vig ilantly prevent items from being deposited in the collection receptacle, and how t hey 
might be able to meet this requirement without reviewing drugs returned from the public. 

Recommendation: modify text to read: Al l board-licensed authorized collectors should to the 
extent that is practicable prevent patients or their agents from disposing of prohibited items 
through drug take-back collection methods. 

Section 1776.1 Pharmacies 

1776.1(a) " . .. Provision of such services is voluntary" 

Comment : 
CPSC is concerned that this wording might prohibit local jurisdictions from requiring pharmacies 
that are not themselves providing medicine take-back services to post signage directing their 
customers where they can go to safely dispose of their medications . For example, consider an 
ordinance that says, 'if a pharmacy is not participating in a drop off program, then the pha rmacy 
must have a sign listing pharmacies that are participating.' An argument could be made that this 
ordinance mandates the pharmacy to 'assist patients seeking to destroy' which therefore violates 

Mission: To sh ift Cal ifornia's product waste management system from one focused on govern ment funded 

and ratepayer fi nanced waste diversion to one that relies on producer responsibi lity in order to reduce 


publ ic costs and drive improvements in product design that promote environmental sustainability. 


http:www.CaiPSC.org
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the volunta ry provision of the state law. If this is not the intent of the Board, CPSC would welcome 
clarification of the p roposed regu lation. 

Recommendation : Remove the sentence " Provision of such services is voluntary" entirely, 
However i f t he BoP is unwi lling to remove the language, at the very least modify the language to 
allow local j ur isd ictions to requi re pha rmacies to post signage directi ng their customers where they 
can go to safe ly dispose of medica tions. 

1776.l(g) "A pharmacy must be registered with the federal Drug Enforcement Administration as a 
collector for purposes of operating a prescription drug take-back program." 

Comment : CPSC is concerned that this wording implies that if a pharmacy decides to participate in 
a mail-back program that they have to be registered as a collector; this is not a requirement per 
the DEA (see section 1776.6(a)(1)). 

Recommendation : modify text to read: A pharmacy must be regist ered with the federal Drug 
Enforcement Administ ration as a collector for t he purposes of operating a prescription drug take
back collection r eceptacle. 

1776.2(e) " The pharmacy distribu t ing mail back envelopes and packages shall create and maintain 
records required by sect ion 1776.6". 

Comment: CPSC is con cerned t hat add ing these reco rds requ irements beyond what is requ ired by 
t he DEA could dis incentiv ize participation in our medicine take-back program. This is need lessly 
burdensome. The packages and enve lops are already being t racked by t he collector. Per the DEA, 
"Any person may partner with a co llector or law enforcement to make such packages available in 
accordance with this section(§ 1317.70)." See section 1776.6(a)( l ) for more detai l about collector 
status and requirements . 

Recommendation : Rem ove these record keeping requirements. Pharmacies do not need to be 
reg ist ered as a col lector t o provide this service. 

1776.3 Collection Receptacles in Pharmacies 

1776.3(a) "... In hours when the pharmacy is closed, the collection receptacle shall not be 
accessible to the public for deposit of drugs. The pharmacy shall lock the deposit slot on the 
collection receptacle and phvsicallv block patients from access to the collection receptacle by some 
means." 

Comment: 

CPSC is concerned that requiring pharmacies in retail stores to insta ll a physical barrier something 
like an accordion style door might discourage them from participating in our medicine take-back 
program, which could in turn shift a larger burden to our local independent pharmacies. 
Additionally, it is unclear what exactly would constitute being physically blocked. 

DEA states that the receptacle shall be locked or made otherwise inaccessible to the public when an 
employee is not present. Requiring the receptacle to be 'physically blocked' in addition to being 
locked goes beyond what the DEA requires. Staff is concerned that requiring a physical barrier 
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would not solve the intended problem, as it would be just as easy for members of the publ ic to 
place medicine next to a physical barrier as it would be for them to place med icine next to a locked 
bin. It wou ld also be easy for members of the public to place their medicines in the closest trash 
bin, as has been observed. 

Separately, for independent pharmacies t hat lock the entire building when they close the 
pharmacy, it is unclear what benefit would result from requiring t hem to lock the top of the bin 
when they close the pharmacy as locking the building fulfills the DEA requ irement of making the 
receptacle 'otherwise inaccessible to t he public'. If the Board chooses to revert to the DEA language 
they could avoid requiring independent pharmacies to lock the collection receptacle when they lock 
the building. 

Recommendations: Remove the language about physically blocking patient access and revert to 
DEA language in order to avoid requiring independent pharmacies to lock the collection receptacle 
when they lock the building. 

1776 .3(b) "... The receptacle shall be installed in an inside location, where the receptacle is 
visible to pharmacy employees, but not located in emergency areas." 

Comment: CPSC is concerned that this section goes beyond the DEA regulation in a subtle bu t 
potential ly significant way . As the DEA recognizes, hospitals can be un ique in their design and need 
to have flexibility in the manner in which t hey participate in Safe Medicine Disposa l Programs. The 
Board regulation as it is currently worded removes some of that flexi bili ty . The DEA states that "it 
may be more effective to install collection receptacles at various locations ..."so long as they are 
"in an area regu larly monitored by employees" (Federal Registe r p . 53523). This im plies t hat 
employees of the hospital can monitor the collection receptacle, not just em ployees of the 
pharmacy specifically. CPSC is concerned that the Board regulation as it is currently worded could 
discourage hospitals from participating in Safe Medicine Disposa l programs by making it more 
difficult for them to do so. 

Recommendation: Remove the word 'pharmacy' from 1776.3(b) so that it reads as the DEA: 
"visible to employees", not "visible to pharmacy employees". 

1776 .3(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be 
located in an area that is regularly monitored by employees and not in the proximity of emergency 
or urgent care. When the supervising pharmacy is closed, the collection receptacle shall be locked 
so that drugs may not be deposited into the collection receptacle. When the collection receptacle is 
locked, the supervising pharmacy shall ensure that the collection receptacle is also physically 
blocked from patient access by some means. 

Comment: As mentioned in the comment for section 1776.3(b), the DEA recogni zes t hat hospitals 
can be unique in their design and need to have flexibility in the manner in which t hey participate in 
safe medicine disposal programs. Staff is concerned that the Board regulation as it is currently 
worded takes away some of that flexibi lity. The DEA states that "it may be more effective to install 
collection receptacles at various locations .. ."so long as they are "in an area regularly monitored 
by employees" . This implies that employees of the hospital can monitor the col lection receptac le, 
not just employees of the pharmacy specifically. This further implies that collection receptacles in 
hospitals do not need to be locked if the pharmacy is closed so long as hospital employees are stil l 
regularly monitoring the receptacle. Therefore, even if physical blockage is required in a retail store 
with a pharmacy, it should still not be necessary in a hospital setting. 
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CPSC is concerned t hat the Board regulation as it is currently worded could discourage hospitals 
from participating in our loca l medicine disposal program by making it more difficult for them to do 
so. Requiring hospitals to install something like an accordion st yle door could discourage them from 
part icipating. Addi t ionally, it is unclear what exact ly would constitute being physica ll y blocked, and 
that alone cou ld make it less likely for risk-averse hospitals wi t h pharmacies to participat e. The 
DEA states that t he recept acle shal l be locked or made otherwise inaccessible to t he public when an 
employee is not present. Requi ring the receptacle to be 'phys ical ly blocked' in addition to being 
locked goes beyond what t he DEA requires. 

Recommendation: Modify text to read: The collection receptacle shall be locked or made 
otherwise inaccessible to the publ ic when not being reg u larly monitored by an employee so that 
drugs may not be deposited into the collection receptacle. 

1776.3(j) "location in t he pharmacy no longer than three days" 

Comment : It is CPSC's understanding that the DEA regulation only specifies a three day holding 
pe riod in Long -Term Care Facili t ies. In the case of pha rmacies, the DEA dictates only that liners be 
moved "prom pt ly". T he DEA specifica ll y declined to clarify what would constitute a " prompt" action 
( Federa l Regist er p. 535 28) . CPSC is concerned that more strictly defining the length of time inner 
liners can be stored coul d increase the bu rden on pharmacies thereby making it less likely that 
they would part icipat e in our loca l med icine take-back prog ram . 

Recommendation : Delete no longer than three days. Revert to DEA language " liners be removed 
promptly ." 

1776.S(e) "Each reverse distributor with an incineration site shall maintain a record of the destruction on DEA 
form 41 .. . " 
Comment : It is CPSC's underst andin g that incineration is not specifically required by the DEA 
(§ 1317.90); rathe r, it is requi red to render the substances non-retrievable. One approved method 
of doing th is is incineration. The DEA states that "the DEA hopes that the rule wi ll encourage 
innovation and expansion of destruction methods beyond incineration. .. " (Federal Register, p. 
53536). 
Recommendation : modify text to read: Each reverse distributor with a destruction site shall 
ma intain a record of the destruction on DEA form 41. 

In closing we understand that the BoP is proposing these regulations to align Ca liforn ia's regu lations 
with the DEA's Final Rule issued in 20 14. Given the detailed nature of the DEA Final Rule, we 
recommend the BoP not go beyond the Federal requirements so that the public can benefit from the new 
opportunities for conveni ent and safe disposal ofunwanted medicines. 

Sincerely, 

Chri stine L. Flowers, Assistant Executive Director 



Martinez, Lori@DCA 

From: Berton, Lauren N. <Lauren.Berton@CVSHealth.com > 
Sent: Sunday, March 27, 2016 11:56 AM 
To: Martinez, Lori @DCA 
Subject: CVS Health Comments in Reference to Proposed Addi t ion of§ 1776 to 1776.6 Article 

9.1 of Division 17 of Title 16 of the California Code of Regulati o ns 
Attachments: CVS Health Comments to Proposed Add it ion of Sections 1776 to 1776.6.pdf 

Good Morning Lo ri, 

Please find attached CVS comments in reference to proposed addition of§ 1776 to 1776.6 for Prescription Drug Take 
Back Programs in Art icle 9.1 of Division 17 of Title 16 of the California Code of Regulations. Please feel free t o reach out 

to me with any additiona l questions on the attached comments. 

Thank you , 

Lauren Berton, PharmD IDirector, Pharmacy Regu latory Affairs 
c 540-604-36611 f 401-733-0479 
CVS Health IOne CVS Drive, Mail Code 2325, Woonsocket, Rl 02895 

CONFIDENTIALITY NOTICE: Th1s communication and any attachments may conta1n confidenUal and/or privileged information for the use of the designated recipients named 
above. If you are not the intended recipient, you are hereby notified that you have received this communication in error and that any review. disclosure, dissemination, 
distnbutlon or copying of it or its contents is prohibited. If you have received this communication in error. please notify the sender immediately by email or telephone and 
destroy all copies of this communication and any attachments. 
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Lauren Berton, PharmD 1 One CVS Drive 1 Mail Code 2325 1Woonsocket, Rl 02895 1T: 540-604-3661 

March 27, 2016 

Lori Martinez 
Admini stration and Regulations M anager 
Ca lifornia Board of Pharmacy 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 

Via email 

Re: Proposed addition of Article 9.1 and Sections 1776 through 1776.6 of Division 17 of Title 16 of the California 
Code of Regulations Section 

Dear M s. Martinez: 

I am writing to you in my capacity as Director of Regulatory Affa irs for CVS Health and its family of pharmacies, 
subsidi aries and affi liates locat ed throughout the State of California. CVS Health appreciates the opportunity to 
subm it comme nts on th e proposed addition of Article 9.1 and Sections 1776 th ro ugh 1776.6 of Division 17 ofTitle 16 
of the California Code of Regulations Section regarding specific requirements to allow pharmacies t hat w ish to 
estab lish prescription drug take back services . We w ould like to thank the Board f or thei r continued vigi la nce to 
continuou sly improve the laws and rules that guide pharmacists serving California pat ients an d t he Board's effo rts to 
combat prescription drug abuse for greate r public safety. 

CVS Health supports and applauds the Board's cu rrent proposed regulations which allows for voluntary participation 
in drug take back se rvices either via take back receptacles or mai l back envelope programs because it allows 
pharmacies t o provide the means they deem app ropri at e t o successfu lly participate in dru g ta ke back services. By 
allowing law enfo rcemen t t o use CVS parking lots to host drug take back events, eve nts have im proved visibi lity and 
foot traffic, pat ients ca n safe ly dispose of unused medication, and prescription waste is im med iate ly removed from 
the locatio n once the eve nt is comp leted keeping both cust omers and emp loyees safe. 

CVS Healt h has teamed up with The Partnership at Drugfree.org t o creat e an innovative community donation program 
through which loca l police departments can apply to receive a drug collection unit t o help their comm unities saf ely 
dispose of unwanted medications, inc luding contro lled subs tances. Law enforcement dru g collection programs help 
rid communities of unwanted med ications that may otherwise be diverted, abused or con ta mi nate our water supply. 
Since the program launched in April 2014, we have provided more than 500 bins that have collected mo re than 28 
tons of unwanted med ication, according to the police stations that have reported across the country. We also offer a 
mail back envelope for patients to purchase to dispose of unwanted med icati onsin all our CVS locations. 

CVS Health app reciates the opportunity to submit comments for the proposed addition of these regu lations. If you 
have any questions, please contact me directly at 540-604-3661. 

Sincere ly, 

CVS pharmacy I caremark I minute clinic I specialty 

http:Drugfree.org
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Lauren Berton, PharmD 1 One CVS Drive 1 Mail Code 2325 1 Woonsocket, Rl 02895 I T: 540-604-3661 

Lauren Berton, PharmD. 

Director, Pharm acy Regulatory Affairs 

CVS Health 

CVS pharmacy I caremark I minute clinic I specialty 



Martinez, Lori@DCA 

From: Ppsi Ppsi <ppsi@ao l.com > 

Sent: Wednesday, February 17, 2016 6:09PM 

To: Herold, Virginia@DCA; ramonc@qhconcepts.com; Martinez, Lori@DCA 

Cc: heidi@calpsc.org; jreid@californiaa lliance.org; henekelly@aol.com; 


ksmith@ca liforniaal liance.org 
Subject: RE: Title 16 BoP hearing April 13, 2016 10 AM-USC, Irvine, California 

Ginny: 

re: Title 16 BoP hearing April 13, 2016 10 AM-USC, Irvine, California 

PPSI ju st received the above notice for the april 13 hearing on takeback of drugs and the only th ing I can see after 
reading the entire proposal "YOU GOT TO BE KIDDING" !!! ?? 

PPSI, a 501(c)(3) nonprofit , public health, consumer, pharmacy, education organization has the f ol lowing concerns, 
regarding your proposed takeback program and would like them introduced into the official record, since we cannot attend 
the USC Orange County campus on April 13 at 10 AM, in Irvine, as follows: 

1. Why are you having this hearing in Orange County, instead of Sacramento ? 

2. Can we have a second hearing in Sacramento for those people who cannot make it to Orange County, due to the 
high cos t of travel and expenses ? 

3. Your proposal that employee pharmacists pay for takebacks is ludicrous. 

4. In no other indu stry, including paint, batteries, light bulbs, computers, fluorescent lights or needle exchange 
takebacks, does the employee cover the cost of removing hazardous material that is causing public health harm. 

5. In a ll other civilized countries of the world, bug PhRMA pays for takeback of outdated , unwanted, unused , expired 
prescription medications, including Canada, Mexico and the UK and EU countries. 

6. Your economic figures of charging the employee pharmacists for take backs is outrageous, especially the 10% who 
would participate, if any at all would, in fact, participate !! WOULD YOU KICKBACK MONEY FROM YOUR 
BUREAUCRATIC SALARY TO PAY FOR PRES CRIPTION DRUGS , SINCE YOU ARE THE CONSUMER USER OF 
THESE LIFE SAVING MEDICATIONS ? WHO DREAMT UP THIS PROPOSAL? 

7. Marin county, a model program for takebacks , has instituted , since 2004, a program where pharmacies collect the 
unwanted, outdated, expired RX's, patients put the pills only in unm arked baggies , wi th no labels, bring them into the 
pharmacies without labels and put in a bin, where the Marin County Department of Health t hen picks them up once a 
month and incinerates them .. THI S PROGRAM HAS WORKED FOR 11 YEARS. YOUR NEW PROPOSAL WOULD 
KINOTHING IS FLUSHED DOWN THE DRAIN OR PUT IN THE GARBAGE TO END UP IN THE WATER SUPPLY OR 
LANDFILL, WHEN IT RAINS!! 

8. Walgreens has just come out with kiosks and bins in 500 pharmacies in the USA, including 68 in California, which 
they are paying for out of their own pocket. However, Walgreens is the first of the chains to do this. 

QUESTION-- iF WALGREENS, WHICH IS WORTH OVER $400 BILLION CAN AFFORD TO DO THIS, WHY 
CANNOT THE REST OF THE CHAINS IN CALIFORN IA DO THIS, THROUGH 12-15% OF THEIR PHARMACIES 
STATEWIDE? WHAT DOES WALGREENS KNOW OR DO THAT CVS, RITE AID, SAFEWAY, ETC. SHOULD BE 
DOING? 

9. Kaiser Permanente put in 4 bins fo r takeback of drugs in the San Rafael area of Marin County and they have currently 
removed these bins for some strange reason. if Walgreens can put in 68 bins for takebacks in California,. why cannot 
kaiser permanente have at least 150 bins in their 54 facilities in California, since they made over $4 bi llion in profts last 
yea r and account f or over 25% of the California population, with over 10 million patien ts enrolled ? 
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10. Your idea of pharmacies volunteering to do this is ludicrous!! Big PhRMA did 5 billion presvriptions in prescriptions 
last year and over 700 million RX's we re f illed in California alone. why are n't they paying the bill and also for the 
incineration and the cos t of doi ng business , similiar to paint, batteries, light bulbs, computers , fluorescent lights or needle 
exchange ta kebacks, does the em ployee cover the cos t of removing hazardous material that is causing pub lic health 
harm. 

Pharmacists are stressed out now, being overworked and underpaid and many, many of them, including my Touro 
pharmacy intern students have loa ns to pay back , exceeding $300 ,000 on thier costs of education. AND THE 
CALIFORNIA BOP WANTS PHARMACISTS TO PAY FOR TAKEBACKS FROM THIS $3 TRILLION BIG PhRMA 
INDUSTRY ... .... . YOU GOTTA BE KIDDING ME, GINNY!! WHAT WAS YOUR GROUP SMOKING WHEN YOU PUT 
THE ONUS ON THE EMPLOYEE PHARMACIST TO PAY FOR THIS RIDICULOUS SCHEME? 

I have discussed this all ove r the telephone with your expert contact person, Lori Martinez, Pharm.D. , emai l above and 
have expressed our consumer, public healt h issues. 

In the name of consumer and public health safety, the CA BOP needs to get these drugs out of the medicine cabinets and 
incinerated to prevent teens from their "RAVE" parties and deaths by overdose. 

WE IN MARIN COUNTY HAVE HAD 27 DEATHS FROM OPIOID OVERDOSES, RAVE PARTIES AND IS THE 
HIGHEST IN CALIFORNIA, PER CAPITA, OF ANY OF THE 58 CALIFORNIA COUNTIES . 

see: "Marin officials want drug companies to fund disposal of expired meds" 

link: http://www.marinij.com/article/N0/20150326/N EWS/150329860 

Time to put the onus on big PhRMA and make them pay. We are only talking about 1 cent per prescription , which is 
peanuts to this ind ustry, which spends billions of dollars on lobbying and last year spent over 3 tril li on dollars on 
advertis ing or some ridiculous amount. 

Please introduce this before your April 13 hearing and PPS I formally requests another hearing in the Sacra mento area, in 
addition to the April 13, Orange County, Irvine hearing. 

Best, 

Fred 

FrederickS, Mayer, R.Ph. MPH 
PPS I CEO, Gray Panthers 
300 Deer Valley Road #2 F 
San Rafael, CA 94903 
415-302-7351 
ppsi@aol.com 
www.ppsinc.org 
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Martinez, Lori@DCA 

From : 
Sent: 
To: 
Cc: 
Subject: 

George Wang <george_wang @sirum.org > 
Monday, March 28, 2016 3:47 PM 
Martinez, Lori @DCA 
Herold, Virginia@DCA 
Proposed Text: Prescription Drug Take-Back Programs, Section 1776 

Dear Ms. Martinez and Members of the Board of Pharmacy, 

We request the following amendments to the proposed text for Prescription Drug Take-Back Programs, 
Section 1776 of Article 9.1 of Division 17 of Title 16 of the California Code of Regulations. 

Our intent for these amendments is to ensure that pharmacies can continue to lawfully receive returned non
controlled prescription drugs from facilities such as skilled nursing homes. We believe this issue should not be 
commingled with drug take-back prog rams. 

The scope of the DEA promulgated regulations (Title 21, Code of Federal Regulations (CFR ), sections 1300
1321) for drug take-back programs is limited to controlled substances. We ask that with regard to long -term 
care facilities , the scope of Section 1776 match the DEA's regulations and be limited to controlled substances. 
While we understand that patients may not be able to differentiate between controlled and non-controlled 
substances as outlined in the Board's Initial Statement of Reasons, in long-term care facilities, hea lth care 
professionals -- not patients -- can/must differentiate between controlled and non-controlled substances as part 
of their duties . It is therefore unnecessary to treat controlled and non-controlled substances as the same in 
these settings. 

1776.1 (f) (2) A pharmacy shall not accept or possess controlled substances preseription drugs 
returned to the pharmacy by skilled nursing homes , residential care homes, other faci lities, health care 
practitioners or other entities unless authorized to operate a drug take-back collection program. 

1776.4 (b) Only retail pharmacies and hospitals/clin ics with on site pharmacies may establish collection 
receptacles in skilled nursing facilities for the co llection and ultimate disposal of unwanted controlled 
substances preseription drugs. 

1776.4 (e) Within three business days after the permanent discontinuation of use of a medication by a 
prescriber, as a result of the residen t's transfer to another facility or as a result of death , the skilled 
nursing facility may place the patient's unneeded controlled substances preseription drugs into a 
collection receptacle. Records of such deposit shall be made in the patient's records, with the name 
and signature of the employee discarding the drugs . 

Without these amendments, regulations proposed for Section 1776 change the practice of long-term care 
pharmacies for example to cred it unu sed , non-controll ed medication for private and public health plans, which 
would have a significant business impact to these pharmacies and long-term care fac ilities . We strongly urge 
you to accept our amendments. 

Thank you, 
George 

George Wang , PhD 
Co-Founder & Director 
SIRUM 1 Savin g Medicine: Saving Lives 
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Martinez, Lori@DCA 

From: Buffum, John <John.Buffum@ucsf.edu > 
Sent: Wednesday, Februa ry 17, 2016 8:36 PM 
To: Ppsi Ppsi; Herold, Virgi nia@DCA; ramonc@qhconcepts.com; Martinez, Lori@DCA 
Cc: heidi@ca lpsc.org; jreid @californ iaalliance.org; henekelly@aol.com; 

ksmith @californiaalliance.o rg 
Subject: RE: Title 16 BoP hearing April 13, 2016 10 AM-U SC, Irvine, California 

I agree with Fred . This would propose to undo all our progress towards getting unused drugs off the streets and out of 
landfills. It almost sounds like the drug companies, having lost in court, are trying a new tactic. Just who does the BOP 
represent? 

John Buffum, PhannD, BC PP 
Clinical Professor o f l'hannacy. UCSF 
Vice President, Marin County l'hannacists Association 

From: Ppsi Ppsi [ppsi@aol.com] 
Sent: Wednesday, February 17, 2016 6:09PM 
To: virginia. herold@dca .ca .gov; ramonc@qhconcepts.com; Iori .martinez@dca .ca.gov 
Cc: heidi @calpsc.org; jreid@californiaalliance.org ; henekelly@aol.com; ksmith @californiaalliance.o rg 
Subject: RE: Title 16 BoP hearing April 13, 2016 10 AM-USC, Irvine, California 

Ginny: 

re: Title 16 BoP hearing April13, 2016 10 AM-USC, Irvine, California 

PPSI just recei ved the above notice for the april 13 hearing on takeback of drugs and t he only thi ng I can see after 
reading the entire proposal "YOU GOT TO BE KIDDING" !!! ?? 

PPSI , a 501 (c)(3) non profit, public health, consumer, pharmacy, educat ion organization has the fo llowing concerns , 
regarding you r proposed takeback program and wou ld like them introduced into the official record, since we cannot attend 
the USC Orange County campus on April13 at 10 AM, in Irvine, as fo llows: 

1. Why are you having this hearing in Orange County, instead of Sacrame nto ? 

2. Can we have a second hearing in Sacramento for those people who cannot make it to Orange County, due to the 
high cost of travel and expenses ? 

3. Your proposal that employee pharmacists pay for takebacks is ludicrous. 

4. In no other industry, including paint, batteries, light bulbs, computers, f luorescent lights or needle exchange 
takebacks, does the employee cover the cost of rem oving hazardous materia l that is causing public health harm . 

5. In all other civilized countries of the world , bug PhRMA pays for takeback of outdated , unwanted, unused, expired 
prescription medications, including Canada, Mexico and the UK and EU countries. 

6. Your economic figu res of charging the employee pharmacists for takebacks is outrageous, especially the 10% who 
would participate , if any at all would , in fact, participate !! WOULD YOU KICKBACK MONEY FROM YOUR 
BUREAUCRATIC SALARY TO PAY FOR PRESCRIPTION DRUGS, SINCE YOU ARE THE CONSUMER USER OF 
THESE LIFE SAVING MEDICATIONS? WHO DREAMT UP THIS PROPOSAL? 

7. Marin county, a model program for takebacks , has instituted, since 2004, a program where pharmacies collect the 
unwanted , outdated , expired RX's, patients put the pills only in unmarked baggies, w ith no labe ls, bring them into the 
pharmacies w ithout labels and put in a bin , whe re the Marin County Department of Health then picks them up once a 
month and incinerates them .. THIS PROGRAM HAS WORKED FOR 11 YEARS. YOUR NEW PROPOSAL WO ULD 
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KINOTHING IS FLUSHED DOWN THE DRAIN OR PUT IN THE GARBAGE TO END UP IN THE WATER SUPPLY OR 
LANDFILL, WHEN IT RAINS ! ! 

8. Walgreens has just come out with kiosks and bins in 500 pharmacies in the USA, including 68 in California , which 
they are paying for out of their own pocket. However, Walgreens is the first of the chains to do this . 

QUESTION-- iF WALGREENS, WHICH IS WORTH OVER $400 BILLION CAN AFFORD TO DO THIS , WHY 
CANNOT THE REST OF THE CHAINS IN CALIFORNIA DO THIS, THROUGH 12-15% OF THEIR PHARMACIES 
STATEWIDE? WHAT DOES WALGREENS KNOW OR DO THAT CVS , RITE AID , SAFEWAY, ETC. SHOULD BE 
DOING? 

9. Kaiser Permanente put in 4 bins for takeback of drugs in the San Rafael area of Marin County and they have cu rrently 
removed these bins for some strange reason. if Wa lgreens can put in 68 bins f or takebacks in California,. why cannot 
kaiser permanente have at least 150 bins in their 54 facilities in Ca lifornia , since they made over $4 bill ion in profts last 
year and account for over 25% of the California population , with over 10 million patients enrolled ? 

10. Your idea of pharmacies volunteering to do this is ludicrous!! Big PhRMA did 5 billion presvriptions in prescriptions 
last year and over 700 million RX's were filled in California alone. why aren't they paying the bill and also for the 
incineration and the cost of doing business, similiar to paint, batteries , light bulbs, computers , fluorescent lights or needle 
exchange takebacks , does the employee cover the cost of removing hazardous material that is causing public health 
harm . 

Pharmacists are stressed out now, being overworked and underpaid and many, many of them , including my Touro 
pharmacy intern students have loans to pay back , exceeding $300,000 on t hier costs of education. AND THE 
CALIFORNIA BOP WANTS PHARMACISTS TO PAY FOR TAKEBACKS FROM THIS $3 TRILLION BIG PhRMA 
INDUSTRY.. ...... YOU GOTTA BE KIDDING ME , GINNY II WHAT WAS YOUR GROUP SMOKING WHEN YOU PUT 
THE ONUS ON THE EMPLOYEE PHARMACIST TO PAY FOR THIS RIDICULOUS SCHEME? 

I have discussed this all over the telephone with your expert contact person, Lori Martinez, Pharm.D. , email above and 
have expressed our consumer, public health issues. 

In the name of consumer and public health safety, the CA BOP needs to get these drugs out of the medicine cabinets and 
incinerated to prevent teens from their "RAVE" parties and deaths by overdose. 

WE IN MARIN COUNTY HAVE HAD 27 DEATHS FROM OPIOID OVERDOSES, RAVE PARTIES AND IS THE 
HIGHEST IN CALIFORNIA, PER CAPITA, OF ANY OF THE 58 CALIFORNIA COUNTIES. 

see: "Marin officials want drug companies to fund disposal of expired meds" 

link: http ://www.mari n ij.com/article/N0/20150326/N EWS/150329860 

Time to put the onus on big PhRMA and make them pay. We are only talking about 1 cent per prescription , which is 
peanuts to this industry, which spends billions of dollars on lobbying and last year spent over 3 trill ion dollars on 
advertising or some ridiculous amou nt. 

Please introduce this before your April 13 hearing and PPS I formally requests another hearing in the Sacramento area , in 
addition to the Apri l 13, Orange County, Irvine hearing. 

Best, 

Fred 

FrederickS, Mayer, R.Ph. MPH 
PPSI CEO, Gray Panthers 
300 Deer Valley Road #2F 
San Rafael, CA 94903 
415-302-7351 
ppsi@aol .com 
www.ppsinc.org 
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Martinez, Lori@DCA 

From: Janne Campbell <glasgowe@comcast.net > 
Sent: Tuesday, February 16, 2016 10:06 AM 
To: Martinez, Lori@DCA 
Subject: Don't Obstruct Pharmacy-based Drug Take-Bac k Programs 

Dear Dr. Gutierrez and Fellow Board Members 

I am deeply concerned with the impacts unused medications have on water quality and public health, as well 
as the Board of Pharmacy's proposed rules that will actually discourage pharmacies from hosting medicine 
collection bins. Pharmacies provide an importan t publk health service to the community and studies show 
that they are where the public wants to be able to safely dispose of medicines. 

Because pharmacies have been shown to be the most effective collection sites, the U.S. Drug Enforcement 
Agency has established common sense rules that allow pharmacies to support drug takeback in a safe and 
secu re manner. Pharmacies who volunteer to host bill$ in California h ave not experienced serious problems or 
legal issues and many of the fears expressed by some pharmacy il1terests are tmsubstantiated. 

The Board of Pharmacy does NOT n eed to develop extensive regulations. Instead it should simply 
acknowledge that Californja pharmacies can host safe medicine disposal bil1s if they follow the DEA rules. By 
proposing additional regulations and deliberati11g over a lengthy period of time, the Board has scared 
pharmacies that wish to host take-back bins now from doil1g so. In addition, by attempting to preempt those 
few ordinances that require pharmacy participation in manufacturer supported programs, you are interfering 
with the actions of elected officials who are acting on behalf of the public to protect public health. TI1at is 
inappropriate for an unelected Board. 

Instead of obstrucrn1g what are mostly voluntary actions by publicly responsible pharmacies, tl1e Board of 
Pharmacy should promote such programs as a means of protecting public and environmental health. 
California pharmacies distribute medications and are the perfect and safe location to return them. I urge you 
to simply endorse the Drug Enforcement Agency's rules for pharmacy-based collection programs with all 
expediency and to desist from any effort to preempt local laws. 
Just becau se we catmot see tl1e medicines washing up on tl1e shore doesn't mean there is no danger to fish and 
us. We have in place laws to collect medical sharps why not medicines. Years ago we were also told by grocery 
stores and bottlil1g companies that recycling would not work and guess what? people recycle bottles, cat1s, 
paper, metal and anytlling else tl1at can be recycled. Throwil1g these medicines into tl1e general trash is 
immoral. This is just the first step. The next will be fil1ding a way to get it out of the water when it goes 
through the water and sewage treatment plants. We know it is having an effect on wild life and that too is 
immoral. Get a grip. 

Janne Campbell 
20 berkeley ave. 
San Anselmo, CA 94960 
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Martinez, Lori@DCA 

From: Mukhar, John <Jo hn.Mukhar@CityofPa loAito.org> 
Sent: Monday, March 28, 2016 4:26 PM 
To: Martinez, Lori @DCA 
Cc: Herold, Virginia@DCA; Williams, David@@bacwa.org; Heid i Sanborn; Babel, Phil; North, 

Karin 
Subject: City of Palo Alto Comment s on the Proposal to add Article 9.1 " Prescri ptio n Drug Take

Back Programs" 
Attachments: City of Pal o Alto--Comments on the Proposa l to add A rticle 9.1-Prescri pt ion Drug Take

Back Programs.pdf 

Hello Ms. Martinez, 

Attached you w ill find the City of Pa lo Alto's comments on the Proposa l to add Article 9.1 ("Prescription Drug Ta ke-Ba ck 

Programs") to Division 17 of Title 16 of the California Code of Regulations. 


The Ci ty ofPalo Alto appreciates this opportunity to co1ru11ent on the California Board of Phan11acy's (BOP) 
Proposed Regu lations fo r Prescripti on Drug Take-Back Programs by adding Sections 1776 through 17776.6 to 
Article 9.1 , Division 17 of T itle 16 of the California Code of Regulations (Regulations). 

The City ofPalo Alto owns and operates the Palo Alto Regional Wate r Quality Control Plant (RWQCP), a wastewater 
treatment plant that serves a population of approximately 230,000 in the East Palo A lto Sanitary Di strict and the cities of 
Los Altos, Los Altos Hills, Mountain View, Palo Alto, and Stanford University. Our agency is tasked w ith protecting 
water quality for our communities by coll ecting and treating wastewater. The City of Palo Alto has been a leader in 
developing pollution prevention and source control effmts, making it more convenient for the public to safely dispose of 
unwanted medications which reduces drug abuse, poisonings, medication mistakes, and water contamination. We have 
set-up and manage multiple drugs drop off locations around the City ofPalo Alto and partner agencies, including at the 
Palo Alto Police Depattment, RWQCP, and Palo Alto Household Hazardous Waste Center. 

If you have any questions, I could be reached via ema il or by phone on 650-329-2285 

Regards 
Jolm Mukhar, P.E. 
Department ofPublic Works - Envir01m1enta l Service 
City ofPalo Alto 
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PUBLIC WORKS 

(. 11 v 0 . 2501 Embarcadero Way 
PALO Palo Alto, CA 94303 

ALTO 650.329.2598 

March 25, 2016 

Board o f Pharmacy - attn. Lori Martinez 

1625 North Market Ste. N-2 19 

Sacramento, CA 95834 
lmi.martinez@dca.ca.gov 

Subj ect: Comments on the Proposa l to add Article 9.1 ("P rescription Drug Take-Back Programs") 
to Division 17 of Title 16 of the California Code of Regu lations 

Dear Ms. Martinez: 

The City ofPalo Alto appreciates this opportun it y to comment on the Ca liforn ia Board of Pham1acy's 
(BOP) Proposed Regulations for Prescription Drug Take-Back Programs by adding Sections 1776 
tlu·ough 17776.6 to A rticle 9. 1, Division 17 of Ti tle 16 of the Ca li fornia Code of Regu lations 
(Regu lations). 

T he City of Pa lo Alto owns and operates the P alo Alto Regiona l Water Quality Control Plant 
(RWQCP), a wastewa ter treatment plant that serves a population ofapproximately 230,000 in the East 
Palo A lto Sanitary Disttict and tht: ~,;ities of Los Altos, Los Altos Hills, Mountain View, Palo Alto, and 
Stanford University. Our agency is tasked with protecting water quality for our communities by 
collecti ng and treating wastewater. T he City of Palo Alto has been a leader in developing pollution 
prevention and source control efforts, making it m ore convenient for the pub I ic to safely dispose of 
unwanted medications which reduces drug abuse, poi sonings, medication mi stakes, and water 
contamination. We have set-up and manage multiple drugs drop off locations around the City of Palo 
Alto and partner agencies, including at the Palo Alto Police Departmen t, RWQCP, and Palo Alto 
Household Hazardous Waste Center. 

The City of Palo Alto submits the following feedback and recommendations for your consideration, 
organized as follows: 

• 	 Requirement for Incineration Limits Alternative Destructive Techno logies 
• 	 Several Collection Requirements Appear to be More Sttingent Than DEA Requirements, Whi ch 

May Lead to Reduced Safe Collection 
• 	 Suggested Clarifying Language 

Requirement for Incineration Limits Alternative Destructive Teclmologies 

1776.5(b) "A licensed reverse distributor may not count, invento1y or othe1·wise sort or x-ray the 
contents of inner liners. All liners shall be incinerated by an appropriately licensed DEA 
distributor. " 

1 776. 5(e) "Each reverse distributor with an incineration site shall maintain a record of the 
destruction on DEAform 41 . . . " 

CityOfP aloAit o .org 

Pronted wot h soy· based on~s on 100% recycled paper pr ocessed wit hou t chl orine. 

mailto:lmi.martinez@dca.ca.gov


City of Palo Alto Comments on the Pro posa l to add 
Article 9.1 ('"Prescription Drug Take-Back Programs'") 
Page 2 of 6 
03-25-20 16 

Incineration is not specifica lly required by the DEA (§ 1317 .90); rather, it is required to render the 
substances non-retrievable. One such method is incineration. Future altematives may include plasma or 
pyrolysis technologies which ionize wastes without the air emissions associated with incineration. The DEA 
explicitly states: 

"the DEA hopes that the rule will encourage innovation and expansion of destruction methods beyond 
in cineration . .." (Federal Regi ster, p. 53536). 

We are requesting that you do not further resttict what is required in the DEA regulation and leave Title 16 
open to future destruction technologies. Please delete references to incineration and replace with statements 
such as " rendered non-retrievable" or a "desh-uction site" (rather than " incineration si te"). 

II. Sevet·al Collection Requirements Appear to be More Stringent Than DEA Requirements, Which 
May Lead to Reduced Safe Collection 

The Secure and Responsible Drug Disposal Act of 2010 and the United States Drug Enforcement Agencies 
(DEA) Regulations, which implemented the Act, were established in order to provide citizens with 
increased access to properly dispose of medications class ified as controlled substances. In severa l instances, 
the proposed Regulations are more stringent than the DEA Regulations. This may have the unfortunate 
outcome of reducing consumer access to proper medication disposal. Below we identify such instances, 
along with suggested revisions: 

1776.2(e) "The pharmacy distributing mail back envelopes and packages shall create and maintain 
reco rds required by section 1 776.6". 

1 776.6(a)(l) "The collecto r pharmacv shall maintain records that identifY: the date the envelope or 
package was obtained by the pharmacy, the number ofpackages/envelopes made available to the 
public, and the unique identification number ofeach package." 

1 776.6(b) "For each mail-back package or envelope distributed by a pharmacy, the pharmacy 
shall record the serial number of each package or envelope distributed and the date distributed." 

These three provisions require a phannacy to create and maintain these records; meanwhi le a non-phannacy 
retailer can conduct a mail back program without this requirement. Further, these envelopes and packages 
are already being tracked by the collector, and do not need to be additionally tracked. Per the DEA, 
"Any person may partner with a collector or law enforcement to make such packages avai lable in 
accordance with this section (§ 13 I 7.70)." 

As for 1776.6(a)(l), phannacies are not collectors with regard to mail-back envelopes. Rather, the collector is 
the reverse distributor to which the envelopes are mailed from the ultimate user. These recordkeeping 
duties should not be required for phannacies which simply hand out the envelopes because they are 
already required for the reverse disttibutors accepting them for destruction. Requiring them for phatmacies 
would make it too onerous for many pharmacies to participate in drug take-back programs as p roviders of 
mail-back envelopes. 

We recommend that the language be r emoved that requires phannacies participa tin g in a mail-back program 
to maintain records beyond what is required by the DEA and remove language that suggests that phannacies 
participating in mail-back programs need to registered as collectors. 

1 776.3(a) and (c) " ... In hours when the pharmacy is closed, the collection receptacle shall not be 
accessible to the public for deposit ofdrugs. The pharmacy shall lock the deposit slot on the collection 



City of Palo Al to Comments o n the Proposal to add 
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receptacle and phvsicallv block patients from access to the collection receptacle bv some means. " 

Restricting the placement of collection receptacles in pharmacies may diminish pham1acy participation. The 
DEA clearly states that the receptacle shall be locked QI_made otherwise inaccessible to the public when 
an employee is not present. Requiting the receptacle to be 'physically blocked' in addition to being 
locked serves no benefit since it would be just as easy to place unwanted drugs next to a physical batTier 
as it would be to place medicine next to a locked bin. 

Separately, for independent phannacies that lock the entire building when they close the pham1acy, it is unclear 
what benefit would result from requiring them to lock the top of the bin when they close the pham1acy as 
locking the building fulfill s the DEA requirement of making the receptacle ' otherwise inaccessible to the 
public'. If the Board chooses to revert to the DEA language they could avoid requiring independent phannacies 
to lock the collection receptacle when they lock the building. 

We recommend removing language about physically blocking access, and reverting to DEA language in order 
to avoid requiring independent pharmacies to lock the collection receptacle when they lock the building. 

1 776.3(b) "... The receptacle shall be installed in an inside location, where the receptacle is 
visible to pharmacv employees, but not located in emergency areas." 

Thi s provision goes beyond the DEA regulation in a subtle but potentially significant way. As the 
DEA recognizes, hospitals can be unique in their design and need to have flexibili ty in the manner in which 
they participate in Safe Medicine Disposal Program s. The DEA regulations impl y that employees of the 
hospital can monitor the coll ection receptacle, not just employees of the pham1acy specifically. We do no t 
want to discourage hospitals from participating in Safe Medicine Disposal programs by making it more 
difficult for them to do so. Please simply delete the word 'phannacy' from 1776.3(b) so that it reads as the 
DEA: "visible to employees", not "visible to phannacy employees." 

1 776.3(Tr) "... A rig id container may be disposable, reusable, or recyclable. Rigid containers shall 
be leak resistant. have tight- Otting covers, and be kept clean and in good repair. Rigid containers may 
be of any color. All rigid containers must meet standards of the United States Department of 
Transportation for transport of medical waste. The containers shall be capable ofbeing sealed and be 
kept clean and in good repair." (Note: similar language is also included in 1776.4(h)(2)). 

Requiring rigid containers to "meet standards of the US DOT for transport ofmedical waste" exceeds the 
requirements of the DEA regulation, which does not mention medical waste. There is a lot of confusion around 
the definition of medical waste; significantly, home-generated phannaceutical waste is not cunently defined as 
medical waste. HSC § 11 7700 says, "Medical waste does not include ... (e) Ha zardous waste, radioactive 
waste, or household waste . .. " Moreover, it appears that home-generated phannaceutical waste is still 
considered household waste once it's collected and consolidated. Alison Dabney, Chiefof the California 
Department ofPublic Health' s Medical Waste Management Program wrote on November 18,2015, "A waste
to-energy facility's permit that prohibits it from accepting medical waste in Califomia does not prohibit the 
facility from accepting consolidated home-generated phannaceutical waste, since the cunent law (Health and 
Safety Code, §§ 117600-118360) does not prohibit it. However, any local ordinances regarding the disposal of 
these items should also be reviewed." 

One of the reasons that we are concemed about using medical waste transport regulations is that there are a lot 
of exemptions that sunound the regulation ofmedical waste transport, and this makes it very difficult to 
detennine what is required. For example, while the definition ofmedical waste in the Health and Safety Code 
does include phannaceutical waste, they exempt pham1aceutical wastes that are being hauled by a reverse 
distributor (Health and Safety Code Section 11 7690). It i s unclear if this exemption might nullify the otherwise 
applicable DOT regulations. 
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Moreover, it is not clear what exactl y would qualify as meeting the USDOT standards. It is unclear 
whether a cardboard box , c utTe ntly an industry standard , would meet the requirements (tight-fitting cover, 
tigid ...) . Or would a cardboard box in combina tion with a plastic bag combine to fulfill the requirements 
of the " inner liner" as the inner liner is already required to be waterproof? Dis-allowing cardboa rd boxes 
would ca use the pri ce of disposa l to substantially increase. 

One approach could be to modify tex t to read: "A rigid contain er may be disposable, reusable, o r recyclable 
(example: cardboard box). Rigid containers shall be capable of being sealed and be kept clean an d in good 
repair. Ri gi d containers may be of a ny co lor. All drug di sposal activities m ust be conducted in a manner 
consistent with this rule and all other applicable Federal, State, tribal, and local laws and regulations." 

1 776.30) "location in the pharmacy no longer than three days " 

It is our understanding tha t the DEA regula tion only specifies a three day holding perio d in Long-Term Care 
Facilities. In the case of pharmacies, the DEA dicta tes on ly that liners be moved "promptly". The DEA 
specifical ly declined to cla~ify w ha t would constitute a "prompt" action (Federal Register p . 53528). Strictly 
defining the length of time itmer liners can be stored could increase the burden on phannacies a nd thereby 
decrease their participation in medicine take-back programs. 

1776.4 Collection in Skilled Nu rsing F acilities 

W e would like to avoid resh·icting wh ich types of faci liti es a re permitted to participate in m edici ne take-back 
program s . DEA defi nes Long -T enn Care Facilities on page 53540 of the Federa l Register as "a nursing home, 
retireme nt ca re, mental cal'e or other faci lity or institution whi ch provides extended health care to resident 
patients." This appears to have a broader meaning tha n the Skilled N ursi ng Facility refeiTed to by the Board and 
defined in the Health and Safety Code section 12 50(c) as "a health facility that p rovides skilled nursing care and 
supportive care to patients whose primary need is for availability of ski lled nursing care on a n extended basis." 

We request that you expand the referenced definition of Skill ed Nursi ng Facilities to include language fr om the 
Health and Safety Code section 141 8 would more clearl y and consistently re flect DEA lan guage; thi s could be 
accomplished by includin g California's definition of Long Tenn Hea lth Care Facilities. 

1 776.4(11) "Liners still housed in a rigid co ntainer mav be delivered to a reverse distributor for 
destruction by two pharmacv emplovees delivering the sealed inner liners in the rigid containers and 
their contents directly to a reverse distributor's registered location. or by common or conh-act 
carrier or by reverse distributor pickup at the s f..illed nursingfacilily." 

The DEA regulation allows " the installation, removal, transfer, and storage of inner liners ...by or under the 
supervision of one employee of the authorized collector and one supervisor-level employee of the long-ten n 
care facility" in addition to allowing these activities to occur under the supervision of two phannacy 
employees (§ 1317.80(c)). We are asking that you do not restJ.ict any of the allowable activities to just two 
pharmacy employees. 

The BOP language above appea rs to state that pham1acy employees can themselves directly deliver sealed 
inner liners to a reverse distributor. However, the DEA says: " ... the practitioner may destJ.·oy the 
collected substances by deliveri ng the sealed in ner liners to a reverse distributor or distributor's 
regi stered locat ion b y common or contJ.·act carri er, or a reverse distributor or distributor may pick-up sealed 
inner li ners a t the LTCF" (Federal Register p. 53543 and § 1317.05). Pe r our interpretation this does not 
allow phannacy employees to transport the sealed inner liners themselves. Please clarify. 

1 776.6(a)(2) "For unused packages and envelopes provided to a skilled nursing facility or third party 
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to make available to patients and other authori::ed individuals: the name of the third party and physical 
address ofthe location receil'ing the unused packages, date sent, and the number of unused packages 
sent with the corresponding unique identification number." 

According to the DEA, this is the record that the collector is required to keep(§ 1304.22(f)). Per our previous 
comments, please clarify that this applies only to the collector, which in this case is the reverse distributor, 
not the pharmacy. These recordkeeping duties should not be required for pharmacies who simply hand out 
the envelopes because they are already required for the reverse distributors accepting them for destruction. 
Requiring them for pham1acies may make it too onerous for pharmacies to participate in drug take-back 
programs. 

III. Suggested Clarifying Language 
There are a few locations in the proposed Regulation in which it appears that the language could be slightly 
modified to clarify the intent. We provide our feedback below. 

Section 1776: Authorization: All board-licensed authori::ed collectors should be 1•igilant to prrn•ent 
patients or their agents ji-0111 disposing ofprohibited items through drug take-back collection methods . . , 

Vigilance on the part of authorized collectors is inconsistent with the DEA's Regula tions that prohibit 
authorized collectors from handling and/or sorting through collected dugs. Moreover, the Board's own 
proposed regulation section 1776. 1 (f)(l) stating "Phannacy staff shall not review, accept, count, sort, 
or handle prescription drugs retumed from the public." 

We reconunend the following clarification: "All board-licensed authorized collectors should, to the extent that 
is practicable, be vigilant to prevent patients or their agents from disposing of prohibited items through drug 
take-back collection methods." 

Section 1776: Authorization: "Only California-licensed pharmacies and drug distributors (licensed 
wholesalers and third- party logistics providers) who are licensed in good standing with the board and 
are also registered with the Drug Enforcement Administration as collectors may participate in drug 
take back programs authorized under this article." 

This provision would remove the ab ility for en tities that choose to not serve as authorized collectors but 
would choose to distribute mail-back envelopes to customers from partnering with authorized collectors 
to provide mail-back envelopes and thus significantly reduce the number of locations that would 
provide mail-back envelopes to consumers with no perceivable benefit. The DEA ha s determined such in 
Section § 13 17.70 (c) of their Regulations which states "Any person may partner wi th a collector or law 
enforcement to make such packages avai lable in accordance with this section." 

We reconunend that the text be rephrased so it is clear that pham1acies can patiicipate in drug take-back 
programs by providing mail-back envelopes without being registered as a collector. If the Board wishes to 
require phannacies to be licensed and in good standi ng in order to offer mail-back envelopes, the following text 
could suffice. "Only Califomia-licensed pharmacies and drug distributors (licensed who lesalers and third
party logistics providers) who are licensed in good standing with the board may participate in drug take
back programs authorized under this article." 

1776.1(e) "The following dangerous drugs and devices are expressly prohibited from collection in a 
pharmacv's collection receptacles: medical sh(IJps and needles (e.g., insulin syringes), iodine
containing medications, mercwy-containing thermometers ... " 

As cutTently worded, tllis section implies that phannacies are not permitted to have a separate bin for sharps 
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collection. T herefore, we recommend that the text be mod ifie d to specify this provision is specific to drug 
collection receptacles. 

1 776.1(g) "A pharmacy must be registered with the federal Drug Enforcement Administration as a 
collector for purposes of operating a prescription drug take-back program." 

This provisio n implies that if a pharm acy decides to partne r with a n author ized collector to prov ide mail 
back e nvelopes, they must be registe red as a n authorized collector; this is not a requirement per D EA 
Regu lation. W e recommend a minor edi t to pr ovi de clarifica tion : "A pharmacy must be registered w ith the 
federal Drug Enforcement Administration as a co llector fo r the purposes of operating a prescript ion drug 
take-back co llectio n receptacle." 

1 776.2(a) "Pharmacies that provide prescription drug take-back services may do so by establishing 
mail back services, whereby the public may obtain from the pharmacy preaddressed mailing 
envelopes or packages for returning p rescription dr ugs to a destruction location. " 

This could be a good place to say that pha1m acies could participate in this way without registering as 
collectors. For instance, the text cou ld be mo dified to say: " Pharmacies that would like to provide 
prescription drug take-back services without register ing as a col lector may do so by establishing mail 
back services, whereby .. . " 

1776.5(a) "A licensed reverse distributor (either a reverse wholesaler or a reverse third- party logistics 
p rovide1) registered DEA as a collector may accept the sealed inner liners ofcollection receptacles. 
Once received, the reverse distributor shall establish records required by this section." 

The DEA-registered Reverse Distributor is not the co llector except in the case ofmail-backs. Consider 
mod ifying the text to read "A licensed reverse d istributor (either a reverse wholesaler or a reverse third
pmty logistics provider) registered with the DEA may accept the sealed inner line rs of collection 
receptacles . Once received, the reverse d istributor shall estab lish records req uired by th is section." 

T he C ity of Palo Alto appreciates the difficult task the Bom·d has undertaken to develop the proposed 
Regu lations. G iven that the purpose of drug t ake-back programs is to provide increased convenience for 
proper disposal, we hope you w ill seek to have the Regulations align close ly with the. DEA Regulations while 
providing flex ibi lity for local ord inances a nd fu ture destruction technologies. 

Should yo u have any questions about o ur feedback, please feel free to contact Karin North the Watershed 
Protection Manager a t 650-329-2104. 

Sincerely, 

~g?~ 
Assistant Director 

Environmental Services- Public Works 

City ofPalo Alto 


cc: 	 Executive Director of the Board ofPhmmacy 

Bay Area Clean Water Agencies (BACWA) 

California Product Stewardship Council 
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Subject: KP Response to Proposed Take Back Regulation 1760 
Attachments: Fina l KP Response to BOP Proposed Take Back Regulations 1760 Mar 28 2016 d k.doc 

Th ank you for the opportunity to submit comments to the Board's Pro posed T ake Back Regu lation 1760 
Please accept our comments and please confirm receipt 

Steven Gray, PharmD, JD 
Pharmacy Professional Affairs Leader 

Kaiser Permanente 
National Pharmacy Programs and Services 
12254 Bellflower Blvd 
Downey, CA 90242 

562 .658.3663 (office) 
320 (tie-line) 
562.658.3665 (fax) 
909.548.9774 (mobile p hone) 
Wendy E Rosa (assistant) 

kp.org /thrive 

NOTICE TO RECIPIENT: If you are not the intended recipient of this e-mail, you are prohibited from sharing, copying, or otherwise using or disclosing its 
contents. If you have received this e-mail in error, please notify the sender immediately by reply e-mail and permanently delete this e-mail and any attachments 
without read ing , forwarding or saving them. Thank you. 
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~"'~ KAISER PERMANENTE~ 


Pham1acy Professional Affairs 

12254 Bellflower Blvd, Downey, CA 90242 


Office 562-658-3510 Fax 562-658-3512 


March 28 , 2016 
To : Lori Martinez 
Lori Martinez@dca.ca.gov 
Fax: 916.574.8'518 

1625 N. Market Blvd., N219 

Sacramento, CA 95834 


c/o California Board ofPharn1acy 


Re: California Board of Pham1acy Proposed Changes to Pharmacy Regulations, Title 16 CCR _____ 


On behalf ofthe Phannacy Operations deJJartment ofKaiser Foundation Hospitals, and Kaiser Foundation Health Plan, we reSJJectfully submit in 

"Attachment 1 " , recommendations to the Board of Pharmacy's proposal to change Title 16 CCR Aliicles 4.5, 7 and 7.5. We ask for your careful 

review and consideration ofour recommendations. We believe that chang_es to what has been published are necessary to promote optimal safety and 

access to hi gh quality, affordable care. We resP.ectfully request that if the l3oard ofPham1acy disagrees with one or more of our proposals, that the 

rationale for that disagreement be clearly statea. 


s/s Steven Gr'!)', PharmD JD 

Pharmacy Professional Affairs Leader 


Cc: W. Pen·y Flowers, M.S.h-.R.Ph. 

Vice President - Acute and transitional Care 
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Attachment 1 

Kaiser Pharmacy Operation's Recommendations and Concerns about California Board of Pharmacy Proposed changes 


to Pharmacy Regulations (16 CCR, Article 9, Section 1776, et. seq.) 


Introductory Comments : 

Kaiser Foundation Health Plan and Kaiser Foundation Hospital s Californi a Pharmacy Operations sections of is submi tting this document on behalf of California 

Kaiser's 35 hospital pharmacies, eight licensed home infusion pharmacies, 29 ambulatory oncology pharmacies that have California Board ofPhannacy-issued 

licenses and over 250 outpatient phannacies. 


We prepared the grid below to clearly show the language that we believe to be problematic or unc lear; the rationale for our reconunendations to improve the 

language, and an- assessment of the impact to the public, to patients and perhaps our organization (and many others) if the language is not changed. 


For further in:fonnation, please contact Steve Gray at steve.w.gray@kp.org 


Proposed Board of Pharmacy Regulations 

Section 1776 Prescription Drug Take-Back Programs: Authorization 
Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse 
distributors licensed by the board and licensed skilled nursing facilities may 
offer, under the requirements in this article, specified prescription drug take
back services to the public to provide options for the public to destroy 
unwanted, unused or outdated prescription drugs. Each of these entities must 
comply with regulations of the federal Drug Enforcement Administration and 
the Board ofPharmacy regulations contained in this article. 
All board-licensed authorized collectors should be vigilant to prevent patients 
or their agents from disposing of prohibited items through drug take-back 
collection methods. Federal, state and other laws prohibit the deposit in drug 
take-back receptacles of the following: medical sharps and needles (e.g. , 
insulin syringes}, iodine-containing medications, mercury-containing 
thermometers, radiopharmaceuticals, hazardous medications (cancer 

Recommended Changes and Rat ionale and Impact Statement s 

Section 1776 Prescription Drug Take-Back Programs: Authorization 
Recommended Change 
Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse 
distributors licensed by the board and licensed skilled nursing facilities may 
offer, under the requirements in this article, specified prescription drug take
back services to the public to provide options for the public to destroy 
unwanted, unused or outdated prescription drugs. Each of these entities must 
comply with regulations of the federa l Drug Enforcement Administration and 
the Board ofPharmacy regulations contained in this article. 
All board-licensed authorized collectors should be vigilant to prevent patients 
or t heir agents from disposing of prohibited items through drug take-back 
collection methods. Federal, state and other laws prohibit the deposit in drug 
take-back receptacles of the following : medical sharps and needles (e.g., insulin 
syringes}, iodine-containing medications, mercury-containing thermometers, 
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chemotherapy drugs, cytotoxic drugs), and compressed cylinders or aerosols 

(e.g., asthma inhalers). 

Only California-licensed pharmacies and drug distributors {licensed 

wholesalers and third- party logistics providers) who are licensed in good 

standing with the board and are also registered with the Drug Enforcement 

Administration as collectors may participate in drug take back programs 

authorized under this article. 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Sections 4005, Business and Professio ns Code and Section 1317.40, 

Title 21 Code of Federal Regulations. 


Section 1776.1 Pharmacies 
(a) Pharmacies may assist patients seeking to destroy unwanted, previously 
dispensed prescription drugs as provided in this article. Provision ofsuch 
services is voluntary. 
(b) Pharmacies may provide take-back services to patients as provided in 
sections 1776- 1776.4. Retail pharmacies and hospital/clinics with onsite 
pharmacies may establish collection receptacles in their facilities. Pharmacies 
may operate collection receptacles as specified in in section 1776.4 in skilled 
nursing facilities licensed under California Health and Safety Code section 

radiopharmaceuticals, hazardous medications (cancer chemotherapy drugs, 

cytotoxic drugs), and compressed cylinders or aerosols (e.g ., asthma inhalers). 

Only California-licensed pharmacies and drug distributors {licensed wholesalers 

and th ird- party logistics providers) who are licensed in good standing with the 

board and are also registered with the Drug Enforcement Administration as 

collectors may f9tHticitJate conduct iR drug take back programs authorized 

under this article . 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Sections 4005, Business and Professions Code and Section 1317.40, 

Title 21 Code of Federal Regulations. 

Rationale 
The use of the word "pa rticipate" is confusing . For clarity the Board shou ld 
use the same terminology as the federal DEA regulations- which is to 
"co nduct" and it means that the pharmacies, etc. are registered with the DEA 
to "condu ct" programs with take back recep tac les, eithe r on site in the 
pharmacy or hospita ls or certain nursing faci lities, etc. A pha rmacy, hospital or 
other entity, licensed by the Board or otherwise, does not have to "conduct" a 
program w ith take back receptacles. They may partner with a program to only 
dispense mail-back envelopes or packages. 
Impact 
Unless changed, the wording could confuse pha rmacies that desire to dispense 
properly addressed and constructed postage prepaid mail-back envelopes or 
packages. The resu lt would be a diminished effectiveness of the Safe 
Drug/Medication Disposal programs throughout California. 

Section 1776.1 Pharmacies 
Recommended Change 
(a) Pharmacies may assist patients seeking to destroy unwanted, previously 
dispensed prescription drugs as provided in this article. Provision ofsi;Jch 

ser·lices is vo!t:mtary. No pharmacy may be mandated by any State regulation 
or local ordinance to participate as a collector of dangerous drugs, including 
but not limited to controlled substances. 
Rationale 
The proposed regulation stateme nt is NOT clear about the Board's intent. It 
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1250{c). 
(c) There are multiple federal and state requirements governing the collection 
and destruction ofdangerous drugs. Pharmacies are expected to know and 
adhere to these requirements when operating a prescription drug take-back 
program. 
(d) For purposes of this article, prescription drugs means dangerous drugs as 
defined by California Business and Professions Code section 4022, including 
controlled substances. Controlled substances may be commingled in collection 
receptacles or mail back packages or envelopes with other dangerous drugs. 
Once drugs are deposited into a collection receptacle or mail back envelope or 
package by a patient, they are not to be separated by pharmacy staff or 
others. 
(e) The following dangerous drugs and devices are expressly prohibited from 
collection in a pharmacy's collection receptacles: medical sharps and needles 
(e.g., insulin syringes), iodine-containing medications, mercury-containing 
thermometers, radiopharmaceuticals, antineoplastic agents (cancer 
chemotherapy drugs, cytotoxic drugs), and compressed cylinders or aerosols 
(e.g., asthma inhalers). Signage shall be placed on collection receptacles as 
referenced in section 1776.3. 
(f) Prescription drugs that are eligible for collection in drug take-back 
programs operated by pharmacies are only those prescription drugs that have 
been dispensed by a pharmacy or practitioner to a patient or patient's agent. 
Dangerous drugs that have not been dispensed to patients (such as outdated 
drug stock in a pharmacy, drug samples provided to a medical practitioner or 
medical waste) may not be collected in pharmacy drug take-back programs. 
{1) Pharmacy staff shall not review, accept, count, sort_ or handle prescription 
drugs returned from the public. 
{2) A pharmacy shall not accept or possess prescription drugs returned to the 
pharmacy by skilled nursing homes, residential care homes, otherfacilities, 
health care practitioners or other entities. 
{3) A pharmacy shall not dispose ofquarantined, recalled or outdated 
prescription drugs from pharmacy stock in a drug take-back collection 
receptacle. Instead the pharmacy must return these items to a reverse 
distributor. 

cou ld mean that the Board considers participation and voluntary but would 
allow local County and City ordinances to mandate "collection receptacle" 
participation. 
Impact 
Without the clarifica t ion many pharmacies that are neither designed, 
equipped nor staffed to adeq uately protect the public, their patients or their 
emp loyees may be forced into "collection receptacle" participation or lengthy 
and expensive court situation s that distract from patient care and clog the 
court system. These include, but are not limited to, pharmacies, hospitals and 
clinics that may be on probation, have lo st critical personnel, are in high risk 
areas or are literally "closed door" pharmacies that are not open to the public 
and whose mandatory participation is kept undisclosed to the public for 
security purposes. Allowing other agencies or jurisdictions to mandate 
"collection receptacle" participation may cause some pharma cies in some 
critica l access areas to cease operations and thus decrease patient and public 
access to pharmacy care and service s. Further, subsection (c) requires all 
pharmacies that do participate with "co llection receptacles" to follow DEA 
regulations and other federal law. Those requirements mandate close 
supervision and security of the "collection recepta cles" at all times. A 
mandate to participate with "col lection receptacles" would require a 
substan tial increase in staffing in many pharmacies especia lly during 
"extended hours", weekends and holidays, thus it wou ld likely require such 
pharmacies to reduce their hours of service, thus also reducing the patients, 
consumers and the public in their communities access to pharmacy care and 
service . 

Recommended Change 
(d) For purposes of this article, prescription drugs means dangerous drugs as 
defined by California Business and Professions Code section 4022, including 
products classified as either federal or State controlled substances. Controlled 
substances may be commingled in collection receptacles or mail back packages 
or envelopes with other dangerous drugs. Once drugs are deposited into a 
collection receptacle or mail back envelope or package by a patient, they are 
not to be separated by pharmacy staff or others. 
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{g) A pharmacy must be registered with the federal Drug Enforcement 
Administration as a collector for purposes of operating a prescription drug 
take-back program. Such pharmacies cannot employ anyone convicted of a 
felony related to controlled substances, or anyone who has had a DEA permit 
denied, surrendered or revoked. 
{h) Any pharmacy that operates a drug take-back collection program as 
authorized in this article shall notify the board on a form designated by the 
board within 30 days ofestablishing the collection program. Additionally: 
{1} Any pharmacy that ceases to operate a drug take-back program shall 
notify the board within 30 days on a form designated by the board. If the 
pharmacy later ceased to operate the collection receptacle, the pharmacy 
must notify the board within 30 days. 
{2} Any pharmacy operating a mail back program or maintaining collectio n 
receptacles shall identify to the board that it provides such services annually at 
the time of renewal of the pharmacy license, and shall identify all locations 
where its collection receptacles are located. 
{3} Any tampering with a storage receptacle or theft of deposited drugs shall 
be reported to the board with 14 days. 
{4} Any tampering, damage or theft ofa removed liner shall be reported to the 
board within 14 days. 
{i) If the pharmacy later ceases to operate the collection receptacle, the 
pharmacy must notify the Drug Enforcement Administration within 30 days. 
Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Section 4005, Business and Professions Code and Sections 1301 . 71, 
1317.30, 1317.40, Title 21 Code of Federal Regulations. 

Rationale 
The proposed language is unclear because some products listed as "controlled 
substances" under State law are not necessarily "controlled substances" under 
federal law. Conversely, some products that are listed as "controlled 
substa nces" under fed eral law are not "dangerous drugs" under State law. 
States have the authority to classify products as "controlled substances" that 
are common ly prescribed and dispensed products that are not controlled 
substa nces under federal law. For example, Fioricet is an analgesic that is a 
"controlled substance" under State law but not under federal law. Section 
402 1 of t he Californ ia Business and Professions Code defines generally for 
pharmacy practice to items liste d in California Health and Safety Code's 
Chapter 2 of Division 10, not in any fede ra l statute or regulation. However, 
subsection (c) of the proposed regulation requires compliance with "federal 
and state requirements governing the collection and destruction of dangerous 
drugs". 
Impact 
Both the professional obligations of pharmacists and pharmacies as well as 
t heir criminal and civil obligations will be confused if they participate in these 
programs intended to benefit the safety of patients, the public and the 
env ironment. It will discourage participation. 

Recommended Change 
(e) The foJ!owiR€1 daR€lerol;;}s drl;;}€15 aRd devices are exoress!v orohieited from 
co!!ectioR iRa 13harmacy's coltectioR recef3tacles: r:rwdica! sharf3S aRd Reed!es 
(C. fl., iRSI;;}/iR syriRfjeS), iodiRe CORtaiRiRfj medicatiORS, merCI;;}ry CORtaiRiRfj 
thermometers, radiof3harmacel;;}ticals, aRtiRCOf3iastic af}eRts (caReer 
chemotheraf3y drl;;}f}S, cytotoxic dwfJS), aRd comwessed cyfiRders or aerosols 
(e. fl., asthma iRha!ers). Sif}Raf}e shaJJ ee 13!aced oR coJ!ectioR recef3tac!es as 
refereRced iR sectioR 1776.3. 
Rationale 
Subsection "(e)" is unclear, vague and inconsistent with the Board's findings 
and intent. Section 1776.3(m) already has a requirement to post a sign on a 
collection receptacle informing patients, consumers and the pub lic in general 
that the specified types of products (e.g. syringes and needles, antineoplastic 
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agent s, et c.) are not to be placed i n t he recep t acles. However, it is common 
knowledge that very ofte n laype rsons do not know t o which products t hese 
descript ions app ly .-The Board [see subsection "(f)(l) ]as well as the federal 
DEA regulat ions prohib it pharmacists or pharmacy personnel from handling or 
sorting products before they are put in the recept acles. 
I mpact 
Thus it is very likely t hat consu mers, patients and especia lly t heir fami ly, 
caregivers and agents will place those prohibited items in the receptacles. 
Thus subsection "(e)" "expressly prohibited" language wil l subject pharmacies, 
hospi t als and other entities governed by these reg ulations to reg ulatory and 
civi l liab ility. Whil e it is unde rstandable w hy such items "s hou ld not" be placed 
in the receptac les, the Board's and the DEA's have removed the on ly method 
of assuring that they are not placed in the receptacles. 

Recommended Change 
(f){2) A pharmacy shall not accept or possess use prescription drugs returned to 
the pharmacy by skilled nursing homes, residential care homes, other facilities, 
health care practitioners or other entities as part of programs for disposal of 
drugs possessed bv consumers, patients, their caregivers of agents for 
redistribution, dispensing or compounding. 

Rat ionale 
Other California law allows the collection of unused pharmaceuticals that have 
not been o ut of the possession and control of health ca re personne l and that 
have been properly st o red and protected for pu rposes of red istribution and 
dispensing to other needy patients. 

Impact 
Pha rmacies participating as collect ors in programs for consumers, patients, 
etc. to dispose of unwanted drugs w ill be discourage from participating in 
other programs established by the State for the care of financia lly needy 
patients and for the avoidance of waste and pollution which are core public 
motives for such programs and the establishment of unwanted drug collection 
programs . 
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Recommended Change 
(g) A pharmacy must be registered with the federal Drug Enforcement 
Administration as a collector for purposes of operating a prescription drug 
take-back program. Such pharmacies cannot employ anyone prohibited from 
pharmacy employment by the DEA or the State because of a conviction 
convicte d of a felony related to controlled substances, or anyone who~ 
prohibited from pharmacy employment by the DEA or the State because he or 
she has had a DEA registration or State pharmacy permit denied, surrendered 
or revoked. 
Rationale 
The St ate and the DEA have processes where by prior convictions and prior 
denials, surrenders, or revocations of pharmacy permits and registrati ons, 
respectively, can be excused. 
Impact 
Such a strict proh i bit io n would f r ustrate the i nt ent of public po licy to dim i nish 
the potentia l harm to patients, their families, the public and the environment 
by reducing the number of pharmacies that could participate as collectors 
even though such transgressions, for va r ious purposes under the control of the 
State and the DEA, had been forgive n. 

Recommended Cha nge 
(h) (2) Any pharmacy operating a mail back program under which the drugs 
are mailed to the pharmacy or maintaining collection receptacles shall identify 
to the board that it provides such services annually at the time of renewal of 
the pharmacy license, and shall identify all locations where its collection 
recep tacles are located. 
Rationale 
The provision as written is mislead ing and inconsistent w ith cur rent practices, 
the Board's inte nt or DEA regu lat ions regard ing DEA contro ll ed substances. 
Pharmacies may be invo lved in two distinct types of programs by which " mail 
back" envelopes or packages are distributed or dispensed . If the pharmacy is 
distributing or dispensing envelopes or packages that have the pharmacy' s 
address prepri nt ed on the enve lope or package, then the pharmacy is acting as 
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a "collector" . But if the pharmacy is distributing or dispensing envelopes or 
packages that are addressed to an entity that is properly registered with the 
Board of Pharmacy and the DEA then the pharmacy is NOT a "co llector" for 
either the purposes of this regulations or the DEA regulations. Pharmacies and 
other entities not under the Board's jurisdict ion are currently and have long 
been involved in distributing envelopes and packages for the disposal of 
prescription drugs, including controlled substances. Most of the time such 
envelopes are "so ld" to the consumers or patients to cover the cost of postage 
and collection and disposal at the DEA authorized "collector'' location. Some 
pharmacies and other entities distribute/dispense the envelopes at NO COST 
to the consumers and patients. These programs have been moderately 
successful at furthering the intent of public policy about improving public and 
patient safety as well as protecting the environment. It is envisioned that the 
"ma il back" programs will be even more successful if and/or when the cost of 
the envelopes as well as their collection and disposal are covered so they can 
be dispensed and distributed to consumers and patients without charge . 
Impact 
If this subsection is not clarified, many pharmacies that could and wou ld be 
conve nient and proper outlets for the "mail back" envelopes and packages will 
not participate. Pharmacies that merely participate in these public-benefit 
programs are only "partners" with the registered collectors. This is a 
recognized relationship in 21 CFR 1317.70(c) that states; "Collectors or law 
enforcement that conduct a mail-back program shall make packages available 
(for sale or for free) as specified in this paragraph to ultimate users and 
persons lawfully entitled to dispose ofan ultimate user decedent's property, for 
the collection ofcontrolled substances by common or contract carrier. Any 
person may partner with a collector or law enforcement to make such 
packages available in accordance with this section." [emphasis added] 
Though the Board could also require the " partner" pharmacies to regi ster with 
the Board and provide other notices as spec ified, the Board should not confuse 
pharmacies and others about the two distinct types of "mail back" 
participation. The Board should also re-consider the necessity of having the 
"partner'' pharmacies register with the Board and its potential for discouraging 
their participation. The Board heard many reasons why " mail back" is and 
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1776.2 Mail Back Package and Envelope Services f rom Pharmacies 
(a) Pharmacies that provide prescription drug take-back services may do so by 
establishing mail back services, whereby the public may obtain from the 
pharmacy preaddressed mailing envelopes or packages for returning 
prescription drugs to a destruction location. 
(b) All envelopes and packages must be preaddressed to a location registered 
with the Drug Enforcement Administration as a collector t hat has onsite a 
method appropriate to destroy the prescription drugs. The pharmacy is 
responsible for ensuring that all preaddressed envelopes and packages it 
makes available to the public are preaddressed to be delivered t o facilities 
that comply with this section. 
(c) The preaddressed envelopes and packages must be water and spill proof, 
tamper evident_ tear resistant and sealable. The exterior shall be nondescript 
and not include markings that indicate the envelope or package contains 
prescription drugs. Postage shall be prepaid on each envelope or package. 
(d) The preaddressed envelope and package shall contain a unique 
identification number for each envelope and package, and certain instructions 
for users to mail back drugs. 
(e) The pharmacy distributing mail back envelopes and packages shall create 
and maintain records required by section 1776.6. 

shou ld be the publics preferred methodology. 

Recommended Change 
(i) If the pharmacy later ceases to operate the collection receptacle, the 
pharmacy must notify the Board and the Drug Enforcement Administration 
within 30 days. 
Rat ionale 
Since previous subsection requ ires such pharmacies to register with the Board 
of pharmacy, it seems there shou ld be a similar requirement to notify the 
Board w he n t hat situation ceases. Othe rwise the Board w ill have inaccurate 
data and may be advising the public o r other entities erroneously and 
potent ially using resources less efficient ly. 
Impact 
Without this change there wil l be significant confusion, at least. 

1776.2 Mail Back Package and Envelope Services from Pharmacies 
Recommended Changes 
(a) Pharmacies that provide prescription drug take-back services may also do 
so by estab!ishiRg either conducting their own or partnerinq with another 
entity tor mail back services, whereby the public may obtain from the 
pharmacy preaddressed mailing envelopes or packagesfor returning 
prescription drugs to a destruction location. 
Rat ionale 
This subsection is misleading as worded. Under California and federal law a 
pharmacy or any other entity does not have to be either licensed with the 
Board of Pharmacy nor Regist ered w ith the DEA t o distrib ute properly 
addressed postage pre-paid mai l-back envelopes and packages that are 
addressed to an entity, e.g. Reverse Distributor, t hat is properly licensed and 
Regist ered. 
Impact 
Unless changed, t his provision w ill disco urage of ma ny, pe rhaps most, 
pharmacies from at trying to address the goals of the Safe Drug/ Medicine 
Disposal programs by dispensing, free or otherwise, DEA approved mail-back 

envelopes/packages. 
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(f) Individuals who mail back prescription drugs as provided in this section do 

not need to identify themselves as the senders. 

(g) Once filled with unwanted prescription drugs, the mail back packages or 

envelopes shall be mailed and not accepted by the pharmacy for return, 

processing or holding. 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Section 4005, Business and Professions Code and Sections 1317. 70 

and 1317.70, Title 21 Code of Federal Regulations. 


Recommended Changes 
(b) All envelopes and packages must be preaddressed to a location registered 
with the Drug Enforcement Administration as a collector that has onsite a 
method appropriate to destroy the prescription drugs. The pharmacy is 
responsible for eRs&riR(jj checking upon receipt ofmail-back envelopes or 
packages that ell the preaddressed envelopes and packages it makes available 
to the public are preaddressed to be delivered to facilities that are listed on 
official Board and DEA sites to comply with this section. 
Rationale 
The current word ing implies and unreasona ble and impractica l standard to 

verify the address aga inst a govern ment listing every time one envelope or 

package received from a partner entity is dispensed to a patient. 

Impact 

Such an unreasonable and impractica l standard will discourage of many, 

perhaps most, pharmacies from at trying to address the goals of the Safe 

Drug/Medicine Disposa l prog rams by dispensing, free or otherwise, DEA 

approved mail-back envelopes/packages. 


Recommended Changes 
(d) +Re If a pharmacy is a collector and distributes or dispe nses preaddressed 
envelope~ fJRfi or packages that are addressed to that pharmacy, the envelopes 
or packages shall contain a unique identification numberfor each envelope and 
package, and certain instructions for users to mail back drugs. 
Rationale 
This provision is unclear and confusing because it does not distinguish be 
pharmacies that are collectors that have the "mail back" envelopes and 
packages addressed back to that pharmacy and other pharmacies that may be 
collectors but do not have "ma il back" enve lopes and packages addressed 
back to that pharmacy. It even confuses situa t ion s rega rding pharm acies that 
are NOT collectors but merely dispense or distribute "mail back" envelopes or 
packages as a "partner" (see above) with a collector. "Since it is possible, 
though unlikely, that a pharmacy will be a collector if it only dispenses or 
distributes "mail back" envelopes or packages as a "pa rtner" (see above) the 
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subsectio n should be modified. 
Also, collectors that are not under the Board's jurisdiction are not required by 
the DEA to have seria l numbers on their " mail back" envelopes and packages. 
Current and long-standing practice regarding such "mail back" envelopes and 
packages without serial has apparently not been a concern of the DEA. Such 
packages are handled through federal employees of the US Postal department 
until they reach the collector's site w here t hey a properly disposed of as part 
of operations that are approved and inspected by the DEA. 
Impact 
If this subsection is not clarified, many pharmacies that cou ld and would be 
convenient and proper outlets for the " mail back" enve lopes and packages will 
not part icipate. The "partner" co llectors w ill simply not send the serial 
numbered "mail back" envelopes and packages . Pharmacies that merely 
participate in these public-benefit programs are only "partners" with the 
registered collectors. This is a recognized relationship in 21 CFR 1317.70(c) 
that states; " Collectors or law enforcement that conduct a mail-back program 
shall make packages available (for sale orforfree) as specified in this 
paragraph to ultimate users and persons lawfully entitled to dispose ofan 
ultimate user decedent's property, for the collection of controlled substances 
by common or contract carrier. Any person may partner with a collector or law 
enforcement to make such packages available in accordance with this section." 
[emphasis added] 

Recommended Changes 
(e) +he~ collector pharmacy that registers with the DEA to conduct programs 
with receptacles for collecting unwanted controlled substances and for 
distributing it own mail back envelopes and packages shall create and maintain 
records verifications required by section 1776.61776.2{b) or bv the DEA. 
Rationale 
The DEA does not require the recordkeeping records for mail-back envelopes 
and packages as proposed in section 1776. For reasons stated below, the 
Board should not require individual seria l numbers on mail-back envelope or 
recordkeeping per each seria l number. The Board could require a record of 
the verification per 1776.2(b). 
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1776.3 Collection Receptacles in Pharmacies 
(a) Pharmacies that provide prescription drug take-back services to the public 
may do so by establishing a collection receptacle in the pharmacy whereby the 
public may deposit their unwanted prescription drugs for destruction. The 
receptacle shall be securely locked and substantially construct ed, with a 
permanent outer container and a removable inner liner. In hours when the 
pharmacy is closed, the collection receptacle shall not be accessible to the 
public for deposit ofdrugs. The pharmacy shall lock the deposit slot on the 
collection receptacle and physically block patients from access to the 
collection receptacle by some means. 
(b) The pharmacy operating the collection receptacle must securely install the 
receptacle so it cannot be removed. The receptacle shall be installed in an 
inside location, where the receptacle is visible to pharmacy employees, but not 
located in emergency areas. 
(c) In hospitals/clinics with a pharmacy on the premises, the collection 
receptacle must be located in an area that is regularly monitored by 
employees and not in the proximity of emergency or urgent care. When the 
supervising pharmacy is closed, the collection receptacle shall be locked so 
that drugs may not be deposited into the collection receptacle. When the 
collection receptacle is locked, the supervising pharmacy shall ensure that the 

I mpact 
If this subsection is not so li mited or omit ted, many pharmacies t hat could and 
would be convenient and proper outlets for the "mail back" envelopes and 
packages will not participate. The "partner" collectors w i ll simply not send the 
serial numbered "ma i l back" envelopes and packages. Pharmacies that mere ly 
participat e in t hese public-benefit programs are only " partners" with the 
regist ered co llect ors. This is a recogn ized relationsh ip in 21 CFR 1317.70(c) 
that states; "Collectors or law enforcement that conduct a mail-back program 
shall make packages available (for sale orforfree) as specified in this 
paragraph to ultimate users and persons lawfully entitled to dispose ofan 
ultimate user decedent's property, for the collection of controlled substances 
by common or contract carrier. Any person may partner w ith a collector or law 
enforcement to make such packages available in accordance with this section. " 

1776.3 Collectio n Receptacles in Pharm acies 
Recommended Change 
(d) The receptacle shall include e sme!! an opening that allows deposit of most 
of the original containers in which the drugs were dispensed into the inside of 
the receptacle and directly into the inner liner without the ability for a 
consumer to retrieve the drugs or drug containers once they are depos ited into 
the receptacle. 
Rationale 
It has been noted by Poison Control center experts in government and other 
such centers, that some "Safe Drug/ Med icine" program "collection 
receptacles" on ly have narrow slot s through which consumers and patients 
cannot insert typica l prescription vials. Some of such programs ask the 
consumers and patients to empty the unwanted prescription drugs in to plastic 
bags to bring t o the collection site without the original containers so that the 
"p ills" can be inse rted directly into t he receptacle through a narrow slot. 
Unfortunate ly, it has been noted that t his can have significant potentially 
dangerous and ot her consequences. Fi rst, if the drugs are taken from the 
original "child resistant" prescription vials at the patient's residence, the 
prot ection of ch il dren is diminished . Apparently such plastic bags are 
innocently started but not necessarily promptly t aken to t he sit e for disposa l, 
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collection receptacle is also physically blocked from patient access by some 

means. 

{d) The receptacle shall include a small opening that allows deposit of drugs 

into the inside of the receptacle directly into the inner liner. 

(e) The pharmacy is responsible for the management and maintenance of the 
receptacle. Pharmacy staffshall not accept, count, sort or handle prescription 
drugs returned from the public, but instead direct the public to deposit the 
drugs into the collection receptacle themselves. 
(f) A liner as used in this article shall be made ofmaterial that is certified by 
the manufacturer to meet the American Society for Testing Materials (ASTM} 
01709 standard test for impact resistance of165 grams (drop dart test), and 
the ASTM 01922 standards for tear resistance of480 grams in both parallel 
and perpendicular planes. 
(1) The liner shall waterproof, tamper evident and tear resistant. 
{2} The liner shall be opaque to prevent viewing or removal of any contents 
once the liner has been removed from a collection receptacle. The liner shall 
be clearly marked to display the maximum contents (for example, in gallons). 
The liner shall bear a permanent, unique identification number established by 
the pharmacy or pre-entered onto the liner by the liner's manufacturer or 
distributor. 
(g) The liner shall be removable as specified in this section. The receptacle 
shall allow the public to deposit prescription drugs into the receptacle for 
con tainment into the inner liner, without permitting access to or removal of 
prescription drugs already deposited into the collection receptacle and liner. 
Once a prescription drug or any other item is placed in the collection 
receptacle, the prescription drug or item cannot be removed or counted. 
{h) If the liner is not already itself rigid or already inside of a rigid container as 
it is removedfrom the collection receptacle, the liner must be immediately 
placed in a rigid container for storage, handling and transport. A rigid 
container may be disposable, reusable, or recyclable. Rigid containers shall be 
leak resistant, have tight- fitting covers, and be kept clean and in good repair. 
Rigid containers may be of any color. All rigid containers must meet standards 
of the United States Department ofTransportation for transport ofmedical 
was te . The containers shall be capable of being sealed and be kept clean and 

or they are taken only to find the intended rec eptacle not ava ilabl e/closed and 
are taken back home or disposed of in nearb y trash. 
Another consequence is that such drugs, which often do include controlled 
substances, when removed from thei r original dispensed containers present, 
at best, situations of confusion if law enforcement challe nges t he patient's, or 
the patient's family member's or caregiver's legitimate ability to possess t he 
drugs. 
Further, drugs, especially for the seriously infi rm or elde rly or for those w ho 
need he lp with adherence scheduling, are often removed from their original 
con tainers and put in "ca lend ar pi ll trays" and other similar containers that 
cannot be inserted through narrow slots. 
Lastly, there have been reports of receptacles used by programs that had 
narrow slots used to encourage the deposit of loose pills without their 
con tainers have been accessed via narrow vac uum hoses that simply sucked 
out the loose pills- thus foiling the intended security . 
Common so called " just ifications" for a narrow slot, is that the program does 
not want the expense of disposal of the contai ners, and, the patient's privacy 
would be vio lated if the origina l Rx containers were included. Neither is valid. 
The first should be a part of the program . The second ignores that the 
receptacles are to be destroyed as a whole with human inspe ct ion of t he 
contents. 
Impact 
Without t his specification change to the receptacles, much of the safety va lue 
of the "Safe Drug/Medicine Disposal" programs will be missed , with children 
and the infirm being the most vulne rable . 

Recommended Change 
(m) The collection receptacle shall contain signage developed by the board 
advising the public that it is permissible to deposit Schedule II-V drugs into the 
receptacle, e1:1t Rot Scf:Je81:1Je ! 8r1:1~S. Labeling shall also identify that medical 
sharps and needles (e.g ., insulin syringes}, iodine-containing medications, 
mercury-containing thermometers, radiopharmaceuticals, eRtiRCOf3!estic 
egeRts famcer cf:Jemotf:Jerofw Elr1:1~s, cytotC»<ic t:k1:1~s}, and compressed 
cylinders or aerosols (e.g., asthma inhalers) may not be deposited into the 
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in good repair. receptacle. The name and phone number of the collector pharmacy responsible 
(i) The liner may be removedfrom a locked receptacle only by two employees for the receptacle shall also be affixed to the collection receptacle. 
of the pharmacy who shall immediately seal the liner and record in a Jog their (n) The board shall develop signage to appear on the collection receptacle to 
participation in the removal of each liner from a collection receptacle. If the provide consumer information about the collection process. The siqnaqe 
liner is not already contained in a rigid container within the receptacle, the should also indicate the available options for disposal ofsharps. The pharmacy 
two employees shall immediately place the liner in a rigid container. Liners or other involved entities shall not be liable for adverse consequences if 
and their rigid containers shall not be opened, x-rayed, analyzed or consumers violate the prohibitions indicated on the siqnaqe. The siqnaqe shall 
penetrated. indicate that the person placing the items into the receptacle shall be 
(j) Liners and their rigid containers that have been filled and removed from a responsible tor violation of the prohibitions listed on the sign age. 
collection receptacle must be stored in a secured, locked location in the Rationale 
pharmacy no longer than three days. The fact simply is tha t the vast maj ority of consumers do not know which 
(k) The pharmacy shall maintain a Jog to record information about all liners drugs or substances are Schedu le I or which products are "antineoplastic 
that have been placed into or removedfrom a collection receptacle. The log agents (cancer chemotherapy drugs, cytotoxic drugs)". Consumer are highly 
shall contain: likely to put Schedule I drugs/substances or "antineoplastic agents (cancer 
(1) The unique identification numbers of all unused liners in possession of the chemotherapy drugs, cytotoxic drugs) into the receptacles anyway. Or, they 
pharmacy, will try to engage the pharmacy staff into helping them determine which are 
(2} The unique identification number and dates a liner is placed in the Schedule I and to sort through the drugs/substances they intend to deposit
collection receptacle, which would be a violation of both this regulation and the DEA regulations. 
(3} The date the liner is removedfrom the collection receptacle, Further it seems that one of the significant public safety benefits of the "Safe 
(4} The names and signatures of the two pharmacy employees who removed Drug Disposa l Prog rams" is to provide a conven ient means to dispose of all 
and witnessed the removal of a liner from the collection receptacle, and drugs, perhaps especially any Schedule 1 drugs. 
(5} The date the liner was provided to a licensed DEA-registered reverse A significant number of prescription drugs are dispensed to consumers in 
distributorfor destruction, and the signature of the two pharmacy employees syringes and other products that would be listed as "sharps". Experience with 
who witnessed the delivery to the reverse distributor. If a common carrier is existing and pi lot programs has shown that such sharps products, with and 
used to transport the liner to the reverse distributor, the company used, the without drug residue are disposed of in these receptacles. Attempts to 
signature of the driver, and any related paperwork (invoice, bill of lading) must discourage this, such as providing receptacles with only narrow slots, have not 
be recorded. been effective and have resulted in the dangerous handling of sharps in 
(I) The pharmacy shall ensure the sealed inner liners and their contents are at tempts to get them through the narrow slot and/or the leaving of the sharp 
shipped to a distributor's registered location by common or contract carrier near the receptacles or in nearby trash con tain ers. 
(such as UPS, FEDEX or USPS} or by licensed reverse distributor pick-up at the 
licensed pharmacy's premises. 
(m)The collection receptacle shall contain signage developed by the board 
advising the public that it is permissible to deposit Schedule /1-V drugs into the 
receptacle, but not Schedule I drugs. Labeling shall also identify that medical 
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sharps and needles (e.g., insulin syringes}, iodine-containing medications, 
mercury-containing thermometers, radiopharmaceuticals, antineoplastic 
agents (cancer chemotherapy drugs, cytotoxic drugs}, and compressed 
cylinders or aerosols (e.g., asthma inhalers) may not be deposited into the 
receptacle. The name and phone number of the collector pharmacy 
responsible for the receptacle shall also be affixed to the collection receptacle. 
(n) The board shall develop signage to appear on the collection receptacle to 

provide consumer information about the collection process. 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Section 4005, Business and Professions Code and Sections 1304.22, 

1317.05, 1317.60, 1317.75, and 1317.80 Title 21 Code of Federal Regulations. 

1776.4 Collection in Skilled Nursing Facilities 

Skilled nursing facilities licensed under Health and Safety Code section 1250{c) 
may participate in drug take-back programs as authorized by this article. 
(a) Skilled nursing facility personnel may dispose of a current resident's 
unwanted or unused prescription drugs by using mail back packages or 
envelopes and packages based upon a request by the resident patient. Mail 
back envelopes and packages shall conform to the requirements specified in 
section 1776.2. Records shall be kept by the skilled nursing facility noting the 
specific quantity of each prescription drug mailed back, the unique 
identification number of the mail back package and the preaddressed location 
to which the mail back envelope is sent. 
(b) Only retail pharmacies and hospitals/clinics with onsite pharmacies may 
establish collection receptacles in skilled nursing facilities for the collection 
and ultimate disposal of unwanted prescription drugs. 
{1} Any pharmacy and hospital/clinic with an onsite pharmacy operating 
collection receptacles in skilled nursing facilities shall be registered and 
maintain registration with the DEA as collectors. 
{2} Any pharmacy or hospital/clinic with an onsite pharmacy that operates a 
collection receptacle at a skilled nursing facility shall notify the board within 
30 days of establishing a collection receptacle on a form designated by the 
board. 
{3} Any pharmacy or hospital/clinic with an onsite pharmacy that ceases to 
operate a collection site at a skilled nursing facility shall notify the board 

1776.4 Collection in Skilled Nursing Facilities 
Recommended Change 
Skilled nursing facilities licensed under Health and Safety Code section 1250{c) 
may participate with a pharmacy in drug take-back programs involving 
controlled substances as authorized by this article. 
Rationale 
As stated, this regulation provision is confusing . The ability of the Boa rd of 
Pharmacy to regulate an SNF about operating a drug take back program that 
does NOT involve controlled substan ces may be challenged as beyond the 
Board's scope of authority vs. the authority ofthe California Department of 
Public Health. 
Im pact 
Without this or a similar change, the implementation of the regulation may be 
delayed with corresponding delay in public benefit. 
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within 30 days on a form designated by the board. 

{4) Any pharmacy operating a collection site at a skilled nursing facility shall 

list all collection receptacles it operates annually at the time ofrenewal of the 

pharmacy license. 

(c) When a pharmacy or hospital/clinic with an onsite pharmacy installs a 
collection receptacle in a skilled nursing facility, only the pharmacy shall 
remove, seal, transfer, and store or supervise the removal, sealing, transfer 
and storage ofsealed inner liners at long-term care facilities as specified in 
this section. 
{d) Every pharmacy and hospital/clinic pharmacy that operates a collection 
site at any skilled nursing facility shall notify the board within 14 days ofany 
loss from the collection receptacle or secured storage location for the storage 
of removed liners. 
(e) Within three business days after the permanent discontinuation of use of a 
medication by a prescriber, as a result of the resident's transfer to another 
facility or as a result ofdeath, the skilled nursing facility may place the 
patient's unneeded prescription drugs into a collection receptacle. Records of 
such deposit shall be made in the patient's records, with the name and 
signature of the employee discarding the drugs. 
(f) A collection receptacle must be located in a secured area regularly 
monitored by skilled nursing facility employees. 
(g) The collection receptacle shall be securely fastened to a permanent 
structure so that it cannot be removed. The collection receptacle shall have a 
small opening that allows deposit of drugs into the inside of the collection 
receptacle and directly into the inner liner. 
(h) The receptacle shall be securely locked and substantially constructed, with 
a permanent outer container and a removable inner liner. 
(1) The liner shall comply with provisions in this article. The receptacle shall 
allow deposit ofprescription drugs into the receptacle for containment into 
the inner liner, without permitting access to or removal ofprescription drugs 
already deposited into the collection receptacle and liner. Once a prescription 
drug or any other item is placed in the collection receptacle, the prescription 
drug or item cannot be viewed, removed or counted. 
{2) If the liner is not already itself rigid or already inside ofa rigid container as 
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it is removed from the collection receptacle, the liner must be immediately 
placed in a rigid container for storage, handling and transport. A rigid 
container may be disposable, reusable, or recyclable. Rigid containers shall be 
leak resistant, have tight-fitting covers, and be kept clean and in good repair. 
Rigid containers may be ofany color. All rigid containers must meet standards 
of the United States Departmen t of Transportation for transport ofmedical 
waste. The rigid containers shall be capable of being sealed and be kept clean 
and in good repair. 
(i) A liner as used in this article shall be made of material that is certified by 

the manufacturer to meet American Society for Testing Materials (ASTM} 

D1709 standard test for impact resistance of 165 grams (drop dart test}, and 

the ASTM D1922 standards for tear resistance of480 grams in both parallel 

and perpendicular planes. 

(1) The liner shall waterproof, tamper evident and tear resistant. 

(2} The liner shall be opaque to prevent viewing or removal of any contents 

once the liner has been removed from a collection receptacle. The liner shall 

be clearly marked to display the maximum contents (for example, in gallons). 

The liner shall bear a permanent, unique identification number established by 

the pharmacy or pre-entered onto the liner by the liner's manufacturer. 

(j) The collection receptacle shall prominently display a sign indicating that 

prescription drugs and controlled drugs in Schedules II- V may be deposited. 

The name and phone number of the collector pharmacy responsible for the 

receptacle shall also be affixed to the collection receptacle. 

(k) Once deposited, the prescription drugs shall not be counted, inventoried or 

otherwise individually handled. 

(I) The installation, removal, transfer and storage of inner liners shall be 

performed only by: 

(1) One employee of the authorized collector pharmacy and one supervisory 

level employee of the long-term care facility (e.g., a charge nurse or 

supervisor) designated by the authorized collector, or 

(2) By or under the supervision of two employees of the authorized collector 

pharmacy. 

(m)Sealed inner liners that are placed in a container may be stored at the 

skilled nursing facility for up to three business days in a securely locked, 
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substantially constructed cabinet or a securely locked room with controlled 
access until transfer to a reverse distributor for destruction. 
(n) Liners still housed in a rigid container may be delivered to a reverse 
distributorfor destruction by two pharmacy employees delivering the sealed 
inner liners in the rigid containers and their contents directly to a reverse 
distributor's registered location, or by common or contract carrier or by 
reverse distributor pickup at the skilled nursing facility. 
(o) Records of the pickup, delivery and destruction shall be maintained that 
provide the date each sealed inner liner is transferredfor destruction, the 
address and registration number of the reverse distributor or distributor to 
whom each sealed inner was transferred, the unique identification number 
and the size (e.g., 5 gallon,10 gallon) ofeach liner transferred, and if 
applicable, the names and signatures of the two employees who transported 
each liner. 
Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Sections 4005, Business and Professions Code and Sections 
1304.22,1317.05,1317.40, 1317.60, 1317.75, 1317.80, and 1317.95, Title 21 
Code ofFederal Regulations 
1776.5 Reverse Distributors 
(a) A licensed reverse distributor (either a reverse wholesaler or a reverse 
third-party logistics provider) registered DEA as a collector may accept the 
sealed inner liners of collection receptacles. Once received, the reverse 
distributor shall establish records required by this section. 
{b) A licensed reverse distributor may not count, inventory or otherwise sort or 
x-ray the contents of inner liners. All liners shall be incinerated by an 
appropriately licensed DEA distributor. 
(c) Two employees of the reverse distributor shall pick up or accept the receipt 
of inner liners from DEA registrants. 
{d) A reverse distributor shall not employ as an agent or employee anyone 
who has access to or influence over controlled substances, any person who has 
been convicted ofanyfelony offense related to controlled substances or who 
at any time had a DEA registration revoked or suspended, or has surrendered 
a DEA registration for cause. 
(e) Each reverse distributor with an incineration site shall maintain a record of 

1776.5 Reverse Distributors 
Recommended Change 
(a) A licensed reverse distributor (either a reverse wholesaler or a reverse third
party logistics provider) registered with the DEA as a collector may accept the 
sealed inner liners of collection receptacles. Once received, the reverse 
distributor shall establish records required by this section. 
Rationale 
A clerica l correct ion. 
Impact 
N/A 
Recommended Change 
(d) A reverse distributor shall not employ as an agent or employee OR'yone w-ho 
has access to or irtf/t;Jence over control!ef.lst;Jhstances, any person who has been 
convicted of anyfelony offense related to controlled substances or who at any 
time had a DEA registration revoked or suspended, or has surrendered a DEA 
registration for cause, exceot that ifsuch oerson has had such conviction 

Page 18 of21 

http:1304.22,1317.05,1317.40


the destruction on DEA form 41. The records shall be complete, accurate, and 
include the name and signature of the two employees wh o witness the 
destruction. 
(f) For each sealed liner or mail back package received from collectors or law 

enforcement pursuant to federal CFR section 1317.55, the reverse distributor 
shall maintain records of the number ofsealed inner liners or mail back 
envelopes/package, including the: 
(1} Date ofacquisition; 
(2} Number and the size (e.g., five 10-gallon liners, etc.); 
(3} Inventory number ofeach liner or envelope/package; 
(4} The method ofdelivery to the reverse distributor, the signature of the 
individuals delivering the liners to the reverse distributor, and the reverse 
distributor's employees who received the sealed liner; 
(5} The date, place and method of destruction; 
(6} Number ofpackages and inner liners received; 
(7} Number ofpackages and inner liners destroyed; 
(B) The number and signature of the two employees of the registrant that 
witnessed the destruction. 
Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Sections 4005, Business and Professions Code and Section 1301.71, 
1304.21, 1304.22, 1317.15, and 1317.55 Title 21 Code of Federal Regulations. 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug 
Take-Back Services 
Each entity authorized by this article to collect unwanted prescription drugs 
from patients shall maintain the following records. 
(a) When obtaining unused mail-back packages and envelopes for future 
distribution: 
(1) The collector pharmacy shall maintain records that identify: the date the 
envelope or package was obtained by the pharmacy, the number of 
packages/envelopes made available to the public, and the unique 

reversed or officially forgiven or who is eligible by the DEA now for registration 
shall be eligible for employment. Pharmacies participating with a Reverse 
Distributor in good faith shall not be liable for a violation by such Reverse 
Distributor. 
Rationale 
The statement about "who has access to or influence over contro lled 
substances" is so vague and overly broad that it has no meaning within the 
industry. All Reverse Distributors that are registered with the DEA, are likely to 
legitimately handle controlled substances. Therefore the statement would 
seem to include all persons that determine the policies, procedures and 
practices for the Reverse Distributor. 
Pharmacies are not likely to be intimately invo lved in the hiring or personnel 
practices of any Reverse Distributor with whom it shares a relationship . 
Therefore it needs to be clear that such pharmacies are not liabl e for the 
specified transgressions of such Reverse Distributors. 
Impact 
If not changed, the provision will cause confusion among all entities the Board 
licenses . 
Further, the DEA has processes where past incidence s that could have 
prevented an entity or person from being a "Registrant", or even past 
regulatory violations, can be forgiven or expunged . Similar processes exist for 
the Board of Pharmacy. 
If not changed, the provision would unnecessarily limit the number of persons 
or entities from which the public could now benefit from their participation. 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug 

Take-Back Services 
Recommended Change 
Each entity authorized by this article to collect unwanted prescription drugs 
from patients shall maintain the following records. 
(a) When obtaining unused mail-back packages and envelopes forfuture 
distribution: 
(1} The collector or partner pharmacy shall maintain records that identify.;. the 
date the envelope or package was obtained by the pharmacy, the number of 
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identification number ofeach package. fJflckflfjeS/eRt~eJopes R"lflfle B'I-BiJBbfe to the fJUbtic, BRfl the URi€fUe ifleRtificetiOR 
(2} For unused packages and envelopes provided to a skilled nursing facility or Rf:Jmber ofeedl pecke§Je. 
third party to make available to patients and other authorized individuals: the (2} For unused packages and envelopes provided to a skilled nursing facility or 
name of the third party and physical address of the location receiving the to a third party to make available to patients and other authorized individuals: 
unused packages, date sent, and the number of unused packages sent with the name of the third party and physical address of the location receiving the 
the corresponding unique identification number. unused envelopes or packages, date sent, and the number of unused envelopes 
(b) For each mail-back package or envelope distributed by a pharmacy, the or packages sent with the correspoRfliR§J uRi€fue ifleRtificetioR Rumber. 
pharmacy shall record the serial number ofeach package or envelope (b) ,cor eech R"lei! beck pecke§Je or eRt~e!ope flistributefl bye phermecy, the 
distributed and the date distributed. phermeq• she!! recorfl the serie! Aumber ofeech pecke§Je or eRt~e!ope 
(c) For sealed mail-back packages received by the reverse distributor: the date flistributefl eRfl the flete flistributefl. 
ofreceipt and the unique identification of the individual package or envelope, (c) {E} {f21_For sealed mail-back envelopers or packages received by the reverse 
{d) For sealed mail back packages destroyed onsite by the reverse distributor distributor: the date of receipt eRfl tRe uRieue ifleRtificetioR of tRe iRflit~iflue! 
collector: number of sealed mail-back packages destroyed, the date and pecke§Je or eRt~e!ope, 

method of destruction, the unique identification number of each mail-back (d) ftlf f.flFor sealed mail back envelopes or packages destroyed onsite by the 
package destroyed, and the names and signatures of the two employees of reverse distributor collector: number ofsealed mail-back envelopes or 
the registrant who witness the destruction. packages destroyed, the date and method of destruction, the uRi€fue 
(e) For pharmacies using collection receptacles, for each liner: ieeRtificetioR RUR"lber ofeech R"leil beck pecke§Je flestroyefl, and the names 
(1) Date each unused liner is acquired, its unique identification number and and signatures of the two employees of the registrant who witness the 
size (e.g. , five gallon, 10-gallon). The pharmacy shall assign the unique destruction. 
identification number if the liner does not already contain one. [Note: re -numbering of remaining sub-paragraphs would be required] 
{2) Date each liner is installed in a re ceptacle, the address of the location Rationale 
where each liner is installed, the unique identification and size (e.g., five There is no requirement under the DEA regulations for each mail-back 
gallo n, 10- gallon), the registration number of the collector pharmacy, and the enve lope or package to be produced with a "un ique identification number". 
names and signatures of the two employees that witnessed each installation. Consequently, the current producers of such DEA approved envelopes do not 
{3) Date each inner finer is removed and sealed, the address of the location put such identification number on their enve lopes/packages. 
from which each inner liner is removed, the unique iden tification number and If the intent of this regu lation is to require pharmacies that participate in a 
size (e.g ., 5 gallon, 10 gallon) ofeach inner liner removed, the registration Mail Back program to add a unique serial number from all such envelopes 
number of th e collector pharmacy, and the names and signatures of the two distributed by pharmacies nation -wide, WITHOUT duplication, it would be a 
employees that witnessed each removal. huge undertaking that would delay the implementation of such mail-back 
{4} Date each sealed inner liner is transferred to storage, the unique programs and delay or diminish the important public protection purposes of 
identification and size (e. g., 5-gallon, 10 gallon) ofeach inner liner stored, and the programs. This reality is sim ilar to the Board's learning when it was 
the names and signatures of the two employees that transferred each sealed invo lved in attem pting to create a system of unique serial numbers fo r each 
inner liner to storage. pack of prescription pharmaceutical for the Track-and-Trace provisions of a 
(5) Date each sealed inner liner is transferred for destruction, th e address and " Pedigree" program. 
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registration number of the reverse distribu tor or distributor to whom each The appa rent purpose of each envelope/package having a "unique" serial 
sealed inner wos transferred, the unique identification number and the size number from all other enve lopes/packages, wou ld be to potentially id entify 
(e.g., 5 gallon, 10 gallon) ofeach liner transferred, and the names and any envelopes/packages that went "a stray". The regulation is void of what 
signatures of the two employees who transferred each sealed inner liner to the would be expected, and by of whom, if such was suspected. Even then the 
reverse distributor or distributor, or the common carrier who delivered it and intended receiving entity would not know if any envelope/package is missing, 
the signature of the driver. still in the pharmacy, still in the possession of some patient or consumer, was 
(f) For each reverse distributor (wholesoler or third-party logistics provider) discarded by a patient/consumer or....? There is, rightly so, no requirement for 
accepting liners, immediately upon receipt of a liner: the pharmacy to record even the name of the consumer to which it was 
(1} The date of receipt ofeach liner, the unique serial number of the liner, the dispensed. FURTHER MORE, there is no requirement under federa l regulations 
pharmacy from which the liner was received, the method by which the liner for any entity, even a pha rma cy, that dispenses DEA ma il-back 
was delivered to the reverse distributor (e.g., personal delivery by two envelopes/packages to be licensed by any government ent ity, including the 
pharmacy staff shipping via common carrier). California Board of Pharmacy, or Registered with the DEA, AS LONG AS THE 
(2} For each liner destroyed by the reverse distributor collector: the method ENTITY TO WHICH THE POSTAGE PRE-PAID ENVELOPE/PACKAGE IS ADDRESSED 
and date of destruction_ listed by the unique identification number of liner and TO A PROPERLY LICENSED AND REGISTERED ENTITY, e.g. a Reverse Distributor 
other items required by (f)(l)_ and the names and signatures of the two that properly disposes ofthe un-wanted drugs. 
employees of the registrant who witness the des truction Impact 
Note: Authority cited: Section 4005, Business and Professions Code. This regulatory provision is, at least, vague and unclear, because it does not 

Reference: Sections 4005, Business and Professions Code and Section 1317.22, indicate what the pharmacy is to do if it rece ives mail-back envelopes without 
Title 21 Code of Federal Regulations a un ique identification number. Unfortunately, as written it w ill vastly 

increase the like li hood that few pharmacies will participate and thus the 
purpose of the programs will be diminished. 

Page 21 of21 



Martinez, Lori@DCA 

From: 
Sent: 
To: 
Cc: 

Subject: 

Attachments: 

Taskfo rce <taskforce@dpw.lacounty.gov> 
Monday, March 21, 2016 4:16 PM 
Martinez, Lori@DCA 
Dan Laff erty; Ca rlos Ru iz; Bahman Haj ial iakbar; mi kemohajer@yahoo.com 
Comments: Board of Pharmacy Proposed Regu lations for Prescription Drug Take-Back 
Prog ra ms - February 1, 2016 
Bo PProposed Reg ulations. pdf 

TO: 	 Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 

Please see the attached correspondence from the Los Ange les County Solid Waste 
Management Comm ittee/Integrated Waste Management Task Force regarding 
Comments: Board of Pharmacy Proposed Regulations for Prescripti on Drug Ta ke-Back 
Programs- February 1, 2016. 

If you have any questions regarding the subject matter, pl ease co ntact Mr. Mi ke Mohajer 
of the Task Force at MikeMohajer@yahoo.com or at (909) 592- 1147. For questions 
regarding the Task Force, please contact Ms. Kristin Keating at (626) 45 8 -2505 or 
kkeating@dpw .lacounty .gov . 
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LOS ANGELES COUNTY 
SOLID WASTE MANAGEMENT COMMITTEE/ 

INTEGRATED WASTE MANAGEMENT TASK FORCE 
900 SOUTH FREMONT AVENUE, ALHAMBRA, CALIFORNIA 91803-1331 

P.O . BOX 1460, ALHAMBRA, CALIFORNIA 91802-1460 

GAIL FARBER, CHAIR www.lacountyiswmtf.org 
MARGARET CLARK, VICE - CHAIR 

March 21, 2016 

Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N 219 
Sacramento, CA 95834 

Dear Ms. Martinez: 

COMMENTS: BOARD OF PHARMACY PROPOSED REGULATIONS FOR 
PRESCRIPTION DRUG TAKE-BACK PROGRAMS - FEBRUARY 1, 2016 

The Los Angeles County Integrated Waste Management T ask Force (Task Force) 
appreciates this opportunity to comment on the California Board of Pharmacy's (BOP) 
February 1, 2016 Proposed Regulations for Prescription Drug Take-Back Programs by 
add ing Sections 1776 through 17776.6 to Article 9.1, Division 17 of Title 16 of the 
Californ ia Code of Regulations (Regulations), copy enclosed. Protecting the health 
and safety of residents is the most important responsibility for all levels of government 
and the proposed Regu lations shou ld help in addressing the prescription drug abuse 
epidem ic which plagues Ca lifornia and the nation. The Secure and Responsible Drug 
Disposal Act of 2010 and the United States Drug Enforcement Agencies (DEA) 
Regulations, which implemented the Act, were established in order to provide citi zens 
with increa sed access to properly dispose of medication s classified as control led 
substances. Unfortunately, in many instances, the proposed Regulations are 
needlessly more string ent than the DEA Regulations and will in all likelihood actually 
reduce access for re sidents to properly dispose of unwanted medications. 
Accordingly, the Task Force submits the following comment s for your consideration : 

Pursuant to the California Integrated Waste Management Act of 1989 (Assembly Bill 
939) and Chapter 3.67 of the Los Angeles Co unty Code, the Task Force is responsible 
for coordinating the development of all major solid waste planning documents 
prepared for the County of Los Angeles and the 88 cities in Los Angeles County with a 
combined population in excess of ten million . Consistent with these responsibilities 
and to ensure a coord inated cost-effective and environmentally sound so lid waste 
management system in Los Angeles County, the Task Force a lso addresses issues 
impacting the system on a countywide basis. The Task Force membership includes 
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representatives of the League of California Cities-Los Angeles County Division, 
County of Los Angeles Board of Supervisors, City of Los Angeles, the waste 
management industry, environmental groups, the public, and a number of other 
governmental agencies. 

A. Section 1776 Prescription Drug Take-Back Programs: Authorization 

"All board-licensed authorized collectors should be vigilant to prevent patients or their 
agents from disposing ofprohibited items through drug take-back collection methods." 

Comment: Vigilance on the part of authorized collectors is inconsistent with the DEA's 
Regulations that prohibit authorized collectors from handling and/or sorting through 
collected dugs. Moreover, the Board 's own proposed regulation section 1776.1 (f)( 1) 
stating "Pharmacy staff shall not review, accept, count, sort, or handle prescription 
drugs returned from the public. " 

Recommendation: modify text to read: All board-licensed authorized collectors should 
to the extent that is practicable prevent patients or their agents from disposing of 
prohibited item s through drug take-back collection methods. 

"Only California-licensed pharmacies and drug distributors (licensed wholesalers and 
third- party logistics providers) who are licen sed in good standing with the board and are 
also registered with the Drug Enforcement Administration as collectors may participate 
in drug take back programs authorized under this article." 

Comment: This provision would remove the ability for entities that choose to not serve 
as authorized collectors but would choose to distribute mail-back envelopes to 
customers from partnering with authorized collectors to provide mail-back envelope s 
and thus signifi cantly reduce the number of locations that would provide mail-back 
envelopes to cons umers with no perceivable benefit. The DEA has determined such in 
Section § 1317.70 (c) of their Regulations which states "Any person may partner with a 
collector or law enforcement to make such packages available in accordance with this 
section." 

Recommendation: Rephrase text so it is clear that pharmacies can participate in drug 
take-back programs by providing mail-back envelopes without being registered as a 
collector. If the Board wishes to require pharmacies to be licensed and in good 
standing in order to offer mail-back envelopes, the following text could suffice. 

Modify text to read: Only California-licensed pharmacies and drug distributors (licensed 
wholesalers and third - party logistics providers) who are licensed in good standing with 
the board may participate in drug take-back programs authorized under this article. 
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Those pharmacies wishing to host a prescription drug take-back collection receptacle 
must be registered with the Drug Enforcement Administration as collectors. 

B. Section 1776.1 Pharmacies 

1776. 1(a) Pharmacies may assist patients seeking to destroy unwanted, previously 
dispensed prescription drugs as provided in this article. Provision of such services is 
voluntarv. 

Comment: The nature of this statement would preempt local ordinances that require 
pharmacy participation in any form including providing information to consumers of 
location that accept unwanted drugs. 

Recommendation: Remove the sentence "Provision of such services is voluntary" 
entirely, however, if the Board is unwilling to remove the language, at the very least 
modify the language to allow local jurisdictions to require pharmacies to post signage 
directing their customers where they can go to safely dispose of their med icines. 

1776.1(e) "The following dangerous drugs and devices are expressly prohibited from 
collection in a pharmacy's collection receptacles: medical sharps and needles (e.g. , 
insulin syringes), iodine-containing medications, mercury-containing thermometers, ... " 

Comment: As currently worded, this section implies that pharmacies are not permitted 
to have a separate bin for sharps collection. 

Recommendation: Modify text to specify this provision is specific to drug collection 
receptacles. 

1776.1(g) "A pharmacy must be registered with the federal Drug Enforcement 
Administration as a collector for purposes of operating a prescription drug take-back 
program." 

Comment: This prov1s1on implies that if a pharmacy decides to partner with an 
authorized collector to provide mai l-back envelopes, they must be registered as an 
authorized collector; this is not a requirement per DEA Regulation. 

Recommendation: Modify text to read: "A pharmacy must be registered with the 
federal Drug Enforcement Administration as a collector for the purposes of operating a 
prescription drug take-back collection receptacle. " 
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C. Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

1776.2(a) "Pharmacies that provide prescription drug take-back services may do so by 
establishing mail back services, whereby the public may obtain from the pharmacy 
preaddressed mailing envelopes or packages for returning prescription drugs to a 
destruction location." 

Comment: Thi s could be a good place to say that pharmacies could participate in thi s 
way without registering as collectors. 

Recommendation : Modify text to read: Pha rmacies that would like to provide 
prescription drug take-back services without registering as a collector may do so by 
establi shing mail back services, whereby ..... . 

1776.2(e) "The pharmacy distributing mail back envelop es and packages shall create 
and maintain records required by section 1776. 6". 

Comment: Thi s is need lessly burdensome . Why wou ld a pharmacy have to create and 
maintain all of these reco rd s when a non-ph armacy retailer can do so with out this 
requirement? Th ese envelopes and packages are already being tracked by the 
collector, and do not need to be add itiona lly tracked . The BOP is overstepping the 
requirements in the DEA regulation and makin g it too onerous to pa rticipate in medicine 
take-back prog rams. Per the DEA, "Any person may partner with a collector or law 
enforcement to make such packages available in accordance with this section 
(§ 1317 .70). " See section 1776.6(a)( 1) for a full explication . 

Recommendation : Remove these record-keeping requirements , as pharmacies do not 
need to be regi stered as a collector to provide this service. 

D. 1776.3 Collection Receptacles in Pharmacies 

1776.3(a) and (c) " ... In hours when the pharmacy is closed, the colle ction receptacle 
shall not be accessible to the public for deposit of drugs. The pharmacy shall lo ck the 
deposit slot on the collection receptacle and physica lly block patients from access to the 
collection receptacle by some means." 

Comment: The proposal is further restricting the placement of co llection receptacles in 
pharmacies in a way that will significantly diminish the participation of pharmacies in 
medicine take-back programs. The DEA clearly states that the receptacle shall be 
locked or made otherwise inaccessibl e to the public when an employee is not present. 
Requiring the receptacle to be 'physically blocked' in addition to being locked goes 
beyond what the DEA requires. This provision serves no benefit since it would be just 
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as easy to place unwanted drugs next to a physical barrier as it would be to place 
medicine next to a locked bin . 

Recommendations: 
1) Remove language about physically blocking patient access, and 
2) Revert to DEA language in order to avoid requiring independent pharmacies to lock 
the collection receptacle when they lock the building. 

1776.3(b) ". . . The receptacle shall be installed in an inside location, where the 
receptacle is visible to pharmacv employees, but not located in emergency areas." 

Comment: This section goes beyond the DEA regulation in a subtle but potentially 
significant way. As the DEA recognizes , hospitals can be unique in their design and 
need to have flexibility in the manner in which they participate in Safe Medicine Disposal 
Programs. The BOP regulation as it is currently worded removes that flexibility. 
The DEA regulations imply that employees of the hospital can monitor the collection 
receptacle, not just employees of the pharmacy specifically. We do not want to 
discourage hospitals from participating in Safe Medicine Disposa l programs by making it 
more difficult for them to do so. 

Recommendation: Remove the word 'pharmacy' from 1776.3(b) so that it reads as the 
DEA: "visible to employees", not "visible to pharmacy emp loyees". 

1776.3(h) ". . . A rigid container may be disposable, reusable, or recyclable. 
Rigid containers shall be leak resistant, have tight- fitting covers, and be kept clean and 
in good repair. Rigid containers may be of any color. All rigid containers must meet 
standards of the United States Department of Transportation for transport of medical 
waste. The containers shall be capable of being sea led and be kept clean and in good 
repair. " 

Comment: Stating specifi cally that rigid containers must "meet standards of the USDOT 
for transport of medical waste" exceeds the requirements of the DEA regulation, which 
does not mention medical waste. There is a lot of confusion around the definition of 
medical waste; especially home-generated pharmaceutical defined in the HSC 
§117700. 

It would be very helpful if the BOP would say the equ ivalent of: "It is not within the 
DEA's expertise or authority to op ine on the applicability of DOT regulations ." However, 
"All drug disposal activities must be conducted in a manner consistent with this rule and 
all other appl icable Federal, State, tribal, and local laws and regulations." (Federal 
Register p53554) 
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Moreover, it is not clear what exactly wou ld qualify as meeting the USDOT standards. 
It wou ld be helpful to establish that a cardboard box could meet the requirements 
specified, as this is currently an industry standard. Dis-allowing cardboard boxes would 
cause the price of disposal to substantially increase. Do cardboard boxes have tight
fitting covers? Are they rigid? Do they qualify as leak resistant? Or would a cardboard 
box in combination with a plastic bag combine to fulfill the requirements of the "inner 
liner" as the inner liner is already required to be wa terproof? Please make this clear. 

Recommendation: modify text to read: A rigid container may be disposable, reusable, 
or recyclable (example: cardboard box). Rigid containers shall be capable of being 
sealed and be kept clean and in good repair. Rigid containers may be of any color. It is 
not within the BOP's expertise or authority to opine on the applicability of DOT 
regulations. However, all drug disposal activities must be conducted in a manner 
consistent with this rule and all other applicable Federal, State, triba l, and local laws and 
regulations. 

E. 1776.4 Collection in Skilled Nursing Facilities 

1776.4(h)(2)- See Section 1776.3(h) for comments 

1776.4(n) "Liners still housed in a rigid container may be delivered to a reverse 
distributor for destruction by two pharmacy employees delivering the sealed inner liners 
in the rigid containers and their contents directly to a reverse distributor's registered 
location, or by common or contract carrier or by reverse distributor pickup at the skilled 
nursing facility." 

Comment: The DEA regulation allows "the installation, removal, transfer, and storage of 
inner liners ... by or under the supervision of one employee of the authorized collector 
and one supervisor-level emp loyee of the long-term care facility" in addition to allowing 
these activities to occur under the supervision of two pharmacy employees 
(§1317.80(c)). Please do not restrict any of the allowable activities to just two pharmacy 
employees. 

The BOP language above appears to state that pharmacy employees can themselves 
directly deliver sealed inner liners to a reverse distributor. However, the DEA says: 
"... the practitioner may destroy the collected substances by delivering the sealed 

inner liners to a reverse distributor or distributor's registered location by common or 
contract carrier, or a reverse distributor or distributor may pick-up seal ed inner liners at 
the L TCF" (Federal Register p. 53543 and §1317 .05). Per our interpretation this does 
not allow pharmacy employees to transport the sealed inner liners themselves . Please 
clarify. 
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F. 1776.5 Reverse Distributors 

1776.5(a) "A licensed reverse distributor (either a reverse wholesaler or a reverse third
party logistics provider) registered DEA as a collector may accept the sealed inne r liners 
of collection receptacles. Once received, the reverse distributor shall establish records 
required by this section. " 

Comment: The DEA-registered Reve rse Distributor is not the colle ctor except in the 
case of mail-backs (see section 1776.6(a)( 1) for full references). 

Recommendation: Modify text to read : A licensed reverse distributor (either a reverse 
whol esale r or a reve rse third-party logistics provider) registered with the DEA ma y 
accept the sealed inner liners of collection receptacles . Once received , the reverse 
distributor sha ll establish records required by this section. 

1776.5(b) 'Jq licensed reverse distributor may not count, inventory or otherwise sort or 
x-ray the contents of inner liners. All liners shall be incinerated by an appropriately 
licensed DEA distributor." 

Comment: Incineration is not specifically required by the DEA (§ 1317.90); rather, it is 
required to render the substances non-retrievable . One such method is incineration . 
The DEA exp licitly states, "the DEA hopes that the rule will encourage innovation and 
expansion of destruction methods beyo nd incineration . . . " (Federal Register, p. 53536). 
Please do not further restrict what is required in the DEA regulation. 

Recommendation: Modify text to read: A licensed reverse distribu tor may not count, 
inventory or otherwise sort or x-rays the contents of inner liners. All liners sha ll be 
rendered non-retrievable by an appropriately licensed DEA distributor in compliance 
with applicable Federal, State, tribal. and local laws and regulati ons. 

1776.5(e) "Each reverse distributor with an incineration site shall maintain a record of 
the destruction on DEA form 41. .. " 

Comment: As mentioned in the comment for 1776.5(b), incineration is not specifically 
required by the DEA (§ 1317 .90); rather, it is requ ired to render the substances non
retrievable. One approved method of doing this is incineration. The DEA explicitly 
states that "the DEA hopes that the rule will encourage innovation and expansion of 
destruction methods beyond incineration .. . " (Federal Register, p. 53536). Please do 
not further restrict what is required in the DEA regulation. 
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Recommendation: modify text to rea d: Each reverse distributor with a destruction site 
shall maintain a record of the destruction on DEA form 41. 

G. 1776.6 Record Keeping Requirements for Board Licensees Providing Drug 
Take-Back Services 

1776.6(a)(1) "The collector pharmacy shall maintain records that identify: the date the 
envelope or package was obtained by the pharmacy, the number of 
packages/envelopes made available to the public, and the unique identification number 
of each package." 

Comment: Pharmacies are not collectors with regard to mail-back envelopes. Rather, 
the collector is the reverse distributor to which the envelopes are ma iled from the 
ultimate user. These recordkeeping duties shou ld not be required for pharmacies whi ch 
simply hand out the envelopes because they are already required for th e reverse 
distributors accepting them for destruction. Requiring them for pha rma cies would make 
it too onerous for mahy pharmacies to participate in drug take-back programs as 
providers of mail-back envelopes. 

Recommendation: Remove language requiring pharmacies participating in a mail-back 
program to maintain burdensome records beyond what is req uired by the DEA. 

1776.6(a)(2) "For unused packages and envelopes provided to a skilled nursing facility 
or third party to make available to patients and other authorized individuals: the name of 
the third party and physical address of the location receiving the unused packages, date 
sen t, and the number of unused packages sen t with the corresponding unique 
identification number." 

Comment: According to the DEA, thi s is the record that the collector is requ ired to keep 
(§ 1304.22(f)). Please clarify that this app lies on ly to the collector, wh ich in this case is 
th e reverse distributor, not the pharmacy. These recordkeeping duties should not be 
required for pharmacies who simply hand out the envelopes because they are already 
requi red for the reverse distributo rs accepting them for destruction. Requiring them for 
pharmacies would make it too onerous for many pharmacies to participate in drug take
back programs. See section 1776.6(a)(1) for a full explication. 

Recommendation : Clarify that the record-keeping requirements in 1776.6(a)(2) only 
apply to collectors, not to pharmacies distributing mail-back envelopes. 
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1776.6(b) "For each mail-back package or envelope distributed by a pharmacy, the 
pharmacy shall record the serial number of each package or envelope distributed and 
the date distributed." 

Comment: This burdensome nature of this provision is beyond DEA Regulation and 
does not provide a clear benefit. The collector, the reverse distributor in the case of 
mail-backs , is responsible for keeping detailed records. See section 1776.6(a)( 1) for a 
full explication . 

Recommendation: Remove this item entirely. 

The Task Force appreciates the difficult task the Board has undertaken to develop the 
proposed Regulations. The genera l purpo se of these comments are intended to bring 
to light provisions in the proposed Regulations whi ch the Task Fo rce believes afford no 
added benefit to the health and safety of residents and in most cases make it more 
difficult to provide convenient access for residents to properly d ispose of unwanted 
drugs. It is hoped that the Board consider the purpose of drug take-b ack programs , 
which is to provide increased convenience for proper disposal and revise the 
Regulations to be as closely aligned with the DEA Regulation s as possible. 

If yo u have any questions, please contact Mr. Mike Mohajer of the Task Force at 
MikeMohajer@yahoo.com or (909) 592-1147. 

Sincerely, 

Marg aret Clark, Vice-Chair 
Los Angeles County Solid Waste Management Committee/ 

Integrated Waste manag ement Task Force and 
Mayor ProTem , City of Rosemead 

GA:kk 
P:\eppub\EA\EA\TF\TF\Letters\2016\March\BoPProposedRegulations.doc 

Enc. 

cc : 	 Each member of the Cal ifornia Board of Pharmacy 
Executive Director of the Board of Pharmacy 
California State Association of Counties 
League of Californ ia Cities , Los Angeles Division 
California Product Stewardship Council 

mailto:MikeMohajer@yahoo.com
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Each member of the Los Angeles County Board of Supervisors 
San Gabriel Valley Counci l of Governments 
South Bay Cities Council of Governments 
Gateway Cities Council of Governments 
Westside Cities Council of Governments 
Each City Mayor and City Manager in the County of Los Angeles 
Each City Recycling Cordinator in Los Angeles County 
Each Member of the County Sanitation Districts of Los Angeles County 
Each Member of the Los Angeles County Integrated Waste Management Task Force 
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From: Johnson, Margaret (ENV) <margaretjohnson@sfgov.org> 

Sent: Thursday, March 24, 2016 5:06 PM 
To: Martinez, Lori@DCA; Sodergren, Anne@DCA 
Subject: Comments on Proposed Text , Prescription Drug Take-Back, February 1, 2016 
Attachments: San Francisco comments to BOP on Prescription Drug Take-Back reg proposal 
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Hello Lori and Anne. Thank you for the opportunity to comme nt. Our comments are attached. 

Maggie Johnson, Senior Residential Toxics 
Reduction Coordinator 
San Francisco Department of the Enviromnent 
1455 Market Street, Ste. 1200 
San Francisco, CA 941 03 
E: Margaret.Jolmson@sfgov.org 
T: (415) 355-5006 

SFEnvironment.org IFacebook ITwitter IGet Involved 

Please consider the enviromnent before printing this email. 
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A Deportment of the City and County of Son Francisco 

March 25, 20 16 

Lori Martinez 

California Board of Pharmacy 

1625 N. Market Blvd., N21 9 

Sacramento, CA 95834 

Comments on Proposed Text, Prescription Drug Take - Back, February 1, 2016 

Dear Ms. Martinez: 

The San Francisco Department of the Environment appreciates the opportu nity to comment on the 

Board of Pharmacy's proposal to add Article 9. 1, Prescription Drug Take-Back Programs, to 

Division 17 of Title 16 of the California Code of Regulations. In 20 15, the City and County of 

San Francisco passed the San Francisco Safe Drug Disposal Stewardship Ord inance which requ ires 

pharmaceutica l manufacturers to fund and implement a permanent medicine take-back program for 

residents to properly dispose of their unwa nted medicines. A successful program calls for voluntary 

participation from pharmacies to host a collection receptacle. Many pharmacies are waiting for the 

Califo rnia Board of Pharmacy ( CABOP ) to pass regu lations before they decide whether or not they 

are able to host a collection receptacle. We urge the CABOP to pass regulations as quickly as 

possib le so there is no delay in implementing our stewardship program. 

In general, we understand that CABOP is proposing these regulations to align Californ ia's regulations 

with the Federa l DEA' s Final Rule on Disposal of Controlled Substances issued in 2014 . The 

DEA Fin al Ru le was issued to expand the options available to the public to properly dispose of 

controlled substances , while ensuring that disposal is done in a safe and secure manner. The 

DEA Fina l Rule was passed after careful cons ideration and review of many public comments 

submitted by a range of stakeholders. Given the detailed nature of the DEA Final Rule , we 

recommend that the Board not go beyond the Federal requirements . We believe it is in the best 

interest of the public, who wi ll benefit from the new opportunities for conven ient and safe disposa l 
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of unwa nted medi cines , to have Californ ia ' s reg ulation follow the DEA Fina l Ru le as closely as 

possible . W e strongl y encourage the Board to adopt the text of th e DEA Final Rule " as-is, " 

and without furth er elaboration. Fully harmoni zed rules will redu ce confu sion in th e regulated 

community and reass ure pharmacies th at they are meeting both State and Federal requirements . 

We offer the following specific comm ents on the Febru ary 1, 2016 prop osed regul ations . 

Section 1776 PrescriP-tion Drug T ake- Back Programs: Authori z ation 

• 	 "Pharmacies , hospital/clinics with onsite pharmacies ...and licensed skilled nursing facilities may offer, 

under the requirements in th is article ... " 

Comment: The DEA does not use the term ~~s killed nursing faciliti es," but rath er " long term care 

facilities. " Long term care facility ( L T CF) " means a nursing home, retirement care, mental care or 

oth er facility or institution which provides extended health care to res ident patients." " Skilled 

nursing facility," as defined in CA Health and Safety Code Section 12 SO (c) has a narrower 

meaning th an the DEA' s LTCF. 

Reco mm endation: Chan ge " skill ed nursing facilities " to " long term care facilities" to matc h the 

DEA term here and throughout the proposed regulations . This will provid e consistency and avoid 

confusion between the State and Federal regulations . 

• 	 " Federal, state , and other laws proh ibit the deposit in drug take - back re ceptacles of the following ..." 

Comment: We are un aware of any laws which establi sh prohibitions related to dru g take - back 

receptacles for th e specifi c items listed w hen th ey are generated in the home . We are concerned 

thi s language goes beyond the scope of the DEA Final Rule, w ill ca use confus ion , and overreaches 

CABOP's purview by interpreting other agencies' law. 

Recomm end ation: Please remove th is provision from th e final regulation s or list th e app licable laws 

in 	 the Initi al or Final Statement of Reas ons. 

• 	 " Only California - licensed pharmacies and drug distributors (licensed wholesalers and third - party 

logistics providers) who are licensed in good standing with the board and are also registered with the 

Drug Enforcement Administration as collectors may participate in drug take back JHograms ... " 

Comm ent: Pharmacies who solely provide mail - back packages to th e publi c, with or w ithout a fee, 

are not requ ired to register with the DEA. The DEA regulation s require only those ph armacies or 

reverse distributors who operate a mail -back program , by receiving and destroying seal ed mail- back 

packages , to re gi ster as a collector. In contrast , the proposed regulations would require any 
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pharmacy that provides mail -back packages to the public to register with the DEA and CABOP as 

a col lector. 

Recomme ndation: Clarify that pharmacies which solely offer mail-back packages to the public do 

not have to be registe red with the DEA or with CABOP. Change the text to "Only Californ ia

licensed pharmacies and drug distributors (licensed wholesalers and th ird-party logistics providers ) 

who are licensed in good stand ing with the board and are also registered with the Drug 

Enforcement Administration as collectors may operate collection receptacles. California-licensed 

pharmacies may provide empty, unused mail-back packages to the public under the provisions of 

Section 1776.2." 

Sect'o 1776.1 Pharmacies 

• (a): " Pharmacies may assist P-atients ..." 

Comment: The DEA regulations use the term " non - registrant persons," which includes ultimate 

users and others who are lawfully entitl ed to dispose of co ntrolled substances. 

Recomme ndation: Replace "patients" with ~~non-registra nt persons" or "the public." 

• (a) : " ... Provision of such services is voluntary" 

Comment: This statement may be interpreted to preempt loca l government ordinances that require 

retai l pharmacies to provide a drug take-back program . To intentiona lly preempt local governments 

on this issue is not consistent with the CABOP's mission statement to protect and promote the 

health and safety of Californians. 

Recommendation: Change text to: " Provision of such services , under these regulati<mS, is 

vo luntary. 

Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

General Comment: This section needs to be reworked to clarify that it does not apply to 

pharmacies which solely provide empty unused mail-back envelopes or packages to the public. If 

CABOP's intention is to mirror the DEA Final Rule, these regulations should only be applicable to 

pharmacies which are actually operating a mail-back prog ram (i.e. receiving and destroying on-site 

sea led mail-back envelopes or packages). We do not believe CABOP should extend the scope of 

this section to pharmacies that solely provide empty, unused mail - back envelopes or packages to 

the public and do not operate an on-site destruction faci lity. 
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• 	 (e) "The pharmacy distributing mail back envelopes and packages shall create and maintain records 

required by section 1776.6." 

Comment: The DEA Final Rule does not require pharmacies (or other entities ) to maintain 

records on empty unsealed mail-back packages they give to the public. Requiring pharmacies who 

solely distribute empty mail -back units to the public to create and maintain records for mail-back 

packages would be an unnecessary burden. Furthermore, in San Francisco's pilot mail - back 

program, we found that many mail-back envelopes that we distributed to the public were never 

used; therefore there is little utility to maintaining such records. 

Recommendation: Delete subpart (e) of 17 7 6. 2. 

• 	 (a) " ... In hours when the pharmacy is closed, the collection receptacle shall not be accessible to the 

public for deposit of drugs. The pharmacy shall lock the deposit slot on the collection receptacle and 

physically block patients from access to the collection receptacle by some means." 

Comment: This requirement goes beyond the DEA regu lations, and could be a large burden to 

pharmacies. The DEA states that the receptacle shall be locked or made otherwise inaccess ible to 

the public when an employee is not present. Furthermore, in the case of independent pharmacies 

where the collection receptacle is already inaccessible to the publ ic when the pha rmacy is closed, it 

is not necessary for them to lock the top of the bin. 

Recommendation: Replace above text with: " The receptacle shall be locked or made otherwise 

inaccessible to the public when an employee is not present." 

• 	 (b) "The receptacle shall be installed in an inside location, where the receptacle is visible to 

pharmacy employees, but not located in emergency areas." 

Comment: The DEA does not specify that employees must be employed in the pharmacy. The 

reference to "emergency areas," is likely only applicable to pharma cies located within a hospital or 

clinic and is proposed in the following paragraph. 

Recommendation: Delete " pharmacy," and " but not located in emergency areas." 

• 	 (c) "When the supervising pharmacy is closed, the collection receptacle shall be locked so that 

drugs may not be deposited into the collection receptacle . When the collection receptacle is locked, 

the supervising_pharmacy shall ensure that the collection receptacle_is also physically blocked from 

patient access by some means." 
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Recom mendation: Cha nge above text to read: The collection receptacle shall be locked or made 

oth erwise inaccessible to the public when not being regula rly monitored by an employee so that 

drugs may not be deposited into the collection receptacle. 

• 	 (h) "All rigid containers must meet standards of the United States Department of Transportation for 

transport of medical waste. " 

Comment: There is a lot of confusion around the definition of medical waste; significantly, home-

generated pharmaceutica l waste is not currently defined as medical waste (see CA Health & Safety 

Code Section 117700) . 

Recommendation : Delete "for transport of medical waste." 

• 	 U) " Liners and thei r rigid containers that have been filled and removed from a collection receptacle 

must be stored in a secured, locked location in the pharmacy no longer than three days ." 

Comm ent : Th e DEA does not specify how many days a pharmacy can store full liners before 

tran sporting for destru ction, on ly specifying " promptly" (see Section 1317.05 (c) . We do not 

believe three days is a rea sonable time frame that will work for all pharmacies in the state of 

Californ ia. 

Recommendation: Delete " no long er t han three days." 

• 	 (k)(5) " If a common carrier is used to transport the liner to the reverse distributor, the company used , 

the signature of the driver, and any related paper (invoice, bill of lading) must be recorded. " 

Comment: The DEA does not require any of these record s when registrants use a common carrier 

to tran sport inner liners to a reverse distributor. We fo resee some possible issues with obtaining the 

signature of the co mmon carri er driver, in the case w here some companies may prohibit their 

drive rs fro m signing anything or the driver does not feel co mforta ble signing any forms. 

Recommendation: Delete "the signature of the driver." 

• 	 (m) " ... Labe ling sha ll a lso identify that..may not be dep osited into the receptacle." ... " 

Comment: As noted above, we are not aware of any laws that specifically bar certain materials 

from being deposited into drug take-back receptacles. 

Recommendation: Delete th is section except for the last sentence. 

Section 1776.4 C oll ection in S killed Nursing Facilities 
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• 	 (h)(2) "All rigid containers must meet standards of the United States Department of Transportation for 

transport of medical waste." 

Comment: As noted above , t here is a lot of confusion about the definition of medical waste; 

significantly, home-generated pharmaceutical waste is not currently defined as medical waste ( see 

CA Health & Safety Code Section 117700). 

Recomme ndation: Delete "for transport of medical waste . " 

• 	 (n) "Liners still housed in a rigid container may be delivered to a reverse distributor for destruction by 

two pharmacy employees delivering the sealed inner liners in the rigid containers and their contents 

directly to a reverse distributor's registered location ..." 

Comment : The DEA limits disposa l of sealed inner liners to on-site destruction , delivery to a 

reverse distributor' s registered location by common carrier, or by reverse distributor pick-up at the 

authori zed collector's location. Collectors are not allowed to self-transport. 

Recommendation: Replace "two pharmacy employees deli vering " with "common carrier or reverse 

distributor pickup of 0 0 0" 

Section 1776.5 Reverse Distributors 

• 	 "A licensed reverse distributor registered DEA as a collector ..." 

Comments: Reverse distributors are required to be registered with the DEA as a reverse distributor . 

They wo uld be registered with the DEA as a collector only if they are operating a mail -back 

program. 

Recommendation: Modify text to read , " A licensed reverse distributor (either a reverse wholesaler 

or 	a reverse third- party logistics provider) registered with the DEA may accept .. 0" 

Section 1776.6 Record Kee~uirements for Board Licensees Providing Drug Take-Back Services 

• 	 (a) " When obtaining unused mail-back packages ..." 

• 	 (a)(1) "The collector pharmacy shall maintain records that identify: the date the envelope or package 

was obtained by the pharmacy, the number of packages/envelopes made available to the public, and 

the unique identification number of each package ." 
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• 	 "For each mail-back package or envelope distributed by a pharmacy, the pharmacy shall record the 

serial number of each package or envelope distributed and the date distributed." 

Comment : These records are not requ ired by the DEA of pharmacies which are sole ly providing 

unused, empty mail-back envelopes or packages to the public. These records are req uired of the 

reve rse distributor who is operating the mail-back progra m. It is burdensome and unnecessary to 

req uire thi s level of recordkeeping of pharmacies that are solely provid ing unused mail back 

envelopes to the public. 

Recommendation: Delete sections 1776.6(a) and 1776.6(b). If CABOP envisions a pharmacy that 

may also operate an on-site destruction facility, then we suggest that this section be reworked to 

only pertain to those pharmacies . 

We are very appreciative of the time and effort that CABOP staff have spent to bring these 

regulations forward, and of staff's will ingness to consider the viewpoints of all stakeholders. If you 

have questions about ou r comments or need additiona l information , please do not hesitate to contact 

Maggie Joh nson of my staff at 415-355-5006 or via emai l to Margaret.johnson@sfgov.org. 

Sincerely, 

Jen Jackson 

Taxies Reduction Program Manager 

San Francisco Department of the Environment 

mailto:Margaret.johnson@sfgov.org
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Martinez, Lori@DCA 

From: Mary Rose <mrose1126@aol.co m > 

Sent: Monday, February 15, 2016 3:44 PM 
To: Martinez, Lori @DCA 

Subject: Don't Obstruct Pharmacy-based Drug Take-Back Programs 

Dear Dr. Gutierrez and Fellow Board Members 

I an1 d eeply concerned with the impacts unused medications h ave on water quality and public health, as well 
as the Board of Pharmacy's proposed rules that will actually discourage pharmacies from hosting medicine 
collection bins. Pharmacies provide an important public h ealth service to the community and studies show 
that they are where the public wants to be able to safely dispose of medicines. 

Because pharmacies have been shown to be the most effective collection sites, the U.S. Drug Enforcement 
Agency has established conunon sen se rules that allow pharmacies to support drug takeback in a safe cu1d 
secure mcuu1er. Pharmacies who volw1teer to host bins in California have not experienced serious problems or 
legal issues and mcu1y of the fears expressed by some pharmacy interests are unsubstcu1tiated. 

The Board of Pharmacy does NOT need to develop extensive regulations. Instead it should simply 
acknowled ge that California pharmacies can host safe m edicine disposal bins if they follow the DEA rules. By 
proposing additional regulations and deliberatin g over a len gthy period of time, the Board has scared 
phannacies that wish to hos t take-back bins now from doing so. In addition, by attempting to preempt those 
few ordinances that require pharmacy participation in manufacturer supported programs, you are interfering 
with the action s of elected officials who are acting on behalf of the public to protect public health. That is 
inappropriate for an w1elected Board. 

Instead of obstructing what are mostly volw1tcu·y ac tions by publicly responsible pharmacies, tl1e Board of 
Pharmacy should promote su ch programs as a mecu1s of protecting public cu1d enviromnental health. 
California pharmacies dish·ibute medications cu1d are the perfect cu1d safe location to retum them. 

It it h ard enough already to properly dispose of drugs, with pharmacies cu1d city and county recycling centers 
each having different rules and criteria for turning in drugs. It should be made easier, clearer cu1d simpler for 
people to dispose of drugs. Pharmacies are based on dispensing drugs cu1d could easily take the lead in 
securing a safe cu1d clear way for the public to dispose of drugs. 

I urge you to simply end orse the Drug Enforcement Agency's rules for pharm acy-based collection programs 
with all expediency and to desist from any effort to preempt local laws. 

Mary Rose 
1370 Delaware Street 
Berkeley, CA 94702 
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Martinez, Lori@DCA 

From: Merry Selk <rnerryselk@gmail.com> 
Sent: Monday, February 15, 2016 4:39 PM 
To: Martinez, Lori@DCA 
Subject: SUPPORT for Pharmacy-based Drug Take -Back Programs 

Dear Dr. Gutierrez and Fellow Board Members 

Unused medications hurt water quality and pubbc health, and the Board of Pharmacy's proposed rules will 
discourage pharmacies from hosting medicine collection bins. 

Please endorse Drug Enforcement Agency rules for pharmacy-based collection programs and stop attempts to 
preempt local laws. 

Because pharmacies have been shown to be the most effective collection sites, the U.S. Drug Enforcement 
Agency has established common sense rules that allow pharmacies to support drug takeback in a safe and 
secure manner. 

By proposing add itional regulations and deliberating over a lengthy period of time, the Board has scared 
pharmacies that wish to host take-back bins now from doing so. 

The Board of Pharmacy should promote such programs as a means of protecting public and environmental 
health. Califomia pharmacies distribute medications and are the perfect and safe location to return them. 

Merry Selk 
1016 Evelyn Ave. 
Albany, CA 94706 

1 



Martinez, Lori@DCA 

From: Mary Staples < mstaples@NACDS.org > 
Sent: Monday, March 28, 2016 12:24 PM 
To: Amy Guittierez 
Cc: Herold, Virginia@DCA; Martinez, Lori@DCA; Sodergren, Anne@DCA 
Subject: NACDS Comments on the California Board of Pharmacy Proposed Rule Article 9.1, 

Prescription Drug Take -Back Programs, Section 1776 
Attachments: CA NACDS Cmts RxTB 3-28-2016.pdf 

Please accept these comments for the record. 

Mary Stap les 
Director, State Govemment Affairs 

NACDS 
1560 E. Southl ake Blvd., Suite 230 
Southlake, TX 76092 
817.442. 11 55 
817.442. 1140 Fax 
817.308.2 103 Cell 
mstaples @nacds.org 
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NATIONAL ASSOCIATION OF NACDS C HA IN DRUG STORES 

March 28, 20 16 


Amy GutieiTez, Phann.D. 

President, Califomia State Board of Phannacy 

1625 North Market B lvd., Suite N-219 

Sacramento, CA 95834 


Re: NACDS Comments on the California Boa rd of Pha rmacy Proposed Rule Article 9.1, Prescription 
Drug Take-Back P rograms, Section 1776 

Dear Dr. Gutienez: 

On behalf of our members that operate phannacies tlu·oughout the state of California, the National 
Assoc iation of Chain Drug Stores (NACDS) supports the Board ofPharmacy's proposed drug take -back 
regulations with some requests for clarification and modification. Specifically, we urge the Board to make 
clear in the Final Rule that pharmacies that merely distribute another entity's mai l-back envelopes are not 
"collectors" within the drug take-back program and that phannacy participation in drug-take back programs is 
voluntary. We also request that the Board ensure that the Fi nal Rule mirror the Drug Enforcement Agency 's 
(" DEA'') 20 14 Final R ule regarding drug take-back programs as much as possi ble. 

Voluntary P harmacy P articipation 

As we have previously outlined to the Board in our January, 20 16 drug take-back program comments, we 
believe that phannacy participation in any state or municipal take-back program should be voluntary. In our 
January letter , we outlined the public health concerns, operational concerns and flexibility rationale for why 
we oppose mandatory participation. We have attached a copy of that letter for more detail. 

Section 1776. 1 of the Proposed Ru le states that " provision of [drug take-back] services is volun tary." We 
applaud the Board for including such language, but we also encourage the Board to make clear tha t such 
language also preempts any municipality-based programs to the contrary. In other words, the Final Rule 
should clarify that no municipa lity intending to set up a dr ug take-back program can mandate pharmacy 
participation. We seek consistency across the state and ask the Board to help us achieve that goal by 
clarifying the preemptive effect of the Final Rule on municipal take-back programs. 

Definition of Collectors 

While the Proposed Rule does not specifically defin e the term "collector," we believe that a plain reading of 
the Proposed Rule demonsh·ates that a pham1acy that merely distributes mail-back envelopes to be sent 
directly to another entity with who m it has partnered for the receipt and destructio n of the envelopes 
("'Partner") is not a "collector" for purposes of the rule. Section 1776.2(b) contemplates a process in wh ich 
pharmacies distribute preaddressed envelopes that will be returned to a "collector" with onsite capabi lities for 
destructio n. The recipient of the filled envelope is the "collector," not the pharmacy. To further emphasize 
this point, Section 1776.2(g) states t hat " once filled with unwanted prescription drugs, the mail back packages 
or envelopes shall be mailed and not accepted by the pharmacy for return, processing or holding." We 
believe that read together, these two provisions make clear that phannacies that distribute mail-back 
envelopes are not "collectors" within the Pro posed Rule. 

In the DEA Final Rule on dmg take-back programs, the DEA, in 2 1 CFR 13 17.70(a) states that a collector, 
must have, at their registered location a method of destruction for returned envelopes. Moreover, 21 CFR 

NACDS Regi ona l Office 
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1317.70(c) states that: 

Collectors or law enforcement that conduct a mail-back program shall make packages available (for 
sale or for free) as specified in this paragraph to ultimate users and persons lawfully entitled to 
dispose of an ultimate user decedenfs property, for the collection of controlled substances by 
common or contract carrier. Any person may partner with a collector or law enforcement to make 
such packages available in accordance with this section. 

This language makes clear that the recip ient of the returned envelope, the Partner, is a "collector" for drug 
take-back purposes and that a pharmacy that distributes such envelopes is not the collector, merely facilitating 
distribution of the envelopes. To maintain consistency with the federal regulation, we urge the Board to take 
the same approach. Again, we believe that Board has already done so, as described above. However, to the 
extent that the Board's Proposed Rule does not track the federal language, we urge the Board to clarify that 
phannacies, in California, who merely distlibute take-back envelopes in patinership with collectors need not 
register as collectors themselves. 

Inconsistencies with the DEA Final Rule 

While the Proposed Rule generally tracks the DEA Final Rule in establishing a drug take-back program, there 
are several areas of inconsi stency. More specifically, Section 1776.6(a) and (b) include record keepi ng 
requirements for pharmacies that are not included in the federal regulation. These two provisions would 
require pharmacies to keep records of the date an unused mail-back envelope was obtained by the pharmacy, 
the serial number of each package or envelope distributed and the date distributed. We do not understand the 
justitica tion for such added requirements. These two requirements impose additi onal administrative burdens 
and costs on participating phannacies without a justification or rationale. Accordingly, we ask the Board to 
delete these two requirements. While these two requirements are of greatest concern to NACDS, we also ask 
the Board to take effmis to ensure that all of the provisions of the Proposed Rule are consistent with the 
DEA's federal regulation. 

Conclusion 

For the reasons outlined above, we urge the Board to finalize its proposed drug take-back regu lations with the 
requested changes and clarifications. Most importantly, the Board should make clear that the Final Rule 
preempts municipality-based mandatory drug take-back programs. Phannacy participation in drug take-back 
programs should remain voluntary consistent with federal law. 

Thank you for consideration ofour comments. If you have any questions or need additional infom1a tion, 
please contact me at mstaples@nacds.org, or 817-442-1 155. 

Sincerely, 

Jh'QSJ+-s 
Mary Staples 
Director, Government Affairs 

cc: Virginia Herold, Executive Officer, California Board ofPharmacy 

Attachment 
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NATIONAL ASSOCIATION OF NACDSiiiiilliliililiililiililiiii CHAIN DRUG STORES 

Janua1y 15,2016 

Amy GutieiTez, Pham1.D. 
President 
Ca lifornia State Board ofPharn1acy 
1625 North Market Blvd., Suite N-2 19 
Sacramento, CA 95834 

Dear Dr. Gutienez: 

On behalf of our 19 members that operate more than 3,400 phannacies tlu·oughout the state of Califomia, the 
National Association of Chain Drug Stores (NACDS) supports the Board ofPharmacy's proposed drug take
back regulations. Importantly, the proposed regulations maintain consistency between federal drug take-back 
Jaw and state's drug take-back law by preempting local coun ty efforts that would otherwise mandate that 
phannacies serve as collection sites for drug lake-back programs. We are not urgi ng the Board prohibit 
pham1acies from participating in take-back programs. Rather, we believe the Board should make clear to the 
municipalities that the statewide policy is vo luntary pa1ticipation, as mandatory participation raises secmity, 
li ability, public health and safety concems, as well as practical operational concems. 

Background 

Effective October 9, 2014, the Dru g Enforcement Administration (DEA) issued final regulations that 
implemented the federal Secure and Respons ible Drug Disposal Act ("Act"). The Act and t hese DEA 
r egu lations allow entities, which are DEA registered and authorized by the DEA, to vol un tarily set up 
programs for disposal of consumers' unwanted controlled substances. The law and regu lations apply to a 
variety of DEA registrants, including retail p harmacies, an d provide fo r a va1iety of disposal options, 
including allowing registrants to setup mail-back and collection receptacles. In short, the DEA regulations 
allow a voluntary approach with each DEA registrant deciding if and how they want to set up a program. We 
appreciate the fact that the Board's proposed regulations track with the federa l law and regu lations through 
clarifying that phannacy participation in Califomia drug take-back programs must be vo luntary in nature. As 
we have previously stated in comments to the Board, there are several reasons why pharmacy participation 
should be voluntary in drug take-back programs. 

Security and Liability Concerns 

First, if the Board were to allow municipalities to mandate pham1acy take back programs centered upon retail 
phannacy take back receptacles, it would inadvertently create securi ty risks for phmmacies, as wei! as for 
their staff and customers. More p recisely, if bad actors team that pharma cies are now required to house take 
back receptacles that hold addictive drugs w ith high value on the black market, then such bad actors, with 
little difficulty, could charge into a phannacy anned with weapons and steal the collection receptacle. 

Public Health Concerns 

Second, voluntary take-back programs are necessary to avoid public health concems. The DEA rule, which is 
contro lling on this issue, provides that only consumers are permitted to deposit their un wanted medications 
into collection receptacles. The regulations do not allow pharmacists or phannacy staff to touch or handle 
them in any manner. Whi le consumers are expected to place their unwanted medications into collection 
receptacles, this may not always occur. Instead, a consumer might dispose of their drugs next to or on top of 
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NACDS Letter to Amy Gutierrez, Pharm.D. 
President, Cal ifomia State Board of Pharmacy 
Page 2 of2 

the collection receptacle where another consumer could pick them up, which is particularly wonisome if a 
child were to pick up and ingest such a dru g. 

Practical Operational Concerns 

Third, municipality-based mandatory take-back participation is problemat ic as not every phannacy is the 
same in des ign, space and structure, and each pharmacy must consider its own space limitations to ta ke back 
consumers' retu rned drugs in mandated receptacl es . Space is becoming even more limited as pharmacists 
increasingly provide more and more hea lth services to patients. Pham1acies need space to provide such 
services and housing taking back receptacles may interfere with phannacies abi lity to effectively offer their 
pat ients other health care services . 

The Need for Flexibility 

Finally, municipality-based mandatory take-back programs interfere with the development of safer and more 
feasible take-back options that would otherwise be precluded by such mandates. For example, the DEA 
regulations allow DEA registered entities to vo luntarily decide to operate a mail-back program for consumers 
to retum their unwanted prescribed medications (both controlled and non-controlled) via the mai l to locations 
where they are destroyed. Consumers may collec t their unwanted medications and place their unwanted 
medications in the envelope at a time and place convenient for them, and then ma il it when it is fu ll . 
However , ifmunicipalities mandate take-back receptacles at phannacies, then such programs may preclude 
pharmacies from offering irmovative mail-back programs. 

Conclusion 

For the rea sons outlined above, we urge the Board to fina lize its proposed regulations that clearly preempt 
municipality-based mandatory drug take-back programs. Pham1acy participation in drug take-back programs 
should remain voluntary consistent with federal law. Please do not hesitate to contact me for further 
infonnation or assistance on th is issue. l can be reached at 8 17-442-1155 or at mstaples@nacds.org. 

Jh~SI-+-s 
Mary Staples 

cc: Virginia Herold, Executive Officer, California Board ofPham1acy 

mailto:mstaples@nacds.org


Martinez, lori@DCA 

From: Nickie Amerius-Sargeant <namersarg@yahoo.com> 
Sent: Monday, February 15, 2016 9:20 PM 
To: Martinez, Lori@DCA 

Subject: Don't Obstruct Pharmacy-based Drug Take-Back Programs 

Dear Dr. Gutierrez and Fellow Board Members 

I am deeply concerned with the impacts tmused medications have on water quality and public health, as well 
as the Board of Pharmacy's proposed rules that will actually discourage pharmacies from hosting medicine 
collection bins. Pharmacies provide an important public health service to the community and studies show 
that they are where the public wants to be able to safely dispose of medicines. 

Because pharmacies have been shown to be the most effective collection sites, the U.S. Drug Enforcement 
Agency has established common sense rules that allow pharmacies to support drug takeback in a safe and 
secure mrumer. Pharmacies who volun teer to host bins in California have not experienced serious problems or 
legal issues and many of the fears expressed by some pharmacy interests are unsubstantiated. 

The Board of Pharmacy does NOT need to develop extensive regulations. h1stead it should simply 
acknowledge that California pharmacies can host safe medicine disposal bins if they follow the DEA rules. By 
proposing additional regulations and delibcrat:iJ.1g over a lengthy period of time, the Board has scared 
pharmacies that wish to host take-back bins now from doing so. h1 addition, by attempting to preempt those 
few ordinances that require pharmacy participation in man.ufacturer supported programs, you are interfering 
with the actions of elected officials who are acting on behalf of the public to protect public health. That is 
inappropriate for an unelected Board. 

mstead of obstructing what are mostly voluntary actions by publicly responsible pharmacies, the Board of 
Pharmacy should promote such programs as a means of protecting public and environmental health. 
California pharmacies distribute medications and are the perfect and safe location to return tl1em. I urge you 
to simply endorse the Drug Enforcement Agency's rules for pharmacy-based collection programs with all 
expediency and to desist from any effort to preempt local laws. 

Keep water quality safe and have drug manufacturers collect w1used drugs. 

Nickie Amerius-Sargeant 
7170 F Street 
Tres PINOS, CA 95075 
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March 15, 2016 

Mrs. Lori Martinez 
California Board of Pharmacy 
1625 N. Market Blvd ., N219 
Sacramento, CA 95834 

Dear Mrs. Martinez: 

SUBJECT: CALIFORNIA BOARD OF PHARMACY PROPOSED REGULATIONS 

On behalf of th e Board Members of Nipomo Community Services District (NCSD), I am writing 
to provide co mment regarding the California Board of Pharmacy proposed regulations to section 
1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of Regulations. It is 
NCSD's opinion that the proposed regulations will significantly limit the options for the public to 
dispose of their unwanted medicine. The reasons are twofo ld. 

1. The California Board of Pharmacy proposed regulations are more burdensome than the 
federal regu lation s adopted by the Department of Justice on September 9, 2014. For example, 
the proposed reg ulations increase the record keeping requirements without any apparent 
benefit. There are also additional requirements and restrictions on how unwanted m edicine can 
be collected and disposed of. 

2. The Californi a Board of Pharmacy proposed regulations will preempt local programs. In San 
Luis Obispo County there is a requirement that every pharmacy provides the public wi th an 
option to disposal of unwanted medicine. If this requirement is preempted, many of th ese 
pharmacies wi ll no longer provide the publ ic with a method of disposal of unwanted medicine. 

NCSD oversees two wastewater treatment plants (WWTP). As with most wastewater treatment 
facilities, the WWTPs are not designed to and therefore not effective in removing 
pharmaceuticals from the waste stream. 

Keeping pharmaceuticals out of the grou ndwater to the extent possible should be a priority. This 
objective is more effective ly and efficiently achieved by addressing the problem at the point of 
entry. Californ ia should be looking to enhance the collection of unwanted medi cine at faci lities 
that are capable of managing disposal of these products . Too often the option people are left 
w ith when faced with discarding unwanted medicines is to flu sh them down the drain. 

T:\BOARD MATTERS\LEITERS\Oppose Drug Disposal.docx 
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One solution to preventing pharmaceuticals from entering the groundwater is to provide the 
public with easy access to designated disposal sites. Residents of California would be better 
served if the Califo rnia Board of Pharmacy were to adopt the Departm ent of Justice regulations 
issued on September 9, 2014. · 

Sincerely, 

NIPOMO COMM UNITY SERVICES DISTRICT 

/1::r 
General Manager 

c: NCSD Board Members 

T:\ BOARD MATTERS\LETTERS\Op posc Dmg Disposal.doc x 



Martinez, Lori@DCA 

From: PHuntzinger <pehuntdalycity@yahoo.com > 
Sent: Friday, February 12, 2016 9:54 AM 
To: Martinez, Lori@DCA 
Subject: Take Back Programs 

Good Day, 

Regarding med take back programs I think it is important to h ave guidance regard ing the deposition of 

p rohibited products. Primarily, pharmacies have no control on wh at is deposited by the public in such 

receptacles and shouldn't be h eld accoun table for prohibited items that are deposited in them. 

Sincerely, 

Paul Hw1tzil1ger, RPh 44650 


Sent from my iPhone 
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Martinez, Lori@DCA 

From: Ryan Schmidt <ryansc hmidt24@yahoo.com> 
Sent: Tuesday, February 16, 2016 10:18 AM 
To: Martinez, Lori@DCA 
Subject: Don't Obstruct Pharmacy-based Dru g Take-Back Programs 

Dear Dr. Gutierrez and Fellow Board Members 

I trust that tl1e Board will not wmecessaTily overlap the common sense regulations already in place to 
encom age pharmaceutical re-cycling. This is an important issue to om water quality, and once in which 
progress is needed to further and promote successful recycling programs. 

I am deeply concerned witl1 the impacts unused medica tions have on water quality and public health, as well 
as the Board of Pharmacy's proposed rules that will actually discomage pharmacies from hosting meclicine 
collection bins. Pharmacies provide an important public health service to the community and studies show 
that they are where tl1e public wants to be able to safely dispose of medicines. 

Because pharmacies h ave been shown to be the most e.f.fective collection sites, the U.S. Drug Enforcement 
Agency has establish ed common sen se rules tl1at allow pharmaci€s to support drug takeback in a safe an d 
secure mcuu1er. Pharmacies who volunteer to host bins in California have not experienced serious problems or 
legal issu es cu1d many of the fears expressed by some pharmacy interests are unsubstantiated. 

The Board of Pharmacy does NOT need to develop extensive regulations. Instead it should simply 
acknowledge that California pharmacies can host safe medicine disposal bins if tl1ey .follow the DEA rules. By 
proposing additional regulations and deliberating over a leng thy period of time, the Board has scared 
pharmacies that wish to host take-back bins now from doing so. In addition, by attempting to preempt those 
few ordinances tha t require pharmacy participation in mcumfactm er supported programs, you are interfering 
with the actions of elected officials who are acting on behalf of the public to protect public health. Tha t is 
inappropriate for an Lmelected Board. 

Instead of obstructing what are mostly volm1.tary actions by publicly responsible pharmacies, the Board of 
Pharmacy should promote such programs as a means of protecting public and environmental health. 
Cali...fomia pharmacies distribute medica tions and are the perfect and safe location to retum them. I urge you 
to simply endorse the Drug Enforcement Agency's rules for pharmacy-based collection programs with all 
expediency and to desist from any effort to preempt local laws. 

Ryan Schmidt 
30 Wool St. 
San Francisco, CA 94110 
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Martinez, Lori@DCA 

From: Robert Stein <Robert_Stein @kgi.edu > 
Sent: Tuesday, March 01, 2016 4:08 PM 
To: Martinez, Lori @DCA 
Subject: Proposed CCR 1715.65 

Hi Lori , 

I am the designated reviewer of this proposed regulation for CSHP. Please put me on the list to be notified of any 
changes to the text of the regulation. 

Thanks, 
Bob. 

Robert L. Stein , Pharm.D., J.D. 

Professor of Practice for Pharmacy Law & Ethics 


535 Watson Drive 1 Claremont , CA 91711 

Phone (909) 607-0292 
Fax (909) 607-9826 

website I vCard I map I email 

This email may contain confidential and/or private information. If you received this email in error please delete 
and notify sender. 

" The future isn't what it used to be." - Y. Berra 
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Martinez, Lori@DCA 

From: Paige Dulberg < pdulberg @westyost.com > 
Sent: Monday, March 28, 2016 3:14 PM 
To: Martinez, Lori @DCA 
Cc: Andy Rodgers; Daria Isupov 
Subject: RRWA BOP Take-Back Regulation Comments 

Attachments: BOP-1776_RRWA-Comment s.pdf 

Dear Ms Martinez, 

Attached, please a letter from the Russian River Waters hed Association: " Comments on Board of Pharmacy Proposed 

Regulations for Prescription Drug Take Back Programs." Thank you for sharing our comments with the Board. Please let 
Andy Rodgers kno w if you have any questions. 

Regards, 

Paige Dulberg 
Russian River Watershed Association Staff 
West Yost Associates 
pdulberg @westyost.com 
(707) 508-3677 

Executive Director: Andy Rodgers 
300 Seminary Ave, Ukiah, CA 95482 
(707) 508-3672 
www. rrwatershed.org 
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R U SS IAN RIVER 
WATERSHED ASSOC IATION 

MEMBER AGENCIES 

• City of Cloverdale 

• City of Cotati 

• City of Healdsburg 

• City of Rohnert Park 

• City of Santa Rosa 

• City of Sebastopol 

• City of Ukiah 

• County of Mendocino 

• County of Sonoma 

• Sonoma County 
Water Agency 

• Town of Windsor 

ANDY RODGERS 
Executive Direct or 

300 Seminary Avenue 
Ukiah , CA 95482 
(707) 666 • 4857 

www.r rwat ershed .org 

SENT VIA: EMAIL 

March 28, 20 16 

Lori Mattinez 
California State Board of Phannacy 
1625 N mth Market Boulevard , Suite N 2 19 
Sacramento, California 95834 

Lo1i.Martinez@dca.ca.gov 

SUBJECT: COMMENTS ON BOARD OF PHARMACY 
PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE
BACK PROGRAMS 

Dear Ms Martinez and Members of the Board, 

I write on behalf of the Russian River Watershed Association (RRWA) and 
Sonoma County' s Safe Med icine Disposa l Co llaborative to respectfull y 
express our opposition to the draft proposed text of Section 1776 of Alticle 
9. 1 of Division 17 ofTitle 16 of the California Code of Regulations. 

RRWA fonned in 2003 and is a coalition of eleven cities, counties, and 
agencies within the Russian River Watersh ed that work together tor clean 
water, fisheries restoration , and watershed enhancement. O ur collective 
concern of hou sehold hazardous waste led to the creation of our Safe 
Medicine Disposal (SMD) Program in 2007. RRWA pa1tners with local 
government agencies, pharmacies, and law enforcement offic es to provide 
safe medicine disposal options to our community. Residents can bring their 
unused, unwanted, or outdated medicines to any of our thirty-seven secure 
drug take-back locations. The SMD Program has collected over 95,000 
pounds ofpharmaceutical waste since 2007 and is currentl y funded by 
local governments. A co llaboration of active stakeholders has worked 
together for years to maintain and expand the SMD Program. Regional 
collection programs like ours keep medications out of the wrong hands, 
protect young children from accidental poisonings, and protect the 
environment. 

Collectively, we request that the Board please consider the follow ing 
comments when deciding how to move forward with the proposed draft 
regulations regarding pha1maceutical take back programs: 

• 	 As written, Section 1776.1(e) may be interpreted as prohibiting 
collection of medical sharps and needles in any collection receptacle 
in a pharmacy. However, sharps may be safely collected in sha rp s
sp ecific collection receptacles . P lease do not prohibit the placement 
of sharps-specific collection receptacles in pharmacies; cons ider 
clmify ing the wording of Section 1776.1(e) to prohibit sh arps and 

mailto:Martinez@dca.ca
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other dangerous dru gs from prescription drug co ll ection receptacles 
only. 

• The Drug Enforcem ent Agency (DEA) states that drug receptacles 
shall be locked or m ad e othetwise inaccessible to the public when an 
employee is not present. The Board 's proposed requi reme nt to '·Jock 
the deposit slot on the collection receptacle and physically block 
p atients from access to the co llect ion receptac le by some means" is 
confusin g. R equiring the receptacl e itself to be physically blocked 
goes beyond the DEA requirem ents and does not necessarily increase 
public safety. Furthermore, the security requirements, as wtitten, 
could be misinterpreted. Is this a requirement to install a physical 
barrier around all collection receptacles? Requiring thi s would likely 
consume more pharmacy floor space and deter pharmacies from 
installing collection receptacl es. Please consider clmifying the 
security requirements in Sections 1776.3(a) and 1776.3(c). 

• In the case of phmmacies, the DEA regulations only state that liners 
mu st be removed " pro mpt ly." Please co ns ider updating Sec tio n 
1776.30) to be consi stent w ith the DEA by remo ving the "three day .. 
remova l requirement and rep lacing it with a "prompt" remova l. 

• A pharmacy th at di stributes mail-back envelopes does not come into 
contact w ith the co llected, unwanted m edications. Instead, the 
unwanted medications m·e mailed directly to a reverse disttibutor. 
T he reverse distributor is responsible for recording information about 
the co llected m edications including the date and unique identification 
nun1ber. 

Simply having mail-b ack envelopes on site does not mean that the 
phmmacy is actively collecting unwanted prescription drugs at their 
locatio n. Accordingly, please consider eliminating the requirement 
fo r phatmacy retailers to be registered with the DEA as a collector if 
they p articipate in dru g tak e-back programs only by disttibuting 
empty envelopes to patients. 

Fwihermore, the DEA does not require retailers that sell or othetw ise 
distribute mail-back envelopes to or maintain records of the mail
back envelopes before they are used to collect unwanted medications. 
Please remove the burdensome recordkeeping requirements for 
empty mail b ack envelopes outlined in Sections 1776.2( e), 1776.6( a), 
and 1776.6(b). 

• Please consider revising the language of Section 1776. 1 (a) to allow 
local jurisdictions to require pharmacy pm1icipation in regional 

www. rrwatershed.org 
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programs. In some cases, local jurisdictions may consider mandating 
phannacies to p arti cipate in a regional drug take-back program, so 
long as the phannacies are not financially responsible for providing 
the serv ice. To avoid any potentia l dispute regarding the Board ' s 
preemption of local jurisdictions, we request the removal of the 
sentence "Provision of such services is voluntary. " from Section 
1776.l(a) . 

RRWA and the SMD Collaborative agree that phatmacies should be able 
to assist patients seeking to destroy unwanted medications. In our 
community, p articipants have shown a preference for disposing of their 
unwanted medications at phmmacy take-back locations. RRW A and the 
SMD Collaborative hope to grow the number of phannacies that pm1icipate 
in the SMD Program. As written, th e Board 's regulations are confusing, 
open to misinterpretation and could deter phmmacy participation in SMD 
Programs. Because of this, we request that you revise and clmify Section 
1776. 

Ifyou have any qu esti ons or concerns about RRWA's position , please 
contact me at 707-508-3672. 

Sincerely, 

Andy Rodgers, RRWA Executive Director 

Cc: RRWA Board ofDirectors 
Safe Medicine Disposal Ordinance Collaborative 
Heidi Sanbom, California Product Stewm·dship Council 

www. rrwa tershed.org 

http:tershed.org


Martinez, Lori@DCA 

From: Jan Harris <j harris@sharpsinc.com> 
Sent: Monday, March 28, 2016 4:56 PM 
To: Martinez, Lori @DCA 
Cc: Sodergren, Anne@DCA 
Subject: Sharps Comp liance Comments to Draft Regulations 1776 
Attachments: Sharps Compliance CABOP Proposed Draft 1776 Comments.pdf; Sharps Compliance 

CABOP Proposed Draft 1776 Letter.pdf 

Hello Ms. Martinez, 

Please accept comments on proposed draft regulations 1776 submitted by Sharps Compliance for the Board's review 
and consideration. 

Thank yo u, 

Jan Harris 

Jan Harris I Di recto r, Envi ronmenta l Healt h & Safe t y 

Sharps Compliance, Inc. 

d- 713-927-99 56 1o- 800-772-5657 If-71 3-660-3596 


jharri s@sha rpsin c.com l .http://www.sharps inc.co m 


As a leader in healthcare w aste management, Sharps Compliance strives to reduce, recycle and repurpose 
treated materials for a better and sustainable environment. 

PRIVACY NOTICE: This information is intended only for t he use of the individual or entity to which it is addressed and may contain 
infor mation tha t is pr ivileged, confidentia l or exempt from disclosure under applicable federal or state law. If the reader of this 
message is not the intended recipient or the employee or agent responsible for delivering the message to the intended recipient, 
you are hereby notified that any dissemination, dist ribution or copying of communication is strictly prohib ited. If you have received 
this commun icat ion in error, contact the sender and delete the materia l from any computer. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

Paragraph 1: 

" Pharmac ies, hospitals/clinics with onsite phatmacies, distTibutors and reverse distributors 
licensed by the board and licensed skilled nursing facilities may offer, und er the requirements 
in this a1ticle, specified prescription dmg take-back services to the public to provide option s for 
the public to destroy unwanted, unused or outdated prescription drugs. Each of these entiti es 
must comply with regulatio ns of the federa l Drug Enforcement Administration and the 
Board of Pharmacy regulations co ntained in thi s arti c le." 

Proposed change: 

Phannacies, hospital s/clinics with onsite pham1acies, disttibutors and reverse distributors 
licensed by the board and licensed long-term healthcare facilities may offer, under the 
requirements in this article, specified presctiption dmg tak e-back serv ices to the public to 
provide options for the public to have their unused or outdated prescription drugs 
collected for destruction. Each of these entities must comply with regu lation s of th e 
fede ral Drug Enforcem ent Administratio n and the Board of Phannacy regulations 
contained in this article 

Comments: 

• 	 By changing from "Licensed Skilled Nursing Facilities" to "Licensed Long
Term Healthcare Facilities", the regulations will be more inclusive in the 
collection and disposal rather than restricting only to skilled nmsing fac ilities . 
Thousands ofpounds ofunused medications in Residential Care Facilities for the 
Elderly/Assisted Living (RCFE/AL) will continue to be sewered or placed into the 
trash ifnot includ ed in this regulation. By incorporating Califo rni a ·s de finiti o n of 
long-tetm h ealthcare fac ilities (LTCF) as defined in the Health and Safety Code 
section 1418, the definiti on will better reflect the language in the DEA rule. In the 
DEA language (p age 53540), long-tem1 care includes facilities which provide 
extended healthcare to residen t patients. In addition, EPA's prop osed rul e on 
management stand ard for hazardou s waste pharmaceuticals includ es clear language 
including all long-term ca re. Upon the finalization of this mle, inclus ion of 
RCFE/AL facilities in California will simplify the disposal process and potentially 
increase the u sage of receptacles in LTCF. 

• 	 For clarification, we propose wordin g changed from "for th e public to destroy" to 
"for the public to have their unused or outdated prescription drugs collected 
for destruction." 

jharri s@sharp sinc.com 

www .sharpsinc .com 


7 l 3-927-9956 


http:sinc.com


Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

Paragraph 2: 

"Al l boa rd-licensed authorized collectors should be vigilant to prevent patients or their agents 
from disposing of prohibited items tlu·ough drug take-back co llection methods." 

Proposed change: 

"All board-licensed authorized collectors with collection receptacles should, through 
signage and other feasible methods, reduce the chance of the patients or their agents 
of disposing ofprohibited items through drug take-back collection methods." 

Comments: 

• 	 Both DEA and the Board 's proposed rules state that drugs return ed for co llection 
shall not be reviewed, accepted , counted, sorted, or handled. Since the pharmacy 
employees catmot inspect the drugs being placed into a receptacle, we believe the 
term vigilant could be confusing. 

• 	 Since employees of authorized collectors of mail-back envelopes/packages are not 
aware of what is p laced into the envelopes/p ackages, we believe there should be 
clarification by adding receptacle. Note that the DEA rule requires that detailed 
instructions be includ ed with mail-back envelopes/packages as to what can and 
cannot be p laced in the mail-back. 

Paragraph 3: 

" Only California-licensed phannacies and drug distributors (licensed wholesalers and third -party 
logistics providers) who are licensed in good standing with the board and are also registered with 
the Drug Enforcement Administration as collectors may pmticipate in drug take-back programs 
authorized und er th is atticle." 

Proposed change: 

"Onl y Ca lifornia-licensed phannacies placing a drug take-back collection receptacle at 
their registered location, or at a L TCF; and drug distributors/reverse distributors (licensed 
wholesalers and third-party logistics providers) conducting a mail-back collection 
program who are licensed in good standing with the board and are also registered with 
the Drug Enforcement Administration as collectors may patticipate in drug take-back 
programs authorized under this mticle. " 

Comments: 

The DEA states that "A mai l-back program may be conducted by Federal, State, tribal, or 
local law enforcement or any collector." A co llector conducting a mail-back program 
shall have and utilize at their registered location a m ethod of destm ction (1317.90). 

jhanis@sharpsinc.com 
www. sharpsinc. com 

713-927-9956 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

Phannacies are not the co llector of mail-backs because the mail-backs do not come back 
to them ; and in addition, they do not have the required onsite method of destruction. 

On the other hand, reverse distributors cannot regi ster as a collector for receptacles since 
the receptacle has to be located at the registered co llectors' place of busin ess . The 
pharmacy is the registered collector for the receptacle collection. 

We would request that the diffe rences in "collectors" be c larified throughout th e 
regulations to harmonize with the DEA rule and to reduce confusion. 

Section 1776.1 Pharmacies 

General comment for thi s section: Since phannacies are not collectors for mail-back programs, 
we suggest changing all language in this section from "drug take-back program" to "drug take
back collection receptacle program" 

(a) Pharmacies may assist patients seeking to destroy unwanted, previously dispensed 
prescription drugs as prov ided in this article. Provision of such services is voluntary. 

Proposed change: 

Pharmacies ma y assist patients or their authorized agents seeking to have their 
unused or outdated prescription drugs collected for destruction. 

Comments: 

• 	 Patients aren ' t destroying the drugs, and therefore we believe the proposed change 
will h elp clarify that this is collection for destruction. 

• 	 We suggest remov ing "Prov ision of su ch serv ices is vo luntary." By plac ing this 
language into the rule, it could pre-empt local jurisdictions' ordinances. 

(f) Prescription drugs that are eligible for collection in drug take-back programs operated b y 
pham1acies are only those prescription mugs that have been disp ensed by a phrumacy or 
practition er to a p atient or patient's agent. Dange rous drugs that have not b een disp ensed to 
p atients (such as outdated mug stock in a pharmacy, drug samples provided to a medical 
practition er or medical waste) may not b e collected in phatmacy drug take-back programs. 

Proposed change: 

.. . operated by ph armacies or distributors/reverse distributors are only ... 

jhaiTis@sharpsinc.com 
www. sharpsinc.com 

713-927-9956 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

Comment: 

Since pharmacies are collectors for receptacles and reverse distributors are coll ectors for 
mail-back programs, we suggest including di stributors/reverse distributors when using 
tem1inology that may indicate all take-back programs, including mail-backs. 

(g) "A phmmacy must be registered with the federal Drug Enforcement Adm inistration as a 
collector for purposes of operating a prescr·iption drug take-back program." 

Proposed change: 

"A pharmacy must be registered with the federal Drug Enforcement Administration as a 
collector for the purposes of operating a prescription drug take-back collection 
receptacle." 

Comment: 

The draft wording may be interpreted that if a phannacy chooses to pmticipate with a 
reverse distributor in providing mail-back envelopes/packages, they must register as a 
mail-back collector. And as previously indicated, the reverse distributor, not the 
phannacy is the collector for mail-backs. 

Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

Proposed change: 

Recommend removing from the Section title, the words "from Pharmacies" since mail
back program collectors (reverse dist1ibutors) can pminer with other organization as well. 

(a) "Pharmacies that prov ide prescription drug take-back services may do so by establishing 
mail-back services, whereby the public may obtain from the pham1acy preaddressed mailing 
envelopes or packages for retu rnin g prescripti on drugs to a destructi on location." 

Proposed change: 

"Pharmacies may participate with DEA-registered collectors that are reverse distributors 
with onsite d estruction to prov ide preaddressed mail-back envelopes or p ackages to the 
public for the return and destruction of prescription drugs." 

Comment: 

Proposed ch ange would clarify that phatmacies could pmticipate in tllis way without 
registering as collectors. 

jhanis@sharpsinc.com 

www.sh arpsinc.com 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(e) '·The pham1acy distributing mail-back en velopes/packages shall create and maintain reco rds 
required by section 1776.6" . 

Proposed change: 

Delete. 

Comment: 

Since the phmmacy would be participating with the reverse distributor registered as a 
mail-back collector to provide mail-backs, and is not the collector itself, (e) is only 
applicable to the collector of the mail-back, not the phmmacy and is therefo re not 
applicable. This comment would also apply to 1776.4(h)(2). 

1776.3 Collection Receptacles in Pharmacies 

(a) "Phannacies that provide prescription drug take-back services to the public may do so by 
establishing a collection receptacle in the pharmacy whereby the public may deposit their 
unwanted prescription dmgs for destruction. The receptacle shall be securely lock ed and 
suhstantia lly constructed, with a p em1anent outer container and a removable inner liner. In 
hours when the pharmacy is closed, the collection receptacle shall not be accessible to the 
public for deposit of drugs. The pharmacy shall lock the deposit slot on the collection 
receptacle and physically block patients from access to the collection receptacle by some 
means." 

Proposed change: 

" .. .In hours when the pharmacy is closed, the collection receptacle shall not be accessible 
to the public for deposit of drugs. The pharmacy shall lock the deposit slot on the 
collection receptacle or make othe1wise inaccessible to the public when an employee is 
not present, e.g., when the pharmacy is closed. " 

Comment: 

This language hmmonizes with the requirements of the DEA without causing confusion 
in interpreting what "ph ysically blocked'' could mean. The language as drafted could 
deter phannacies from placing receptacles due to the perception that additiona l 
construction or baniers must be placed. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(b) "The phmmacy operating the collection receptacle must securely install the receptacle so it 
cannot be removed. The receptacle shall be installed in an inside location, wher·e the receptacle 
is visible to pharmacy employees, but not located in emergency areas." 

Proposed change: 

...where the receptacle is visible to employees, and not located in emergency areas. 

Comment: 

Receptacles in hospitals/clinics with onsite pharmacies need to be monitored, but would 
not necessarily be placed where phmmacy employees could monitor. In addition, 
receptacles in LTCF would need to be monitored by facility employees. Therefore, using 
employee instead of phannacy employee wou ld hannonize with the DEA mle and not 
discourage hosp itals/clinics or LTCF from participating in a take -back receptacle 
program . This comment will also apply to 1776.3(c). 

(h) "If the liner is not already itself rigid or already inside of a rigid container as it is removed 
from the collection receptacle, the liner must be immediately placed in a rigid container for 
storage, handling and transpo1t. A rigid container may be dispos a ble, reusable, or recyclable. 
Rigid containers shall be lea k resistant, have tight-fitting covers, and be kept clea n and in 
good repair. Rigid containers may be of any color. All rigid containers must meet 
standards of the United States Department of Transportation for transport of medical 
waste. The containers shall be capable of being sealed and be kept clean and in good 
repair." 

Proposed change: 

" . .. A rigid container may be di sposable, reusable, or recyclable. Rigid containers shall be 
leak resistant, and cap a ble of being sealed and kept clean and in good repair. Rigid 
containers may be of any color. All rigid containers must meet standards of the 
United States Department of Transportation and other applicable state and federal 
regulations for this waste type." 

Comment: 

• 	 Since a 1igid container may be a cardboard box designed to be sealed, the term 
"tight-fitting covers" could result in the interpretation of an actual cover/lid being 
required on the cardboard bo x/inner liner. Therefore, the conm1only used term of 
sealed, which could apply to a variety of container types, is recommended. 

• 	 Since medical waste do es not include household waste, requiring that transport 
containers meet the packaging requirements ofmedical waste exceeds the 
requirements of the DEA and DOT regulations for the transpmt of this waste type. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(k)(5) "If a common carrier is u sed to transpmt the liner to the reverse distributor, the company 
used , the signature of the driver, and any related paperwork (invoice, bill of lading) must be 
recorded. " 

Proposed change: 

"If a conunon carri er is used to transport the liner to the reverse distributor, the company 
used, and any related pape1work (invoice, bill of lading) must be recorded." 

Conm1ent: 

DEA does not require a driver's signature. In addition, a conm1on carrier would not be 
able to sign such a document. By adding this language, it would preclude the use of 
common carrier and therefore result in 2-driver pick-up where this would not be cost
effective; and would limit the number ofphrumacies participating in the take-back 
program. 

1776.4 Collection in Skilled Nursing Facilities 

Proposed change: 

Expanding the referenced definition of Skilled Nursing Facilities to include language 
from the Health and Safety Code section 1418 would more clearly and consistently 
reflect DEA la nguage; this wo uld be accomplished by including Ca lifornia 's definiti on of 
Long Term Health Care Facilities. 

Conunent: 

Additional information on this proposed change in this document under 1776 
Authorization, Paragraph 1, Proposed Change 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(a) " ... Reco rd s sha ll be kept by the skilled nursing fa cility notin g the speci fic quantity of each 
prescription drug mailed back, the unique identification number of the mail back package and the 
preaddressed locati on to which the mail back enve lope is sent. " 

Proposed change: 

Delete. 

Comment: 

This recordkeepi.ng requirement goes beyond DBA requirements. Additional 
recordkeeping burdens beyond that required by DBA will lead to a reduced number of 
facilities utilizing the mail-back option. 

(m) Sealed inner liners that are placed in a container may be stored at the skilled nursing facility 
for up to three business days in a securely locked, substantially constructed cabinet or a securely 
locked room with contro lled access until transfer to a reverse distributor for destmction. 

Proposed change: 

"Sealed inner liners that are placed in a container may be stored at the long-tenn 
healthcare facility for up to three business days in a securely locked , substa ntially 
constmcted cabinet or a securely locked room with controlled access until transfer to a 
DBA-registered reverse distributor by common or contract carrier pick-up or by 
distributor pick-up at the co llector's authorized collection location. 

Comment: 

This proposed change is intended to cl arify that the transfer from the faci lity is to a 
common carrier or pickup from the facility to transport the liner to a reverse distributor. 
This should help to clarify that the DEA regulation s do not allow the collector phmmacy 
to take the i1mer liners themselves for disposal. 
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Sharps Compliance, I nc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(o) Records of the p ickup , delivery and destruction sh all be maintained that provide the date each 
sealed timer liner is transfened for destruction, the address and registration number of the reverse 
disttibutor or distributor to whom each sealed inner was transferred , the unique identification 
number and the size (e.g., 5 gallon, 10 ga llon) of each liner transferred, and if applicab le, the 
names and signatures of the two employees who transported each liner. 

Proposed change: 

Records of the acquisition, installation and removal from co llection receptacle, transfer to 
storage, and tt·ansfer for destruction for each co llection receptacle sealed liner must 
include the dates, addresses of the locations wh ere each liner is installed, unique 
identification numbers and sizes (e .g. 5-gallon, 10-gallon, etc.), registration number of 
the collector, the names and signatures of the two employees involved in these processes, 
and the name of the reverse distributor to whom each sealed inner liner was transferred. 

Conunent: 

In order to hmmonize with DEA, 1304.22(f) 

1776.5 Reverse Distributors 

(a) "A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 
provider) registered DEA as a collector may accept the sealed inner liners ofcollection 
receptacles. Once received, the reverse distributor shall establish records required by this 
section." 

Proposed change: 

"A licensed reverse distributor (either a reverse who lesa ler or a reverse third-pa1ty 
logistics provider) registered with the DEA_may accept the sealed inner liners of 
collection receptacles. Once received, the reverse disttibutor sh all establish records 
required by this section." 

Comment: 

The DEA-registered reverse disttibutor is not the collector in the case ofcollection 
receptacles. 

jharris@sharpsi11c.com 
WWW.sharpsu1c. com 

713-927-99 56 

mailto:jharris@sharpsi11c.com


Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back 
Services 

(a)(l) "The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the pharmacy, the number of packages/envelopes made available to the 
public, and the unique identification number of each package. " 

Proposed change: 

Delete. 

Conm1ent: 

Pham1acies cannot be the collector of mail-back envelopes under the DEA Regulations 
because the mail-back envelopes do not come back to them; flllthermore, pursuant to the 
DEA Regulations they are prohibited from being the collector as they do not have the 
required onsite method of destruction. Rather, the collector is the reverse distributor to 
which the envelopes are mailed from the ultimate user. DEA 1317.70 A collector 
conducting a mail-back program shall have and utilize at their registered location a 
method of destruction consistent with § 13 17.90 of this ch apter. DEA 1317 .70 (c) states 
that "any person may partner with a collector or law enforcement to make such p ackages 
available in accordance with this section. " 

1304.22(f) of the DEA regulations states, "For unused packages provided to a third party 
to make available to ultimate users and other auth orized non-registrants: The name of the 
third party and physical address of the location receiving the unused packages, date sent, 
and the number ofunused packages sent with the conesponding unique identification 
numbers" . Since the reverse distributor is the mail-back collector, this requirement would 
not be applicable to pharmacies. By placing this additiona l recordkeeping burden on 
phatn1acies, it will reduce those willing to participate with reverse distributor collectors 
in providing mail-backs to the public. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

(a)(2) " For unused packages and enve lopes prov ided to a skill ed nursing facility or third party to 
make available to patients and other authmized indiv iduals: the nam e of the third party and 
physical address of the location receiving the unused p ac kages, date sent, and the numb er of 
unused packages sent w ith the corresponding unique identificatio n number." 

Proposed chan ge: 

Delete. 

Comment: 

DEA requires only a collector to keep , as that term is interpreted under the DEA 
regulations 1304.22(±) as indicated previously. 

(b) "For each mail-back package or envelope distributed by a pham1acy, the pharmacy shall 
record the serial number of each package or envelope distributed and the date distTibuted." 

Proposed change: 

Delete. 

Comment: 

DEA requires only a collector to keep , as that term is interpreted under the DEA 
regulations 1304.22(±) as indicated previously. 
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Sharps Compliance, Inc. Comments on Board of Pharmacy Regulations 
Regarding Pharmaceutical Take-back Programs 

March 28, 2016 

Lori Martinez, Staff Manager 
California State Board ofPhmmacy 
1625North Market Blvd, Suite N 219 
Sacramento, CA 95834 

RE: Conm1ents on California Board ofPhmmacy propo sed regulations for prescription dru g 
take-back programs. 

Dear Ms. Martinez: 

Please accept the attached comments and recommended modifications to the Board 's proposed 
draft regulations regarding pham1aceutical take-back programs. 

Sharp s Compliance, Inc. (Sharps) is a DEA-registered reverse distributor and collector with on site 
destruction that has co llected non-controlled medications through collection boxes and a USPS
authorized mail-back program since 2009. In 20 14, Sharps adapted our programs to meet the DEA 
rule for disposal and h as collaborated with 3rd parties to provide thousands of envelopes and 
receptacles for the collection of controlled and non-controlled drugs from ultimate users at retail 
pharmacies, long-term care conununities, law enforcement faciliti es, narcotic treatment centers, 
hospitals and clinics with onsite pharmacies, and the military in Califomia and throughout the 
United States. Mail-backs as well as inner liners removed from collection receptacles are 
tran spo rted to Sharps' ons ite DEA-registered destmction facility via conunon carrier. Shm·ps has 
prevented over 1 million pounds ofpharmaceuticals from contaminating our waters and potentially 
ending up in the wrong hands. 

Sharps appreciates the effmt the Board has put into developing tllis rule. Sharps is also concemed 
that the regulations as drafted may reduce the number ofCalifomia pharmacies agreeing to become 
collectors due to the added perceived burden and differences with the DEA regulations. This could 
reduce the convenience for ultimate users, resulting in potential diversion from expired drugs in 
the home and continued sewering and trash disposal in both homes and in long-tenn care facilities. 

Again, Sharp s appreciates the Boards' work and looks fmward to continued effmts to develop a 
rule that harmonizes with the DEA regulations. Sharps is available to answer any questions 
regarding our programs or these comments/recommendations. 

Thank you, 

Jan HatTis, MPH 
Director, Environmental, Health and Safety, Sharps Compliance 

Attachment 
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Martinez, Lori@DCA 

From : Tim Goncharoff <Ti m.Goncharoff @santacruzcounty. us> 
Sent: Thu rsday, February 18, 2016 8:11 AM 
To: Herold, Virgi nia@DCA; 'ramonc@q hconcept s.com'; Martinez, Lori@DCA 
Subject: Proposed Regulatio ns on Pharmaceut ical Takeback 

Dear Ginny and M embe rs of the Board, 

I w rite t o take strong exception to your pro posed regul ations on ph arm aceutical t akeback programs. Rather than 
protecting the hea lth and safety of Ca lifornians, as your Board is charged, this propose d regu lation wo uld make pro per 
disposal of unused pharmace utical s less likely, leading t o furthe r environm ental damage, mo re drugs poisoning children 
and the eld erly, and more dru gs finding their way to th e illi cit black market. I urge yo u to reconsid er. 

Good mode ls for the proper di sposa l of unused medications exist . Th ey are common in Europe and Ca nada, and are 
now appearing in California. These approaches w ork . Th ey are safe, proven, inexpensive and con venient for 
con sum ers. Placin g unn ecessary obsta cles in the path of these proven programs is exactly the w ron g stan ce to 
t ake. Your Board should be encouragin g such prog rams. 

I have particul ar concerns w ith the sections cited below: 

" On ly California-licensed ph armacies and drug distributors (licensed w ho lesalers and third- party logistics providers) w ho are licensed in 

good stand ing with the boa rd and are also registered with the Dr ug Enforcement Admin istration as collec t ors may participate in drug 
take back progra m s aut horized under this article." Not e: Aut hority cited: Sectio n 4005, Business and Professions Code . Reference: 
Sectio ns 4005, Business and Professio ns Code and Sectio n 1317.40, Title 7 1 Code of Federal Regulati o ns. 

W hile it is good to see an authority cited as required by law, a qui ck rea d makes it cle ar that the autho rit y claimed is 
nowh ere in the code. The Board may regulat e pharmacies. It has no auth ority t o permit or prohibit the activities of any 
other busin ess or entity . 

" Section 1776.1 Pharmaci es 
(a) Phar macies may assist patients seeking to destroy u nwant ed, previously dispensed prescr iptio n drugs as pro vided in th is article. 
Provision of such services is volunt ary. 
(b) Pharmacies m ay provide take-back services to patien t s as provide d in sections 1776 - 1776.4. Retai l p harmacies and hospital/cli nics 
w ith ons i te phar macies may establish collection receptacl es in t heir fac il ities. Pharmacies may oper ate collection recep t acles as specified 
in in sectio n 1776.4 in skilled nursing f aci lities licensed under Californ ia Health and Safety Code section 1250(c)." 

The Board seeks t o arrogate t o itself powe rs t hat are contain ed nowhere in t he law . The reco rded discussions of th e 
Board make it clear t hat t he intent of dec laring part icipatio n vo luntary is to supersede loca l o rdina nces mandating 
participation. The Board has no such auth orit y unde r the law. Simil arly, t he Board's attempt t o reg ul ate skilled nursi ng 
faci lities and other non -pharmacy locations is clea rl y beyond t hei r authority. 

"e) The following dangerous dr ugs and devices are exp ressly prohibited from co llection in a ph ar macy's collection receptacle s: medi ca l 

sharps a nd ne edles (e.g., insulin syringes), io dine-contain ing medications, m ercury-containing thermomet ers, radiopharmaceutica ls, 
antineoplastic agents (ca ncer chemotherapy dr ugs, cytotoxic drugs), and compressed cylinders or aeroso ls (e.g., asthma inha lers) . 
Signage shal l be placed o n co llectio n receptacles as referenced in sectio n 1776.3." 

Th is section is bound to lead to confus ion. As your Board knows, specific coll ection program s fo r medica l sharps are in 
place in many locations, incl uding pharmacie s, and more are on t he way. Th is section wou ld seem to prohibit such 
efforts, leaving improper disposal of med ica l sharps the only optio n. Thi s is severely misgu ided. 

"A pharmacy shall not accept or possess prescription dru gs returned to th e pharmacy by skilled nursing homes, residentia l care homes, 

other facil it ies, heal th care practitio ners or o t her e ntit ies." 
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An obvious q uest ion is " How wi ll they know?" Are pharmacy staff supposed to quiz cust omers about w het her t hey 
come from any of the prohibited locat ions? Beyond that, t he sectio ns seems to force such facilities into a t w ilight zone 
without any legal disposal optio ns. You wou ld pro hi bit t hem from participating in takeback programs on the i r own, and 
prohibit them from partici pating in t hose loca t ed at pharm acies. W hat t hen are t hey to do w ith t hei r leftover 
medications? 

" 1776.3 Collection Receptacl es in Pharmaci es 
Pharmacies that provide prescription drug take-back services t o the public may do so by establishing a collection receptacle in the 
pharmacy where by the pu blic may deposit t heir unwanted prescrip tion drugs fo r destruction. The receptacle sha ll be securely locked and 
substantia lly constructed, wi th a per manent outer container and a removable inner liner. In hours when the pharmacy is closed, the 
col lect ion receptacle shall not be accessible to the public for deposit of drugs. The pharmacy shall lock the deposit slot on the collec tion 
receptacle and physica lly block patients from access to t he collectio n recep tacle by some mea ns." 

This is a t angled section th at w ill only have the effect of crea ti ng t he ve ry pro blem it intends t o avo id. Why shoul dn' t 
receptacles in sid e st ores be access ible t o the publi c w hen the pharmacy is closed ? They are sturd y, securely bo lted 
down, and tamper-proof w ith out the use of powe r t oo ls. In f act t hey are f ar more secure t han the d r ugs on the 
pharm acy's shelves. If we lock t he bin s peo ple w ill leave drugs on t op of o r next to th em . If we create physica l barri ers, 
the drugs w ill be left next to th e barri ers. Thi s is silly . Leave th e darn bins unlocked so peo ple can use them w heneve r 
th e store is open. This is how it currentl y w orks in many places, and it works well . 

"(c) In hospitals/clinics with a pharmacy on the premises, the col lection receptacle must be located in an area that is regularly mo nito red 
by em ployees and not in t he prox imity of emergency or urgent care. When t he supervising pharmacy is closed, the collec t ion receptac le 
shal l be locked so that drugs may not be deposited into t he collection receptacle. Whe n the collection rece ptacle is locked, the 
supervising pharmacy shall ensure that t he co llection rece ptacl e is also physically blocked f rom patient access by some means." 

W here does yo ur Board find the lega l auth ority t o regulate hosp itals? M any med ica l f acili t ies, including hospitals, now 
host bin s f o r the co ll ections of leftove r me dicin es and sharps. W hy would yo u wa nt t o interfe re w it h t his? 

"i ) The line r may be removed f rom a locked receptacle only by two employees of the pharmacy who shall immediately seal the liner and 
reco rd in a log t heir participation in the removal of each liner f rom a co llectio n recept acle." 

This is poo rl y t ho ught o ut. W hat busy pharm acy ca n spare t wo staff members t o handle th is duty? It is more properly 
perfo rmed by a duly licensed collector. You are maki ng this burd ensome fo r pharm acies, and as yo u insist on making 
such prog rams vo luntary, makin g it unlikely t hat they w ill participate. 

"(k) The pharmacy shal l maint ain a log t o record info rmation about all liners that have been pla ced into or removed f rom a co llection 
receptacle. The log shal l contain: 
(1) The unique ide nt ification numbers of al l unused liners in possession of the pharmacy, 
(2) The unique ide nt ification num ber and dates a liner is placed in the collection rece ptacle, 
(3) The date the liner is removed from t he co llection receptacle, 
(4) The names and signatures of the two pharmacy employees who remo ved and witnessed the removal of a liner f rom the co llection 
receptacle, and 
(5) The date the liner was provided to a lice nsed DEA-registered reve rse distributor for destruction, and the signature of the two 
pharmacy employees who witnessed the delivery to the reverse distributor. If a co mmon carrier is used to transport the liner to the 
reverse distributor, the company used, the signature of the driver, and any re lat ed paperwork (invoice, bill of lading) must be recorded." 

Again, unnecessa ri ly burden some, and an obstacle to participation. Collectors are already required to keep meticulous 
reco rds. Let them provide cop ies to the pharmacy or the Board if needed, but don't expect busy pharmac ists to 
undertake this unnecessary duty. 

"(m)The co llection receptacle shall contain signage developed by the board advising the public that it is permissi ble to deposit Schedule 
11-V drugs into the receptac le, but not Schedule I drugs. Labeling shall also identify that medical sharps and needles (e.g ., insulin syringes), 
iodine-containing medications, mercury-containing thermometers, radiopharmaceuticals, antineoplastic agents (cancer chemotherapy 
drugs, cytot oxic drugs), and compressed cylinde rs or aerosols (e.g., asthma inhale rs) may not be deposited into the receptacle. The name 
and phone numbe r of the collector pharmacy responsible for the receptacle shall also be affixed to the collection receptacle. 
(n) The board shall develop signage to appear on the collection receptacle to provide consumer information about the collection 
process." 
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This is we ll-i ntentioned, but I encourage you to look at the signs and other materials already in use whe re such programs 
are active. Many cons umers do not know what a Schedule I or Schedule II drug is. Signage needs to be designed for 
consumers, not for pharmacists. 

In summary, whi le I think the proposed regulations are we ll -intended, they will have the effect of encou raging improper 
disposal of drugs and sharps by making safe and proper disposal programs difficult, inconvenient, expensive and 
scarce. I strongly encourage you to withdraw the proposed regulations, carry out a serious study of t he many effective 
disposal programs al ready up and running, and then approach this subject again with better information and a cleare r 
intent. 

Thank you, 

Tim Goncharoff 
County of Santa Cruz 
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Mart inez, Lori@DCA 

From: Hare, Thoma s <THare@srcity.org> 
Sent: Friday, March 25, 2016 3:18 PM 
To: Martinez, Lori@DCA 
Subject: Santa Rosa Water BOP 45 Day Comment Drug Take-Back 
Attachments: Santa Rosa Water BOP Letter.pdf; Santa Rosa Water BOP Comments.docx 

RE: COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE-BACK 

PROGRAMS DATED FEBRUARY 1, 2016 

Dear M s. M artinez, 


Please find atta ched the official comments on be half of Santa Rosa Wat er Department staff. 


The one page pdf Letter atta chment is the cove r lette r for our comments, and is signed by the acting direct or of the 


Santa Rosa W at er Department. The comments specific t o sections ofthe proposed Board of Pharmacy Reg ulations are 
to be found in the ten page Word docum ent. 

Please verify receipt of these commen t s. 


If anyone at the Boa rd of Pharm acy has any question s about our letter or our comments, pl ease contact me at 


thare@srcity. org o r (707 ) 543 -3396 . 


Thank you, 

Thomas 

Thomas Hare I Environmental Compliance Inspector II 
Sant a Rosa W at er 14300 Llano Rd. I Santa Rosa, CA 95407 
Tel. (707) 54 3-3396 I Fax (707) 543 -3398 I TH are@srcity.or g 
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March 23rd, 2016 

Ms. Lori Martinez, St aff Manager 
Ca liforn ia St at e Board of Pharmacy 
1625NorthMarketBivd, Suite N 219 
Sacramento, CA 95834 

RE: COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE

BACK PROGRAMS DATED FEBRUARY 1, 2016 

Dear M s. Martinez: 

On behalf of City of Santa Rosa W ater Department st aff, the Board of Pharma cy (Board) is asked to 
cons ider the attached li st of comments and suggested modifications whe n deciding how to move 
forward w ith proposed draft regulati ons regarding pharma ce utical take-ba ck programs. The Santa Rosa 
Water Department co-leads a regio nal Safe Medicine Disposa l Program w hich has collected alm ost 
100,000 pounds of unused and/or unwa nted medications since its inception in 2007. Staff is deeply 
concerned that these Board regulations may further restrict what is allowable for take back programs in 
compari son to the Drug Enforcem ent Agency (DEA) regulations. This cou ld dimini sh the participation of 
pharmacies in medi cine take-back programs, resu lt in more medications being inappropriately flu shed, 
and, ultimately, incre ase pharmaceutica l pollutant loads entering wastewate r t reatment faci lities . 

The attachm ent includes excerpts from t he propo sed regul ations by section and includ es potenti al 
mod if ications with comments that describe our concerns in det ail. There is some duplication w ithin the 
section s in ord e r that they might still be coherent if separated for review. Howeve r, in t he case of 
comments regarding the stat us of pharm acie s participating in mail -back programs, the full comment is 
too lengthy to dupli cate in eac h releva nt section. 

City of Sa nta Rosa staff is very appreciative of the Board of Pharma cy staff's wi llingness to delve into the 
detai ls ofthe DEA regul at ions in orde r t o esta blish a shared understanding and to promote beneficia l 
Board of Ph arm acy reg ulations of pharmaceutica l take-back programs in California. If you wou ld like t o 
discuss any of our concerns or need any add itional detai ls, please f ee l free to contact Thomas Hare at 
(707 ) 543 -3396. 

Thank you for your consideration . 


Linda Reed, 

Acting Director Santa Rosa Water 


Attachment 
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Attachm ent- City of Santa Rosa Water Departme nt Comments on Board of Pharmacy Regulations 
regarding Pharmaceutical Take-back Programs 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

"All board-licensed authorized collectors should be vigilant to prevent patients or their agen ts from 

disposing of prohibited items through drug take-back collection methods." 

Proposed text change: "All board-licensed authorized collectors should to the extent feasible prevent 

patients or their agents from disposing of prohibited items through drug take-back collection 

methods." 

Comment: Considering that the Board's propo sed regulati on section 1776 .1(f)(1) states " Pharmacy staff 

sha ll not review, accept, count, sort, or handle prescription drugs returned from the public", it w ill be 

difficult for pharmacies to vigilantly preve nt items from being deposited in the coll ection receptac le 

without reviewin g drugs returned from the publi c. Suggest th e term "vigi lant" be chan ged as noted 

above. 

Section 1776 Prescription Drug Take-Back Programs: Authorization 

"Only California-licensed pharmacies and drug distributors (licensed wholesalers and third-party logistics 
providers) who are licensed in good standing with the board and are also registered with the Drug 
Enforcement Administration as collectors may participate in drug take back programs authorized under 
this article." 

Proposed text change : "Only California-licensed pharmacies and drug distributors (licensed 

wholesalers and third-party logistics providers) who are licensed in good standing with the board may 

participate in drug take back programs authorized under th is article . Those pharmacies wishing to 

host a prescription drug take-back collection receptacle must be registered with the Drug 

Enforcement Administration as collectors." 

Comment: The DEA st ates that "A mail-ba ck program may be cond ucted by Federal, State, triba l, or loca l 

law enforcement or any collector. A co llector condu cting a mail-back progra m shall have and utili ze at 

t heir re gist ered location a method of dest ruction consistent with § 1317.90 of this chapter (§ 1317 .70)." 

As confirmed 3/18/2016 by Ruth Carte r, Chief of the Liaison & Policy Section of the DEA, pharmacies are 

not the co llector of mail-backs because the mai l-backs do not come back to t hem; furthermore, the y are 

prohibited from being the collector as t hey do not have t he required onsite method of destruction (see 

section 1776.6(a)(1) for fu ll exp lication) . 

It wou ld be helpful to rephrase the text to make it clear that pharmacies can participate in drug take

back programs by providing mail-back enve lopes w it hou t being registered as a collector with the DEA. If 

the Board wishes to requi re pharmacies to be licensed and i n good st anding in order t o offer mail-back 

envelopes, the above suggested text wou ld still accomp lish this. 
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Section 1776.1 Pharmacies 

1776.1(a) " . .. Provision ofsuch services is voluntary" 

Proposed change(s}: 

1} Remove voluntary language entirely, or as a minimum: 

2) Clarify Board intent regarding pre-emption, and: 

3} Specify that local jurisdictions are allowed to require non-participating pharmacies to post signs 

informing the public of participating pharmacy locations, and/or as an intermediate step: 

4} Avoid precluding local jurisdictions from requiring pharmacies to provide mail-back envelopes so 

long as the pharmacies are not financially responsib le for the associated costs . 

Comment: Staff is concerned that the current wo rding might be construed as prohibiting loca l 

jurisdictions from requiring pharmacies that are not themselves providing medicine take-back services 

to post signage directing their customers where they can go to safely dispose of their medications or 

from requiring pharmacies to provide mail-back envelopes where they are not responsib le for the 

associated costs. Staff is concerned that loca l ord inances such as these cou ld be construed as mandating 

the pharm acy to 'assist patients seeking to destroy' in conflict with the vo luntary provision of the state 

law. If this is not t he intent of the Board, staff would welcome clarification of the proposed regulation. 

In doing so, staff would hope to avoid any potential dispute reg arding the scope of preemption of local 

jurisdictions. 

In ord er to address potential financia l conc erns, staff wou ld we lcome the Board to consider allowing 

local jurisdictions to require pharmacies to provide mai l-back envelopes so long as the pharmacy is not 

mandated to be financially responsible for the cost of providing the envelopes. 

177 6.l(e) "The following dangerous drugs and devices are expressly prohibited from collection in a 

pharmacy's collection receptacles: medical sharps and needles (e. g., insulin syringes), iodine-containing 

medications, mercury-containing thermometers, radiopharmaceuticals, antineoplastic agents (can cer 

chemotherapy drugs, cytot oxic drugs), and compressed cylinders or aerosols (e. g., asthma inh alers) . . . " 

Proposed text change : "The following dangerous drugs and devices are expressly prohibited from 

collection in a pharmacy's prescription drug collection receptacle: ...<list with footnotes giving 

regulatory references for each prohibited item> .•." 

Comm ent: Th e wa y this sect ion is currently wo rd ed im pli es that ph armacies are not permi t t ed t o have a 

se parat e bin f or sharp s co llection . The ori gin of each of these prohibitions is unclear; please identify the 

source regulation in each case. St aff asks that the Board avoi d makin g the regulation more rest rictive 

than necessary in ord er that loca l medicin e t ake-back programs may enj oy robust participati on from 

loca l pharm acies and the gene ral public. 
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1776.1(g) "A pharmacy must be registered with the federal Drug Enforcement Administration as a 

collector (or purposes of operating a prescription drug take-back program ." 

Proposed text change: "A pharmacy must be registered with the federal Drug Enforcement 

Administration as a collector for the purposes of operating a prescription drug take-back collection 

receptacle." 

Comment: The propo sed wording may imply that if a pharm acy decides to participate in a mail-back 

program that they have to be registe red as a coll ector; as elsew here discussed, this is not a requireme nt 

per the DEA (see section 1776.6(a)(l) fo r fu ll exp lication ). 

Section 1776.2 Mail Back Package and Envelope Services from Pharmacies 

1776.2(a) "Pharmacies that provide prescription drug take-back services may do so by establishing mail 

back services, whereby the public may obtain from the pharmacy preaddressed mailing envelopes or 

packages f or re turning prescription drugs to a destruction location. " 

Proposed text change: "Pharmacies that would like to provide prescription drug take-back services 

without registering as a collecto r may do so by establishing mail back services, whereby ..." 

Comment: Suggested change would clarify that pharm acies cou ld participate in this way w ithout 

registering as co lle ctors . 

1776.2(e) "The p harmacy distributing mail back envelopes and packages shall create and maintain 

records required by section 1776.6". 

Proposed change: Delete this provision. 

Comment : Staff is concern ed that adding reco rd s requ irements beyond DEA req uirements could de

incentivize participat ion in medic in e take-back programs. Per the DEA, "Any person may partner w ith a 

coll ector or law enfo rceme nt to make such pac kages ava ilabl e in accordance w ith this section(§ 

1317.70)." See sectio n 1776.6(a)(l) for more detai l about collector st at us and requirements. 

1776.3 Collection Receptacles in Pharmacies 

1776.3 (a) "... In hours when the pharmacy is closed, the collection receptacle shall not be accessible to 
the public for deposit of drugs. The pharmacy shall lock the deposit slot on the collection receptacle and 
physically block patients from access to the collection receptacle bv some means." 

Proposed text change: "The collection receptacle shall be locked or made otherwise inaccessible to 
the public when not being regularly monitored by an employee so that drugs may not be deposited 
into the collection receptacle." 

Comment: Staff is concerned that requiring pharmacies in retai l sto re s to instal l a physical barrier 
something li ke an accordion sty le door might discourage them from participating in med icin e take-back 
programs and shift a larger burden to loca l independent pharmacies. Additional ly, it is unclear w hat 
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exactly woul d co nst itute bei ng physica lly blocked, and t hat alone could make it less likely fo r risk-averse 
pharm acies t o participate . 

DEA sta t es that the receptacle shall be lo cked or made otherw ise inaccessible t o the public whe n an 
employee is not present. Requiring the receptacle to be 'physica lly blocked' in additi on to being locked 
goes beyo nd w hat the DEA requires. Moreover, it wo uld be just as easy fo r me mbers of the pub lic to 
place medi cine next to a physica l barri er as it wou ld be f or them t o place medi cine next to a locke d bin. 
It wo uld also be easy for memb ers of the public to place their medi cines in the clo sest trash bin, as has 
been obse rved. Staff has heard comm ents that eve n in pharmacies that do not have any sort of sharps 
or medi cin e t ake-back program, members of the public have left things like syringes on t he counte r of 
th e ph arm acy w hil e the pharmacy is closed . It is unreaso nable t o expect th at this regulation can 
comp let ely prevent improper disposal from occurring. 

Se parate ly, for indep endent pharmacies that lock the entire bu ilding w hen they close the pharm acy, it is 
unclear w hat benefit w ould result from requirin g them t o lock the t op of the bin w hen they close the 
pharmacy as locking the building fulfill s the DEA req uirement of making th e recepta cle 'otherw ise 
inaccessible t o the publi c' . lfthe Board chooses t o revert t o the DEA language t hey could avoid requirin g 
ind ependent ph armacies to lock the collection receptacle w hen they lock t he build ing. 

1776.3 (b ) " . .. The receptacle shall be inst alled in an inside location, where the receptacle is visible to 
pharmacy employees, but not locat ed in emergency areas." 

Proposed change: Remove t he word ' pha rmacy' f ro m 1776.3(b) so t hat it r eads as the DEA: "visible to 
employees" , not "visible to pharmacy em ployees" . 

Comment : Staff is con cern ed that th is sectio n goes beyond the DEA regulation in a subtl e but potentia lly 
significant wa y . As the DEA recogn izes, hosp itals can be uni que in their design and need t o have 
flexibility in the mann er in which they part ici pat e in Safe M edicine Disposa l Programs. The Board 
regulat ion as it is current ly wo rd ed removes some of tha t fl exibilit y. The DEA st at es that " it may be more 
effective t o inst all co llection recepta cles at va ri ous locations . .." so lo ng as they are "in an area regularl y 
mo nitored by emp loyees" (Federal Register p. 53523 ). This imp lies t hat emp loyees of t he hosp ita l can 
mo nitor t he col lectio n receptacle, not ju st employees of the pharm acy specifica lly. Staff is conce rn ed 
t hat t he Board regulat ion as it is curren tly worded could discou rage hospita ls from participa t ing in Saf e 
Medicin e Disposa l programs by making it more d iffi cult for t hem t o do so. 

1776.3(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be located 
in an area that is regularly monitored by employees and not in the proximity ofemergency or urgent 
care. When the supervising pharmacy is closed, the collection receptacle shall be locked so that drugs 
may not be deposited into the collection receptacle. When t he collection receptacle is locked, the 
supervising pharmacy shall ensure that the collection receptacle is also physically blocked (rom patient 
access by some means. 

Proposed text change: "The collecti on receptacle shall be locked or made otherwise inaccessible to 
t he public when not being regularly mo nitored by an employee so that drugs may not be deposited 
into the coll ection receptacle. " 
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Comment: As mentioned in the commen t for sect ion 1776.3(b), t he DEA reco gnizes that hospitals can 
be unique in their des ign and need to have flexibility in t he manner in which they participate in safe 
medic in e disposal programs. The proposed Board regulation may remove some of that flexibility. The 
DEA states that " it may be more effect ive to insta ll co ll ection receptac les at variou s location s .. . " so 
long as they are "in an area re gu larly monitored by emp loyees". This impli es that emp loyees of the 
hospita l can monitor the co ll ection receptacle, not just employees of the pharmacy specifica lly. This 
fu rth er implies that co llection receptacles in hosp itals do not need to be locked if the pharmacy is closed 
so long as hospital emp loyees are sti ll regularly monitoring the receptac le. Therefore, even if physical 
blockage is required in a retai l store with a pharmacy, it should st ill not be necessary in a hospital 
setting. 

Staff is concerned that the Board regulation as it is currently worded could discourage hospitals from 
participating in medicine disposal programs by making it more difficult for them to do so. Requiring 
ho spi tal s to install something like an accordion st y le door cou ld discourage them f ro m participating. 
Add ition ally, it is unclear w hat exactly would constitute being physically blocked, and that alon e could 
make it less likely for risk-averse hospitals w it h pharmacies to participate. The DEA states that the 
recept acle shall be locked or made otherwise inaccessible to the public when an emp loyee is not 
present. Requiring the receptac le to be 'physica lly blocked' in addition to being locked goes beyond 
what the DEA requires. M oreover, it wou ld be just as easy for members of t he public to place medicine 
next to a physical barrier as it would be for them t o place medicine next to a locked bin. It wou ld also be 
easy for membe rs of the public to place their medicines in t he closest trash bin, as has been obse rved. 

DEA section 131 7.75{e): 
"Except at a narcotic treatment program, the small opening in the outer container of the collection 

receptacle shall be locked or made oth erwise inaccessible to the public when an employee is not 
present {e.g., when the pharmacy is closed}, or when the collection receptacle is not being regularl y 
monitored by long-term care facility employees." 

Federal Register p. 53523: 
''The DEA recognizes that hospitals/clinics with an on-site pharmacy can be unique in their design 
and it may be more effective to install collection receptacles at various locations within the 
hospital/clinic, depending on factors such as security, convenience, and accessibility. As such, it 
would be challenging for authorized hospitals/clinics to adhere to the general rule to place 
collection receptacles in the immediate proximity of where controlled substances are stored and at 
which an employee is present. Accordingly, the DEA is requiring hospitals/clinics that are collectors 
to place collection receptacles in locations that are regularly monitored by employees. II 

1776.3(h) " . . . A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be leak 
resistant, have tight- fitting covers, and be kept clean and in good repair. Rigid containers may be ofany 
color. All rigid containers must meet standards of the United States Department of Transportation tor 
transport ofmedical waste. The containers shall be capable of being sealed and be kept clean and in 
good repair. II 

Proposed text change: "A rigid container may be disposable, reusable, or recyclable (example: 
cardboard box) . Rigid containers shall be capable of being sealed and be kept clean and in good repair. 
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Rigid containers may be of any color. All drug disposal activities must be conducted in a manner 
consistent with this rule and all other applicable Federal, State, tribal, and local laws and regu l ations." 

Comment: Requ iring rigid containers t o " meet sta ndards of the USDOT for transport of medical waste" 
exceeds the requirements of the DEA regu lation, w hich does not mention medical waste. There is a lot 
of confusion around the definition of medica l waste; significantly, home-generated pharmaceutical 
waste is not cu rrently defined as medical waste. HSC §117700 says, " Medi ca l waste does not in clud e ... 
(e) Hazardous waste, radioactive waste, or household waste ... " Moreover, it appears that home
generated pharmaceutical waste is stil l considered household waste once it's collected and 
consolidated. Alison Dabney, Chief of the Ca lifornia Department of Public Health' s Medical Waste 
Management Program wrote on November 18, 2015, "A waste-to-energy facility's permit that proh ibits 
it from accepting medica l waste in Ca lifornia does not prohibit the facility from accepting consolidated 
home-ge nerated pharmaceutical waste, since the current law (Health and Safety Code, §§117600
118360) does not prohibit it. However, any local ord inances regarding the disposal of these items 
should also be reviewed ." 

One of the reaso ns that staff is concerned about using medical waste transport regu lat ions is that there 
are a lot of exemptions that surround the regulation of medical waste transport, and this makes it very 
difficu lt to determine what is required. For example, whi le the definition of medical waste in the Hea lth 
and Safety Code does include pharmaceutical waste, they exempt pharmaceutica l wastes that are being 
hauled by a reverse distributor (Health and Safety Code Section 117690). It is unclear if this exemption 
might nullify the otherwise app licable DOT regulations. 

In order to avo id confus ion, it could be helpful for the Board to rep licate the DEA's st ate ments in this 
matter: "All drug disposa l activities must be condu cted in a mann er consistent with th is rule and all 
other app licab le Federal, State, tribal, and loca l laws and regulations." (Federal Register p53554) 

It is not clear what exactly wou ld qua lify as meet ing t he USDOT standards. Staff wou ld we lcome 
guidance from the Board clearly establishing that a cardboard box cou ld meet the requirement s 
specified as cardboard boxes are currently an industry standard. Di s-a llowing ca rdboard boxes wou ld 
cause the price of disposal to substantia lly increase. Do cardboard boxes have t ight-fitting covers? Are 
they rigid? Do they qualify as leak resistant? Or would a cardboard box in combination with a plastic bag 
combine to fulfill the requirements of the "inner liner" as the inner liner is already required to be 
waterproof? Clarification wou ld be beneficial. 

1776.3(j) " location in the pharmacy no longer than three days" 

Proposed change: Delete specific time provision, replace with requiring "prompt" removal. 

Comment: It is staff' s understanding that the DEA regulation on ly specifies a three day holding period in 

Long-Term Care Facilities . In th e case of pharmacies, the DEA dictates only that liners be moved 

" promptly". The DEA specifica lly declined to clarify what would constitute a "prompt" action (Federa l 

Register p. 53528). Strictly defining the length of t im e inner liners can be stored cou ld increase the 

burden on pharmacies and thereby decrease their participation in medi cine take-back programs. 

1776.4 Collection in Skilled Nursing Facilities 
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Proposed change: Expanding the referenced definition of Skilled Nursing Facilities to include language 

from the Health and Safety Code section 1418 would more clearly and consistently reflect DEA 

language; this would be accomplished by including California's definition of Long Term Health Care 

Facilities. 

Comment: DEA defines Long-Term Care Facilities on page 53540 of the Federal Register as "a nursing 

home, retirement care, mental care or other facility or institution which provides extended health care 

to resident patients." This appears to have a broader meaning than the Ski lled Nursing Facility referred 

to by the Board and defined in the Health and Safety Code section 1250(c) as "a health facility that 

provides ski lled nursing care and supportive care to patients whose primary need is for availab ility of 

skill ed nursing care on an extended basis". Staff wou ld like to avoid further restricting wh ich types of 

facilities are permitted to participate in medicine take-back programs. 

1776.4(a) " ... Records shall be kept by the skilled nursing facility noting the specific quantity of each 

prescription drug mailed back, the unique identification number of the mail back package and the 

preaddressed location to which the mail back envelope is sent. " 

Proposed change: Delete this provision. 

Comment: This provision goes beyond DEA record-keeping requirements. Staff asks that the Board avoid 

making the regulation more restrictive than necessary in order that loca l medicine take-back programs 

may enjoy robust participation from loca l pharmacies, Long-Term Care Facilities, and the general public. 

177 6.4(h)(2) " ... A rigid container may be disposable, reusable, or recyclable. Rigid containers shall be 
leak resistant, have tight- fitting covers, and be kept clean and in good repair. Rigid containers may be of 
any color. All rigid containers must meet standards of the United States Department of Transportation 
for transport ofmedical waste. The containers shall be capable of being sealed and be kept clean and in 
good repair." 

Proposed text change : "A rigid container may be disposable, reusable, or recyclable (example: 
cardboard box). Rigid containers shall be capable of being sealed and be kept clean and in good repair. 
Rigid containers may be of any color. It is not within the Board's expertise or authority to opine on the 
applicability of DOT regulations. However, all drug disposal activities must be conducted in a manner 
consistent with this rule and all other applicable Federal, State, tribal , and local laws and regulations." 

Comment: As mentioned in the comment f or 1776.3(h) , st aff is con cerned that stating specifically that 
rigid contain ers must " meet standards of the USDOT fo r transport of medical wa ste" exceeds th e 
requirements of the DEA reg ulation, which does not mention medica l was t e. There is a lot of conf usion 
around the definition of medi cal w aste; significantly, hom e-generat ed pharma ceuti ca l wa ste is not 
currently defined as medical w aste. HSC §117700 says, " Medical was te does not includ e .. . (e) 
Hazardous waste, radi oactive w ast e, or household was te . . . " Moreove r, it appears that home
gene rat ed pharma ceuti cal waste is still considered household was t e on ce it's collect ed and 
consolidated. Alison Dabney, Chief of the California Department of Public Hea lth' s Medical Waste 
M anagement Program wrot e on November 18, 2015, " A w ast e-to-ene rgy f acility's permit that prohibits 
it from accepting medical w ast e in Californi a does not prohibit t he f acilit y from accepting con solid at ed 
home-generated pharm aceutical w ast e, sin ce the current law (H ea lth and Safety Code, §§117600
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118360) does not prohibit it. However, any local ordinances regarding the disposal of these items 

shou ld also be reviewed." 

1776.4(n) "Liners still housed in a rigid container may be delivered to a reverse distributor for destruction 
by two pharmacy employees delivering the sealed inner liners in the rigid containers and their contents 
directly to a reverse distributor's registered location, or by common or contract carrier or by reverse 
distributor pickup at the skilled nursing facility." 

Proposed change : Make consistent with DEA language. 

Comment: The DEA regulation al lows "the installation, removal, transfer, and storage of inner liners ... 
by or under the supervision of one employee of the authorized coll ector and one supervisor-leve l 

employee of the long-term care facility" in addition to allowing these activities to occur under the 

supervision of two pharmacy employees (§1317.80(c)). Staff is concerned that the BOP regulation as it is 
currently worded may restrict some of the listed allowab le activities to just two pharmacy employees 
where the DEA regulation al lows more flexibility. 

Separately, staff is concerned that the Board language may differ from DEA regulations w hich say:".. . 
the practitioner may destroy the co ll ected substances by delivering the sealed inner liners to a reverse 

distributor or distributor's registered location by common or contract carrier, or a reverse distributor or 
distributor may pick-up sealed inner liners at the LTCF" (Federal Register p. 53543 and §1317.05). It 
appears DEA language prohibits pharmacy employees from transporting the sea led inner liners 
them se lves; st aff would welcome clarifi cation from the Board on this matter. 

1776.5 Reverse Distributors 

1776.5(a) "A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 
provider) registered DEA as a collector may accept the sealed inner liners of collection receptacles. Once 
received, the reverse distributor shall establish records required by this section." 

Proposed text change: "A licensed reverse distributor (either a reverse wholesaler or a reverse third

party logistics provider) registered with the DEA may accept the sealed inner liners of collection 

receptacles. Once received, the reverse distributor shall establish records required by this section." 

Comment: Per Ruth Carter, Ch ief of the Liaison & Policy Section of the DEA, the DEA-registered Reverse 

Distributor is not the coll ector except in the case of mail-backs (see section 1776.6(a)(1) comment). 

1776.5(b) "A licensed reverse distributor may not count, inventory or otherwise sort or x-ray the contents 
of inner liners. All liners shall be incinerated by an appropriately licensed DEA distributor." 

Proposed text change: "A licensed reverse distributor may not count, inventory or otherwise sort or x

ray the contents of inner liners. All liners shall be rendered non-retrievable by an appropriately 
licensed DEA distributor in compliance with applicable Federal, State, tribal, and local laws and 
regulations." 
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Comment: Incineration is not specifical ly required by the DEA (§1317.90); rather, it is required to rend er 
the substances non -retrievab le. One approved method is incineration. Actua lly, 11the DEA hopes that the 
rule will encourage innovation and expansion of destruction methods beyond incineration .. . 11 (Federal 
Register, p. 53536) . 

1776.5(e) {/Each reverse distributor with an incineration site shall maintain a record of the destruction on 
DEAform 41.. . " 

Proposed text change: "Each reverse distributor with a destruction site shall maintain a record of the 

destruction on DEA form 41." 

Comment: As mentioned in the comment f or 1776.5(b), inc ineration is not specifical ly requ i red by the 
DEA (§1317.90); rather, it is required to render the substances non -retrievable. 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back Services 

1776.6(a)(1) "The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the pharmacy, the number of packages/envelopes made available to the 
public, and the unique identification number ofeach package." 

Proposed change: Preserve the DEA requirement that these records are required only for the reverse 
distributors accepting these envelopes for destruction. 

Comment: Pharmacies cannot be the collecto r of mail-bac k envelopes under the DEA Regulations 
because t he mai l-back enve lopes do not come back to them; furthermore, pursuant to the DEA 
Regulations they are prohi bited from being the collector as t hey do not have the required onsite 
method of destruction. Rather, the col lector is the reverse distri butor to which the enve lopes are mai led 
from the ultimate user. 

In order to seek clarification in this matter from the DEA, staff sent an ema i l on 18 March 2016 to Ruth 
Carter, Chief of the Liaison & Policy Section of the DEA. On March 18, 2016, Ruth Carter from the DEA 
staff sent a respo nse w hi ch confirmed that under the DEA Regulations the reverse distributor is the 
coll ector when it comes to mail-back packages, not the ph armacy providing the mail-back packages. A 
copy of the emai l exchange can be provided upon requ est. 

Staff is concerned that if these recordkeeping duties are required for pharmacies w ho simply hand out 
the enve lope s it wi ll discourage pharmacies from participating in a medicine mail-back program. Staff 
respectfully submits for the Board's conside ration that they preserve the DEA requirement that these 
records are required only for the reverse distributors accepting these envelopes for destruction. 

DEA: § 1317.70 Mail-back programs: 

§ 1317.70 (a) A mail-back program may be conducted by Federal, State, tribal, or local/ow enforcement 

or any collector. A collector conducting a mail-back program shall have and utilize at their registered 

location a method of destruction consistent with § 131 7.90 of this chapter. 
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§ 1317.70 (c) . .. Any person may partner with a collector or law enforcement to make such packages 
available in accordance with this section . .. 

Federal Register, page 53536, Issue [3} and its response: "... A commenter also asked the DEA to clarify 
whether unregistered retail pharmacies working with a registered authorized collector would be 
permitted to make mail-back packages available to patients. Response: As discussed in the NPRM, 
authorized collectors who conduct mail-back programs are encouraged to collaborate to operate mail
back programs by partnering with other entities to assist with the dissemination of mail-back packages 
to ultimate users, in order to minimize costs . .. " 

1776 .6(a)(2) "For unused packages and envelopes provided to a skilled nursing facility or third party to 
make available to patients and other authorized individuals: the name of the third party and physical 
address of the location receiving the unused packages, date sent, and the number of unused packages 
sent with the corresponding unique identification number." 

Proposed change: Preserve the DEA requirement that these records are required only for the reverse 
distributors accepting these envelopes for destruction. 

Comment: Per Ruth Carter, Chief of the Liaison & Policy Section of the DEA, this is the record that the 
DEA requires only a co lle ctor to keep, as that term is interpreted under the DEA re gulations (§ 
1304.22(f)). Staff would we lcome clarification from the Board that this applie s on ly to the collector, 
which in this case is the reverse distributor, not the pharmacy. See preceding section 1776.6(a)(l) for 
more detail. 

1776.6(b) "For each mail-back package or envelope distributed by a pharmacy, the pharmacy shall 
record the serial number of each package or envelope distributed and the date distributed." 

Proposed change: Preserve the DEA requirement that these records are required only for the reverse 
distributors accepting these envelopes for destruction. 

Comment : Per Ruth Carter, Chief of the Liaison & Policy Section of the DEA, th is is the record that the 
DEA requires the collector to keep(§ 1304.22(f)) . St aff would welcome clarification from the Board that 
thi s app lies on ly to the collector, which in thi s case is the reverse distributor, not the pharmacy. See 
sect ion 1776.6(a)(l) for more detail. 

1776.6(Note) "Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
4005, Business and Professions Code and Section 1317.22, Title 21 Code ofFederal Regulations" 

Proposed change: Confirm cited sections. 

Comment: Staff looked for this section number but was unable to find it; please note most other 
authority cited references were not checked. 



(~City of 

~Santa Rosa,

March 251
h, 2016 

Ms. Lori Martinez, Staff Manager 
California State Board of Pharmacy 
1625NorthMarketBivd, Suite N 219 
Sacramento, CA 95834 

RE : COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCRIPTION DRUG TAKE
BACK PROGRAMS DATED FEBRUARY 1, 2016 

Dear Ms. Martinez: 

On behalf of City of Santa Rosa Water Department staff, the Board of Pharmacy (Board) is asked to 
consider the attached list of comments and suggested modifications when deciding how to move 
forward with proposed draft regulations regarding pharmaceutical take -back programs. The Santa Rosa 
Water Department co-leads a regional Safe Medicine Disposal Program which has collected almost 
100,000 pounds of unused and/or unwanted medications since its inception in 2007. Staff is deeply 
concerned that these Board regulations may further restrict what is allowable for take back programs in 
comparison to the Drug Enforcement Agen.cy (DEA) regulations. This could diminish the participation of 
pharmacies in medicine take-back programs, result in more med ications being inappropriately flushed, 
and, ultimately, increase pharmaceutical pollutant load s entering wastewater treatment facilities. 

The attachment in cl udes excerpts from the proposed regu lations by section and includes potential 
modifications w ith comments that describ e our concerns in detail. There is some duplication within the 
sections in order that they might still be coherent if separated for review. However, in the case of 
comments regarding the status of pharmacies participating in mail-back programs, the full comment is 
too lengthy to duplicate in each relevant section. 

City of Santa Rosa staff is very appreciative of the Board of Pharmacy st aff's willingness to delve into the 
details of the DEA regu lations in order to establis h a sha red und erstandin g and to promote beneficial 
Board of Pharmacy regulations of pharmaceutica l take-back programs in California. If you wou ld like to 
discuss any of our concerns or need any additional details, please feel free to contact Thomas Hare at 
{707) 543-3396. 

Thank you for your consideration. 

57}2~
Linda Reed 
Acting Director Santa Rosa Water 

Attachment 

UTILITIES DEPARTMENT 

4300 llano Road • Santa Rosa, CA 95407 

Phone: 707-543-3350" Fax: 707-543-3399 


www.sa ntarosautilities.com 


http:ntarosautilities.com


Martinez, Lori@DCA 

From: Laurie Ion <ion@templetoncsd.org > 
Sent: Thursday, March 17, 2016 1:48 PM 
To: Martinez, Lori @DCA 
Cc: Jeff Briltz; tlm@templetoncsd .org; Bill Worrell (bworre ll@iw ma.com) 
Subject: Letter of Protest - Concerning Section 1776 of Article 9.1 of Division 17 of Title 16 

Prescription Drug Take Back Programs 
Attachments: CAUFORNIA -BRD-OF-PHARMACY -CORRES-MAR172016.pdf 

03/1 7/16 

Dear Ms. Martinez, 

Attached please find a letter from the Templeton Community Services District Board of 

Directors concerning the above matter. As a wastewater and water utility the 

Templeton CSD Board of Directors believes it is imperative that we keep controlled 

substances from being disposed of by being flushed down the toilet or thrown out in 

the trash, where the drugs could contaminate local lakes, rivers, streams and soil. Our 

wastewater is a critical source of our water supply. 


Thank you, 

Laurie Ion, Assistant to the General Manager 


p.s. The hard copy of this letter is being mailed to you. 

Laurie Ion 
Assistant to General Manager/Board Secretary 
Templeton Community Services District 
PHONE: (805) 434-4900 
FAX: (805) 434-4820 

CONFIDENTIALITY NOTICE: This email and any documents, files or previous email messages attached to it may contain information 
that is confidential or legally privileged and is for the sole use of the intended recipient(s). if you are not the intended recipient, do 
not read, print, or save this email. Any unauthorized review, use, disclosure ordistribution of this email, its contents or the 
attachments, is strictly prohibited. If you are not the intended recipient, please contact the sender by telephone or reply email and 
destroy the original, any attachments and all copies without reading or saving. 
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Director 

District Engineer 
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Finance Officer 
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Director 
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Fire Chief 

lEMPLETON COMMUNITY SERV CES 

P.O. BOX 780 • 420 CROCKER STREET • TEMPLETON, CA 93465 • (805) 434-4900 • FAX: (805) 434-4820 • www.templetoncsd.org 

March 16, 2016 

Ms. Lori Martinez 

California Board of Pharmacy 

1625 N. Market Blvd., N219 

Sacramento, CA 95834 


RE: 	 Letter of Protest - Concerning § 1776 of Article 9.1 of Division 17 of 
Title 16 of the California Code of Regulations regarding the 
Prescription Drug Take Back Programs 

Dear Ms. Martinez, 

Our agency is opposed to the California Board of Pharmacy's proposal to 
add § 1776 of Article 9.1 of Division 17 of title 16 of the California Code of 
Regulations regarding the prescription drug take-back programs. Since 
2011 our agency has worked with the Integrated Waste Management 
Authority, law enforcement, health and safety, substance abuse prevention, 
and environmental organizations to provide safe medication drop-off 
locations for expired or leftover prescription medicines. As a wastewater 
and water utility it is imperative that we keep controlled substances from 
b eing disposed of by being flushed down the toilet or thrown out in the 
trash, where the drugs could contaminate local lakes, rivers, streams and 
soil. Our wastewater is a critical source of our water supply. 

We believe that the public should have as many safe disposal options for 
the disposal of their unwanted medicines as possible. It only makes sense 
that returning expired or leftover prescriptions medidnes to a lo cal 
pharm acy would b e acc eptable and promoted, particularly in a rural 
community. The proposed Board of Pharmacy regulations, by preempting 
local p rograms and adding burdensome requirem ents to the Department of 
Justice r egulations, will result in fewer take b ack locations . 

http:www.templetoncsd.org


Given the national drug abuse problems, California should be looking to 
enhance, not inhibit, the collection of unwanted medicine. The solution is 
to regulate the collection and disposal of unwanted medicine in accordance 
with the Department of justice regulations issued on September 9, 2014. 
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Code Section Commenter Comment 

1776 LA County of 
Public Works 

Comment: This provision would remove the ability for entities that choose to not serve as authorized collectors but 
would choose to distribute mail-back envelopes to customers from partnering with authorized collectors to 
provide mail-back envelopes and thus significantly reduce the number of locations that would provide mail-back 
envelopes to consumers with no perceivable benefit. The DEA has determined such in Section § 1317.70 (c) of their 
Regulations which states "Any person may partner with a collector or law enforcement to make such packages available 
in accordance with this section." 

Recommendation: Rephrase text so that it is clear that pharmacies can participate in drug take-back programs by providing 
mail-back envelopes without being registered as a collector. If the Board wishes to require pharmacies to be licensed and 
in good standing in order to offer mail-back envelopes, the following text could suffice: 

"Only California-licensed pharmacies and drug distributors (licensed wholesalers and third-party logistics providers) who 
are licensed in good standing with the board may participate in drug take-back programs authorized under this article. 
Those pharmacies wishing to host a prescription drug take-back collection receptacle must be registered with the Drug 
Enforcement Administration as collectors." 

1776.1(a) LA County of 
Public Health 

Comment: 
Given that pharmacy participation is voluntary, and the Board of Pharmacy clearly states that the protection of the public is 
its function of highest priority, recommend language requiring that pharmacies that elect not to offer drug take back 
options (either receptacles or mail back envelopes) to their customers should, at a minimum, provide a listing of alterative 
locations that offer drug take-back options. This recommendation is similar to the requirement that physicians who are 
opposed to offering certain medical services on religious grounds must provide information about local area physicians who 
are able to offer those services in order to preserve access to those services. 

1776.1(e) LA County of 
Public Health 

Comment: 
Recommend clarifying that pharmacies are permitted to offer separate bins for sharps and needles, even if these proposed 
regulations prohibit those items from being placed in the drug take back receptacles. The current language may lead to 
confusion about if pharmacies are permitted to collect sharps and needles at all. 

1776.1(g) LA County of 
Public Health 

Comment 
Recommend clarifying whether pharmacies that are not registered with the DEA as collectors can operate a prescription 
drug take-back program via mail back services. 



   
         

          
       

   

          
        

       
        

         
    

       
 

     

           
         

      
        

             
 

     

        
 

   
 

             
        

           

Code Section Commenter Comment 

1776.2(a) LA County of 
Public Works 

Comment: This could be a good place to say that pharmacies could participate in this way without registering as collectors. 

Recommendtion: Modify text to read: Pharmacies that would like to provide prescription drug take-back services without 
registering as a collector may do so by establishing mail back services, whereby.... 

1776.2(e) LA County of 
Public Works 

Comment: This is needlessly burdensome. W hy would a pharmacy have to create and maintain all of these records when a 
non-pharmacy retailer can do so without this requirement? These envelopes and packages are already being tracked by the 
collector, and do not need to be additionally tracked. The BOP is overstepping the 
requirements in the DEA regulation and making it too onerous to participate in medicine take-back programs. Per the DEA, 
"Any person may partner with a collector or law enforcement to make such packages available in accordance with this 
section (§1317.70)." See section 1776.6(a)(1) for a full explication. 

Recommendation: Remove these record-keeping requirements, as pharmacies do not need to be registered as a collector 
to provide this service. 

1776.3(a) & (c) LA County of 
Public Works 

Comment: The proposal is further restricting the placement of collection receptacles in pharmacies in a way that will 
significantly diminish the participation of pharmacies in medicine take-back programs. DEA clearly states that the 
receptacle shall be locked or made otherwise inaccessible to the public when an employee is not present. Requiring the 
receptacle to be 'physically blocked' in addition to being locked goes beyond what the DEA requires. This provision serves 
no benefit since it would be just as easy to place unwanted drugs next to a physical barrier as it would be to place 
medicine next to a locked bin. 

Recommendations: 

1) Remove language about physically blocking patient access, and 

2) Revert to DEA language in order to avoid requiring independent pharmacies to lock the collection receptacle when they 
lock the building. 

1776.6(a)(1) LA County of 
Public Health 

Comment: 
Similar comment as above from Section 1776.1(g). If pharmacies are only providing the drug mail back envelopes and their 
customers are mailing them to the disposal site, which we understand is often not the pharmacy, then requiring this record 
keeping seems unnecessary given that pharmacies will not have this information and thus will be unable to perform this 
required record keeping. 



   

                      
            

   

   

 

        
       
           

        
  

 

         
        

     

      

 
          

        

Code Section Commenter Comment 

1776.6(b) LA County of 
Public Works 

Comment: This burdensome nature of this provision is beyond DEA Regulation and does not provide a clear benefit. 
The collector, the reverse distributor in the case of mail-backs, is responsible for keeping detailed records. See section 
1776.6(a)(1) for a full explication. 

Recommendation: Remove this item entirely. 

Overall 
Comment Stan Goldenberg 

The regulation address Skilled Nursing Facilities, but Long Term Care Pharmacies (Community Care Facilities, Small 6-bed 
facilities) also face problems with drug destruction. These facilities also need to be addressed. Currently using Rx 
Destroyer product to destroy of drugs and the Board wishes that those containers should be destroyed of as biohazard; 
however, the small facilities do not have the resourses to do that. The Board should allow that those be returned to the 
Pharmacies to be destroyed. 

Overall 
Comment Christine Flowers 

Written Comments Submitted: Board is proposing to go beyond final rule of DEA and preempt local counties. Proposing 
languaging without a legal opinion on preemption is inviting a challenge and will further delay the regulations. The State has 
an drug abuse epidemic. The Board should not go beyond the DEA rule and there has been to much delay. 

A newspaper was provided and will be provided to Board members at the Board meeting. 

Overall 
Comment Lauren Berton 

Also provided written comments. 

CVS supports the Board efforts and the work done. CVS supports and applauds the Board's efforts to make participation 
voluntary. Allow pharmacies to determine how the wish to participate (drug take-back bin or mail back program). 
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Mendocino Solid Waste Management Authority 
3200 Taylor Drive 

Ukiah, CA 95482 

March 24, 2016 

Senator Mike McGuire 

State CaEitol ,..._, 


..= 1303 10 Street, Room 5064 en ---· ::... ,Sacramento, CA 95814 =<C 
:.:·-
::;:J -
c:.>Assemblymember Jim Wood 
N . ~ 

~:1State Capitol 
P.O Box 942849 -.. 
Sacramento, CA 94249-0002 

+ 

RE: Board ofPharmacy and recovery of discarded medications 

Dear Senator McGuire and Assemblymember Wood: 

We are writing to you as our legislative representatives with the awareness ofyour strong 
environmental concern and your determination to make State government function 
effectively. 

Capturing discarded medications is an important public health priority. It is also an 
environmental priority in our area because of the seepage of pharmaceutical residues 
from wastewater plants into the Eel and Russian Rivers. 

Our joint powers authority, like many agencies in California, has been struggling for 
years to provide effective medication disposal opportunities for the public. Our 
experience has taught us that point-of-sale disposal facilities are the most effective 
choice, and sometimes the only thing that works. For medications, this means the 
pharmacies where the public purchases medications in the first place. 

At one point we had obtained the voluntary participation of a number of pharmacies in 
hosting disposal bins that our agency serviced. Unfortunately the corporate owners of the 
pharmacies instructed their store managers to cease participation in our program. 

Recently several California counties have enacted "product stewardship" ordinances 
requiring the pharmaceutical industry to create a take-back system. Under these 
systems, the counties hope to obtain phrumacy drop-off points or other effective 



alternatives . San Luis Obispo County has gone farther, by enacting a specific take-back 
duty on pharmacies. Our joint powers authority is studying these initiatives and 
considering local action through our member jurisdictions (County of Mendocino and 
cities ofUki~ Fort Bragg and Willlits). 

Progress in this field is threatened by an initiative of the State Board of Pharmacy which 
has proposed regulations that would assert preemption over all local ordinances and 
effectively cripple the initiatives that have been taken at a local level. 

While the Board describes its proposed regulations as a positive step, the reality may be 
that they represent the interests of a particular stakeholder-the pharmacies- in avoiding 
the need to play any role in recovery of discarded medications. 

The enclosed comments dated Februaxy 18, 2016 by Tim Goncharoff of Santa Ctuz 
County provide specific criticisms of the Boax·d's proposed regulations that deserve your 
consideration. Mr. Goncharoff asserts that the Board lacks authority to assert 
preemption. He also states that the proposed regulations would make it more difficult 
for pharmacies to participate, even if they were willing to do so voluntarily. 

The best outcome is, of course, a statewide prograxn that gives the public the maximum 
feasible opportunity for proper disposal, which will certainly include participation by 
pharmacies. Until such time as such a statewide prograxn comes into existence, local 
agencies should be allowed to continue to work towax·d this goal through their own 
prograxns. Your inquiry into this issue and interventio~ as appropriate, would be 
appreciated. 

Sincerely, 

~ 
Ron Orenstein 
Chairman 
Mendocino Solid Waste Management Authority 

cc: California Board of Pharmacy 
1625 N. Max·ket Blvd. Suite N219 
Sacraxnento, CA 95834 

enclosure 



Michael Sweeney 

From: Bill Worrell <bworrell @iwma.com> 

Sent: Wednesday, March 16, 2016 11:21 AM 

To: sweeney@pacific.net 

Subject: FW: Proposed Regulations on Pharmaceutical Takeback 

Comments from Santa Cruz County 


Bill Worrell 

San Luis Obispo County 

Integrated Waste Management Authority 

870 Osos Street 

San Luis Obispo, CA 93401 

805-782-8530 


From: Tim Goncharoff [ 

Sent: Thursday, February 18, 2016 8:11AM 

To: 'virginia .herold@dca.ca.gov' < >; 'ramonc@qhconcepts.com' 

< >; 'lori.martinez@dca.ca.gov' < > 


Subject: Proposed Regulations on Pharmaceutical Takeback 


Dear Ginny and Members of the Board, 


I write to take strong exception to your proposed regulations on pharmaceutical takeback programs. Rather than 

protecting the health and safety of Californians, as your Board is charged, this proposed regulation would make proper 

disposal of unused pharmaceuticals less likely, leading to further environmental damage, more drugs poisoning children 

and the elderly, and more drugs finding their way to the illicit black market. I urge you to reconsider. 


Good models for the proper disposal of unused medications exist. They are common in Europe and Canada, and are 

now appearing in California. These approaches work. They are safe, proven, inexpensive and convenient for 

consumers. Placing unnecessary obstacles in the path of these proven programs is exactly the wrong stance to 

take. Your Board should be encouraging such programs. 


I have particular concerns with the sections cited below: 


"Only California-licensed pharmacies and drug distributors (licensed wholesalers and third- party logistics providers) who are licensed in 
good standing with the board and are also registered with the Drug Enforcement Administration as collectors may participate in drug 
take back programs authorized under this article." Note: Authority cited : Section 4005, Business and Professions Code. Reference: 
Sections 4005, Business and Professions Code and Section 1317.40, Title 21 Code of Federal Regulations. 

While it is good to see an authority cited as required by law, a quick read makes it clear that the authority claimed is 
' nowhere in the code. The Board may regulate pharmacies. It has no authority to permit or prohibit the activities of any 

other business or entity. 

"Section 1776.1 Pharmacies 00 '\ ·. ll (_, ~ 

mailto:lori.martinez@dca.ca.gov
mailto:ramonc@qhconcepts.com
mailto:herold@dca.ca


(a) Pharmacies may assist patients seeking to destroy unwanted, previously dispensed prescription drugs as provided in this article. 
Provision of such services is voluntary. 
(b) Pharmacies may provide take-back services to patients as provided in sections 1776 · 1776.4. Retail pharmacies and hospital/clinics 
with onsite pharmacies may establish collection recept acles In their facilities . Pharmacies may operate collection receptacles as specified 
in in section 1776.4 in skilled nursing facilities licensed under California Health and Safety Code section 1250(c)." 

The Board seeks to arrogate to itself powers that are contained nowhere in the law. The recorded discussions of the 
Board make it clear that the intent of declaring participation voluntary is to supersede local ordinances mandating 
participation . The Board has no such authority under the law. Similarly, the Board's attempt to regulate skilled nursing 
facilities and other non-pharmacy locations is clearly beyond their authority. 

"e) The following dangerous drugs and devices are expressly prohibited from collection in a pharmacy's collection receptacles: medical 
sharps and needles (e.g., insulin syringes), iodine-containing medications, mercury-containing thermometers, radiopharmaceuticais, 
antineoplastic agents (cancer chemotherapy drugs, cytotoxic drugs), and compressed cylinders or aerosols (e.g., asthma inhalers). 
Signage shall be placed on collection receptacles as referenced in section 1776.3." 

This section is bound to lead to confusion . As your Board knows, specific collection programs for medical sharps are in 
place in many locations, including pharmacies, and more are on the way. This section would seem to prohibit such 
efforts, leaving improper disposal of medical sharps the only option . This is severely misguided . 

"A pharmacy shall not accept or possess prescription drugs returned to the pharmacy by skilled nursing homes, residential care homes, 
other facilities, health ca re practitioners or other entities." 

An obvious question is "How will they know?" Are pharmacy staff supposed to quiz customers about whether they 
come from any of the prohibited locations? Beyond that, the sections seems to force such facilities into a twilight zone 
without any legal disposal options. You would prohibit them from participating in takeback programs on their own, and 
prohibit them from participating in those located at pharmacies. What then are they to do with their leftover 
medications? 

"1776.3 Collection Receptacles in Pharmacies 
Pharmacies that provide prescription drug take-back services to the public may do so by establishing a collection receptacle in the 
pharmacy whereby the public may deposit their unwanted prescription drugs for destruction. The receptacle shall be securely locked and 
substantially constructed, with a permanent outer container and a removable inner liner. In hours when the pharmacy is closed, the 
collection receptacle shall not be accessible to the public for deposit of drugs. The pharmacy shall lock the deposit slot on the collection 
receptacle and physically block patients from access to the collection receptacle by some means." 

This is a tangled section that will only have the effect of creating the very problem it intends to avoid. Why shouldn't 
receptacles inside stores be accessible to the public when the pharmacy is closed? They are sturdy, securely bolted 
down, and tamper-proof without the use of power tools . In fact they are far more secure than the drugs on the 
pharmacy's shelves . If we lock the bins people will leave drugs on top of or next to them. If we create physical barriers, 
the drugs will be left next to the barriers. This is silly. Leave the darn bins unlocked so people can use them whenever 
the store is open. This is how it currently works in many places, and it works well. 

"(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be located in an area that is regularly monitored 
by employees and not in the proximity of emergency or urgent care. When the supervising pharmacy is closed, the collection receptacle 
shall be locked so that drugs may not be deposited into the collection receptacle. When the collection receptacle is locked, the 
supervising pharmacy shall ensure that the collection receptacle is also physically blocked from patient access by some means." 

Where does your Board find the legal authority to regulate hospitals? Many medical facilities, including hospitals, now 
host bins for the collections of leftover medicines and sharps . Why would you want to interfere with this? 

"i) The liner may be removed from a locked receptacle only by two employees of the pharmacy who shall immediately seal the liner and 
record in a log their participation in the removal of each liner from a collection receptacle ." 

This is poorly thought out. What busy pharmacy can spare two staff members to handle this duty? It is more properly 

performed by a duly licensed collector. You are making this burdensome for pharmacies, and as you insist on making 

such programs voluntary, making it unlikely that they will participate. 

oo u )2 1-~ •• ., 



"(k) The pharmacy shall maintain a log to record information about all liners that have been placed into or removed from a collection 
receptacle. The log shall contain : 
(1) The unique id entifica tion numbers of all unused line rs in possessio n of the pharmacy, 
(2) The unique identification number and dates a liner is placed in the collection receptacle, 
(3) Th e date the liner is removed from the collection receptacle, 
(4) The names and signa tures of the two pharmacy employees who removed and witnessed the removal of a liner from the collection 
receptacle, and 
{5) The date the liner was provided to a licensed DEA-registered reve rse distributor for destruction, and the signature of the two 
pharmacy employees who witnessed the delivery to the reverse distributor. If a common carrier is used to transport the liner to the 
reverse distributor, the company used , the signature of the driver, and any rela t ed paperwork (invoice, bill of lading) must be recorded ." 

Again, unnecessarily burdensome, and an obstacle to participation . Collectors are already required to keep meticulou s 
record s. Let them provide copies to the pharmacy or the Board if needed, but don' t expect busy pharmacists to 
undertake this unnecessary duty. 

"(m)The collection receptacle shall con tai n signage developed by t he board advising the public that it is permissible to deposit Schedu le 
11-V drugs into the receptacle, but not Schedule I drugs. Labeling shall also identify that medical sharps and needles (e.g., insuli n syringes), 
iod ine-containing medica tions, me rcury-co ntaining thermometers, radiopharmaceuticals, antineoplastic agents (cancer chemotherapy 
drugs, cytotoxic drugs), and compressed cylinders or aerosols (e.g., asthma in halers) may not be deposited into the receptacle. The name 
and phone number of the collector pharmacy responsible for the receptacle shall also be affixed to t he collection receptacle. 
(n) The board shall develop signage t o appear on the collection re ceptacle to provide consumer information about t he collection 
process." 

This is well -intentioned, but I encourage you to look at the signs and other materials already in use where such programs 
are active. Many consumers do not know what a Schedule I or Schedule II drug is. Signage needs to be designed for 
consumers, not for pharmacists. 

In summary, while I think the proposed re gulations are well-intended, they will have the effect of encouraging improper 
disposal of drugs and sharps by making safe and proper disposal programs difficult, inconvenient, expensive and 
scarce . I strongly encourage you to withdraw the proposed regulations, carry out a serious study of the many effective 
disposal programs already up and running, and then approach this subject again w ith better information and a clearer 
intent. 

Thank you, 

Tim Goncharoff 
County of Santa Cruz 

You received this message because you are subscribed to the Google Groups "CPSC Pharmaceuticals 
Stewardship Listserv" group . 
To unsubscribe from thi s group and stop receiving emails from it, send an email to 

For more options, visit 

0 0 {' 1u ._v 
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June 2, 2016 

Virginia Herold, Executive Officer 
Amy Gutierrez, PharmD. President 
California State Board of Pharmacy 
1625 N. Market Blvd, N219 
Sacramento, CA  95834 

Re: Board of Pharmacy Proposed Regulations on Prescription Drug Take Back Programs 

Dear Director Herold and Honorable Members of the Board of Pharmacy, 

We are writing today to urge the Board of Pharmacy to prioritize completion of regulations to establish 

California requirements for Prescription Drug Take Back Programs at retail pharmacies.  In addition, we 

request that the Board, in its regulations, respect the primacy of local ordinances and remain silent on 

the subject of mandatory or voluntary pharmacy participation.  Finally, we encourage the Board to 

harmonize its regulations with those of the Federal Drug Enforcement Administration on this topic in 

order to minimize the barriers for pharmacies to host medicine collection (“drug take back”) bins for the 

benefit of our residents.  

In 2012, Alameda County passed the first ordinance in the United States that requires manufacturers of 

prescription medicines to take responsibility for the costs to safely dispose of the products they profit 

from. In 2015, the Counties of San Francisco, San Mateo, Santa Clara, and Marin passed similar 

ordinances to provide safe disposal opportunities for our constituents, thereby reducing the potential 

for accidental poisonings and prescription drug abuse while also protecting the environment.  Our five 

counties are proud of our efforts, but we need your help.  The regulations you have been considering 

since April of this year are critical to the success of our ordinances and to the increased availability of 

permanent, convenient and safe disposal options in our communities.  Please act quickly to make 

necessary changes as described below and finalize these regulations as soon as possible. 

One of the key issues of concern to us in the proposed regulations is the Board’s discussion about pre-

empting local government’s ability to require pharmacies to participate.  We believe that local 

governments deserve the latitude to craft the best and most appropriate programs for their 

communities.  No single approach can be suitable for all jurisdictions in our large and very diverse state.  

The Board’s regulations will apply throughout California and should not unnecessarily limit our 

obligation to do what is best for our individual communities.  



 
   

 

   

   

   

  

     

 

       

    

     

    

  

 

    

   

    

 

 
 

 

 
  

 

 

 

 
 

 
 

  

 

 

 

 

 

 

  

 

 

 

 

 
 

  
  

 

 

  
        

 

Letter to Amy Gutierrez, President of the California Board of Pharmacy 
May 31, 2016 – Page 2 

We are also concerned that certain aspects of the proposed regulations go beyond current federal 

requirements.  As you are aware, in 2014 the Federal Drug Enforcement Agency promulgated 

regulations addressing take-back of controlled substances.  These changes enabled pharmacies, for the 

first time, to collect all medicines, including commonly prescribed narcotics and other controlled 

substances.  The federal regulations were the subject of extensive discussion among many groups of 

stakeholders and the DEA carefully and thoughtfully considered 194 public comments made to their 

proposed rules.  Several of the requirements in your proposed regulations, including mandatory 

moveable barriers and prohibitions on accepting certain medications and sharps in take-back 

receptacles, go far beyond the federal requirements and may discourage or even bar many pharmacies 

from hosting a medicine collection bin.  As in more than 19 countries around the world, we want all 

California pharmacies to be able to take back medicines from their customers and respectfully request 

that you do your utmost to make that possibility a reality.  

On behalf of our constituents, we thank you for your consideration of these requests.  We want to 

gratefully acknowledge the hard work done by the Board and its staff to develop these regulations and 

commend the Board for its diligent efforts to enable California residents to have convenient and safe 

medicine disposal options. 

Sincerely, 

Hon. Nate Miley Hon. Adrienne Tissier 
Board of Supervisors (District 4)  Board of Supervisors (District 5)  
Alameda County San Mateo County 

Hon. Katie Rice Hon. London Breed, President 
Board of Supervisors (District 5)  Board of Supervisors (District 2)  

San Francisco County Marin County 

Hon. Ken Yeager 
Board of Supervisors (District 4) 
Santa Clara County 

cc: Awet Kidane, Director, California Department of Consumer Affairs; 
Bay Area State Legislative Delegation 



DAVE CORTESE 
PRESIDENT, BOARD OF SUPERVISORS 
COUNTY OF SANTA CLARA SUPERVISOR, THIRD DISTRICT 

COUNTY GOVERNMENT CENTER, EAST WING 
70 WEST HEDDING STREET, 10TH FLOOR 
SAN JOSE, CALIFORNIA 95110 
TEL : (408) 299-5030 FAX: (408 ) 298-6637 
dave .cortese@bos.sccgov.org • www.supervisorcortese.org 

June 1, 2016 

Virginia Herold, Executive Officer 

Amy Gutierrez, PharmD, President 

California State Board of Pharmacy 

1625 N. Market Blvd, N219 

Sacramento, CA 95834 


RE: Board of Pharmacy Proposed Regulations on Prescription Drug Take Back Programs 

Dear Director Herold and President Gutierrez: 

On behalf of the Santa Clara County Board of Supervisors, I write to urge the Board of Pharmacy 
to prioritize completion of regulations to establish California requirements for Prescription Drug 
Take Back Programs at retail pharmacies. In addition, our County requests that the Board, in its 
regulations, respect the primacy of local ordinances and not address the subject of mandatory 
or voluntary pharmacy participation. Finally, we encourage the Board to harmonize its 
regulations with those of the Federal Drug Enforcement Administration on this topic in order to 
minimize the barriers for pharmacies to host medicine collection ("drug take back") bins for the 
benefit of our residents . 

In 2015, our County adopted a Safe Drug Disposal Ordinance requiring pharmaceutical 
companies that have profited from drugs sold in the county to design, operate, and fund a 
program to safely dispose of residents' unwanted drugs. Safe disposal opportunities will reduce 
the occurrence of drugs being put in trash or flushed down the toilet, which harms the 
environment. Also, the ability to properly dispose of unused or unwanted pharmaceuticals will 
prevent consumers from retaining medications in their homes, which could make them 
available for misuse or abuse . The regulations under consideration since April of this year are 
critical to the success of our ordinance and to the increased availability of permanent, 
convenient and safe disposal options in our community. Please act quickly to make necessary 
changes as described below and finalize these regulations as soon as possible. 

One of the key issues of concern in the proposed regulations is the Board's discussion about 
pre-empting local government's ability to require pharmacies to participate. We believe that 
local governments deserve the latitude to craft the best and most appropriate programs for 
their communities . No single approach can be suitable for all jurisdictions in our large and very 
diverse state. The Board's regulations will apply throughout California and should not 
unnecessarily limit our obligation to do what is best for our individual communities. 
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We are also concerned that certain aspects of the proposed regulations go beyond current 
federal requirements. As you are aware, in 2014 the Federal Drug Enforcement Agency 
promulgated regulations addressing take-back of controlled substances. These changes 
enabled pharmacies, for the first time, to collect ill! medicines, including commonly prescribed 
narcotics and other controlled substances. The federal regulations were the subject of 
extensive discussion among many groups of stakeholders and the DEA carefully and 
thoughtfully considered 194 public comments made to their proposed rules. Several of the 
requirements in the proposed regulations, including mandatory moveable barriers and 
prohibitions on accepting certain medications and sharps in take-back receptacles, go far 
beyond the federal requirements and may discourage or even bar many pharmacies from 
hosting a medicine collection bin. As in more than 19 countries around the world, we want all 
California pharmacies to be able to take back medicines from their customers and respectfully 
request that you do your utmost to make that possibility a reality. 

We appreciate the work done by the Board and its staff to develop these regulations and 
commend the Board for its efforts to enable California residents to have convenient and safe 
medicine disposal options. As you work to finalize the regulations, we respectfully request your 
favorable consideration of our views on this issue. 

President, Board of Supervisors 

cc: Members, Board of Pharmacy 
Awet Kidane, Director, California Department of Consumer Affairs 
Santa Clara County legislative Delegation 
Santa Clara County Board of Supervisors 
Jeffrey V. Smith, County Executive 
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