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To: Board Members

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

Attachment 1
Background:
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. The 15-day
comment period began on May 3, 2016 and ended May 18, 2016.

At the June 2016 Board Meeting, the board reviewed the comments received during the 15-day
comment period. The board made policy decisions based on the 15-day comments, and
instructed staff to make the recommended changes to the language and present the modified
language to the board at the July 2016 Board Meeting.

At the July 2016 Board meeting, the board reviewed and approved the modified language as
recommended by staff. A 15-day comment period was initiated on August 4, 2016 and ended
August 19, 2016. The Board received numerous comments.

At this Meeting:

The board will have the opportunity to discuss the future of the regulation and determine what
course of action it wishes to pursue. Two drafts of the language have been provided in
Attachment 1 as well as the comments received.

Attachment 1 contains:

1. Draft 1 contains the modified text as approved by the board at the July 2016 Board
Meeting, dated July 27, 2016.

2. Draft 2 is the clean version of the modified text as approved by the board at the July
2016 Board Meeting, dated July 27, 2016 (this is provided for clarity). This draft does not
contain any strike-outs or underlining.

3. A compilation document of the comments received during the 15-day comment period
by Section number with Staff Recommendations.

4. The comments received during the 15-day comment period.
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Title 16. Board of Pharmacy
Second 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 first modified language are shown by deuble-stekethrough for deleted
language and bold underline for added language. (Additionally, the modified text is listed in
red for color printers.)

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

Article 9.1. Prescription Drug Take-Back Pregrams-Services

Proposal to add 8§ 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 Pregrams-Services: Authorization

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

licensed by the board and-icensed-skilled-nursing-faciliies may offer, under the requirements
in this article, specified prescription drug take-back services throuah collection receptacles

and/or mail back envelopes or packages te-thepublic-to provide options for the public to
destreydiscard unwanted, unused or outdated prescription drugs. Each sithese-entities entity

must comply W|th regulatlons of the federal Drug Enforcement Administration (DEA) and the-
ia-this article.

Only California-licensed pharmacies, hospitals/clinics with onsite pharmacies, and drug
distributors (licensed Wholesalers and thlrd-—party logistics providers) who are registered
with the B =DEA; as collectors and licensed in good

standing with the board and—arealse—pegnste#ed—mﬂ%he—D&@-EnﬁepeaqqenLAdmms#aﬁen—
as-colleeters may host a pharmaceutical take-back receptacle as participate-in-drug-take-

backprograms authorized under this article.

Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Sections 4005, 4026.5, and 4301, Business and Professions Code and Section
1317.40, Title 21 Code of Federal Regulations.
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Proposal to add 8§ 1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

Section 1776.1 Pharmacies

b} (a) Pharmames may prowde take back services to t he gubll paﬂents#eae%eé:%
seectens/76—1776-4, Retail pharmacies and hospital/clinics with onsite pharmacies may
establish-maintain collection receptacles in their facilities. Pharmacies may eperate-
eellectisnreceptacles offer drug take-back services as specified=a in section 1776.4 in
skilled nursing facilities licensed under Salifemaia-Health and Safety Code section 1250(c).

{e} (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
Califernta-Business and Professions Code section 4022, which includes including

controlled substances. Controlled substances may be cossmingled in collection
receptacles or mail back packages-s~envelopes or packages with other dangerous drugs.

(d) Once drugs are deposited into a collection receptacle or mail back envelopes or packages
by a consumer patient, they are not to be removed. counted, sorted or otherwise

individually handled

The collection receptacle shall contain signage that includes:
(1) The name and phone number of the responsible pharmacy:
(2) Medical sharps and needles (e.q.. insulin syringes) shall not be deposited: and

(3) Consumers may deposit prescription drugs including Schedule I-V controlled
substances.

(f) £ex-Prescription drugs that are eligible for collection & as part of drug take-back pregrams
eperated-services maintained by pharmacies are only those prescription drugs that have
been dispensed by any pharmacy or practitioner to a patient-orpatient'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 ir as part of a pharmacy’s drug take-back service
pregrams.

(a) As part of its drug take-back services, a Pharmacy shall not:

(1) Rhammnacy-stafshallnet=Review, accept, count, sort, or otherwise individually handle
any prescription drugs retusred-from thegpublie-consumers.
(2) A-pharmacy-shallneta-Accept or possess prescription drugs returned to the pharmacy
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byfrom skilled nursing kemes-facilities, resrdentral care homes,-stherfacilities; health
care practltroners or any other entity

mustreturn-these-items-to-areverse-distributor.
s(h) A pharmacy must be registered with the federal-S
DEA as a collector for purposes of eperating maintaining a prescrlptlon drug take- back
collection receptacle pregram. 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.
ea(i) Any pharmacy that eperates maintains a drug take-back collection receptacle
program as authorized in this article shall notify the board in writing-er-a-ferm-desigrated-
by-the-beard within 30 days of establishing the collection program. Additionally:
(1) Any pharmacy that ceases to eperate maintain a drug take-back coIIectron receptacle
program-shall notlfy the board in writing within 30 days

(2) Any pharmacy eperating-a-mail-back-pregram-ermaintaining a collection receptacles
shall disclose idestify~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 sterage_collection receptacle or theft of deposited drugs shall be
reported to the board jn writing within 14 days.

(4) Any tampering, damage or theft of a removed liner shall be reported to the board in_

writing within 14 days.

HEx() If the pharmacy later ceases to eperate maintain the a reqrstered collection receptacle,
the pharmacy must notify the DEA B e within 30 days.

£5(k) A pharmacy shall not provide take-back services to consumers%%ee%%eeeee%
77e—1776-Aif, in the professional judgment of the pharmacist--in--charge, the pharmacy
cannot comply with the provisions of this article or the DEA Brug-Enfercement
Actministration rules.

&3(1) A pharmacy shall not provide take-back services to consumers—as-previdedin-sections-
776—1776-4 if the pharmacy or the pharmacist-=in--charge is on probation with the B-
board, and, if the pharmacy had previously provided take-back servrces the pharmacrst-—
in-=charge shall notify the B-board and the DEA 5
required in subsections (h) and (i), above.

Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Section 4005_and 4022, Business and Professions Code and Sections 1301.71,
1317.30, 1317.40, Title 21 Code of Federal Regulations.
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Proposal to add 8 1776.2 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.2 Pharmacies Offerlng Mall Back Enveloge or Package Services-MaHi-Back

(a) Pharmacies that prowde prescrlptlon drug take back services may do so by estalehshmg
providing & ;
preaddressed mailing envelopes or packages centainersto allow a consumer to te;
returnirg prescription drugs to an authorized DEA E
destruction location.

(b) All envelopes and packages must be preaddressed to a location registered with the DEA_

as a collector that-has-ensite-a-method-appropriate-to-
des#ey—the—p#esenpﬂm%dwgs The pharmacy is responsible for ensuring that all

preaddressed envelopes and packages it makes available to the public are preaddressed
tebe-delivered-for delivery 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 hondescript 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 unigue identification number for
each envelope and package. and serat-instructions for users that indicate the process to
mail back drugs.

{g) (e) Onecefilled-with-unwanted-prescription-drugs;-the A pharmacy shall not accept any mail

back packages or envelopes_that contain drugs unless they are registered as a collector

and have an onsite method of destruction that complies with the DEA requirements.
Instead, E-consumers shall be directed to mail the envelopes or packages-e~depesithem

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 8§ 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) A pharmacy Pharmacies-may thatprovide-preseription-drug-take-back-services-to-the-
public-may-de-se-by-establishing maintain a collection receptacle irthepharmasy-whereby

for the public to may deposit their unwanted prescription drugs for destruction. The
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pharmacy is responsible for the management and maintenance of the receptacle. The
receptacle shall be seeurely-tecked-ard-substantially constructed, with a permanent outer

contalner and a removable inner liner. The collection recegtacle shall be Iocked at all times
Qrevent access to the inner liner. :

(b) A=Fae pharmacy epe;aﬂng malntalnlng He%a coIIectlon receptacle must securely iastalk
fasten the receptacle_to a permanent structure so it cannot be me#eel=e¥=removed The
receptacle shall be installed in an inside location=»4

Except as provided in subsection (c). the receptacle is VISIble to pharmacy or DEA

registrant employees, but not located in or near emergency areas_nor behind the
pharmacy’s counter.

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be
located in an area that is regularly monitored by pharmacy or DEA reqgistrant employees
and not in the proximity of any emergency or urgent care_areas. When the-supepssiag.

responsible pharmacy is closed, the collection receptacle shall be Iocked so that drugs
may not be deposﬂed into the collection receptacle. ¥

(d) The receptacle shall include a small opening that allows deposn 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. 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 deposﬂ slot on the collection receptacle.

A pharmacy shall direct consumers to dlrectly deposit drugs into the collection receptacle
A Pharmacy staf:=shall not accept, count sort or otherW|se handle prescrlptlon drugs

(f) Aliner 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.

(g9) 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, e~counted,_sorted

or otherwise individually handled.
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(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,_without interruption,
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-containersmay-be-of-any-color
All rigid containers must meet standards of the United States Department of
Transportation vaste. 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 or under the

supervision of two employees of the pharmacy. Upon removal, the liner-thesepharmacy-

empleyees who shall be immediately, without interruption, sealed and the pharmacy
employees shall record-sealthetinerandrecerd, in a %ﬂ%e&logi their part|C|pat|on in the

removal of each I|ner from a collection receptacle

%H@%%Q%%Llners and their r|g|d containers shall not be opened X- rayed analyzed
or penetrated_at any time by the pharmacy or pharmacy personnel.

()) 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 shaII make and keep the records sgeufled in 1776 6. ﬁ%ﬁ%&bﬁ%&%ﬂ%%

() The pharmacy shaII ensure the sealed inner liners and thelr 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.
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The collection receptacle shall contain signage that includes:
(1) The name and phone number of the responsible pharmacy:
(2) Medical sharps and needles (e.q.. insulin syringes) shall not be deposited; and

(3) Consumers may deposit prescription drugs including Schedule lI-V controlled
substances.

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 8§ 1776.4 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.4 SeHeetien-Drug Take-Back Services in Skilled Nursing Facilities

A Pharmacy may offer drug take-back services in Skllled nursmg facilities licensed under
Health and Safety Code section 1250(c)

authorized by this article.

) (a) Skilled nursing facility perseanel emplovees or person lawfully entitled to dispose of the
resident decedent’s property may dispose of a-eusrentresidents-unwanted or unused

prescription drugs by usmg mail back %@g%%envelopes and-or packages%a%eéF

2 The Qharmacy may allow skllled nursing
facility employees to dlstrlbute ma|I back envelopes or packages to consumers. The

pharmacy shall requir skilled nursing facility emplovees to
keep records noting the speC|f|c quantlty 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} (b) Only retaf-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. A pharmacy and hospital/clinic with an onsite pharmacy
maintaining a collection receptacle in a skilled nursing facility shall:

Notify the board in writing
within 30 davs when thev Eh& ceases to epeﬁate maintain a=the collection site

ecegtacle

(4) Notify the board in writing within 14 days of any tampering of the collection receptacle
or theft of deposited drugs.
(5) Notify the board in writing within 14 days of any tampering. damage or theft of a
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removed liner.

List aII collection receptacles it eperates maintains annually at the time of renewal of
the pharmacy license.

{e} (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.

{e) (d) 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.

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

{g) (f) The collection receptacle shall be securely fastened to a permanent structure so that it
cannot be meved-e=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.

) (a) 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=#ewed; removed_
sorted. counted. or gtherwise individually handled-ceunted.

(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-ofany-color: All
rigid containers must meet standards of the United States Department of

araste. The rigid containers shall be capable of
being sealed and be kept clean and in good repair.

& (h) Aliner 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-e+ and discourage removal of any
contents once the liner has been removed from a collection receptacle. The liner shall
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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

The collection receptacle shall contain signage that includes:
(1) The name and phone number of the responsible pharmacy:
(2) Medical sharps and needles (e.q.. insulin syringes) shall not be deposited: and

(3) Consumers may deposit prescription drugs including Schedule lI-V controlled
substances.

€9 () Once deposited, the prescription drugs shall not be kandled=counted, iaventered-
sorted or otherwise individually handled.

& (k) 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.

) (1) 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.

) (m) Liners still housed in a rigid container may be delivered to a reverse distributor for

destruction by ; VIsTS ' ' ' g

conioinore st Liooomionio Siroothito o covionen clotalbdorie cociaiosac looodion o by

common or contract carrier or by reverse distributor pickup at the skilled nursing facility.

{e} (n) A pharmacy maintaining a collection receptacle in a skilled nursing facility shall make
and keep the records as specified in 1776.6. i B

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
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Proposal to add 8§ 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-esliectermay 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.

(b) A licensed reverse distributor may not open.=et survey, or otherwise analyze eeunt-
nventory-or-otherwise-sort-orx-ray-the contents of inner liners. All liners shall be
incinerated destroyed by an appropriately licensed and reqgistered 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) For each sealed liner or mail back envelopes or packages 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 envelopestor
packages, including the:

(1) Date of acquisition;

(2) Number and the size (e.g., five 10-gallon liners, etc.);

(3) HaventenrUnigue ldentification 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 aumbername and signature of the two employees of the registrant that witnessed
the destruction.

(f) Eorliners only. the information specified in subsection (e)(1)-(8) above shall be created at
the time of receipt and at the time of 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 8§ 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 thefellexwdng records required by this article for three years.

{e) (a) For pharmacies gsig-maintaining collection receptacles, the pharmacy shall smaintain-

make and keep the following records for each liner:

(1) Date each unused liner is acquired, its unique identification number and size (e.g., five
5 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., f&e-5 gallon, 10- gallon),
the registration number of the collector pharmacy, and the names and signatures of
the two employees that withessed each installation.

(3) Date each inner liner is removed and sealed, the address of the location from which
each inner liner is removed, the unigue 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 withessed each-
the removal_and sealing.

(4) Date each sealed inner liner is transferred to storage, the unigue 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
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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, the company used. and any related paperwork
(invoice, bill of lading) } B

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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Title 16. Board of Pharmacy
Second Modified (CLEAN) 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 Services

Proposal to add 8§ 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 Services: Authorization

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors
licensed by the board may offer, under the requirements in this article, specified prescription
drug take-back services through collection receptacles and/or mail back envelopes or packages
to provide options for the public to discard unwanted, unused or outdated prescription drugs.
Each entity must comply with regulations of the federal Drug Enforcement Administration (DEA)
and this article.

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

Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Sections 4005, 4026.5, and 4301, Business and Professions Code and Section
1317.40, Title 21 Code of Federal Regulations.

Proposal to add 8§ 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 provide take-back services to the public. Retail pharmacies and
hospital/clinics with onsite pharmacies may maintain collection receptacles in their facilities.
Pharmacies may offer drug take-back services as specified in section 1776.4 in skilled
nursing facilities licensed under Health and Safety Code section 1250(c).

(b) There are multiple federal, 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.

(c) For purposes of this article, prescription drugs means dangerous drugs as defined by
Business and Professions Code section 4022, which includes controlled substances.
Controlled substances may be comingled in collection receptacles or mail back envelopes or
packages with other dangerous drugs.

Board of Pharmacy Second Modified CLEAN Text (Board Approved July 27, 2016) Page 1 of 9
16 CCR 881776 — 1776.6 Prescription Drug Take-Back



(d) Once drugs are deposited into a collection receptacle or mail back envelopes or packages by
a consumer, they are not to be removed, counted, sorted or otherwise individually handled.

(e) The collection receptacle shall contain sighage that includes:

(1) The name and phone number of the responsible pharmacy;

(2) Medical sharps and needles (e.g., insulin syringes) shall not be deposited; and

(3) Consumers may deposit prescription drugs including Schedule 11-V controlled
substances.

(f) Prescription drugs that are eligible for collection as part of drug take-back services maintained
by pharmacies are only those prescription drugs that have been dispensed by any pharmacy
or practitioner to a consumer. Dangerous drugs that have not been dispensed to 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 as part of a pharmacy’s drug take-back
service.

(g) As part of its drug take-back services, a Pharmacy shall not:

(1) Review, accept, count, sort, or otherwise individually handle any prescription drugs from
consumers.

(2) Accept or possess prescription drugs returned to the pharmacy from skilled nursing
facilities, residential care homes, health care practitioners or any other entity.

(3) Dispose of quarantined, recalled or outdated prescription drugs from pharmacy stock.

(h) A pharmacy must be registered with the federal DEA as a collector for purposes of
maintaining a prescription drug take-back collection receptacle. 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.

(i) Any pharmacy that maintains a drug take-back collection receptacle as authorized in this
article shall notify the board in writing within 30 days of establishing the collection program.
Additionally:

(1) Any pharmacy that ceases to maintain a drug take-back collection receptacle shall notify
the board in writing within 30 days.

(2) Any pharmacy maintaining a collection receptacle shall disclose 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 collection receptacle or theft of deposited drugs shall be reported to
the board in writing within 14 days.

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

() If the pharmacy ceases to maintain a registered collection receptacle, the pharmacy must
notify the DEA within 30 days.

(k) A pharmacy shall not provide take-back services to consumers if, in the professional
judgment of the pharmacist-in-charge, the pharmacy cannot comply with the provisions of this
article or the DEA rules.

() A pharmacy shall not provide take-back services to consumers 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 DEA as
required in subsections (h) and (i), above.
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Note: Authority cited: Section 4005, Business and Professions Code.
Reference: Section 4005 and 4022, Business and Professions Code and Sections 1301.71,
1317.30, 1317.40, Title 21 Code of Federal Regulations.

Proposal to add 8§ 1776.2 of Article 9.1 of Division 17 of Title 16 of the California Code of
Regulations as follows:

1776.2 Pharmacies Offering Mail Back Envelope or Package Services

(a) Pharmacies that provide prescription drug take-back services may do so by providing
preaddressed mailing envelopes or packages to allow a consumer to return prescription
drugs to an authorized DEA destruction location.

(b) All envelopes and packages must be preaddressed to a location registered with the DEA as a
collector. The pharmacy is responsible for ensuring that all preaddressed envelopes and
packages it makes available to the public are preaddressed for delivery 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 instructions for users that indicate the process to mail back
drugs.

(e) A pharmacy shall not accept any mail back packages or envelopes that contain drugs unless
they are registered as a collector and have an onsite method of destruction that complies with
the DEA requirements. Instead, consumers shall be directed to mail the envelopes or
packages.

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 8§ 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) A pharmacy may maintain a collection receptacle for the public to deposit their unwanted
prescription drugs for destruction. The pharmacy is responsible for the management and
maintenance of the receptacle. The receptacle shall be substantially constructed, with a
permanent outer container and a removable inner liner. The collection receptacle shall be
locked at all times to prevent access to the inner liner.

(b) A pharmacy maintaining a collection receptacle must securely fasten the receptacle to a
permanent structure so it cannot be removed. The receptacle shall be installed in an inside
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location. Except as provided in subsection (c), the receptacle is visible to pharmacy or DEA

registrant employees, but not located in or near emergency areas, nor behind the pharmacy’s

counter.

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be
located in an area that is regularly monitored by pharmacy or DEA registrant employees and
not in the proximity of any emergency or urgent care areas. When the responsible pharmacy
is closed, the collection receptacle shall be locked so that drugs may not be deposited into
the collection receptacle.

(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. 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.

(e) A pharmacy shall direct consumers to directly deposit drugs into the collection receptacle. A
Pharmacy shall not accept, count, sort or otherwise handle prescription drugs from
consumers.

() Aliner 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.

(g9) 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, counted, sorted or otherwise
individually handled.

(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, without interruption, 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 standards of the United
States Department of Transportation. The containers shall be capable of being sealed and be
kept clean and in good repair.

() The liner may be removed from a locked collection receptacle only by or under the
supervision of two employees of the pharmacy. Upon removal, the liner shall be immediately,
without interruption, sealed and the pharmacy employees shall record, in a log, their
participation in the removal of each liner from a collection receptacle. Liners and their rigid
containers shall not be opened, x-rayed, analyzed or penetrated at any time by the pharmacy
or pharmacy personnel.
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() 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 make and keep the records specified in 1776.6.

() 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 signhage that includes:

(1) The name and phone number of the responsible pharmacy;

(2) Medical sharps and needles (e.g., insulin syringes) shall not be deposited; and

(3) Consumers may deposit prescription drugs including Schedule 11-V controlled
substances.

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 Services in Skilled Nursing Facilities
A Pharmacy may offer drug take-back services in Skilled nursing facilities licensed under Health

and Safety Code section 1250(c) as authorized by this article.

(a) Skilled nursing facility employees or person lawfully entitled to dispose of the resident
decedent’s property may dispose of unwanted or unused prescription drugs by using mail
back envelopes or packages. The pharmacy may allow skilled nursing facility employees to
distribute mail back envelopes or packages to consumers. The pharmacy shall require skilled
nursing facility employees to keep records 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 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. A pharmacy and hospital/clinic with an onsite pharmacy maintaining a
collection receptacle in a skilled nursing facility shall:

(1) Be registered and maintain registration with the DEA as a collector.

(2) Notify the board in writing within 30 days of establishing a collection receptacle.

(3) Notify the board in writing within 30 days when they cease to maintain the collection
receptacle.

(4) Notify the board in writing within 14 days of any tampering of the collection receptacle or
theft of deposited drugs.

(5) Notify the board in writing within 14 days of any tampering, damage or theft of a removed
liner.

(6) List all collection receptacles it 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
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supervise the removal, sealing, transfer and storage of sealed inner liners at long-term care

facilities as specified in this section.

(d) 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.

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

(f) 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, but does not
allow for an individual to reach into the receptacle’s contents.

(g) 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 removed, sorted, counted, or
otherwise individually handled.

(2) 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 standards of the
United States Department of Transportation. The rigid containers shall be capable of
being sealed and be kept clean and in good repair.

(h) 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 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 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.

(i) The collection receptacle shall contain signage that includes:

(1) The name and phone number of the responsible pharmacy;

(2) Medical sharps and needles (e.g., insulin syringes) shall not be deposited; and

(3) Consumers may deposit prescription drugs including Schedule 11-V controlled
substances.

()) Once deposited, the prescription drugs shall not be counted, sorted or otherwise individually

handled.
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(k) 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.

() 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.

(m) Liners still housed in a rigid container may be delivered to a reverse distributor for destruction
by common or contract carrier or by reverse distributor pickup at the skilled nursing facility.

(n) A pharmacy maintaining a collection receptacle in a skilled nursing facility shall make and
keep the records as specified in 1776.6.

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 8§ 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 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.

(b) A licensed reverse distributor may not open, survey, or otherwise analyze the contents of
inner liners. All liners shall be 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) For each sealed liner or mail back envelopes or packages 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 or packages,
including the:

(1) Date of acquisition;
(2) Number and the size (e.g., five 10-gallon liners, etc.);
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(3) Unique Identification 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 name and signature of the two employees of the registrant that withessed the
destruction.

(e) For liners only, the information specified in subsection (e)(1)-(8) above shall be created at the
time of receipt and at the time of 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 8§ 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 records required by this article for three years.

(a) For pharmacies maintaining collection receptacles, the pharmacy shall make and keep the
following records for each liner:

(1) Date each unused liner is acquired, its unique identification number and size (e.g., 5
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., 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 the removal and sealing.

(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, the company used, and any related paperwork (invoice, bill of
lading).
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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

1776

Commenter

Douglas Barcon

Comment

Dr. Barcon states that "mail-back" should be added to the second paragraph so they are not excluded.

Staff Recommendations

Reject: Businesses do not
need to be registered as a
collector to distribute mail-
back envelopes.

1776.1(c)

Douglas Barcon

Spelling correction - should be "commingled"

Accept: Spelling was
correct. The DEA
registered has the incorrect
spelling.

1776.1(e)(2)

San Francisco
Dept of
Evironment

Commenter requested that the prohibition of sharps be removed as the DOT does not request separation for disposal
or allow for preloaded devices to be deposited.

Reject: While it is possible
that sharps may be
deposited into the
receptacle, sharps can
easily be collected in a
sharps container.

1776.1(h)

Douglas Barcon

Dr. Barcon states that "mail-back" should be added so they are not excluded.

Reject: Businesses do not
need to be registered as a
collector to distribute mail-
back envelopes.

1776.1(i)

Douglas Barcon

Dr. Barcon states that "mail-back" should be added so they are not excluded.

Reject: While the Board
needs to be aware of drug
receptacles by a Board
licensee, any business can
provide mail-back
envelopes. The Board does
not need to be alerted to
mail-back programs.




Code
Section

1776.1(i)(1)

Commenter

Douglas Barcon

Comment

Dr. Barcon states that "mail-back" should be added so they are not excluded.

Staff Recommendations

Reject: While the Board
needs to be aware of drug
receptacles by a Board
licensee, any business can
provide mail-back
envelopes. The Board does
not need to be alerted to
mail-back programs.

1776.1(i)

City of Santa
Rosa

Commenter recommended that the language we changed from "pharmacies may offer drug take-back services" to
"pharmacies may establish collection receptacles" because it is unclear why only a pharmacy can distribute mail-back
envelopes in a skilled nursing facility. [Referenced 1317.70(c)]

Reject: This comment
references an incorrect
section. The correct section
[1776.1(a)] states
pharmacies may offer. A
pharmacy can provide mail-
back envelopes, a
collection receptacle, or
both.

1776.1(j)

Douglas Barcon

Dr. Barcon states that "mail-back" should be added so they are not excluded.

Reject: While the Board
needs to be aware of drug
receptacles by a Board
licensee, any business can
provide mail-back
envelopes. The Board does
not need to be alerted to
mail-back programs.

1776.1(K)

San Francisco
Dept of
Evironment

Commenter recommends that this section be removed as it is unncessary because if they cannot comply with the
DEA, then they cannot collect controlled substances.

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




Code

. Commenter Comment Staff Recommendations
Section
1776.1(K) City of Santa Commenter recommended this section be changed to collection receptacle instead of "take-back services." They Policy Decision
’ Rosa stated it was unclear why a pharmacy would not be able to comply with the regulations or DEA to hand out envelopes. Y
Commenter recommended that this section be amended to collection receptacles only. They indicated there is no
1776.1(k) |Kaiser basis for a pharmacist to say they cannot comply with the DEA or the Board's regulations to not provide mail-back Policy Decision
envelopes.
City of Santa Commenter recommended this section be changed to collection receptacle instead of "take-back services." They . .
1776.1(1) - - Policy Decision
Rosa stated it was unclear why a pharmacy on probation could not hand out envelopes.
Reject: This section is in
. Commenter recommended that this section be added back into the language as consumers should not have to pay ot aienianodaoc
1776.2(c) |Gordon Miller Commenter may have
the postage. . .
been looking at a previous
version.
Reject: The language
states "locked at all times
City of Santa Commenter expressed concern that the statement "shall be locked at all times" could be misunderstood to mean that FO pre\_/ent :alccess to the
1776.3 . - . inner liner." Consumers
Rosa the lock on the small deposit opening must be locked at all times.
would not have access to
the inner liner throught the
small deposit opening.
Reject: Pharmacies may
have an emergency exit
1776.3(b) City of Santa Commenter indicated that it is confusing to have the stipulation for emergency areas in this section when it only door with the location. The
' Rosa applies to section (c). collection receptacle should
not be placed near that
emergency area.
Reject: The DEA registrant
1776.3(b) [Fred Mayer, RPh |Commenter requested clarification as to who the DEA registrant is. is the location registered

with the DEA.




Code
Section

1776.3(b)

Commenter

San Francisco
Dept of
Evironment

Comment

Commenter indicated that it is confusing to have the stipulation for emergency areas in this section when it only
applies to section (c).

Staff Recommendations

Reject: Pharmacies may
have an emergency exit
door with the location. The
collection receptacle should
not be placed near that
emergency area.

1776.3(c)

City of Santa
Rosa

Commenter expressed concern about the collection receptacle being locked when the responsible pharmacy is closed
in a hospital. They indicated this will impact flexibilty on the operation of the receptacle.

Reject: Per 21 CFR
1317.75(f), 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.q., when the
pharmacy is closed), or
when the collection
receptacle is not being
regularly monitored by long-
term care facility
employees.

1776.3(d)

City of Santa
Rosa

Commenter indicated that independant pharmacies should not have to lock the receptacle if they have closed and
locked the entire building and the receptacle is not accessible to the public.

Reject: Per 21 CFR
1317.75(f), 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.q., when the
pharmacy is closed), or
when the collection
receptacle is not being
regularly monitored by long-
term care facility
employees.




Code
Section

1776.3(d)

Commenter

Alameda County
Hazardous
Waste

Comment

Commenter requested claification on the availability of the receptacle when a pharmacy is closed, but the store
remains open.

Staff Recommendations

Reject: Per 21 CFR
1317.75(f), 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.q., when the
pharmacy is closed), or
when the collection
receptacle is not being
regularly monitored by long-
term care facility
employees.

1776.3(d)

San Francisco
Dept of
Evironment

Commenter expressed concern that this section is not consistent with the DEA and recommended that the last two
sentences be removed to prevent diversion.

Reject: Per 21 CFR
1317.75(f), 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.q., when the
pharmacy is closed), or
when the collection
receptacle is not being
regularly monitored by long-
term care facility
employees.

1776.3(d)

Kaiser

Kaiser recommends changing the word "slot" so as to not restrict the size of the deposit opening that would restrict the
deposit of large vials or bags. They indicated "slot" implies a very narrow opening.

Reject: The term slot is
used to limit the size. The
receptacle should not have
a large opening as people
will be able to reach into
the receptacle.




Code
Section

1776.3(f)

Commenter

Douglas Barcon

Comment

Dr. Barcon expressed concern about the ASTM bag requirement. He indicated that the bag requirements are not
puncture resistance and could pose a safety issue for staff if sharps or broken glass in deposited. He recommend
more stringent requirements or the use of personal protective equipment.

Staff Recommendations

Reject: The ASTM bags
biohazard bags that meet
DOT standards for
hazardous waste. They are
commonly used. While
sharps may inadvertantly
be deposited into the
receptacle, staff should still
use caution.

1776.3(g)

Kaiser

Kaiser recommends adding "manually or with a tool" to the end of this section so to prevent the use of vacuums or
tools from being used to remove the deposited drugs.

Reject: The regulation
states that the deposited
items should not be
removed; this includes any
method used to remove the
drugs.

1776.3(h)

City of Santa
Rosa

Commented expressed concern about the requirement of tight fitting covers and it would exclude the use of
corrugated fiberboard.

Reject: Corrugated
fiberboard does not meet
US DOT standards. HMR
49 CFR 171-180

1776.3(i)

Alameda County
Hazardous
Waste

Recommended changing "pharmacy employees" to "pharmacy or DEA registrant employees" for consistency.

Agree with this change for
consistency.

1776.3(i)

Douglas Barcon

Dr. Barcon suggested adding "personal protective equipment" to protect staff from needles or broken glass deposited
into the receptacle. Protective gloves that meet ASTM F2878-10 for needles.

Reject: Personal protective
equipment can be utilized;
however, mandating the
use of specific equipment
as an added expense and
may impact participation.
Additionally, the Board
does not anticipate an
issue with punctures from
the liners. The liners are to
be immediately placed into
a rigid container which will
protect staff.




Code

. Commenter Comment Staff Recommendations
Section
Reject comment. The use
of the "promptly" is vague
San Francisco and subject to
1776.3(j) |Dept of Commenter expressed concern about the 14 day limitation and requested that it be changed to "promptly." interpretation. The 14 day
Evironment storage requirement sets a
clear guideline and allows
for sufficient flexibility.
Reject: While it is possible
San Francisco S . . e sharp§ ey (52
1776.3(m) |Dept of Commenter requested tha_t the prohibition qf sharps be removed as the DOT does not request separation for disposal |deposited into the
' b or allow for preloaded devices to be deposited. receptacle, sharps can
Evironment : .
easily be collected in a
sharps container.
San Francisco Commenter requested that this section be removed as the DEA does not restrict who can distribute mail-back . i
1776.4(a) |Dept of Policy Decision
h packages.
Evironment
1776.4(a) City of Santa Commenter states that a skilled nursing facility can partner with anyone to distribute envelopes, not just a pharmacy. Policy Decision
Rosa [Reference 1317.70(c)]
Reject: Staff does not
San Francisco agree that there is a
1776.4(c) |Dept of Commenter expressed concern that section (c) conflicts with section (k). conflict. Additionally, this
Evironment section is outside the scope
of the comment period.
Reject: The regulation
states that the deposited
1776.4(g)(2) |Kaiser Kaiser recommends adding "manually or with a tool" to the end of this section so to prevent the use of vacuums or items should not be

tools from being used to remove the deposited drugs.

removed; this includes any
method used to remove the
drugs.




Code
Section

1776.4(g)(2)

Commenter

Douglas Barcon

Comment

Dr. Barcon suggested adding a sentenced that allows pharmacy staff to wear ASTM F2878-10 protective gloves.

Staff Recommendations

Reject: Personal protective
equipment can be utilized;
however, mandating the
use of specific equipment
as an added expense and
may impact participation.
Additionally, the Board
does not anticipate an
issue with punctures from
the liners. The liners are to
be immediately placed into
a rigid container which will
protect staff.

1776.4(g)(2)

City of Santa
Rosa

Commented expressed concern about the requirement of tight fitting covers and it would exclude the use of
corrugated fiberboard.

Reject: Corrugated
fiberboard does not meet
US DOT standards. HMR
49 CFR 171-180

1776.4(h)

City of Santa
Rosa

Commenter indicated that the proposed text would prevent the reverse distributor was establishing the liner ID
number.

Reject: Per the DEA
response to comments
(page 16 of 52), the unique
identification number must
be unique to the collector
pharmacy and can be
assigned by the
manufacturer. If the
reverse distributor assigns
the numbers, they may not
be unique to the pharmacy.

1776.4()(2)

San Francisco
Dept of
Evironment

Commenter requested that the prohibition of sharps be removed as the DOT does not request separation for disposal
or allow for preloaded devices to be deposited.

Reject: While it is possible
that sharps may be
deposited into the
receptacle, sharps can
easily be collected in a
sharps container.




Code

. Commenter Comment Staff Recommendations
Section
Reject: Personal protective
equipment can be utilized;
however, mandating the
use of specific equipment
as an added expense and
may impact participation.
1776.4(l) |Douglas Barcon [Dr. Barcon suggested adding a sentenced that allows pharmacy staff to wear ASTM F2878-10 protective gloves. Additionally, the Board
does not anticipate an
issue with punctures from
the liners. The liners are to
be immediately placed into
a rigid container which will
protect staff.
City of Santa Commenter expressed concern that only one reverse distributor employee needs to receive the liner at the reverse Reject: Outside scope of
1776.5(c) g . : :
Rosa distrubtors location. Current language requires two employees. the comment period.
Commented recommended that the language be modified to read: Agree: Collector or Law
"For each sealed liner or mail back envelope or package received pursuant to federal Title 21 CFR section 1317.55, gree. .
L o ; . . enforcement is related to
the reverse distributor shall maintain records of the number of sealed inner liners or mail back envelopes/ or .
1776.5(e) |Sharps packages, including the: ..." the sealed liners, not the
’ ’ T mail back packages. The
Commenter indicated that mail-back envelopes must be mailed to a reverse distributor and are not received from (r;lag;)rn;:nended language is
collectors or law enforcement. )
Reject: The appropriate
records need to be created
1776.5(e) - |City of Santa Commenter expressed concern that it is not possible to create the records for receipt and destruction at the same time at th_e =Gl recelpt Ul G
) : L : the time of destruction. The
® Rosa because the events may not occur at the same time. They requested that the section be modified for consistency.

regulation does not state
that those times must occur
at the same time.




Code

. Commenter Comment Staff Recommendations
Section
Reject: The appropriate
records need to be created

San Francisco Commenter expressed concern that it is not possible to create the records for receipt and destruction at the same time at th_e time of recelpt and at

1776.5(f) |Dept of : : - . the time of destruction. The
h because the events may not occur at the same time. They requested that the section be modified for consistency. .

Evironment regulation does not state
that those times must occur
at the same time.

Reject: The Authority and

City of Santa . . . Refence citations will be

1776.6 Commenter expressed concern that the reference section quoted is not correct and requested that it be corrected. :
Rosa confirmed upon approval of

the final language.

1776.6(a)(1)

Alameda County
Hazardous
Waste

Recommended removing this section. Commenter believe it is excessively burdensome for the phamarcy.
Additionally, they asked how the acquisiton date is to be determined and why the information is relevant.

Reject: This is a DEA
requirement. See section
1304.22(f)(2)(i).

1776.6(a)(2)

Alameda County
Hazardous
Waste

Commenter believe it is excessively burdensome for the phamarcy and goes beyond the DEA requirements.
Commenter suggested that the requirement for employees to sign off on the liner installation be removed and that the
installation date be recorded on a sticker on the liner.

Reject: This is a DEA
requirement. See section
1304.22(f)(2)(ii).

Overall

San Luis Obispo

Commenter states that the Board is exceeding its legal authority. Commenter states that the regulation do not protect
the public and are beyond the scope of the Board's authority as the Board does not have authority over medical
waste.

Reject: The Board has
authority over prescription
medication in a pharmacy,
whether it is returned to the
pharmacy or being sold out
of the pharmacy.

Overall

San Luis Obispo

Commenter states that the regulations will have a negative impact on the evironment as kiosks will close instead of
complying with the Board's regulations.

Reject: The Board's
regulation mirror the DEA's
regulations with a few
minor differences. It the
pharmacy kiosks are
complying with the DEA
regulations, they should not
have an issue complying
with the Board's
regulations.




Code
Section

Overall

Commenter

San Francisco
Dept of
Evironment

Comment

Commenter recommends that the regs mirror the DEA regulations.

Staff Recommendations

Reject: The Board's
regulation mirror the DEA's
regulations with a few
minor differences.

1776

Gordon Miller

Commenter recommended that localities be allowed to use the DEA regulations to administer drug take-back
programs.

Reject: Local governments
can administer drug take-
back programs. However, if
the receptacles are in a
pharmacy, the Board's
regulations must also be
followed.

The Comments Below Were Received After the Closure of the Comment Period

1776.6(a)(2)

County of Los
Angeles

Add "number" after "identification"

While this comment was
received late, the change is
necessary for grammactical
clarity.

1776.6(a)(4)

County of Los
Angeles

Add "number" after "identification"

While this comment was
received late, the change is
necessary for grammactical
clarity.

1776.6(a)(5)

County of Los
Angeles

Add "liner" after "to whom the sealed inner" and before "was transferred"

While this comment was
received late, the change is
necessary for grammactical
clarity.
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Second 15-Day
Comments
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Closed August 19, 2016



Martinez, Lori@DCA

From:

Sent:

To:

Subject:
Attachments:

Pollock, Bill, Env. Health <bill.pollock@acgov.org>
Friday, August 19, 2016 4:58 PM
Martinez, Lori@DCA

comments om prescription drug takeback program draft regulations

SKMBT_C284e16081917050.pdf




ALAMEDA COUNTY

HAZARDOUS WASTE

Alameda County Household Hazardous Waste Division, 1131 Harbor Bay Parkway, Mail Stop 30470, Alameda, California 945026540 » 510/670-64¢0

August 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 August 4%, 2016

Dear Ms. Martinez:

~On behalf of the Alameda County Household Hazardous Waste program we recommend the

following changes to the proposed regulations.

1776.6(a)(1) Date each unused liner is acquired, it’s unique identification number and size {e.g.5

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

We suggest deleting this section ds keeping this record is excessively burdensome for the pharmacy and
goes well beyond DEA requirements. If liners are supplied to the pharmacy in bulk with an
accompanying label kit to be affixed on the liner with permanent adhesive before installation, how is the
acquisition date to be determined and why is this information relevant or necessary?

1776.6(a}(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.5 gallon, 10 Gallon), the

registration number of the collector pharmacy and the names and signature of two employees
that witnessed each installation. ‘

This is excessively burdensome for pharmacy staff and goes beyond DEA requirements

-We suggest removing the requirement for employees to sign off on installation of the liner and suggest
requiring the installation date be recorded on the liner itself (e.g. using a sticker or label), as is standard
practice in hazardous waste. (accumulation dates on hazardous waste drum labels)

With these changes and information on the liner it will be possible to satisfy all of the board’s
recordkeeping requirements with a copy of the shipping document by recording installation and

removal dates { and transfer to storage date if applicable)} on the shipping document, easing the
recordkeeping burden on pharmacy staff,




1776.3(i)

We suggest replacing “pharmacy employees” with “pharmacy or DEA registrant employees” to maintain
consistency with other references in the document and DEA rules.

1776.3 (d) The receptacle shall include a small opening that aflows 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.-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.

This is unclear as to the availability of a kiosk in a drugstore when a pharmacy department is closed but
the store is open.

In Email correspondence with Tom Prevoznik, Unit Chief Liaison Liaison & Policy Section
Office of Diversion Control { provided to Virginia Herold via email on 8/15/2016 ) on this exact subject.

“The DEA intended that when the "registered location" is closed, collectors shall lock or ensure that
the collection receptacle is not accessible to the public. For example, if the pharmacy should close and
the storé (the registered location) rémains open, the store employees, at the direction of the
collector, are authorized to monitor and man the collection receptacle during the store's hours of
operation. The DEA strongly encourages all collectors to continue to adhere to security controls and

procedures that ensure that collected controlled substances are not diverted.”

We suggest re-drafting that section to conform with DEA’s intention.

Bill k

(o ([

Program Manager
Alameda County Household Hazardous Waste program

1131 Harbor Bay Parkway M/S51701 (mailing address only)
Alameda, CA 94502




Martinez, Lori@DCA

From: Doug Barcon <dougbarcon@gmail.com>

Sent: Thursday, August 11, 2016 3:27 PM

To: Martinez, Lori@DCA

Subject: Comments on Title 16 CCR 1776 et seq. Prescription Drug Take-Back
Attachments: Board of Pharm 1776 Drug Take-Back Comments Mod Aug-2016 Fin- Barcon.doc
Hi Lori.

* Attached are my comments on Title 16 CCR 1776 et seq. on Prescription Drug Take-Back Programs. My
comments may be within the scope of the current modified text or outside it, but they should be
addressed before the regulation-is finalized.

Thanks,

Douglas Barcon, Pharm.D.
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Martinez, Lori@DCA

.From: PPSI@aol.com

Sent: Saturday, August 13, 2016 9:11 AM

To: : Martinez, Lori@DCA

Cc: heidi@calpsc.org

Subject: Fwd: Who is registrant??? Santa Rosa's BOP draft comment letter
Attachments: image001.jpg; SantaRosaWaterBOP_2nd_15day_Letter_Augl2.docx;

SantaRosaWaterBOP_2nd_15day_Attachment_Augl2.docx

Lori:

Is the hospital the DEA
Registrant??? or the Hospital Pharmacy?? or whom??

Please clarify??

best.....confusing,no??

Fred
MCPhA,Sec'ty

Frederick S, Mayer, R.Ph. MPH,FACA

PPSI CEO, Gray Panthers

300 Deer Valley Road, Suite 2 F

San Rafael, CA 94903

415-302-7351 ppsi@aol.com www.ppsinc.org

From: THare@srcity.org

Reply-to: cpsc-pharmaceuticals-listserv@googlegroups.com
To: cpsc-pharmaceuticals-listserv@googlegroups.com

Sent: 8/13/2016 7:49:54 A.M. Pacific Daylight Time

Subi: Santa Rosa's BOP draft comment letter

Hi all,

T am attaching the draft version of Santa Rosa’s BOP comment letter.

The comments we are choosing to submit are very nit-picky at this point, so this will definitely not
make for exciting reading, but I wanted to provide them to everyone just in case they could be of
use.




One thing I am not entirely sure of is whether the Board is correct that the hospital is the DEA
registrant. If in fact the pharmacy within the hospital is the DEA registrant, and not the hospital
itself, that comment section needs to be re-written.

Thomas

Thomas Hare | Environmental éCazmﬁiance Insnector 11 -

Santa Rosa Water 4300 Llano Rd. | Santa Rosa, CA 95407

Tel. (707) 543-3396 | Fax (707) 543-3398 | THare@srcity.org

ik "‘émm

=) Santa Rosa

You received this message because you are subscribed to the Google Groups "CPSC Pharmaceuticals

Stewardship Listserv™ group.

To unsubscribe from this group and stop receiving emails from it, send an email to cpsc-
pharmaceuticals-listservtunsubscribe@googlegroups.com.

For more options, visit https://groups.google.com/d/optout.




August 12, 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 DRUG TAKE-
BACK SERVICES DATED JULY 27, 2016

Dear Ms. Martinez:

City of Santa Rosa Water Department staff would like to thank the Board of Pharmacy (Board) for the
changes made to the draft regulations dated April 25, 2016. After reviewing the current draft dated July
27, 2016, the Board is asked to consider the attached list of comments and suggested text 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 more than 100,000 pounds of unused and/or unwanted medications since its
inception in 2007. Staff is.concerned that these proposed Board regulations may further restrict what is
allowable for take back programs in comparison to the Drug Enforcement Agency (DEA) regulations. This
could diminish the participation of pharmacies in medicine take-back programs, result in more

medications being inappropriately flushed, and, ultimately, increase pharmaceutical pollutant loads
entering wastewater treatment facilities.

The attachment includes excerpts from the proposed regulations by section and includes potential text
modifications with comments that describe our concerns in detail.

City of Santa Rosa staff is very appreciative of the Board’s willingness to delve into the details of the DEA
regulations in order to establish a shared understanding and to promote beneficial Board of Pharmacy

regulations of pharmaceutical take-back programs in California.

If you would 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.

Linda Reed,
Acting Director Santa Rosa Water

Attachment



Attachment — City of Santa Rosa Water Department Comments on Proposed Board of Pharmacy
Regulations for Prescription Drug Take-back Services dated July 27, 2016

Section 1776.1 Pharmacies

1776.1(i) “Pharmacies may offer druq take-back services as specified in section 1776.4 in skilled nursing
facilities licensed under California Health and Safety Code section 1250(c)”

Proposed text change: Pharmacies may establish collection receptacles as specified in section 1776.4
in skilled nursing facilities licensed under California Health and Safety Code section 1250(c).

Comment: Per staff interpretation of the DEA regulations, any person or entity may distribute mail-back
envelopes or packages. It is unclear why the pharmacy would be the entity offering any take-back
service other than collection receptacles in skilled nursing facilities.

§1317.70(c). .. Any person may partner with a collector or law enforcement to make such packages
available in accordance with this section. . .

1776.1 (k) “A pharmacy shall not provide take-back services to consumers if, in the professional

judgment of the pharmacist- in- charge, the pharmacy cannot comply with the provisions of this article
or the DEA rules.”

Proposed text change: A pharmacy shall not host a pharmaceutical take-back receptacle if, . . .

Comment: The phrase “take-back services” applies to both collection receptacles and mail-back
envelopes. It is unclear what would prevent a pharmacy from being capable of complying with
provisions governing the distribution of mail-back envelopes or packages.

1776.1 (1) “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. . .”

Proposed text change: A pharmacy shall not host a pharmaceutical take-back receptacle, as provided
in section 1776.3 if . . .-

Comment: The phrase “take-back services” applies to both collection receptacles and mail-back

envelopes. It is unclear why it would be problematic for a pharmacy on probation to provide mail-back
envelopes or packages to their customers.

1776.3 Collection Receptacles in Pharmacies

1776.3(a) “The receptacle shall be substantially constructed, with a permanent outer container and a

removable inner liner. The collection receptacle shall be locked at all times to prevent access to the inner
liner.”




Proposed text change: The receptacle shall be substantially constructed, with a permanent outer
container kept securely locked to prevent the removal of the inner liner’s contents.

Comment: It is possible to interpret the statement “the collection receptacle shall be locked at all times
to prevent access to the inner liner” as meaning that all of the locks on the collection receptacle,
including the lock on the small opening that allows deposits, must be kept locked at all times.

1776.3(b) “A pharmacy maintaining a collection receptacle must securely fasten the receptacle to a
permanent structure so it cannot be removed. The receptacle shall be installed in an inside location.
Except as provided in subsection (c), the receptacle is visible to pharmacy or DEA registrant employees,
but not located in or near emergency areas, nor behind the pharmacy’s counter.”

Proposed text change: . . . the receptacle must be visible to pharmacy or DEA registrant employees,
but not located behind the pharmacy’s counter.

Comment: It is confusing to repeat the stipulation about emergency areas in subsection (b) as it only
applies to subsection (c).

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 pharmacy or DEA registrant employees and not in the
proximity of any emergency or urgent care areas. When the responsible pharmacy is closed, the
collection receptacle shall be locked so that drugs may not be deposited into the collection receptacle.”

Proposed text change: The collection receptacle shall be locked or made otherwise inaccessible to the
public when not being regularly monitored by pharmacy or DEA registrant employees so that drugs
may not be deposited into the collection receptacle.

Comment: As discussed in recent Board meetings, the DEA recognizes that 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 proposed Board regulation may remove some of that flexibility. 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, as the Board recently agreed, that
employees of the hospital can monitor the collection receptacle, not just employees of the pharmacy
specifically. This further implies that collection receptacles in hospitals do not need to be locked even if
the pharmacy is closed so long as registrant employees are still regularly monitoring the receptacle.

1776.3(d) “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.”

Proposed text change: During hours when the pharmacy is closed, the collection receptacle shall be
locked or made otherwise inaccessible to the public so that drugs may not be deposited into the
collection receptacle.



Comment; For independent pharmacies that lock the entire building when they close the pharmacy, it is
unclear what benefit would result from requiring them to lock the top of the bin when they close the
pharmacy as locking the building fulfills 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 pharmacies to lock the collection receptacle when they lock the building.

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. 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. Rigid containers
shall be leak resistant, capable of being sealed, and be kept clean and in good repair. All rigid
containers must meet standards of the United States Department of Transportation.

Comment: Staff is concerned that requiring rigid containers to have tight-fitting covers might exclude
the use of corrugated fiberboard. Combining the duplicative sentences above as proposed would
alleviate this concern.

1776.4 Drug Take-Back Services in Skilled Nursing Facilities

1776.4(a) “. . . The pharmacy may allow skilled nursing facility employees to distribute mail back
envelopes or packages to consumers. The pharmacy shall require skilled nursing facility employees to
keep records 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: The phrase “take-back services” applies to both collection receptacles and mail-back

envelopes. It is unclear why a pharmacy would be the entity offering any take-back service other than
collection receptacles in skilled nursing facilities.

§1317.70 (c) . .. Any person may partner with a collector or law enforcement to make such packages
available in accordance with this section. . .

1776.4(g)(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
meet standards of the United States Department of Transportation. 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. Rigid containers
shall be leak resistant, capable of being sealed, and be kept clean and in good repair. All rigid
containers must meet standards of the United States Department of Transportation.




Comment: As mentioned in the comment for 1776.3 (h), staff is concerned that requiring rigid
containers to have tight-fitting covers might exclude the use of corrugated fiberboard. Combining the
duplicative sentences above as proposed would alleviate this concern.

1776.4(h) “The liner shall bear a permanent, unique identification number established by the pharmacy
or pre-entered onto the liner by the liner’s manufacturer.”

Proposed text change: The liner shall bear a permanent, unique identification number established by
the pharmacy, established by the reverse distributor, or pre-entered onto the liner by the liner’s
manufacturer.

Comment: The existing text precludes the possibility of the reverse distributor being the entity that
establishes the permanent, unique identification number on the liner.

1776.5 Reverse Distributors

1776.5(c) “Two employees of the reverse distributor shall pick up or accept the receipt of inner liners
from DEA registrants.”

Proposed text change: Reverse distributors picking up inner liners from DEA registrants must have
two employees present while handling or transporting the inner liners.

Comment: Reverse distributors that are receiving inner liners from DEA registrants via common or
contract carrier need only do so with one employee:

§ 1317.15 (b)(2)(ii} “All controlled substance deliveries to a reverse distributor shall be personally
received by an employee of the reverse distributor at the registered location.”

1776.5(e) and 1776.5(f)

1776.5(e) “For each sealed liner or mail back envelopes or packages 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 or packages, including the:

(1) Date of acquisition;

(2) Number and the size (e.q., five 10-gallon liners, etc.);

(3) Unique Identification 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 name and signature of the two employees of the registrant that witnessed the destruction.”

1776.5(f) “For liners only, the information specified in subsection (e)(1)-(8) above shall be created at the
time of receipt and at the time of destruction.”



Proposed change: Modify subsections (e) and (f) to render them internally consistent.

Comment: It is not possible to create all of the information in subsection (e) both at the time of receipt
and at the time of destruction. For example, it is not possible to provide the name and signhature of the

two employees of the registrant that witnessed the destruction at the time of receipt as the destruction
has not yet occurred.

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back Services

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 of Federal Regulations”

Proposed change: Correct reference to cited sections.

Comment: Staff looked for this section 1317.22 but were unable to find it; please note most other
authority cited references were not checked.



Martinez, Lori@DCA_

From: Gordon Miller <gmiller@astound.net>
Sent: Friday, August 19, 2016 11:52 AM

To: Martinez, Lori@DCA

Subject: Feedback on the Proposed 16 CCR § 1776

In regards to the proposed 16 CCR § 1776, specifically the deletion of 16 CCR § 1776.2(c), I am concerned that
having the consumer pay postage to send off the mail-back package will be burdensome and severely reduce
use of the mail-back option. Consumers will need to go to the post office and stand in line to have their

' packages weighed and stamped, a potentially inconvenient and time-consuming process. Consumers will be

tempted to resort to previous alternatives - flushing or disposing in the trash.

There is also a philosophical issue about 16 CCR § 1776. The tenth amendment to the US Constitution states,
"The powers not delegated to the United States by the Constitution, nor prohibited by it to the States, are
reserved to the States respectively, or to the people.” States and localities were intended to be laboratories of
democracy. But I have seen the federal government pre-empt states and localities on the behalf of businesses
worried about the proliferation of state and local regulations. Pharmacy chains and pharmaceutical
manufacturers are apparently worried about drug take back programs, possibly for ideological (how dare
they, the public, tell us what to do) reasons. The Board of Pharmacy appears to be caught in such a struggle.
The DEA has regulations about drug take back. Why not allow localities to cite those regulations as they
develop and try out administrative procedures?

Gordon Miller

925/938-1758

cell 925/324-6881
gmiller@astound.net

1340 Las Juntas Way
Apartment B

Walnut Creek, CA 94597-2069




Martinez, Lori@DCQ

——

From: Steve.W.Gray@kp.org

Sent: Friday, August 19, 2016 4:19 PM

To: Martinez, Lori@DCA

Cc: Perry.Flowers@kp.org

Subject: California Board of Pharmacy Proposed Changes to Pharmacy Regulations, Title 16 CCR,
Article 9, Section 1776, et seq

Attachments: Final KP Response to BOP Proposed Take Back Regulations 1776 et seq Aug 19
2016.doc

Importance: High

We respectfully submit comments re’California Board of Pharmacy Proposed Changes to Pharmacy Regulations,
Title 16 CCR, Article 9, Section 1776, et seq

Please acknowledge receipt. Thanks.

Steven Gray, PharmbD, 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 phone)
Wendy E Rosa (assistant)

kp.org/thrive

NOTICE TO RECIPIENT: [f 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.



GJo 1 93eq

oI8)) [RUOT)ISUBL], PUB 9JN0Y — JUIPISILJ 90TA
YIS ‘SIOMOT] A9 J M 9D

JOPEYT] SHEBJJY [BUOISSJOI] AOBUIIRYJ |
Al quuey ‘AeIp) UeAlS §/S

_ _ "pore)S A[IBa[0 9q JUOUINIZRSIP 1By} J0J 9[eUONRI o) Jey)
‘sTesodoxd Ino JO 910U JO SUO [HIM $9213esIp Aoeurieyd JO pIeog oﬁm J1 781 359nbox AJnyjoedsal 9 A\ "9Ied S[qepogye ‘Ajrjenb YSIy 0} SSI00T pue Ajfes
rewmdo ayoword 0} ATesss00U oxe paysijqnd U99q ey JeyM 0 SAZURYO Jel) 9ASI[Oq OAy “SUONEDUSUILIOOAI IO JO UOTEIOPISUO pUB MOTADI [NJOIRD
TNOA IO S8 OA\ “(‘has 30 “9LLT UONIS ‘6 IPBAV YD 9] OLL, 98UBYD 0) resodoxd s Aoeumreyd yo Emow oY} O} SUOTJEPUSUIUIODI ¢, | JUSWYIENY,,
U1 JruIqns AJny10adsal oM ‘Ul U)[eSH UONBPUNO,] I9SIES] pue ‘S[ejIdSOH] UoKepuno,{ JSIe3] JO Jueuniedap suonersd( Aorwreyd 9y) JO J[eyeq UQ

DD 91 wE 1, ‘suonje[n3oy AoeuLeyJ 0} so8uey) pesodord Aorurieyd JO preod BIUIONIE)) 9
_ Koewureyd JO pieog BIUIOJIRD 0/0

$E8SE VO ‘opuamieroes
61TN “PAIL BN "N STIT

" RIOR'PLG 016 1XB
_ A0S B BOPW)ZOULIEIA IO
ZOUTJIBIAl 110 0],

9107 ‘61 5030V |

Z1SE-859-79S Xed 01SE-859-T9S @OUFO
TPT06 VO ‘Aoumo( ‘pAIE JoMOl[[od ¥STTT
SIBRJFY [eUOISSaJOI] AovULIEy




GJo 7 odeq

pue piedeid ebejsod ale Aay Aoeuueyd paseisibal-NN pue 0] %oeq pajiew
LON @.e ‘uosiad Jayjo Jo jualjed e 0} pesuadsip 80uo ‘sobeyoed 1o sadojoaus
yoEq |IEW YoNg sjuswwiaiinbal peijoads (e 19ew sabexoed pue sadojoAus
YOB( [IBLWU 8SOYM PUB YT Y} Yiim paiajsiBay si jeyp Aijus ue Aq pa1onpuod
st jey) welboud e jo Jed aie sabexoed Jo sadojeaus asoy Ji sebexoed

10 sadojeAus oeg-iew jo Buisuadsip ay) ui ajedionied o} ‘Jepiaoid yoeg

aye] e se yaQg ey} Yim passssibal Buleq 1NOH.LIM “ANjus Jayjo Jo Aoewuseyd
Aue smoje y3q eyl Aoeuwreyd Ag peoaljoo sBnup jo esn-ai ey} Buipnjoul
‘onignd sy} 0} 8sod pinNod 901AI8S UaNs Jey) spiezey Ajijenb pue UoISIoAIp
|enusiod oy} pue saewseyd Ag sBnip pajuemun JO UO/I8jj00 8} JNOGE SI
foeurieyd o pieog sy} Aq passaidxe uiaouod ay| ‘Aoewleyd jo pieog sy} 1o
V3 8Y} JO SUIBOUOD PBJE)S Y)IM JUS]SISUOD Jou pue Buisnjuod s abenbue| oy
s[euoney

"S9|NJ UoHEASIUIWPY JusWsdIou]

Bniq Y3 9y} 40 S[o1e siy} Jo suoisiroid ay) yim Ajdwiod jouued Aoeweyd
ay) ‘ab.eyo -ul -jsioeweyd sy} jo JuswBpnl jeuoisssjoud ay) ul ‘i SIBWNSU0D
0} SOOIAISS Yokq-oye) o) Sa[PEIdans] UoRoa[[00 apiroid jou jeys Aoewseyd v o)
abuey) popuswWilioddy

soloeulleyd L'9.LL Uoidag

'SB|NJ uoljessiuiwpy |

uswaeoloyug Bnig YIa 8y} 40 sjone siyy Jo suoisinold sy yim A|dwod
Jouued Aoewueyd ay) ‘ebleyo -ut -jsioewteyd ay) jo Juswibpn( [euoissajold
oY} Ul *JI SIOWNSUOD 0} SBOIAIBS YOBG-0)e) 8piaoid Jou [leys foewleyd v Of) )
saeuLeyd L'9//} uonosg

suolssIWQ = syBnoIyiayil}g  SuoRIppy = aulpapun

sjuswoje)g joedw| pue sjeuoney pue sabuey) PIPUSWILOINY

suonenbay Aoewieyd jo pieog pasodoid

B0 d@ARIB M oAB)s e Al BABIS 10BIUOD aseo|d ‘uojjew.ou] Jayuny Jo4

‘pabueyo Jou st abenbue| ay Ji (siayjo Auew pue) uopeziuebio ino sdeyuad pue sjuaied o} ‘91iqnd sy} 0} 1oedW] B} JO JUSWISSASSE -UE pue ‘abenbuey
ay) aA0Jdwy 0} SUOHEPUSWIWIODSL INO 10} djeUORE] BY] LIB3s|joun Jo onewsjqoid aq 0} 9AdI[9q am Jey) sbenbue| syy moys Alieajo 0} mojeq plB ey} pasedasd app

‘sojoeWw.leyd juanedino OGg 18A0 pue Sasuddl|

panssi-Aoewieyd Jo pleog eluiojled aney jeyl saoew.leyd ABojoouo Alojenquie 6Z ‘seioeulieyd uoisnjul swoy pasuslf 1ybBie ‘sepewleyd |ejidsoy Gg s Josie)
Blulojijes) Jo Jjeyaq uo Juawnoop siy} Buipiugns sl Jo suoRoss wco_wﬁmao foeweyd eiulojije) sje)idsoH uonepuno Issiey| pue ueld yjjesH Uoiepuno Jaste)

N

:SjUSLIWOY AJOJoNpodu|

. (has 30 ‘9,11 UOIIADS ‘6 SIOIMY DD
91) suonenbay Aorwueyd oy sabueyo pasodoid Koeuwueyd jo pieoq elulojijed noge suladuo) pue suoljepuswiuodsy s, uopeladQ Aoeuwleyd Jasiey
1 juswyoeny




G Jo ¢ a3eq

aU1 pue ajoeydeoal oy Jeau abe|(ids 0 YSi 8} 9SEaIOUl PINOM }| "SULIO}
abesop Jayjo pue ssnsden ‘s}ajqe} 8s00| Jo Bulpuey pue Buluado sy} aiinbal
pINOM Jey | "8s00| 8jor}daal UONIa|[00 8y} ojul peoe|d 8q 0} S9I0] pue S[elA
uonduosaid wouy pendwa aq 0} 8AeY 038 ‘,8(ld, BY} JeU} SISWNSUOD SWOS 0}
ueaw Aew }| ‘©sIopp paysodap aq 0} ‘s|elA Jo sabeyoed 1o sbeq 1o ‘S|elA swos
MOJJE 10U pjnom Jey} Buiuado mo.ieu AeA e saldwi OIS, PJoM 8y} J0 8sn Sy
S[euoney

‘g|oe1da0al UOoN99||00 8y} U0 WSTUBYoaW

$58008 JIsodap oy} 300] jieys Aocewleyd ay] “sBrup Jo jisodep Jo} olignd

ay} 0} 8|qISS900E 8( J0U ||Bys ajorjdadal Uo1}09|j0d 8y) ‘pasod s Aoewleyd

ay) usym sinoy Bulng siuaju09 §,9]0e}de0sI B ojul yoeal o} [enplAipul UE 10}
Mojje Jou S0P INg ‘Jaul| Jauul sy ol Ajjoallp sjoejdesal sy} Jo apisul 8y} ol
sBnup Jo usodap smojje jey} Buiuedo |lews e apnjoul [[eys sjoeydeoal ay] (p)
abuey) papuawilioddy

‘ajoe)dasal Uoio9|j00
ay} uo Jo|s ysodep 8y} 30| [jeys Aoeuueyd ay) "sbnip o Jisodap Jo} olgnd
ay) 0} 9|qISSeIo. oq JoU |[BYS a|oe}dadal uol}oaj|0d ay} ‘pasolo si Aoeweyd

ay} uaym sinoy Bupng sjusiuod s,8(oeidesal ay) OJul Ydeal o} [enplAlpul Ue 1o}
MO|[e JOU S0P INg “Jaul] Jeuul 8y} ojul Ajosuip 8joeydaval U Jo apisul sy Ol
sbnup jo ysodap smojle jey) buiuado ||ews e apnjout |leys sjoeydeoal ayy (p)

sajorULIBYd Ul SB|or}daday uoljodf|o) £9LLL

salorWIRYd Ul sojor)daosay uojos||o) £9LLL

"$)UN092 8Y) Aq paA|0sal aq

0} @ABY AjlESS@09UUN ABW JBu) swa|qold suolejes Joge| [enualod pue uoisnjuod
asneo |im ‘pabueyo Jou Ji ‘uoneinbal ey} jo Buipiom pasodoid siy} ‘Jsyung

) quesald soue)sgns pajjoJiuod pue sbnip uonduosaud pajuemun

JO spjoyasnoy Ut uolus)al Jel)) swajqold oy} 9Aj0sal 0} a|qissod se Ajjige|ieae
peouq se Buiaey jou Aq paressniy aq [m Aotjod o1ignd ayy Ajjusnbasuo)
‘weiboud yoeq ew sAus pausisibal e Jo Hed e Apadoud aie jey)

sebeyoed 10 sedojoaus joeq iew Buisuadsip JO 99IAI9S olignd sy ui ayediolsed
0} Aoewueyd syj Jeyy alinbal Jo mojje o} Ajioyine ay) sey ‘Jsp|oy Juliad
Aoewleyd 8y} 10 Dld dy} ‘oym asnjuod [jim 31 pabueyo jou si Buipiom siyy 4|

. . Joedu|

‘sebexoed pue sadojoaus yoeq jrew Buisuadsip Ag ojedioed

0) Aoewueyd e Jo} uondo )i sexew Al1esjo yodlym ‘¢'9.L L Uoloes uonejnbal
pasodo.d Jo afenbue| ay) Yjim JUs}sisuod aq pjnom abueyo siy} ‘Jeyund

. ‘sjuewealinbal y3Qg

10 Aoeuiseyd Jo preog ynm Aldwoo jou seop Jo plezey e sjuasald sebeyoed

10 sadojanus oeq jrew ajeudoidde asuadsip o} Aoewseyd sy Buimo|je Ajpssw
ey auiwsiap 0} abieyd-uj-sioeulieyd e 1o} siseq ou s 818y} Apuanbasuo)
‘uoissassod s Aoeuieyd sy} Ui Jansu ale sBnip pajuemun ay) esnessq sbnup
2s0U) JO 8SN-8J 10 UOISIBAIP JO oljqnd 8y} 0} piezey e wesaud jou seop sebeyoed
10 sadojoaus s Alnus pais)siboy Jayjoue Jo Jesuadsip e se Ajuo Bunedioned sl
1ey) Aoewueyd e sny | "sBnip 8y} Jo UOIONISSP J1adoud yuanbasgns 1o} y3Q 9y}
ym paielsifey Apedoud si jeyy Ayjue ue 0} 3oeq pajiew aq o} passaippe-a.id

—— -




G Jo t o3eq

“Jaul[ JoUUl ©|GEAOWAI & pUE IauIjuod Jojno jusuewiad e yim

‘po1oN)SUOD Aj[eiueisqns pue paxooj Ajeinoss a4 |feys sjoeydeoal ay] (B) &)
3buey)) popuswwiodsy

salijioe BuisinN pajIIyg ul uoiyId||0] ¥'9LLL

“JaUI| JauUl 8|qEAOWS. B PUE JSUIBIU0D JBIN0 Juslewsad e yjim
‘paIoNLISU00 Aj[BlUBISNS PUB Paxyoo| Aj2Inoas aq jleys ajoeidedal 8y (B) ()

sanij1oe4 BUISINN Pa|IINS Ul UOIB]10D ¥9LLL

“1N000 Ajiesseoauun [Im ofjqnd ey} pue Jejs ‘sjuaied o} siabuep

119U} PUEB UOIJEUIUEIUOD pUE UOISIOAIP ‘$8]0)da0al Uolo8)||00 J0j) $S800€ JIsodap
Jo Juiod ayy Jo suoneooads ayy Ul abueyo juepodul Ing [BWS SiY} INOYIAA
oedu]

‘leAowal pue ssa008 J11]| yons juaasid |im wsiueyoswl

$S900E 9|qnop B 8sn Jey) sexog [IBjN SN oYl sojoejdedal SulaeH ‘parowal
sBnup paysodop aAey aq [[i1s ueo sbuuado Jo s]o[s, [[ews yim sg|orydadal

‘smeJedde WNNoBA 10 [00} B JO 8SN BU} UIIM JBY) umoys sey sousiadxd
~s[euoney

“J00) B UUAL 10 AJ[ENUBW pajpuey Ajlenpiaipul 8SIMIBUI0

10 Pa}JI0S ‘Pajunod e ‘panowal 84 jouueo way Jo Hnip uonduoseid ayy
‘ajor)daal uoNoa||0d By ul paoeld s wayl Jeyjo Aue Jo Bnip uonduosaud e 90UQ
“Joul] pue ajoejdasal uonds|j0d 8y} o) pajisodap Apealje sBnup uonduosaud

10 [eAOWAJ J0 0} ss200e Bumpiuiad Jnoym ‘Jsul] Jauul syj Ojul JUSWUIBIUOD

1o} sjoe)deoal ay) ojul sBnup uoduoseud yisodap 0} olgnd sy} mojje |leys
ojor)dedal 8y "UONOaS SIy) Ul paljioads se a|qerowal aq |[eys Jaull dy L (6)

- 3buey) popuswiwoday (D)

C

‘aA0Qe paquossp splezey
sy} pajesjsuowap Apealje sey ss|oejdadal jo sadA) asay) yym aouauadxg
“sBnJp 8y} Yyiim Buoje ‘0}e ‘sjelA 8y} Aodisep pue jodsuel) 0} Buiaey Jo 1s02

aU) JUEM JOU Op A8y} 8sNEedaq SJOJS MOLIBU 8JaW Yim sejoedadas aney Apeale

suopeziuebio swWog “pamojle s Jeym Jnoge suoyeziuebio Bunedionied peajsiw
pue Anful pue uojeulweuod [ejusjod esned pinom abueyo siy} Busjiew JoN

‘ i Joedu]

‘uoljenbal nmwoaoa sIy}

10 (B), uonoes-qns jo syuswalinbai ay) jeew ss800E Job.e| 8y} yIm sojoejdeoal
yong ‘payisodap 80uo "0}8 ‘s|elA payisodsap sy} Bulralial woly auoAue juanaid
|Ins 1nq auy| s,8[oe}deoal sy} ojul Apoauip pejisodsp aq 0} sbeq pue sjeln JabJe|
Mojje 0} pauBisep aJe jey} wsiueyosw e pue Buiuado Jepim eing Jois, e jou

sl jey) Bujuado ssoo0E U dARY S8[0BId80al UO109||0D panoidde Apesse swos
*Joul| s,8)oe)daoal ay} oyl Aoalp

0b "0)o ‘sojnsden ‘syeige) ‘sjid sy yeyy Juswainbai (6), uonoss-gns sy} 198 0)
ajoedaoes ay) ojul ybnous 1ey puey Jay/siy ind 0} S9L) JOWINSUOD 8 se Ainful
asneo osje Aew )| "0} spuey S JaWNSU0D 8y} pue eaJe sy JO UOJBUILUEJU0D

‘Po[puey AjenpiAIpUl SSIMISYI0 10 Pa}IoS

‘PBILN0D 46 ‘PAAOWSI 8 JOUUED Wa) 1o Bnip uondosald ay) ‘ojoeydaval

© Uo1309|02 8y} U paoe|d si way Jsyjo Aue o Bnup uonduoseid e aouQ

“JaUl| pue a[oe}deoal UoNDa[|00 8y} ojul paysodap Apeale sBnup uonduosaid
JO |eAOWS. o 0} $s900e Bupiusad Jnoyjim ‘Jaulj Jsuul sy ojul JuswueIuods
Joy o[oejdeoal ay) ojut sBnup uonduossid ysodap 0} olignd ay} molje |jeys
ajor)denal Y] "UoNOas SIY) Ul Paljioads se s|qeAowal 84 |[eys Jaul| 8y L (6)




G Jo g ageq

(anoge 993)
Joedw] pue [euoney

"J00] B UM 10 A[lenuet pejunes pajpuey Ajjenpliaipul

9SIMIBY)0 IO ‘POJUNOD ‘PAJOS ‘PBAOWSI "POMBIA ‘Pometh 8¢ JoUUED WdY

Jo Bnup uonduosaud ay) ‘ejoejdessl UOJI09][0d 8y} ul paoeld s way Joyjo Aue
Jo Brup uonduosaid B 8ouQ “Jeul| pue 8|oe}dadal UoIj8]|00 8Ly} ojul palsodap
Apeayje sbnip uonduosaud Jo [eAowl 10 0) $$920€ Bumiwiad ynoypm ‘Jsull ssuul
U} OJu] JUSLIUIBIUOD 40} Bjoeidaoal 8y} ol sBnip uonduosa.d jo ysodap moje
[[eys ajoeidecal oy Sjole SIU} Ul SUOIsIA0d Yim Adwoo |jeys saulj ayy (1)

"pejunes pajpuey Ajfenpiapul

9SIMIBU}0 IO ‘PBIUNOD ‘PILIOS ‘POAOWSI ‘POMSIA 8] JOUUED WS} JO Bnup
uonduosaid ay) ‘eppeidedes U800 By} Ul paoeld si Wayl Jayio Aue Jo Bnap
uonduosa.d e 9oUQ "Joul| pue sjoededal Uod9||0d 8y} ojul peysodap Apealje
sBnJp uonduoseld Jo [eAowal o o} ssadoe Buipiuuad Jnoyym ‘aull Jauul

ay) OJul JUBLILIRIIOD Jo) Bjor)dadal 8y} ojul sBnip uondiosaud jo ysodap moje
Ileys sjoejdadal ay | "9[oe siy} Ul suoisirod ym Adwoo jieys saul ayp (1)




PO B S .

Martinez, Lori@DCA

From:

Sent:

To:

Subject:
Attachments:

Hi Lori,

Bill Worrell <bworrell@iwma.com>

Thursday, August 18, 2016 3:40 PM

Martinez, Lori@DCA

Prescription Drug Take Back Program Proposed Regulations
SLO IWMA comments.pdf

\

Attached are comments on the Prescription Drug Take Back Progr\am Proposed Regulations.

Bill Worrell
San Luis Obispo County

Integrated Waste Management Authority

870 Osos Street

San Luis Obispo, CA 93401

805-782-8530

“Computers are useless. They can only give you answers.” Pablo Picasso



San Luis Obispo County
Integrated Waste Manage ment Authority

........................................................................................

[WMA BOARD MEMBERS :

Jeff Lee, President

August 18, 2016

City of Grover Beach :

Dan Lloyd,Vice President
Authorized Districts .

Tim Brown,
City of Arroyo Grande :

Bob Kelley,
City of Atascadero

John Headding, .

California Board of Pharmacy
1625 N. Market Blvd., N219
Sacramento, CA 95834

Sdbject: Pr'escription Drug Take-Back

Attn: Ms. Lori Martinez

City of Morro Bay |

John Hamon, -
City of Paso Robles !

Sheila Blake, -
City of Pismo Beach *

John Ashbaugh,
City of San Luis Obispo -

Debbie Arnold, ;
San Luis Obispo County *

Lynn Compton |
San Luis Obispo County :

Bruce Gibson,
San Luis Obispo County

Adam Hill, -
San Luis Obispo County

) Frank Mecham, -
San Luis Obispo County -

Bill Worrell, Manager -

Carolyn Goodrich, Secretary *
Patti Toews, Program Director
Raymond A. Biering, Counsel .

870 Osos Street -
San Luis Obispo, CA 93401 :

RE: Proposed Second Modified Text (Board Approved lJuly 27, 2016) for
Prescription Drug Take-Back Programs

Dear California Board of Pharmacy Board Members:

Thank you for the opportunity to once again formally comment on the proposed
Second Modified Text (Board Approved July 27, 2016) prescription drug take-back
regulations (Proposed Regulations) being considered by the California Board of
Pharmacy (BOP).

The San Luis Obispo County Integrated Waste Management Authority (IWMA)
agrees that “drug abuseis at epidemic levels.” While the Proposed Reguiations are
significantly improved compared to the initial proposed regulations, the IWMA still
disagrees that the Proposed Regulations will help solve this epidemic, and, in fact,
will frustrate solutions to the problem. Ifthese Proposed Regulations are adopted,
almost all of the existing unwanted drug take back locations in California will close

- and it will be difficult to open new ones. Thus, the public will have almost no
opportunity to properly dispose of unwanted prescription drugs. Because of the
reasons discussed below, the IWMA recommends that the BOP abandon its
Proposed Regulations and instead allow the applicable Drug Enforcement
Administration (DEA) Regulations and appropriate State and local programs to
govern drug take back solutions in California.

Many of the comments in the March 22, 2016 IWMA comment letter still apply to
the Proposed Regulations. For example:

805,/782-8530

FAX 805,/782-8529

|. The BOP is exceeding its legal authority

E-mail: iwma@iwma.com .

Recycling, Compost ® Haz. -
Waste Info. 800/400-0811 -

ll. The BOP Proposed Regulations will have a negative impact on the
environment and require CEQA review

School Programs Information -

805,/782-8424 -

@ Printed on 100% recycled (100% post-consumer) paper




California Board of Pharmacy
August 18,2016
Page 2

I The Board of Pharmacy is Exceeding Its Legal Authority

The general rulemaking authority granted the Board of Pharmacy by section 4005 of the Business
and Professions Code is admittedly broad in scope. The section provides, in part: "The board may
make such rules and regulations, not inconsistent with the laws of this State as may be necessary
for the protection of the public. Included therein shall be the right to make rules and regulations
as follows: “. .. pertaining to the practice of pharmacy . .. pertaining to establishments wherein
any drug is compounded, prepared or sold. .. ." Bus. & Prof. Code § 4005(a).

The substantive breadth of such rulemaking power is limited, however, by the 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 reguiation adopted is vaiid or
effective unless consistent and not in conflict with the statute and reasonably necessary to
effectuate the purpose of the statute.” 1967 Cal. AG LEXIS 51, 49 Ops. Cal. Atty. Gen. 27.

Subsequent Attorney General Opinions and California Supreme Court cases have made clear that
an enabling statute does not have to expressly authorize an agency to regulate a specific aspect
of the 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 terms of an enabling statute, or to issue
regulations which conflict with this or any other statute.” Credit Ins. Gen. Agent Assn. v. Payne,
16 Cal. 3d 651, 656 (1976).

A review of the legislative intent of these statutes reveals that the Board of the Pharmacy, as a
board under California’s Department of Consumer Affairs, was established in order to protect the
people of California. A review of the relevant Business & Professions code sections makes clear
the legislative purpose is one of insuring that drugs and related items furnished to the public are
of adequate purity and quality and are dispensed from sanitary facilities by competent personnel
pursuant to proper authorization. The regulations adopted to implement these statutory goals
are of the same tenor and are intended to insure the health and safety of citizens that use the
services of a pharmacist. 1967 Cal. AG LEXIS 51, 49 Ops. Cal. Atty. Gen. 27.

Courts have held that “[i]n order for the regulation to be within the delegated authority, it must
appear that it is necessary and reasonably designed to protect the public within the meaning of
its enabling statute. A board’s responsibility is to follow the statutory language and decide
whether the proposed regulation is necessary to protect the public. Additionally, the board
should determine whether the proposed regulation is reasonable in its scope and effect. Credit
Ins. Gen. Agent Assn., supra 16 Cal. 3d 651 at 657 emphasis added; 1978 Cal. AG LEXIS 88, 61 Ops.
Cal. Atty. Gen. 24. In this case, the BOP is clearly exceedingits regulatory authority by attempting
to extend its authority into other environmental and public health concerns beyond the scope of
its enabling statute.




California Board of Pharmacy
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After a review, itis clear the BOP Proposed Regulations are neither necessary to protect the public
nor reasonable in their scope and effect.

A. The BOP Proposed Regulations are not Necessary to Protect the Public

As discussed previously, the BOP Proposed Regulations are not necessary to protect the public
because there are already several federal and state, statutory and regulatory schemes in place
governing the disposal of medical waste, including pharmaceuticals. California’s Department of
Public Health (DPH) regulatesthe generation, handling, storage, treatment and disposal of medical
waste through the Medical Waste Management Program within its Environ mental Management
Branch. California’s Health & Safety Code § 118275(6)(A} states that “[pharmaceuticai waste
classified by DEA regulations as controlled substances shall be disposed of in compliance with DEA
requirements.” The DEA has already established regulations that address the disposal of
unwanted prescription medication. The Proposed Regulations are not consistent with DEA

regulations.
B. The BOP Proposed Regulations 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 their scope and effect and, in fact, go far beyond the scope of the BOP’s authority. The scope
of the BOP’s regulatory authority is confined to the regulation of pharmacists and the practice of
pharmacy. The Proposed Regulations do 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 ofthe
Board of Pharmacy’s authority. Allowing the Board of Pharmacy to regulate an aspect of
environmental concern, would effectively enlarge the terms of its enabling statute. The Proposed
Regulations are not reasonably designed because they do not aid the statutory objective of
ensuring the health and safety of citizen that use the services of a pharmacist. The Proposed
Regulations attempt to govern matters outside the concern of the Board’s purview.

The Board of Pharmacy (BOP) does not have the authority to regulate a “pharmaceutical waste”,
rather that authority is vested with the California Department of Public Health (DPH). According
to the DPH “the Medical Waste Management Program (Program), in the Environmental
Management Branch, regulates the generation, handling, storage, treatment, and disposal of
medical waste by providing oversight for the implementation of the Medical Waste Management
Act (MWMA).”

The authority under the Medical Waste Management Act is further recognized in the recently
passed Senate Bill 1229 by Senator Jackson. The LEGISLATIVE COUNSEL’S DIGEST for SB 1229
states, “Under existing law, the Medical Waste Management Act, the State Department of Public
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Health regulates the managementand handling of medical waste, including pharmaceutical waste,
as defined. The act generally prohibits a person from transporting, storing, treating, disposing, or
causing the treatment of medical waste in a manner not authorized by the act. A violation of that
provision is a crime.”

As previously stated, regulations already exist in California 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.

The BOP, under the California Business and Professions Code, does provide for the regulation of
pharmacists and the practice of pharmacy. The disposai of unwanted drugs is outside of this
responsibility. The DEA Regulations only requires that-“two employees” of the pharmacy remove '
and dispose of the drugs. There is no requirement that these employees be pharmacists or be
engaged in the practice of pharmacy. It is clear that the management of medical waste has
already be delegated to DPH, not the BOP.

1. The BOP Regulations will have a Significant Environmental Effect and Require CEQA

Review.

The Board of Pharmacy proposed regulations constitute a “project” that will have a significant
environmental effect. Therefore, under CEQA, the preparation of an environmentalimpact report
(“EIR”) is required prior to adopting the BOP Proposed Regulations.

A.  Legal Standard.

The California Environmental Quality Act, Pub. Res. Code §§ 21000 et seq. (“CEQA”) applies to
discretionary “projects” to be carried out or approved by public agencies. See Pub. Res. Code §
21080(a). An activity is a “project” covered by CEQA if it is directly undertaken by a public agency,
supported by a public agency, or involved issuance of entitlement for use by a public agency and
has potential to result in a physical change to the environment, directly or ultimately. CEQA
applies when a public agency proposes to “approve” a project. RiverWatch v. Olivehain Mun.
Water Dist., 170 Cal. App. 4th 1186 (2009). The term “approval” referstoa public agency decision
that “commits the agency to a definite course of action in regard to a project. 14 CCR § 15352(a).

Existing law clearly provides that a “project” may include ordinances, rules and regulations,
general plans, specific plans, and similar legislative and quasi legislative actions.

Proposed regulations that result in a direct or reasonably foreseeable indirect change to the
physical environment are subject to CEQA review. [f thereis substantial evidence that proposed
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regulations will have a significant environmental effect, an environmentalimpact report (EIR) must
be prepared. A “significant effect on the environment” is a substantial adverse change in the
physical environment in the area affected by the project. In determining whether a project’s
impacts are significant, an EIR compares those impacts with existing environmental conditions,
which are referred to as the “baseline” for the impact analysis. CEQA guidelines specify that the
“haseline” normally consists of the physical conditions that existin the area affected by the project
at the time the EIR process begins. 14 CCR § 15125(a).

B. The BOP Proposed Regulations and Their Effect on the Environment.

The BOP Proposed Regulations are a discretionary activity undertaken by 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 review. There are currently drug take-back
programs in California that created a “baseline” physical conditions by which the Board of
Pharmacy must compare the effect of its proposed regulations on that baseline and determine
whether the impact is significant.

Almost every existing pharmacy take back program with a kiosk in California, which are currently
in compliance with DEA regulations, will not be in compliance with the BOP Proposed Regulations.
Existing locations will either have to comply with the BOP Proposed Regulations or remove their
kiosk. Since the BOP Proposed Regulations are overly burdensome and allow the pharmacist-in-
charge to opt out of mandatory programs, it is foreseeable that many existing kiosk locations will
close. These closures will have a significant impact on the environment because consumers will
no longer have a convenient and safe means of disposing of unwanted prescription medication.
This will lead to more prescription medication ending up in landfills or water supplies. Therefore,
the BOP must comply with CEQA and conduct an environmental review of their Proposed
Regulations. '

For all the above reasons, the San Luis Obispo County Integrated Waste Management Authority
respectfully urges the Board of Pharmacy to abandon the Proposed Regulations and, instead, allow
the existing DEA Regulations and local environmental programs to govern the pharmaceutical drug
take back efforts in California.

Sincerely,
William M _,
Manager

C:\IWMA\Correspondence\2016\Boord of Phormacy 8-18-2016.wpd
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Martinez, Lori@DCA

- s
/
From: Gundy, Renae <RGundy@srcity.org>
Sent: Thursday, August 18, 2016 2:50 PM
To: Martinez, Lori@DCA
Subject: Section 1176 Prescription Drug Take-Back Services-comments
Attachments: Board of Pharmacy-letter and comments 8.2016-Final.pdf

Dear Ms. Martinez,

Please consider the attached comments on Board of Pharmacy proposed regulations for prescription drug take-back
services. '

Thank you,
Renae Gundy | Environmental Compliance Inspector

Santa Rosa Water |4300 Llano Road | Santa Rosa, CA 95407
Tel. (707) 543-4368 | Fax (707) 543-3398 | rgundy@srcity.org

ﬁ&m{% Rosa




Cityof

Santa Rosa
'7

Ms. Lori Martinez, Staff Manager
California State Board of Pharmacy
1625 North Market Blvd, Suite N 219
Sacramento, CA 55834

RE: COMMENTS ON BOARD OF PHARMACY PROPOSED REGULATIONS FOR PRESCR!PTION DRUG TAKE-
BACK SERVICES DATED JULY 27, 2016

Dear Ms. Martinez:

City of Santa Rosa Water Department staff would like to thank the Board of Pharmacy (Board) for the
changes made to the draft regulations for prescription drug take-back services dated April 25, 2016.

By way of background, Santa Rosa Water co-leads a regional Safe Medicine Disposal Program which has
collected more than 100,000 pounds of expired, unused and/or unwanted medications since its
inception in 2007. Staff is concerned that the proposed Board regulations may further restrict what is
allowable for take back programs in comparison to the Drug Enforcement Agency (DEA) regulations. This

. could diminish the participation of pharmacies in take-back programs, result in more medications being
inappropriately flushed, and, ultimately, increase pharmaceutical pollutant loads entering wastewater
treatment facilities. Considering the potential impacts of improperly disposed of pharmaceuticals to
public health, safety and the environment, Santa Rosa Water has substantial interest in the Board’s
proposed regulations regarding prescription drug take-back services.

After reviewing the current draft dated July 27, 2016, the Board is asked to consider the attached list of
comments and suggested text modifications when deciding how to move forward with proposed draft
regulations regarding pharmaceutical take-back programs. The attachment includes excerpts from the

proposed regulations by section and includes potential text modifications with comments that describe
our concerns in detail,

City of Santa Rosa staff is very appreciative of the Board’s willingness to delve into the details of the DEA
regulations in order fo establish a shared understanding and to promote beneficial Board of Pharmacy
regulations of pharmaceutical take-back programs in California.

If you would 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.

oy

Linda Reed,
Interim Director Santa Rosa Water

Attachment

Santa Rosa Water
69 Stony Circle = Santa Rosa, CA 95401
Tel: (707) 543-4200 « Fax: (707) 543-3936




Attachment — City of Santa Rosa Water Department Comments on Proposed Board of Pharmacy
Regulations for Prescription Drug Take-back Services dated July 27, 2016

Section 1776.1 Pharmacies

1776.1{i) “Pharmacies may offer drug take-back services as specified in section 1776.4 in skilled nursing
facilities licensed under California Health and Safety Code section 1250(c)”

Proposed text change: Pharmacies may establish collection receptacles as specified in section 1776.4
in skilled nursing facilities licensed under California Health and Safety Code section 1250(c).

Comment: Per staff interpretation of the DEA regulations, any person or entity may distribute mail-back
envelopes or packages. It is unclear why the pharmacy would be the entity offering any take-back
service other than collection receptacles in skilled nursing facilities.

§ 1317.70 (c). .. Any person may partner with a collector or law enforcement to make such packages .
available in accordance with this section. . .

1776.1 (k) “A pharmacy shall not provide take-back services to.consumers if, in the professional

judgment of the pharmacist- in- charge, the pharmacy cannot comply with the provisions of this article
or the DEA rules.”

Proposed text change: A pharmacy shall not host a pharmaceutical take-back receptacle if, . . .

Comment: The phrase “take-back services” applies to both collection receptacles and mail-back
envelopes. it Is unclear what would prevent a pharmacy fram being capable of complying with
provisions governing the distribution of mail-back envelopes or packages.

1776.1{l) “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. . .”

Proposed text change: A pharmacy shall not host a pharmaceutical take-back receptacle, as provided
in section 1776.3 if . . .

Comment: The phrase “take-back services” applies to both collection receptacles and mail-back

envelopes. It is unclear why it would be problematic for a pharmacy on probation to provide mail-back
envelopes or packages to their customers.

1776.3 Collection Receptacles in Pharmacies

1776.3(a) “The receptacle shall be substantially constructed, with a permanent outer container and a

removable inner liner. The collection receptacle shall be locked at all times to prevent access to the inner
liner.”




Proposed text change: The receptacle shall be substantially constructed, with a permanent outer
container kept securely locked to prevent the removal of the inner liner’s contents.

Comment: It s possible to interpret the statement “the colflection receptacle shall be locked at all times
to prevent access to the inner liner” as meaning that all of the locks on the collection receptacle,
including the lock on the small opening that allows deposits, must be kept locked at all times.

1776.3(b) “A pharmacy maintaining a collection receptacle must securely fasten the receptacle to a
permanent structure so it cannot be removed. The receptacle shall be installed in an inside location.
Except as provided in subsection (c), the receptacie is visible to pharmacy or DEA registrant employees,
but not located in or near emergericy areds, nor behind the pharmacy’s counter,”

Proposed text change: .. . the receptacle must be visible to pharmacy or DEA registrant employees,
but not located behind the pharmacy’s counter.

Comment: It is confusing to repeat the stipulation about emergency areas in subsection (b) as it only
applies to subsection (c).

1776.3(c) “In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be
focated in an area that is regularly monitored by pharmacy or DEA registrant employees and not in the
proximity of any emergency or urgent care areas. When the responsible pharmacy is closed, the
collection receptacle shall be locked so that drugs may not be deposited into the collection receptacle.”

Proposed text change: The collection receptacle shall be locked or made otherwise inaccessible to the

public when not being regularly monitored by pharmacy or DEA registrant employees so that drugs
may not be deposited into the collection receptacle.

Comment: As discussed in recent Board meetings, the DEA recognizes that 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 proposed Board regulation may remove some of that flexibility. 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, as the Board recently agreed, that
employees of the hospital can monitor the collection receptacle, not just employees of the pharmacy
specifically. This further implies that collection receptacles in hospitals do not need to be locked even if
the pharmacy is closed so long as registrant employees are still regularly monitoring the receptacle.

1776.3(d) “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.”

Proposed text change: During hours when the pharmacy is closed, the collection receptacle shall be

locked or made otherwise inaccessible to the public so that drugs may not be deposited into the
collection receptacle.




Comment: For independent pharmacies that lock the entire building when they close the pharmacy, it is
unclear what benefit would result from requiring them to lock the top of the bin when they close the
pharmacy as locking the building fulfills 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 pharmacies to lock the collection receptacle when they lock the building.

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. The containers shalf 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. Rigid containers
shall be leak resistant, capable of being sealed, and be kept clean and in good repair. All rigid
containers must meet standards of the United States Department of Transportation.

I
Comment: Staff is concérned that requiring rigid containers to have tight-fitting covers might exclude

the use of corrugated fiberboard. Combining the duplicative sentences above as proposed would
alleviate this concern.

1776.4 Drug Take-Back Services in Skilled Nursing Facilities

1776.4(a) “. . . The pharmacy may allow skilled nursing facility employees to distribute mail back
envelopes or packages to consumers. The pharmacy shall require skilled nursing facility employees to
keep records 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: The phrase “take-back services” applies to both collection receptacles and mail-back

envelopes. It is unclear why a pharmacy would be the entity offering any take-back service other than
collection receptacles in skilled nursing facilities.

$1317.70 (c). .. Any person may partner with a collector or law enforcement to make such packages
available in accordance with this section. , .

1776.4(g)(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
meet standards of the United States Department of Transportation. 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. Rigid containers
shall be leak resistant, capable of being sealed, and be kept clean and in good repair. All rigid
containers must meet standards of the United States Department of Transportation.




Comment: As mentioned in the comment for 1776.3 (h), staff is concerned that requiring rigid
containers to have tight-fitting covers might exclude the use of corrugated fiberboard. Combining the
duplicative sentences above as proposed would alleviate this concern.

1776.4(h) “The liner shall bear a permanent, unique identification number established py the pharmacy
or pre-entered onto the liner by the liner’s manufacturer.”

Proposed text'change: The liner shall bear a permanent, unique identification number established by
the pharmacy, established by the reverse distributor, or pre-entered onto the liner by the liner’s
manufacturer.

Comment: The existing text precludes the possibility of the reverse distributor being the entity that
establishes the permanent, unique identification number on the liner.

1776.5 Reverse Distributors

{

1776.5(c) “Two employees of the reverse distributor shall pick up or accept the receipt of inner liners
from DEA registrants.”

Proposed text change: Reverse distributors picking up inner liners from DEA registrants must have
two employees present while handling or transporting the inner liners.

Comment: Reverse distributors that are receiving inner liners from DEA registrants via common or
contract carrier need only do so with one employee:

§ 1317.15 (b){2){ii) “All controlled substance deliveries to a reverse distributor shall be personally
received by an employee of the reverse distributor at the registered location.”

1776.5(e) and 1776.5(f)

1776.5{e) “For each sealed liner or mail back envelopes or packages 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 or packages, including the:

(1) Date of acquisition;

(2) Number and the size (e.qg., five 10-gallon liners, etc.);

(3) Unique Identification 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 name and signature of the two employees of the registrant that witnessed the destruction.”

1776.5{f) “For liners only, the information specified in subsection (e){1)-(8} above shall be created at the
time of receipt and at the time of destruction.”




Proposed change: Modify subsections (e} and (f) to render them internally consistent.

Comment: It is not possible to create all of the information in subsection {e) both at the time of receipt
and at the time of destruction. For example, it is not possible to provide the name and signature of the

two employees of the registrant that witnessed the destruction at the time of receipt as the destruction
has not yet occurred.

1776.6 Record Keeping Regquirements for Board Licensees Providing Drug Take-Back Services

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 of Federal Regulations”

Proposed change: Correct reference to cited sections.

Comment: Staff looked for this section 1317.22 but were unable to find it; please note most other
authority cited references were not checked.




Martinez, Lori@DCA

From:

Sent:

To:

Cc:

Subject:
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Hi Lori,

Leung, Eileen (ENV) <eileen.leung@sfgov.org>

Friday, August 19, 2016 4:21 PM

Martinez, Lori@bCA

Johnson, Margaret (ENV); Jackson, Jen (ENV)

SFE Comments Regarding BOP Drug Take-Back Regulations
SFE Comments to BOP on Drug Take-Back - August 2016.pdf

The San Francisco Department of the Environment is submitting the attached comments in regards to the CABOP
proposed Prescription Drug Take-Back Regulations. We thank you for the opportunity to submit these comments and
appreciate all your hard work on these regulations. Feel free to contact us if you have any questions.

Have a good weekend!

Eileen Leung

Safe Medicine Disposal Project Coordinator
San Francisco Department of the Environment

eileen.leung@sfeov.org
T: (415) 355-3705

SFEnvironment.org | Facebook | Twitter | Get Involved

Please consider the environment before printing this email.
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Mayor
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Our home. Our city. Our planet. Director

A Department of the City and County of Sar Francisco

August 19, 2016

Lori Martinez

California Board of Pharmacy
1625 N. Market Blvd., N219
Sacramento, CA 95834

Comments on Second Modified Text, Proposed Prescription Drug Take-Back Rule (Board Approved July
27,2016

Dear Ms. Martinez:

The San Francisco Department of the Environment appreciates the opportunity fo comment on the Board
of Pharmacy’s July 27, 2016 Second Modified Text, which proposes to add Article 9.1, Prescription
Drug Take-Back Programs, to Division 17 of Title 16 of the California Code of Regulations.

As you are aware, the City and County of San Francisco passed the San Francisco Safe Drug Disposal
Stewardship Ordinance in 2015 which requires pharmaceutical manufacturers to fund and implement
a permanent medicine take-back program in San Francisco. Many pharmacies are waiting for the
California Board of Pharmacy (CABOP) to pass regulations before they decide whether to host a
collection receptacle. We urge the CABOP fo pass regulations as quickly as possible so there is no
delay in implementing our stewardship program.

We appreciate the effort and attention CABOP staff and board members have devoted to developing
this proposed rule and fo incorporating stakeholder comments. However, we recommend that instead of
developing its own regulations, that CABOP_regulations should point to or mirror Federal
Drug Enforcement Administration in 21 CFR 1317 et seq ("DEA Final Rule”). The DEA Final
Rule was passed after careful consideration and review of many public comments submitted by a range
of stakeholders. We believe it is in the best interest of the public, who will benefit from the new
opportunities for convenient and safe disposal of unwanted medicines, to have California’s regulation
follow the DEA Final Rule as closely as possible. Rather than clarifying the DEA Final Rule, we believe
CABOP regulations, as they are currently written, may cause further confusion.

‘San Francisco ,D:e’pon‘men’f of the Env,ironrhent

1455 Market Sireet, Suite 1200, San Francisco, CA 94103
Telephone: {415) 355-3700 o Fax: {415) 554-6393

0
Email: environmeni@sfgov.org ¢ SFEnvironment.org %® Printed on100% postconsumer recycled paper:



San Francisco Department of the Environment ~ Comments on April 25 Proposed Regulation on Drug Take-Back
August 19, 2016 - Page 2

In addition fo causing confusion, we believe that CABOP's Second Modified Text inappropriately
overreaches the DEA Final Rule, and is inconsistent wifh California Health and Safety Code and the
Federal Department of Transportation Regulations, with regard to medical sharps and needles. As the.
CABOP is aware, certain medications are commonly dispensed in pre-loaded self-injection devices,
such as “epi-pens.” These devices are dispensed in sturdy and puncture-proof packaging which is
designed to be carried by the consumer in purses and back-packs. These devices have expiration dates
and commonly go unused by the expiration date. As a result, consumers routinely need to dispose of a
medication which is packaged in combination with a sharp.

The California Health & Safety Code rightly anticipated the need fo address sharps containing
medication. Section 118275(h) of the Health & Safety Code allows for the consolidation of sharps
waste and pharmaceutical waste in a common container, so long as the consolidated waste is
managed as a pharmaceutical waste —that is, it is incinerated and not only autoclaved. In addition, the
Federal Department of Transportation Special Permit DOT-SP 20255 issued on June 10, 2016 does not

require segregation of sharps from other materials collected for the purpose of disposal under the DEA
Final Rule.

Therefore, w-e-;es”!.oé-c.f"fblly réquest.‘tﬁaf‘CABO"F‘" remove the prohibition on medical
sharps. At a minimum, CABOP should allow pre-loaded self-injection devices which are unused and
in their original packaging to be disposed in collection receptacles.

In addition to the above general comments, we offer the following specific recommended language
changes to the Second Modified Text of the proposed regulation.

Section 1776.1 Pharmacies

o (e)(2) “Medical sharps and needles...shall not be deposited”

Comment: At a minimum, unused medication which is packaged in combination with a sharp and

which is still in its original puncture-proof packaging should be allowed to be disposed in collection
receptacles maintained under this regulation.

Recommendation: Either remove this line completely, or at a minimum insert new paragraph
immediately following Section 1776.1(e) as follows: For the purposes of this Article 9.1, “medical

sharps and needles” do not include preloaded selfinjection devices that are unused and in their
original packaging.

+ (k) “A 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.”



San Francisco Department of the Environment — Comments on April 25 Proposed Regulation on Drug Take-Back
August 19, 2016 ~ Page 3

General Comment: This paragraph was discussed extensively at the April 27 and July 27 meetings of
the full CAROP. If a pharmacy cannot comply with the DEA rules, under Federal law, it cannot collect
controlled substances from ultimate users. This paragraph is unnecessary.

Recommendation: Remove this paragraph. -

Section 1776.3 Collection Receptacles in Pharmacies

« (b) “A pharmacy maintaining a collection receptacle must securely fasten the
receptacle to a permanent structure so it cannot be removed. The receptacle shall
be installed in an inside location. Except as provided in subsection (c), the
receptacle [shall be] visible to pharmacy or DEA registrant employees, but not
located in or near emergency areas, nor behind the pharmacy’s counter.”

Comment: It is confusing to include the stipulation about emergency areas in subsection (b} as it only
applies to subsection (c).

Recommendation: Change text of third senfence to: The receptacle must be visible to employees, but not
located behind the pharmacy’s counter.

e (d)“... 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.”

Comment: This is not consistent with the DEA Final Rule. The DEA has communicated to local
government officials that the collection receptacle should not be locked during store hours because store
consumers may leave unwanted medication adjacent to the bin, offering a potential diversion
opportunity.

Recommendation: Delete last two sentences from Section 1776.3(d).

+ (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 14 days.”

Comment: The DEA does not specify how many days a pharmacy can store full liners before
fransporting for destruction, only specifying “promptly” (see Section 1317.05 (c). While we appreciate
the CABOP increasing the storage time in the April 25 modified text from three to 14 days, we still
believe the DEA language allows for adequate flexibility for all pharmacies in the state of California,
while ensuring that full liners are not stored indefinitely.

Recommendation: Replace “no longer than 14 days” with “promptly.”
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« (m)“Medical sharps and needles...shall not be deposited”

Comment: At a minimum, unused medication which is packaged in combination with a sharp and

which is still in its original puncture-proof packaging should be allowed to be disposed in collection
receptacles maintained under this regulation.

Recommendation: Either remove this line completely, or at a minimum insert new paragraph
immediately following Section 1776.3(m) as follows: For the purposes of this Article 9.1, “medical
sharps and needles” do not include preloaded self-injection devices that are unused and in their
original packaging.

Section 1776.4 Collection in Skilled Nursing Facilities

« (a) Skilled nursing facility employees or person[s] lawfully entitled to dispose of
the resident decedent’s property may dispose of unwanted or unused prescription
drugs by using mail back envelopes or packages ...”

Comment: The DEA does not authorize, require, or restrict the simple distribution of mail back
envelopes or packages at skilled nursing facilities or other potential distribution points. The DEA record-

keeping requirements apply to the receipt and destruction of mail back envelopes or packages. This
section is confusing and unnecessary.

Recommendation: Delete Section 1776.4(a}.

o (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...”

Comment: This paragraph conflicts with Section 1776.4(k).

Recommendation: Delete Section 1776.4(c) and retain Section 1776.4(k) which follows the DEA Final
Rule.

o (i)(2) “Medical sharps and needles...shall not be deposited”

Comment: At a minimum, unused medication which is packaged in combination with a sharp and

which is still in its original puncture-proof packaging should be allowed to be disposed in collection
receptacles maintained under this regulation.

Recommendation: Either remove this line completely, or at a minimum insert new paragraph
immediately following Section 1776.4(i)(2) as follows: For the purposes of this Article 9.1, “medical
sharps and needles” do not include preloaded self-injection devices that are unused and in their
original packaging.
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Section 1776.5 Reverse Distributors

o (f) “For liners only, the information specified in subsection (e)(1)-(8) above shall be
created at the time of receipt and at the time of destruction.”

Comment: It is not possible to create all of the information in subsection (e} both at the time of receipt
and at the time of destruction. For example, it is not possible to provide the name and signature of the
two employees of the registrant that witnessed the destruction at the time of receipt as the destruction
has not yet occurred.

Recommendation: Modify subsections (e) and (] to render them-internally consistent.

We remain very appreciative of the time and effort that CABOP staff have spent to bring these
regulations forward, and of staff's willingness to consider the viewpoints of all stakeholders. If you have
questions about our comments or need additional information, please do not hesitate to contact Maggie
Johnson of my staff at 415-355-5006 or via email to Margaret.Johnson@sfgov.org.

Sincere[y, e e e e e . e - . e e

%&@(/u/\m

Jen Jackson .
Toxics Reduction Program Manager
San Francisco Department of the Environment



Martinez, Lori@DCA

From: Jan Harris <jharris@sharpsinc.com>

Sent: Friday, August 19, 2016 3:33 PM

To: Martinez, Lori@DCA

Subject: RE: Notice of Modified Text - Drug Take-Back
Attachments: Sharps Compliance CA 1776 comments 081916.pdf

Hi Lori. Here are Sharps’ comments. Thanks again for the opportunity to comment. Have a wonderful weekend.
Jan

Jan Harris, MPH

Sharps Compliance

713-927-9956 ~

Jan Harris | Director, Environmental Health & Safety

Sharps Compliance, Inc.
d- 713-927-9956 | 0- 800-772-5657 | f-713-660-3596

jharris@sharpsinc.com | http://www.sharpsinc.com

From: Martinez, Lori@DCA [mailto:Lori.Martinez@dca.ca.gov]
Sent: Thursday, August 04, 2016 4:36 PM

To: Martinez, Lori@DCA <Lori.Martinez@dca.ca.gov>
Subject: Notice of Modified Text - Drug Take-Back

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. Any person who wishes to comment on
the proposed modifications may do so by submitting written comments beginning August 4, 2016 and ending at
5pm on August 19, 2016, to the following:

Contact Person: Lori Martinez

Agency Name: California State Board of Pharmacy

Address: 1625 North Market Blvd, Suite N 219
Sacramento, CA 95834

Email: Lori.Martinez@dca.ca.gov

Fax: (916) 574-8617

Any responses to comments directly concerning the proposed modifications to the text of the regulations will be

considered and responded to in the Final Statement of Reasons. Please limit your comments to the most current
modifications of the text.

All information and documents related to this and other pending regulations can be found on the Board's
website: http://www.pharmacy.ca.gov/laws_regs/pending regs.shtml.

1



Lori Martinez

Administration and Regulations Manager

California Board of Pharmacy

1625 N Market Blvd., Ste. N219

Sacramento, CA 95834

PH: 916.574.7900

FX: 916.574.8618 |

As a leader in healthcare waste management, Sharps Compliance strives to reduce, recycle and repurpose
treated materials for 2 better and sustainable environment.

PRIVACY NOTICE: This information is intended only for the use of the individual or entity to which it is addressed 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 recipient or the employee or agent responsible for delivering the message to the intended recipient,
you are hereby notified that any dissemination, distribution or copying of communication is strictly prohibited. If you have received
this communication in error, contact the sender and delete the material from any computer.
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SHARPS

Compliance, inc.

Pharmaceutical Waste Solutions
August 19, 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 Proposed Regulations
Regarding Section 1776 Prescription Drug Take-Back — Second Modified Text

Dear Ms. Martinez: »

Please accept the attached comments and recommended modifications to the Board’s
modified proposed regulations regarding prescription drug 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 appreciates the Boards’ continued work to
provide clear guidance for both the Board and DEA rules.

Sharps Compliance, Inc. (Sharps) is a DEA-registered reverse distributor and collector
with onsite destruction that has collected medications through collection boxes and a
USPS-authorized mailback program since 2009, with updates to comply with the DEA
Disposal of Controlled Substances rule in 2014. As a DEA-registered reverse
distributor, and a DEA-registered collector for mailbacks, Sharps has 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 communities, law enforcement facilities, narcotic treatment centers, hospitals and
clinics with onsite pharmacies, and the military in California and throughout the United
States. Sharps has prevented over one million pounds of pharmaceuticals from
contaminating our waters and potentially ending up in the wrong hands.

Sharps is available to answer any questions regarding our programs or these
comments. '

Thank you,

Jan Harris, MPH

Director Environmental, Health and Safety
Sharps Compliance, Inc.
jharris@sharpsinc.com
www.sharpsinc.com

713-927-9956

Sharps Compliance offers the following comments and suggested language changes of
1776.5(e) for your consideration:

Sharps Compliance, Inc.
9220 Kirby Drive, Suite 500
Houston, Texas 77054
(713) 432-0300



Sharps Compliance, Inc. Comments on Board of Pharmacy Proposed Regulations
Regarding Section 1776 Prescription Drug Take-Back — Second Modified Text
August 19, 2016

1776.5 Reverse Distributors

e) For each sealed liner or mail back envelopes or packages 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/ or packages, including the: ...

Comments:

In 1776.5(e), the underlined verbiage above would indicate that mailbacks are received
from collectors. If by “collector”, the Board is referring to a pharmacy which could be a
registered collector responsible for a receptacle, or can work with a DEA-registered
collector (reverse distributor) to provide mailbacks to consumers, receiving mailbacks
from the pharmacy collector would be non-compliant with the DEA rule since the
pharmacy, if they are handing out or selling mailbacks to consumers, cannot take them
back. DEA-registered “mailback collectors” (reverse distributors), unlike “receptacle
collectors” (pharmaCIes) must have onsite destruction.

The DEA-reglstered mallback colleotor (the reverse dlstrlbutor) would instead RECEIVE
mailbacks directly from consumers at the collector’s registered location for destruction.
They would not receive mailbacks from other collectors.

To further clarify, DEA 1317.70 (a) and (e) state, “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 of destruction consistent with § 1317.90 of this chapter. '

In addition, the DEA rule allows for mailbacks to be sold by DEA-registered mailback
collectors (reverse distributor with onsite treatment) to anyone to provide to consumers,
including pharmacies, long-term care facilities, hospice, and law enforcement who
partners with that collector. Therefore, we would recommend leaving out “received from
collectors or law enforcement”, since the mailbacks may be received from ultimate
users directly, skilled nursing facilities, and others, but not other collectors.

Recommended language change:

1776.5(e)

e) For each sealed liner or mail back envelope or package received 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/ or packages, including the: ...

Sharps Compliance, Inc.
9220 Kirby Drive, Suite 500
Houston, Texas 77054
(713) 432-0300



Martinez, Lori@DCA

From: Tami Omoto-Frias <tomoto-frias@ceo.lacounty.gov>
Sent: ' Monday, August 22, 2016 8:26 AM :
To: Martinez, Lori@DCA ‘

Cc: Angela Ovalle

Subject: RE: Notice of Modified Text - Drug Take-Back
Attachments: County of Los Angeles Comments.docx

Good morning Ms. Martinez,

Please find the attached comments from the County of Los Angeles that reflect minor changes.
Thank you.

Tami

From: Martinez, Lori@DCA [mailto:Lori.Martinez@dca.ca.gov]
Sent: Thursday, August 04, 2016 2:36 PM

To: Martinez, Lori@DCA

Subject: Notice of Modified Text - Drug Take-Back

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. Any person who wishes to comment on

the proposed modifications may do so by submitting written comments beginning August 4, 2016 and ending at
Spm on August 19, 2016, to the following:

Contact Person: Lori Martinez

Agency Name: California State Board of Pharmacy

Address: 1625 North Market Blvd, Suite N 219
Sacramento, CA 95834

Email: Lori.Martinez@dca.ca.gov

Fax: (916) 574-8617

Any responses to comments directly concerning the proposed modifications to the text of the regulations will be

considered and responded to in the Final Statement of Reasons. Please limit your comments to the most current
modifications of the text.

All information and documents related to this and other pending regulations can be found on the Board's
website: http://www.pharmacy.ca.gov/laws_regs/pending regs.shtml.

Lori Martinez

Administration and Regulations Manager
California Board of Pharmacy

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

PH: 916.574.7900
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Comments on California Board of Pharmacy Proposed Regulations on Pharmaceutical
Take-Back Programs

The comments below are based on the July 27, 2016 Modified text

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back
Services

Section 1776.6(a) (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...”

Section 1776.6(a) (4) “Date each sealed liner is transferred to storage, the unique

identification and size...”

Comment: In both sections above, the word “number” should follow the word “identification”.

Suggested revisions:

1776.6(a) (2) “Date each liner is installed in a collection receptacle, the address of the
location where each liner is installed, the unique identification number and size...”

1776.6(a) (4) “Date each séaled liner is transferred to storage, the unique identification
number and size...”

Section 1776.6(a) (5) “Date each sealed liner is transferred for destruction, the address and

registration number of the reverse distributor or distributor to whom each sealed inner was
fransferred...

Comment: The word “liner” should follow th'e word “inner”.

Suggested revisions:

Section 1776.6(a) (5) “Date each sealed liner is transferred for destruction, the
address and registration number of the reverse distributor or distributor to whom each
sealed inner liner was transferred...






