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 STATE AND CONSUMER SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLD SCHWARZENEGGER, GOVERNOR 

Date: October 20, 2008 

To: Legislation and Regulation Committee 

Subject: Proposed Legislation - B&PC Section 4052 - Immunizations by a Pharmacist 

At the April 2007 Board Meeting, the board voted to pursue a statutory change to allow a pharmacist 
to initiate and administer immunizations pursuant to the published recommendations of the Advisory 
Committee on Immunization Practices. 

Beginning in November 2007, board staff worked with stakeholders to address questions as well as to 
elicit support for this proposal. However, in April 2008, after consideration it was decided not to move 
the proposal this year. It is being brought before the board for consideration and possible 
sponsorship in 2009. 

Should the committee and board pursue this proposal board staff will immediately begin 
working closely with key stakeholders to build a strong coalition in support of this legislation. 

Following is a copy of the proposed language as well as a copy of the Adult and Adolescent 
Immunization Schedules. We hope to have an expert available at the committee meeting to 
answer questions. 
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4052. (a) Notwithstanding any other provision of law, a pharmacist may: 
1) Furnish a reasonable quantity of compounded drug product to a 
prescriber for office use by the prescriber. 
2) Transmit a valid prescription to another pharmacist. 
3) Administer, orally or topically, drugs and biologicals pursuant to a 
prescriber's order. 
4) Perform procedures or functions in a licensed health care facility as 
authorized by Section 4052.1 . 
5) Perform procedures or functions as part of the care provided by a 
health care facility, a licensed home health agency, a licensed clinic in 
which there is a physician oversight, a provider who contracts with a 
licensed health care service plan with regard to the care or services 
provided to the enrollees of that health care service plan, or a physician, 
as authorized by Section 4052.2. 
6) Manufacture, measure, fit to the patient, or sell and repair dangerous 
devices or furnish instructions to the patient or the patient's representative 
concerning the use of those devices. 
7) Provide consultation to patients and professional information, including 
clinical or pharmacological information, advice, or consultation to other 
health care professionals. . 
8) Furnish emergency contraception drug therapy as authorized by 
Section 4052.3. 
9) Initiate and administer immunizations_pursuant to a protocol with a 
prescriber as authorized by Section 4052.8. 

(b) A pharmacist who is authorized to issue an order to initiate or adjust a 
controlled substance therapy pursuant to this section shall personally register 
with the federal Drug Enforcement Administration. 
(c) Nothing in this section shall affect the requirements ·of existing law relating to 
maintaining the confidentiality of medical records. 
(d) Nothing in this section shall affect the requirements of existing law relating to 
the licensing of a health care facility. 

4052.8 (a) A pharmacist may initiate and administer immunizations pursuant to a 
protocol with a prescriber. A pharmacist may also initiate and administer 
immunizations pursuant to the current Recommended Adult (19+ years) and 
Adolescent (7-18 years) Immunization Schedules, provided by the Centers for 
Disease Control and Prevention (CDC) pursuant to published recommendations 
of the CDC Advisory Committee on Immunization Practices (ACIP). 
(b) Prior to initiating and administering an immunization pursuant to this section, 
a pharmacist shall have completed the American Pharmacists Association 
pharmacy-based immunization certificate program or another pharmacy-based 
immunization training certificate program endorsed by the Centers for Disease 
Control and Prevention or the American Council of Pharmaceutical Education. 



(c) A pharmacist initiating and administering any immunization pursuant to this 
section shall also complete 3 hours of immunization-related continuing education 
coursework annually. Failure at any time to meet this requirement shall, in 
addition to any other sanctions, require the pharmacist to re-take the training 
identified in subdivision (b) prior to administration of any further immunization(s). 
(d) A pharmacist shall at all times maintain current Basic Life Support 
certification. 
(e) At the time of administration of an immunization, the pharmacist shall: 

(1) Provide the patient or patient's agent with the appropriate Vaccine 
Information Statement for each immunization administered; and 
(2) Provide documentation of administration of the immunization to the 
patient and patient's physician or primary care provider, if one can be 
identified. 

(n Any pharmacist initiating and administering vaccines pursuant to this section 
may initiate and administer epinephrine by injection for severe allergic reactions. 
(g) Any adverse event shall be reported to the Vaccine Adverse Event Reporting 
System within the U.S. Department of Health and Human Services. 
(h) The pharmacist shall maintain an immunization administration record, which 
includes, but is not limited to, the name of the vaccine, expiration date, date of 
administration, manufacturer and lot number, administration site and route, 
Vaccine Information Statement date, and the name and title of the person 
administering, for the longer of the following periods: 

(1) Ten years from the date of administration; or 
(2) If less than 18 years at the time of administration, three years beyond 

the patient's eighteenth birthday. 
(i) Upon receipt of a vaccine as authorized by this section. a pharmacist is 
responsible to assure that proper vaccine temperatures are maintained during 
subsequent storage and handling to preserve potency. 
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STATE AND CONSUMER SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLD SCHWARZENEGGER, GOVERNOR 

Date: October 20, 2008 

To: Legislation and Regulation Committee 

Subject: Proposed Legislation - Omnibus Provisions included in SB 1779 (Senate 
Business and Professions Committee) 

Consistent with the board's strategic objective 3.3, board staff and counsel completed a 
comprehensive review of the legal requirements surrounding the requirements of a pharmacist-in­
charge (PIC) as well as a designated representative-in-charge (DRIC). As a result of this review, 
several omnibus changes were recommended to include some technical changes as well as refine the 
definitions of the pharmacist-in-charge and designated representative-in-charge and clarify the 
reporting requirements when a change of PIC or DRIC occurs. These changes were approved by the 
board and many were incorporated in SB 1779 as omnibus provisions. This bill was vetoed by the 
governor. Board staff recommends that the board again consider including these changes as 
omnibus provisions in 2009. 

Below is a list of the specific recommended changes as well as a brief statement about the specific 
proposed change. The proposed language is following this memo. 

• 	 Section 4022.5 - Designated Representative; Designated Representative-in-Charge 
This section requires amendment to clarify the definition of "designated representative-in­
charge" as well as the responsibilities of a licensee serving as such. 

• 	 Section 4036.5 - Pharmacist-in-Charge 

A new section is needed to refine the term "pharmacist-in-charge" as well as the 

responsibilities a pharmacist serving as such. 


• 	 Section 4101 - Pharmacist-in-Charge; Designation Representative-in-Charge; Termination of 
Status; Duty to Notify the Board. 
This section requires amendment to clarify when a pharmacist-in-charge or designated 
representative-in-charge must notify the board that he or she ceased to serve in such a 
capacity. 

• 	 Section 4113 - Pharmacist-in-Charge; Approval; Responsibilities; Notifications 
This section requires amendment to clarify the procedures to be followed by a pharmacy when 
identifying a pharmacist-in-charge as well as the procedures to notify the board when a 
change in pharmacist-in-charge has occurred. In addition this section allows for the use of an 
interim pharmacist-in-charge, for a period not greater than 120 days, when a pharmacy is 
unable to identify a permanent new pharmacist-in-charge within 30 days as required. 

• 	 Section 4160 - Wholesaler Licenses 
This section requires amendment to clarify the procedures to be followed by a wholesaler 
when identifying a designated representative-in-charge as well as the procedures to notify the 
board when a change in the designated representative-in-charge has occurred. 
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• 	 Section 4161 - Non-Resident Wholesaler; Requirements 
This section requires amendment to further clarify the duties that constitute a business 
operating as a non-resident wholesaler. This definition is already provided in B&PC 4043. 

• 	 Section 4196 - Veterinary Food-Animal Drug Retailer Licenses; Persons Allowed in Areas 
Where Drugs are Stored, Possessed, or Repacked 
This section requires amendment to clarify the procedures to be followed by a veterinary food­
animal drug retailer when identifying a designated representative-in-charge as well as the 
procedures to notify the board when a change in the designated representative-in-charge has 
occurred. 

• 	 Section 4305 - Pharmacist-in-Charge; Notice to Board; Disciplinary Action 
This section requires amendment to specify that failure to meet notification requirements will 
constitute grounds for disciplinary action. 

• 	 Section 4329 - Nonpharmacists; Prohibited Acts 
This section requires amendment to include the prohibition of a nonpharmacist from acting as 
a supervisor or pharmacist-in-charge. 

• 	 Section 4330 - Proprietors; Prohibited Acts 
This section requires amendment to clarify that any pharmacy owner that subverts or tends to 
subvert the efforts of a pharmacist-in-charge is guilty of a misdemeanor. 

In addition to the changes listed above all of the following proposals are also recommended omnibus 
provisions for 2008. Copies of the exact language are in Attachment 2. 

• 	 Section 4059.5 Who May order Dangerous Drugs or Devices, Exceptions. 
A technical change to this section is necessary to clarify that a designated representative must 
sign for and receive delivery of drugs by a wholesaler. 

• 	 Section 4126.5 - Furnishing Dangerous Drugs by Pharmacy 
This section requires amendment to clarify specifically who in the supply chain may receive 
dangerous drugs furnished by a pharmacy. 

• 	 Section 4231 - Requirements for Renewal of Pharmacist License: Clock Hours; Exemption for 
New licensee 
This section requires amendment to expand the board's authority to also include the board's 
ability to automatically inactivate a pharmaCist license when a pharmacist who certifies 
completion of the required CE as part of a renewal, fails to provide proof either as part of an 
audit or investigation 

• 	 Section 4362 - Entry Into Pharmacists Recovery Program 

This section requires amendment to specify the administrative co-pay participants pay. 


• 	 H&SC 11165 - Controlled Substance Utilization Review and Evaluation System: 
Establishment; Operation; Funding; Reporting to Legislature 
This section requires amendment to require that a clinic that dispensed schedule III and 
schedule IV controlled substances must report to CURES. 



In 2006 Business and Professions Code section 4052 was recodified into four sections. The below 
B&PC and H&SC sections reference 4052 and require update. The proposed language is in 
Attachment 3. 

• 	 Section 733 - Dispensing Prescription Drugs and Devices 
• 	 Section 4027 - Skilled Nursing Facililty - Intermediate Care Facility - Other Health Care 

Facilities 
• 	 Section 4040 - Prescription; Content Requirements 
• 	 Section 4051 - Conduct Limited to Pharmacist; Conduct Authorized by Pharmacist 
• 	 Section 4060 - Controlled Substance - Prescription Required, Exceptions 
• 	 Section 4076 - Prescription Container - Requirements for Labeling 
• 	 Section 4111 - Restrictions on Prescriber Ownership 
• 	 Section 4174- Dispensing by Pharmacist Upon Order of Nurse Practitioner 
• 	 H&SC 11150 - Persons Authorized to Write or Issue a Prescription 



Omnibus Provisions from 2008 

Business and Professions Code Amendments 

§ 733. Dispensing Prescription Drugs and Devices 

(a) No licentiate shall obstruct a patient in obtaining a prescription drug or device that has 
been legally prescribed or ordered for that patient. A violation of this section constitutes 
unprofessional conduct by the licentiate and shall subject the licentiate to disciplinary or 
administrative action by his or her licensing agency. 

(b) Notwithstanding any other provision of law, a licentiate shall dispense drugs and devices, 
as described in subdivision (a) of Section 4024, pursuant to a lawful order or prescription 
unless one of the following circumstances exists: 

(1) Based solely on the licentiate's professional training and judgment, dispensing pursuant 
to the order or the prescription is contrary to law, or the licentiate determines that the 
prescribed drug or device would cause a harmful drug interaction or would otherwise 
adversely affect the patient's medical condition. 
(2) The prescription drug or device is not in stock. If an order, other than an order 
described in Section 4019, or prescription cannot be dispensed because the drug or device 
is not in stock, the licentiate shall take one of the following actions: 

(A) Immediately notify the patient and arrange for the drug or device to be delivered to 
the site or directly to the patient in a timely manner. 
(B) Promptly transfer the prescription to another pharmacy known to stock the 
prescription drug or device that is near enough to the site from which the prescription or 
order is transferred, to ensure the patient has timely access to the drug or device. 
(C) Return the prescription to the patient and refer the patient. The licentiate shall make 
a reasonable effort to refer the patient to a pharmacy that stocks the prescription drug 
or device that is near enough to the referring site to ensure that the patient has timely 
access to the drug or device. 

(3) The licentiate refuses on ethical, moral, or religious grounds to dispense a drug or 
device pursuant to an order or prescription. A licentiate may decline to dispense a 
prescription drug or device on this basis only if the licentiate has previously notified his or 
her employer, in writing, of the drug or class of drugs to which he or she objects, and the 
licentiate's employer can, without creating undue hardship, provide a reasonable 
accommodation of the licentiate's objection. The licentiate's employer shall establish 
protocols that ensure that the patient has timely access to the prescribed drug or device 
despite the licentiate's refusal to dispense the prescription or order. For purposes of this 
section, "reasonable accommodation" and "undue hardship" shall have the same meaning as 
applied to those terms pursuant to subdivision (I) of Section 12940 of the Government Code. 

(c) For the purposes of this section, "prescription drug or device" has the same meaning as the 
definition in Section 4022. 

(d) The provisions of this section shall apply to the drug therapy described in paragraph (8) of 
subdivision (a) of Section 4G5-2- 4052.3. 

(e) This section imposes no duty on a licentiate to dispense a drug or device pursuant to a 
prescription or order without payment for the drug or device, including payment directly by the 
patient or through a third party payer accepted by the licentiate or payment of any required 
copayment by the patient. 
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§ 4022.5. Designated representative; designated representative-in-charge 

(a) "Designated representative" means an individual to whom a license has been granted 
pursuant to Section 4053. A pharmacist fulfilling the duties in Section 4053 shall not be 
required to obtain a license as a deSignated representative. 

(b) "Designated representative-in-charge" means a deSignated representative or a pharmacist 
proposed by a wholesaler or veterinary food-animal drug retailer and approved by the board 
who is as the supervisor or manager ef-a. responsible for ensuring the wholesaler's or 
veterinary food-animal drug retailer's compliance with all state and federal laws and 
regulations pertaining to practice in the applicable license category. 

§ 4027. Skilled Nursing Facility - Intermediate Care Facility - Other Health Care 
Facilities 

(a) As used in this chapter, the terms "skilled nursing facility," "intermediate care facility," and 
other references to health facilities shall be construed with respect to the definitions contained 
in Article 1 (commencing with Section 1250) of Chapter 2 of Division 2 of the Health and 
Safety Code. 

(b) As used in paragraph (4) of subdivision (a) of Section 48-5-2- 4052.1, "licensed health care 
facility" means a facility licensed pursuant to Article 1 (commencing with Section 1250) of 
Chapter 2 of Division 2 of the Health and Safety Code or a facility, as defined in Section 1250 
of the Health and Safety Code, operated by a health care service plan licensed pursuant to 
Chapter 2.2 (commencing with Section 1340) of Division 2 of the Health and Safety Code. 

(c) As used in paragraph (5) of subdivision (a) of Section 48-5-2- 4052.2, "health care facility" 
means a facility, other than a facility licensed under Division 2 (commencing with Section 
1200) of the Health and Safety Code, that is owned or operated by a health care service plan 
licensed pursuant to Chapter 2.2 (commencing with Section 1340) of the Health and Safety 
Code, or by an organization under common ownership or control of the health care service 
plan; "licensed home health agency" means a private or public organization licensed by the 
State Department of Health Services pursuant to Chapter 8 (commencing with Section 1725) 
of Division 2 of the Health and Safety Code, as further defined in Section 1727 of the Health 
and Safety Code; and "licensed clinic" means a clinic licensed pursuant to Article 1 
(commencing with Section 1200) of Chapter 1 of Division 2 of the Health and Safety Code. 

(d) "Licensed health care facility" or "facility," as used in Section 4065, means a health facility 
licensed pursuant to Article 1 (commencing with Section 1250) of Chapter 2 of Division 2 of 
the Health and Safety Code or a facility that is owned or operated by a health care service plan 
licensed pursuant to Chapter 2.2 (commencing with Section 1340) of Division 2 of the Health 
and Safety Code or by an organization under common ownership or control with the health 
care service plan. 

§ 4036.5. Pharmacist-in-charge 
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"Pharmacist-in-charge" means a pharmacist proposed by a pharmacy and approved by the 
board as the supervisor or manager responsible for ensuring the pharmacy's compliance with 
all state and federal laws and regulations pertaining to the practice of pharmacy. 

§ 4040. Prescription; Content Requirements 

(a) "Prescription" means an oral, written, or electronic transmission order that is both of the 
following: 

(1) Given individually for the person or persons for whom ordered that includes all of the 
following: 

(A) The name or names and address of the patient or patients. 
(S) The name and quantity of the drug or device prescribed and the directions for use. 
(C) The date of issue. 
(D) Either rubber stamped, typed, or printed by hand or typeset, the name, address, and 
telephone number of the prescriber, his or her license classification, and his or her 
federal registry number, if a controlled substance is prescribed. 
(E) A legible, clear notice of the condition for which the drug is being prescribed, if 
requested by the patient or patients. 
(F) If in writing, signed by the prescriber issuing the order, or the certified nurse­
midwife, nurse practitioner, physician assistant, or naturopathic doctor who issues a drug 
order pursuant to Section 2746.51, 2836.1, 3502.1, or 3640.5, respectively, or the 
pharmacist who issues a drug order pursuant to either subparagraph (D) of paragraph 
(4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section 
4B-5-2- 4052.2. 

(2) Issued by a physician, dentist, optometrist, podiatrist, veterinarian, or naturopathic 
doctor pursuant to Section 3640.7 or, if a drug order is issued pursuant to Section 
2746.51, 2836.1, 3502.1, or 3460.5, by a certified nurse-midwife, nurse practitioner, 
physician assistant, or naturopathic doctor licensed in this state, or pursuant to effh.ef 
subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) 
of, subdivision (a) of Section 4B-5-2- 4052.2 by a pharmacist licensed in this state. 

(b) Notwithstanding subdivision (a), a written order of the prescriber for a dangerous drug, 
except for any Schedule II controlled substance, that contains at least the name and signature 
of the prescriber, the name and address of the patient in a manner consistent with paragraph 
(3) of subdiVision (b) of Section 11164 of the Health and Safety Code, the name and quantity 
of the drug prescribed, directions for use, and the date of issue may be treated as a 
prescription by the dispensing pharmacist as long as any additional information required by 
subdivision (a) is readily retrievable in the pharmacy. In the event of a conflict between this 
subdivision and Section 11164 of the Health and Safety Code, Section 11164 of the Health and 
Safety Code shall prevail. 

(c) "Electronic transmission prescription" includes both image and data prescriptions. 
"Electronic image transmission prescription" means any prescription order for which a facsimile 
of the order is received by a pharmacy from a licensed prescriber. "Electronic data 
transmission prescription" means any prescription order, other than an electronic image 
transmission prescription, that is electronically transmitted from a licensed prescriber to a 
pharmacy. 

(d) The use of commonly used abbreviations shall not invalidate an otherwise valid 
prescri ption. 
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(e) Nothing in the amendments made to this section (formerly Section 4036) at the 1969 
Regular Session of the Legislature shall be construed as expanding or limiting the right that a 
chiropractor, while acting within the scope of his or her license, may have to prescribe a 
device. 

§ 4051. Conduct Limited to Pharmacist; Conduct Authorized by Pharmacist 

(a) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, 
compound, furnish, sell, or dispense any dangerous drug or dangerous device, or to dispense 
or compound any prescription pursuant to Section 4040 of a prescriber unless he or she is a 
pharmacist under this chapter. 

(b) Notwithstanding any other law, a pharmacist may authorize the initiation of a prescription, 
pursuant to Section 49-5-2- 4052.2, and otherwise provide clinical advice or information or 
patient consultation if all of the following conditions are met: 

(1) The clinical advice or information or patient consultation is provided to a health care 
professional or to a patient. 
(2) The pharmacist has access to prescription, patient profile, or other relevant medical 
information for purposes of patient and clinical consultation and advice. 
(3) Access to the information described in paragraph (2) is secure from unauthorized 
access and use. 

§ 4059.5. Who may order dangerous drugs or devices. exceptions 

(a) Except as otherwise provided in this chapter, dangerous drugs or dangerous devices may 
only be ordered by an entity licensed by the board and shall be delivered to the licensed 
premises and signed for and received by a pharmacist. Where a licensee is permitted to 
operate through a designated representative, tfte Q designated representative ffl-aY must sign 
for and receive the delivery. 

(b) A dangerous drug or dangerous device transferred, sold, or delivered to a person within 
this state shall be transferred, sold, or delivered only to an entity licensed by the board, to a 
manufacturer, or to an ultimate user or the ultimate user's agent. 

(c) Notwithstanding subdivisions (a) and (b), deliveries to a hospital pharmacy may be made 
to a central receiving location within the hospital. However, the dangerous drugs or dangerous 
devices shall be delivered to the licensed pharmacy premises within one working day following 
receipt by the hospital, and the pharmacist on duty at that time shall immediately inventory 
the dangerous drugs or dangerous devices. 

(d) Notwithstanding any other provision of law, a dangerous drug or dangerous device may be 
ordered by and provided to a manufacturer, physician, dentist, podiatrist, optometrist, 
veterinarian, naturopathic doctor pursuant to Section 3640.7, or laboratory, or a physical 
therapist acting within the scope of his or her license. A person or entity receiving delivery of a 
dangerous drug or dangerous device, or a duly authorized representative of the person or 
entity, shall sign for the receipt of the dangerous drug or dangerous device. 

(e) A dangerous drug or dangerous device shall not be transferred, sold, or delivered to a 
person outside this state, whether foreign or domestic, unless the transferor, seller, or 
deliverer does so in compliance with the laws of this state and of the United States and of the 
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state or country to which the dangerous drugs or dangerous devices are to be transferred, 
sold, or delivered. Compliance with the laws of this state and the United States and of the 
state or country to which the dangerous drugs or dangerous devices are to be delivered shall 
include, but not be limited to, determining that the recipient of the dangerous drugs or 
dangerous devices is authorized by law to receive the dangerous drugs or dangerous devices. 

(f) Notwithstanding subdivision (a), a pharmacy may take delivery of dangerous drugs and 
dangerous devices when the pharmacy is closed and no pharmacist is on duty if all of the 
following requirements are met: 

(1) The drugs are placed in a secure storage facility in the same building as the pharmacy. 
(2) 	Only the pharmacist-in-charge or a pharmacist designated by the pharmacist-in-charge 

has access to the secure storage facility after dangerous drugs or dangerous devices have 
been delivered. 

(3) The secure storage facility has a means of indicating whether it has been entered after 
dangerous drugs or dangerous devices have been delivered. 

(4) The pharmacy maintains written policies and procedures for the delivery of dangerous 
drugs and dangerous devices to a secure storage facility. 

(5) The agent delivering dangerous drugs and dangerous devices pursuant to this subdivision 
leaves documents indicating the name and amount of each dangerous drug or dangerous 
device delivered in the secure storage facility. 
The pharmacy shall be responsible for the dangerous drugs and dangerous devices 

delivered to the secure storage facility. The pharmacy shall also be responsible for obtaining 
and maintaining records relating to the delivery of dangerous drugs and dangerous devices to 
a secure storage facility. 

(g) This section shall become operative on January 1, 2006. 

§ 4060. Controlled Substance - Prescription Required, Exceptions 

No person shall possess any controlled substance, except that furnished to a person upon the 
prescription of a physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor 
pursuant to Section 3640.7, or furnished pursuant to a drug order issued by a certified nurse­
midwife pursuant to Section 2746.51, a nurse practitioner pursuant to Section 2836.1, a 
physician assistant pursuant to Section 3502.1, a naturopathic doctor pursuant to Section 
3640.5, or a pharmacist pursuant to either subparagraph (0) of paragraph (4) of, or clause 
(iv) of subparagraph (A) of paragraph (5) of, subdivisioA (a) of Section 49-S-2- 4052.2. This 
section shall not apply to the possession of any controlled sUbstance by a manufacturer, 
wholesaler, pharmacy, pharmacist, physician, podiatrist, dentist, optometrist, veterinarian, 
naturopathic doctor, certified nurse-midwife, nurse practitioner, or physician assistant, when in 
stock in containers correctly labeled with the name and address of the supplier or producer. 
Nothing in this section authorizes a certified nurse-midWife, a nurse practitioner, a physician 
assistant, or a naturopathic doctor, to order his or her own stock of dangerous drugs and 
devices. 

§ 4062. Furnishing Dangerous Drugs During and Emergency 

(a) Notwithstanding Section 4059 or any other provision of law, a pharmacist may, in good 
faith, furnish a dangerous drug or dangerous device in reasonable quantities without a 
prescription during a federal, state, or local emergency, to further the health and safety of the 
public. A record containing the date, name, and address of the person to whom the drug or 
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device is furnished, and the name, strength, and quantity of the drug or device furnished shall 
be maintained. The pharmacist shall communicate this information to the patient's attending 
physician as soon as possible. Notwithstanding Section 4060 or any other provision of law, a 
person may possess a dangerous drug or dangerous device furnished without prescription 
pursuant to this section. 

(b) During a declared federal, state, or local emergency, the board may waive application of 
any provisions of this chapter or the regulations adopted pursuant to it if, in the board's 
opinion, the waiver will aid in the protection of public health or the provision of patient care. 

(c) During a declared federal. state, or local emergency the board will allow for the deployment 
of a mobile pharmacy to impacted areas to ensure the continuity of patient care if all of the 
following conditions are met: 

(1) The mobile pharmacy shares common ownership with at least one currently licensed 
pharmacy in good standing; 
(2) The mobile pharmacy retains records of dispensing as required in subdivision (a); 
(3) A licensed pharmacist is on the premises, and the mobile pharmacy is under the control 
and management of a pharmacist while the drugs are being dispensed; 
(4) Reasonable security measures are taken to safeguard the drug supply maintained in the 
mobile pharmacy; 
(5) The mobile pharmacy is located within the declared disaster area or affected areas; and 
(6) The mobile pharmacy ceases the provisions of services within forty-eight (48) hours 
following the termination of the declared emergency. 

§ 4076. Prescription Container - Requirements for Labelinq 

(a) A pharmacist shall not dispense any prescription except in a container that meets the 
requirements of state and federal law and is correctly labeled with all of the following: 

(1) Except where the prescriber or the certified nurse-midwife who functions pursuant to a 
standardized procedure or protocol described in Section 2746.51, the nurse practitioner 
who functions pursuant to a standardized procedure described in Section 2836.1, or 
protocol, the physician assistant who functions pursuant to Section 3502.1, the 
naturopathic doctor who functions pursuant to a standardized procedure or protocol 
described in Section 3640.5, or the pharmacist who functions pursuant to a policy, 
procedure, or protocol pUFsuant to eitheF subpaFagraph (D) of paFagraph (4) of, OF clause 
(iv) of subparagFaph (A) of paragraph (5) of, subdivision (a) of Section 49-S-2- 4052.2 orders 
otherwise, either the manufacturer's trade name of the drug or the generic name and the 
name of the manufacturer. Commonly used abbreviations may be used. Preparations 
containing two or more active ingredients may be identified by the manufacturer's trade 
name or the commonly used name or the principal active ingredients. 
(2) The directions for the use of the drug. 
(3) The name of the patient or patients. 
(4) The name of the prescriber or, if applicable, the name of the certified nurse-midwife 
who functions pursuant to a standardized procedure or protocol described in Section 
2746.51, the nurse practitioner who functions pursuant to a standardized procedure 
described in Section 2836.1, or protocol, the physician assistant who functions pursuant to 
Section 3502.1, the naturopathic doctor who functions pursuant to a standardized 
procedure or protocol described in Section 3640.5, or the pharmacist who functions 
pursuant to a policy, procedure, or protocol pursuant to either subparagraph (D) of 
paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of 
Section 4052. 
(5) The date of issue. 
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(6) The name and address of the pharmacy, and prescription number or other means of 
identifying the prescription. 
(7) The strength of the drug or drugs dispensed. 
(8) The quantity of the drug or drugs dispensed. 
(9) The expiration date of the effectiveness of the drug dispensed. 
(10) The condition for which the drug was prescribed if requested by the patient and the 
condition is indicated on the prescription. 
(11) (A) Commencing January 1, 2006, the physical description of the dispensed 
medication, including its color, shape, and any identification code that appears on the 
tablets or capsules, except as follows: 

(i) Prescriptions dispensed by a veterinarian. 
(ii) An exemption from the requirements of this paragraph shall be granted to a new 
drug for the first 120 days that the drug is on the market and for the 90 days during 
which the national reference file has no description on file. 
(iii) Dispensed medications for which no physical description exists in any 
commercially available database. 

(8) This paragraph applies to outpatient pharmacies only. 
(C) The information required by this paragraph may be printed on an auxiliary label that 
is affixed to the prescription container. 
(D) This paragraph shall not become operative if the board, prior to January 1, 2006, 
adopts regulations that mandate the same labeling requirements set forth in this 
paragraph. 

(b) If a pharmacist dispenses a prescribed drug by means of a unit dose medication system, as 
defined by administrative regulation, for a patient in a skilled nursing, intermediate care, or 
other health care faCility, the requirements of this section will be satisfied if the unit dose 
medication system contains the aforementioned information or the information is otherwise 
readily available at the time of drug administration. 

(c) If a pharmacist dispenses a dangerous drug or device in a facility licensed pursuant to 
Section 1250 of the Health and Safety Code, it is not necessary to include on individual unit 
dose containers for a specific patient, the name of the certified nurse-midwife who functions 
pursuant to a standardized procedure or protocol described in Section 2746.51, the nurse 
practitioner who functions pursuant to a standardized procedure described in Section 2836.1, 
or protocol, the physician assistant who functions pursuant to Section 3502.1, the naturopathic 
doctor who functions pursuant to a standardized procedure or protocol described in Section 
3640.5, or the pharmacist who functions pursuant to a policy, procedure, or protocol pursuant 
to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of 
paragraph (5) of, subdivision (a) of Section 4052. 

(d) If a pharmacist dispenses a prescription drug for use in a facility licensed pursuant to 
Section 1250 of the Health and Safety Code, it is not necessary to include the information 
required in paragraph (11) of subdivision (a) when the prescription drug is administered to a 
patient by a person licensed under the Medical Practice Act (Chapter 5 (commencing with 
Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with Section 2700)), or the 
Vocational Nursing Practice Act (Chapter 6.5 (commencing with Section 2840)), who is acting 
within his or her scope of practice. 

§ 4081. Records of Dangerous Drugs and Devices Kept Open for Inspection; 
Maintenance of Records, Current Inventory 

(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs or 
dangerous devices shall be at all times during business hours open to inspection by authorized 
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officers of the law, and shall be preserved for at least three years from the date of making. A 
current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary food­
animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital, 
institution, or establishment holding a currently valid and unrevoked certificate, license, 
permit, registration, or exemption under Division 2 (commencing with Section 1200) of the 
Health and Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of the 
Welfare and Institutions Code who maintains a stock of dangerous drugs or dangerous devices. 

(b) The owner, officer, and partner of a pharmacy, wholesaler, or veterinary food-animal drug 
retailer shall be jointly responsible, with the pharmacist-in-charge or designated 
representative-in-charge, for maintaining the records and inventory described in this section. 

(c) The pharmacist-in-charge or representative-in-charge shall not be criminally responsible for 
acts of the owner, officer, partner, or employee that violate this section and of which the 
pharmacist-in-charge or designated representative-in-charge had no knowledge, or in which he 
or she did not knowingly participate. 

(d) This section shall become operative on January 1, 2006. 

§ 4101. PeFsans in ehaFge at phaFmae'( aF exemptees Pharmacist-in-charqej 
desiqnated-representative-in-charqej termination of empla'(ment status; duty to 
notify board 

(a) A pharmacist '",ho takes may take charge of, or acts and act as the pharmacist-in-charge 
of a pharmacy or other entity licensed by the board upon application by the pharmacy and 
approval by the board. Any pharmacist-in-charge who terminates his or her employment at 
the pharmacy ceases to act as the pharmacist-in-charge of the pharmacy or other entity, shall 
notify the board in writing within 30 days of the termination of employment date of such 
change in status. 

(b) An exemptee A designated representative or a pharmacist may take charge of and act as 
the designated representative-in-charge of a wholesaler or veterinary food drug-animal 
retailer upon application by the wholesaler or veterinary food drug-animal retailer and 
approval by the board. Any designated representative-in-charge who terminates his or her 
employment ceases to act as the designated representative-in-charge at that entity.._shall 
notify the board in writing within 30 days of the termination of employment date of such 
change in status. 

§ 4110 License Required, Temporary Permit Upon Transfer of Ownership 

(a) No person shall conduct a pharmacy in the State of California unless he or she has 
obtained a license from the board. A license shall be required for each pharmacy owned or 
operated by a specific person. A separate license shall be required for each of the premises of 
any person operating a pharmacy in more than one location. The license shall be renewed 
annually. The board may, by regulation, determine the circumstances under which a license 
may be transferred. 
(b) The board may, at its discretion, issue a temporary permit, when the ownership of a 
pharmacy is transferred from one person to another, upon the conditions and for any periods 
of time as the board determines to be in the public interest. A temporary permit fee shall be 
established by the board at an amount not to exceed the annual fee for renewal of a permit to 
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conduct a pharmacy. When needed to protect public safety, a temporary permit may be 
issued for a period not to exceed 180 days, and may be issued subject to terms and conditions 
the board deems necessary. If the board determines a temporary permit was issued by 
mistake or denies the application for a permanent license or registration, the temporary license 
or registration shall terminate upon either personal service of the notice of termination upon 
the permitholder or service by certified mail, return receipt requested, at the permitholder's 
address of record with the board, whichever comes first. Neither for purposes of retaining a 
temporary permit nor for purposes of any disciplinary or license denial proceeding before the 
board shall the temporary permitholder be deemed to have a vested property right or interest 
in the permit. 
(c) The board may allow the temporary use of a mobile pharmacy, when a pharmacy is 
destroyed or damaged and when needed to protect the health and safety of the public and the 
following conditions are met: 

(1) The mobile pharmacy shall provide services only on or immediately contiguous to the 
site of the damaged or destroyed pharmacy. 
(2) The mobile pharmacy is under the control and management of the Pharmacits-in­
Charge of the pharmacy that was destroyed or damaged. 
(3) A licensed pharmacist is on the premises while drugs are being dispensed. 
(4) Reasonable security measures are taken to safeguard the drug supply maintained in the 
mobile pharmacy. 
(5) The pharmacy operating the mobile pharmacy provides the board with records of the 
destruction or damage and an expected restoration date. 
(6) Within three (3) calendar days of restoration of the pharmacy services, the board is 
provided with notice of the restoration to the permanent pharmacy. 
(7) The mobile pharmacy is not operated for more than forty-eight (48) hours following the 
restoration of the pharmacy. 

§ 4111. Restrictions on Prescriber Ownership 

(a) Except as otherwise provided in subdivision (b), (d), or (e), the board shall not issue or 
renew a license to conduct a pharmacy to any of the following: 

(1) A person or persons authorized to prescribe or write a prescription, as specified in 
Section 4040, in the State of California. 
(2) A person or persons with whom a person or persons specified in paragraph (1) shares a 
community or other financial interest in the permit sought. 
(3) Any corporation that is controlled by, or in which 10 percent or more of the stock is 
owned by a person or persons prohibited from pharmacy ownership by paragraph (1) or 
(2). 

(b) Subdivision (a) shall not preclude the issuance of a permit for an inpatient hospital 
pharmacy to the owner of the hospital in which it is located. 

(c) The board may require any information the board deems is reasonably necessary for the 
enforcement of this section. 

(d) Subdivision (a) shall not preclude the issuance of a new or renewal license for a pharmacy 
to be owned or owned and operated by a person licensed on or before August 1, 1981, under 
the Knox-Keene Health Care Service Plan Act of 1975 (Chapter 2.2 (commencing with Section 
1340) of Division 2 of the Health and Safety Code) and qualified on or before August 1, 1981, 
under subsection (d) of Section 1310 of Title XIII of the federal Public Health Service Act, as 
amended, whose ownership includes persons defined pursuant to paragraphs (1) and (2) of 
subdivision (a). 
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(e) Subdivision (a) shall not preclude the issuance of a new or renewal license for a pharmacy 
to be owned or owned and operated by a pharmacist authorized to issue a drug order pursuant 
to subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) 
of, subdivision (a) of Section 4&5-2- 4052.2. 

§ 4113. Pharmacists-in-charge; EiesigRatieR approval; responsibilities; notifications 

(a) Every pharmacy shall designate a pharmacist in charge and within 30 days thereof, shall 
notify the board in 'Nriting of the identity and license number of that pharmacist and the date 
he or she was designated be supervised or managed by a pharmacist-in-charge. As part of its 
initial application for a license, and for each renewal. each pharmacy shall. on a form designed 
by the board, provide identifying information and the California license number for a 
pharmacist proposed to serve as the pharmacist-in-charge. The proposed pharmacist-in­
charge shall be subject to approval by the board. The board shall not issue or renew a 
pharmacy license without identification of an approved pharmacist-in-charge for the pharmacy. 

(b) The pharmacist-in-charge shall be responsible for a pharmacy's compliance with all state 
and federal laws and regulations pertaining to the practice of pharmacy. 

(c) Every pharmacy shall notify the board in writing, on a form designed by the board, within 
30 days of the date when a pharmacist ceases to be a pharmacist-in-charge ceases to act as 
pharmacist-in-charge, and shall on the same form propose another pharmaCist to take over as 
pharmacist-in-charge. The proposed replacement pharmacist-in-charge shall be subject to 
approval by the board. If disapproved, the pharmacy shall propose another replacement 
within 15 days of the date of disapproval, and shall continue to name proposed replacements 
until a pharmacist-in-charge is approved by the board. 

Cd) If a pharmacy is unable, in the exercise of reasonable diligence, to identify within 30 days a 
permanent replacement pharmacist-in-charge to propose to the board on the notification form, 
the pharmacy may instead supply on that form the name of any pharmacist who is an 
employee, officer or administrator of the pharmacy or the entity which owns the pharmacy and 
who is actively involved in the management of the pharmacy on a daily basis, to act as the 
interim pharmacist-in-charge for a period not to exceed 120 days. The pharmacy, or the entity 
which owns the pharmacy, shall be prepared during normal business hours to provide a 
representative of the board with the name of the interim pharmacist-in-charge, with 
documentation of the active involvement of the interim pharmacist-in-charge in the daily 
management of the pharmacy, and with documentation of the pharmacy's good faith efforts 
prior to naming the interim pharmacist-in-charge to obtain a permanent pharmacist-in-charge. 
By no later than 120 days following the identification of the interim pharmacist-in-charge, the 
pharmacy shall propose to the board the name of a pharmacist to serve as the permanent 
pharmacist-in-charge. The proposed permanent pharmacist-in-charge shall be subject to 
approval by the board. If disapproved, the pharmacy shall propose another replacement 
within 15 days of the date of disapproval. and shall continue to name proposed replacements 
until a pharmacist-in-charge is approved by the board. 

§ 4126.5. Persons or organizations that pharmacies may furnish with dangerous 

drugs; violations; offset of amounts due; definitions 
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(a) A pharmacy may furnish dangerous drugs only to the following, and only the following 
may receive dangerous drugs furnished by a pharmacy: 

(1) A wholesaler owned or under common control by the wholesaler from whom the 
dangerous drug was acquired. 

(2) The pharmaceutical manufacturer from whom the dangerous drug was acquired. 

(3) A licensed wholesaler acting as a reverse distributor. 

(4) Another pharmacy or wholesaler to alleviate a temporary shortage of a dangerous 
drug that could result in the denial of health care. A pharmacy furnishing dangerous drugs 
pursuant to this paragraph may only furnish a quantity sufficient to alleviate the 
temporary shortage. 

(5) A patient or to another pharmacy pursuant to a prescription or as otherwise authorized 
by law. 

(6) A health care provider that is not a pharmacy but that is authorized to purchase 
dangerous drugs. 

(7) To another pharmacy under common control. 

(b) Notwithstanding any other provision of law, a violation of this section by either a 
pharmacy '''hose primary or sole business is filling prescriptions for patients of long term 
care facilities or a person engaged in a prohibited transaction vvith a pharmacy '.\'hose 
primary or sole business is filling prescriptions for patients of long term care facilities may 
subject the person or persons who committed the violation to a fine not to exceed the 
amount specified in Section 125.9 for each occurrence pursuant to a citation issued by the 
board. 

(c) Amounts due from any person under this section on or after January 1, 2005, shall be 
offset as provided under Section 12419.5 of the Government Code. Amounts received by 
the board under this section shall be deposited into the Pharmacy Board Contingent Fund. 

(d) For purposes of this section, "common control" means the power to direct or cause the 
direction of the management and policies of another person whether by ownership, by 
voting rights, by contract, or by other means. 

For purposes of subdivision (b) of this section and subdivision (s) of Section 4301, "long-term 
care facility" shall have the same meaning given the term in Section 1418 of the Health and 
Safety Code. 

§ 4160. Wholesaler Licenses 

(a) A person may not act as a wholesaler of any dangerous drug or dangerous device unless he 
or she has obtained a license from the board. 

(b) Upon approval by the board and the payment of the required fee, the board shall issue a 
license to the applicant. 
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(c) A separate license shall be required for each place of business owned or operated by a 
wholesaler. Each license shall be renewed annually and shall not be transferable. 

(d) The board shall not issue or renm\' a 'lIholesaler license until the 'Nholesaler identifies a 
designated representative in charge and notifies the board in 'Iv'riting of the identity and license 
number of that designated representative. Every wholesaler shall be supervised or managed by 
a designated representative-in-charge. The designated representative-in-charge shall be 
responsible for the wholesaler's compliance with state and federal laws governing wholesalers. 
As part of its initial application for a license, and for each renewal, each wholesaler shall, on a 
form designed by the board, provide identifying information and the California license number 
for a designated representative or pharmacist proposed to serve as the designated 
representative-in-charge. The proposed designated representative-in-charge shall be subject 
to approval by the board. The board shall not issue or renew a wholesaler license without 
identification of an approved designated representative-in-charge for the wholesaler. 

ill A 'Nholesaler shall identify and notify the board of a nm'J designated representative in 
charge vvithin 30 days of the date that the prior designated representative in charge ceases to 
be the designated representative in charge. A pharmacist may be identified as the designated 
representative in charge. Every wholesaler shall notify the board in writing, on a form 
designed by the board, within 30 days of the date when a designated representative-in-charge 
ceases to act as designated representative-in-charge, and shall on the same form propose 
another designated representative or pharmacist to take over as designated representative-in­
charge. The proposed replacement designated representative-in-charge shall be subject to 
approval by the board. If disapproved, the wholesaler shall propose another replacement 
within 15 days of the date of disapproval, and shall continue to name proposed replacements 
until a designated representative-in-charge is approved by the board. 

(e f) A drug manufacturer licensed by the Food and Drug Administration or licensed pursuant 
to Section 111615 of the Health and Safety Code that only distributes dangerous drugs and 
dangerous devices of its own manufacture is exempt from this section and Section 4161. 

(f g) The board may issue a temporary license, upon conditions and for periods of time as the 
board determines to be in the public interest. A temporary license fee shall be five hundred 
fifty dollars ($550) six hundred dollars ($600) or another amount established by the board not 
to exceed the annual fee for rene'Nal of a license to compound injectable sterile drug products. 
When needed to protect public safety, a temporary license may be issued for a period not to 
exceed 180 days, subject to terms and conditions that the board deems necessary. If the 
board determines that a temporary license was issued by mistake or denies the application for 
a permanent license, the temporary license shall terminate upon either personal service of the 
notice of termination upon the Iicenseholder or service by certified mail, return receipt 
requested, at the licenseholder's address of record with the board, whichever occurs first. 
Neither for purposes of retaining a temporary license, nor for purposes of any disciplinary or 
license denial proceeding before the board, shall the temporary licenseholder be deemed to 
have a vested property right or interest in the license. 

(g) This section shall become operative on January 1, 2006. 

§ 4161. Out-of-State Distributor; Requirements 
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(a) A person located outside this state that (1) ships, sells, mails, or delivers dangerous 
drugs or dangerous devices into this state or (2) sells, brokers, or distributes dangerous drugs 
or devices within this state shall be considered a nonresident wholesaler. 
(b) A nonresident wholesaler shall be licensed by the board prior to shipping, selling, mailing, 
or delivering dangerous drugs or dangerous devices to a site located in this state or selling, 
brokering, or distributing dangerous drugs or devices within this state. 
(c) A separate license shall be required for each place of business owned or operated by a 
nonresident wholesaler from or through which dangerous drugs or dangerous devices are 
shipped, sold, mailed, or delivered to a site located in this state or sold, brokered, or 
distributed within this state. A license shall be renewed annually and shall not be transferable. 
(d) The following information shall be reported, in writing, to the board at the time of initial 
application for licensure by a nonresident wholesaler, on renewal of a nonresident wholesaler 
license, or within 30 days of a change in that information: 

(1) Its agent for service of process in this state. 
(2) Its principal corporate officers, as specified by the board, if any. 
(3) Its general partners, as specified by the board, if any. 
(4) Its owners if the applicant is not a corporation or partnership. 

(e) A report containing the information in subdivision (d) shall be made within 30 days of any 
change of ownership, office, corporate officer, or partner. 
(f) A nonresident wholesaler shall comply with all directions and requests for information from 
the regulatory or licensing agency of the state in which it is licensed, as well as with all 
requests for information made by the board. 
(g) A nonresident wholesaler shall maintain records of dangerous drugs and dangerous devices 
sold, traded, or transferred to persons in this state, so that the records are in a readily 
retrievable form. 
(h) A nonresident wholesaler shall at all times maintain a valid, unexpired license, permit, or 
registration to conduct the business of the wholesaler in compliance with the laws of the state 
in which it is a resident. An application for a nonresident wholesaler license in this state shall 
include a license verification from the licensing authority in the applicant's state of residence. 
(i) The board may not issue or renew a nonresident wholesaler license until the nonresident 
wholesaler identifies a designated representative-in-charge and notifies the board in writing of 
the identity and license number of the designated representative-in-charge. 
(j) The designated representative-in-charge shall be responsible for the nonresident 
wholesaler's compliance with state and federal laws governing wholesalers. A nonresident 
wholesaler shall identify and notify the board of a new designated representative-in-charge 
within 30 days of the date that the prior designated representative-in-charge ceases to be the 
designated representative-in-charge. 
(k) The board may issue a temporary license, upon conditions and for periods of time as the 
board determines to be in the public interest. A temporary license fee shall be five hundred 
fifty dollars ($550) or another amount established by the board not to exceed the annual fee 
for renewal of a license to compound injectable sterile drug products. When needed to protect 
public safety, a temporary license may be issued for a period not to exceed 180 days, subject 
to terms and conditions that the board deems necessary. If the board determines that a 
temporary license was issued by mistake or denies the application for a permanent license, the 
temporary license shall terminate upon either personal service of the notice of termination 
upon the Iicenseholder or service by certified mail, return receipt requested, at the 
licenseholder's address of record with the board, whichever occurs first. Neither for purposes of 
retaining a temporary license, nor for purposes of any disciplinary or license denial proceeding 
before the board, shall the temporary licenseholder be deemed to have a vested property right 
or interest in the license. 
(I) The registration fee shall be the fee specified in subdivision (f) of Section 4400. 

§ 4174. Dispensing by Pharmacist Upon Order of a Nurse Practitioner 
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Notwithstanding any other provision of law, a pharmacist may dispense drugs or devices upon 
the drug order of a nurse practitioner functioning pursuant to Section 2836.1 or a certified 
nurse-midwife functioning pursuant to Section 2746.51, a drug order of a physician assistant 
functioning pursuant to Section 3502.1 or a naturopathic doctor functioning pursuant to 
Section 3640.5, or the order of a pharmacist acting under Section 4G-5-2- 4052.2. 

§ 4196. Veterinary Food-Animal Drug Retailer Licenses; persons allowed in areas 
where drugs stored, possessed, or repacked 

(a) No person shall conduct a veterinary food-animal drug retailer in the State of California 
unless he or she has obtained a license from the board. A license shall be required for each 
veterinary food-animal drug retailer owned or operated by a specific person. A separate license 
shall be required for each of the premises of any person operating a veterinary food-animal 
drug retailer in more than one location. The license shall be renewed annually and shall not be 
transferable. 

(b) The board may issue a temporary license, upon conditions and for periods of time as the 
board determines to be in the public interest. A temporary license fee shall be fixed by the 
board at an amount not to exceed the annual fee for renewal of a license to conduct a 
veterinary food-animal drug retailer. 

(c) No person other than a pharmacist, an intern pharmacist, a designated representative, an 
authorized officer of the law, or a person authorized to prescribe, shall be permitted in that 
area, place, or premises described in the permit issued by the board pursuant to Section 4041, 
wherein veterinary food-animal drugs are stored, possessed, or repacked. A pharmacist or 
designated representative shall be responsible for any individual who enters the veterinary 
food-animal drug retailer for the purpose of performing clerical, inventory control, 
housekeeping, delivery, maintenance, or similar functions relating to the veterinary food­
animal drug retailer. 

(d) The board shall not issue or rene'li a veterinary food animal retailer license until the 
veterinary food animal drug retailer identifies a designated representative in charge and 
notifies the board in 'writing of the identity and license number of that designated 
representative. Every veterinary food-animal drug retailer shall be supervised or managed by a 
designated representative-in-charge. The designated representative-in-charge shall be 
responsible for the veterinary food-animal drug retailer's compliance with state and federal 
laws governing veterinary food-animal drug retailers. As part of its initial application for a 
license, and for each renewal, each veterinary food-animal drug retailer shall, on a form 
designed by the board, provide identifying information and the California license number for a 
designated representative or pharmacist proposed to serve as the designated representative­
in-charge. The proposed designated representative-in-charge shall be subject to approval by 
the board. The board shall not issue or renew a veterinary food-animal drug retailer license 
without identification of an approved deSignated representative-in-charge for the veterinary 
food-animal drug retailer. 

ill Each veterinary food animal drug retailer shall identify, and notify the board of, a ne'N 
designated representative in charge vvithin 30 days of the date that the prior deSignated 
representative in charge ceases to be the deSignated representative in charge. A pharmacist 
may be identified as the deSignated representative in charge. Every veterinary food-animal 
drug retailer shall notify the board in writing, on a form designed by the board, within 30 days 
of the date when a designated representative-in-charge who ceases to act as designated 
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representative-in-charge, and shall on the same form propose another designated 
representative or pharmacist to take over as designated representative-in-charge. The 
proposed replacement designated representative-in-charge shall be subject to approval by the 
board. If disapproved, the veterinary food-animal drug retailer shall propose another 
replacement within 15 days of the date of disapproval, and shall continue to name proposed 
replacements until a designated representative-in-charge is approved by the board. 

(e f) For purposes of this section, designated representative-in-charge means a person granted 
a designated representative license pursuant to Section 4053, or a registered pharmacist, who 
is the supervisor or manager of the facility. 

(f) This section shall become operative on January 1, 2006. 

§ 4231. Requirements for renewal of pharmacist license; clock hours; exemption for 
new licensee 

(a) The board shall not renew a pharmacist license unless the applicant submits proof 
satisfactory to the board that he or she has successfully completed 30 hours of approved 
courses of continuing pharmacy education during the two years preceding the application for 
renewal. 

(b) Notwithstanding subdivision (a), the board shall not require completion of continuing 
education for the first renewal of a pharmacist license. 

(c) If an applicant for renewal of a pharmacist license submits the renewal application and 
payment of the renewal fee but does not submit proof satisfactory to the board that the 
licensee has completed 30 hours of continuing pharmacy education, the board shall not renew 
the license and shall issue the applicant an inactive pharmacist license. A licensee with an 
inactive pharmacist license issued pursuant to this section may obtain an active pharmacist 
license by paying the renewal fees due and submitting satisfactory proof to the board that the 
licensee has completed 30 hours of continuing pharmacy education. 

Cd) If, as part of an investigation or audit conducted by the board, a pharmacist fails to provide 
documentation substantiating the completion of continuing education as required in subdivision 
Ca) the board shall cancel the active pharmacist license and issue an inactive pharmacist 
license in its place. A licensee with an inactive pharmacist license issued pursuant to this 
section may obtain an active pharmacist license by paying the renewal fees due and submitting 
satisfactory proof to the board that the licensee has completed 30 hours of continuing 
pharmacy education. 

§ 4305. LieeRsees eeREil:letiRq phaFffiaeies; Pharmacist-in-charge; notice to board; 
disciplinary action 

(a) Any person who has obtained a license to conduct a pharmacy, shall notif{ the board within 
30 days of the termination of employment of any pharmacist ..""ho takes charge of, or acts as 
manager of the pharmacy. Failure by any pharmacist to notify the board in writing that he or 
she has ceased to act as pharmacist-in-charge of a pharmacy, or by any pharmacy to notify 
the board in writing that a pharmacist-in-charge is no longer acting in that capacity, within the 
3~-day period specified by sections 4101 and 4113, shall constitute grounds for disciplinary 
action. 
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(b) Operation of a pharmacy for more than 30 days without supervision or management 
thereof by a pharmacist-in-charge shall constitute grounds for disciplinary action. 

(-6 ~) Any person who has obtained a license to conduct a pharmacy, who willfully fails to 
timely notify the board of the termination of employment of that any pharmacist \Nho takes 
charge of, or acts as manager the pharmacist-in-charge of the pharmacy has ceased to act in 
that capacity, and who continues to permit the compounding or dispensing of prescriptions, or 
the furnishing of drugs or poisons, in his or her pharmacy, except by a pharmacist subject to 
the supervision and management of a responsible pharmacist-in-charge, shall be subject to 
summary suspension or revocation of his or her license to conduct a pharmacy. 

(c) Any pharmacist who takes charge of, or acts as manager of a pharmacy, 'v'vho terminates 
his or her employment at the pharmacy, shall notify the board within 30 days of termination of 
employment. Failure to notify the board \ .... ithin the 30 day period shall constitute grounds for 
disciplinary action. 

§ 4329. Nonpharmacists; prohibited acts 

Any nonpharmacist who takes charge of or acts as supervisor, manager, or pharmacist-in­
charge of any pharmacy... or who compounds or dispenses a prescription or furnishes 
dangerous drugs except as otherwise provided in this chapter... is guilty of a misdemeanor. 

§ 4330. Proprietors; prohibited acts 

(a) Any person who has obtained a license to conduct a pharmacy, who fails to place in charge 
of the pharmacy a pharmacist, or any person, who by himself or herself, or by any other 
person, permits the compounding or dispensing of prescriptions, or the furnishing of dangerous 
drugs, in his or her pharmacy, except by a pharmaCist, or as otherwise provided in this 
chapter, is guilty of a misdemeanor. 

(b) Any nonpharmacist pharmacy owner who commits any act that would subvert or tend to 
subvert the efforts of the pharmacist-in-charge to comply with the laws governing the 
operation of the pharmacy is guilty of a misdemeanor. 

§ 4362. Entry into the Pharmacists Recovery Program 

(a) A pharmacist or intern pharmacist may enter the pharmaCists recovery program if: 
(1) The pharmacist or intern pharmacist is referred by the board instead of, or in addition 

to, other means of disciplinary action. 
(2) The pharmacist or intern pharmacist voluntarily elects to enter the pharmaCists recovery 

program. 

(b) A pharmacist or intern pharmaCist who enters the pharmacists recovery program pursuant 
to paragraph (2) of subdivision (a) shall not be subject to discipline or other enforcement 
action by the board solely on his or her entry into the pharmaCists recovery program or on 
information obtained from the pharmacist or intern pharmaCist while participating in the 
program unless the pharmacist or intern pharmacist would pose a threat to the health and 
safety of the public. However, if the board receives information regarding the conduct of the 
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pharmacist or intern pharmacist, that information may serve as a basis for discipline or other 
enforcement by the board. 

(c) A pharmacist or intern pharmacist enrolled in the pharmacists recovery program shall be 
responsible to pay an administrative co-pay of $125 monthly to cover a portion of the 
administrative costs borne by the board to contract for these services. This fee may be 
waived, reduced, or deferred by the board or its deSignee if the participant demonstrates a 
financial hardship. 

Health and Safety Code Amendment 

§ 11150 - Persons Authorized to Write or Issue a Prescription 

No person other than a physiCian, dentist, podiatrist, or veterinarian, or pharmacist acting 
within the scope of a project authorized under Article 1 (commencing with Section 128125) of 
Chapter 3 of Part 3 of Division 107 or within the scope of either subparagraph (D) of paragraph 
(4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section 4B-S.2­
4052.2 of the Business and Professions Code, a registered nurse acting within the scope of a 
project authorized under Article 1 (commencing with Section 128125) of Chapter 3 of Part 3 of 
Division 107, a certified nursemidwife acting within the scope of Section 2746.51 of the 
Business and Professions Code, a nurse practitioner acting within the scope of Section 2836.1 
of the Business and Professions Code, a physician assistant acting within the scope of a project 
authorized under Article 1 (commencing with Section 128125) of Chapter 3 of Part 3 of 
Division 107 or Section 3502.1 of the Business and Professions Code, or an optometrist acting 
within the scope of Section 3041 of the Business and ProfeSSions Code, or an out-of-state 
prescriber acting pursuant to Section 4005 of the Business and Professions Code shall write or 
issue a prescription. 

§ 11165. Controlled Substance Utilization Review and Evaluation System: 
Establishment; Operations; Funding; Reporting to Legislature 

(a) To assist law enforcement and regulatory agencies in their efforts to control the diversion 
and resultant abuse of Schedule II, Schedule III, and Schedule IV controlled substances, and 
for statistical analYSiS, education, and research, the Department of Justice shall, contingent 
upon the availability of adequate funds from the Contingent Fund of the 
Medical Board of California, the Pharmacy Board Contingent Fund, the State Dentistry Fund, 
the Board of Registered Nursing Fund, and the Osteopathic Medical Board of California 
Contingent Fund, maintain the Controlled Substance Utilization Review and Evaluation System 
(CURES) for the electronic monitoring of the prescribing and dispensing of Schedule II, 
Schedule III, and Schedule IV controlled substances by all practitioners authorized to prescribe 
or dispense these controlled substances. 

(b) The reporting of Schedule III and Schedule IV controlled substance prescriptions to CURES 
shall be contingent upon the availability of adequate funds from the Department of Justice. The 
Department of Justice may seek and use grant funds to pay the costs incurred from the 
reporting of controlled substance prescriptions to CURES. Funds shall not be appropriated from 
the Contingent Fund of the Medical Board of California, the Pharmacy Board Contingent Fund, 
the State Dentistry Fund, the Board of Registered Nursing Fund, the Naturopathic Doctor's 
Fund, or the Osteopathic Medical Board of California Contingent Fund to pay the costs of 
reporting Schedule III and Schedule IV controlled substance prescriptions to CURES. 
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(c) CURES shall operate under existing provisions of law to safeguard the privacy and 
confidentiality of patients. Data obtained from CURES shall only be provided to appropriate 
state, local, and federal persons or public agencies for disciplinary, civil, or criminal purposes 
and to other agencies or entities, as determined by the Department of Justice, for the purpose 
of educating practitioners and others in lieu of disciplinary, civil, or criminal actions. Data may 
be provided to public or private entities, as approved by the Department of Justice, for 
educational, peer review, statistical, or research purposes, provided that patient information, 
including any information that may identify the patient, is not compromised. Further, data 
disclosed to any individual or agency as described in this subdivision shall not be disclosed, 
sold, or transferred to any third party. 

(d) For each prescription for a Schedule II, Schedule III, or Schedule IV controlled substance, 
the dispensing pharmacy or clinic shall provide the following information to the Department of 
Justice on a weekly basis and in a format specified by the Department of Justice: 

(1) Full name, address, and the telephone number of the ultimate user or research subject, or 
contact information as determined by the Secretary of the United States Department of 
Health and Human Services, and the gender, and date of birth of the ultimate user. 
(2) The prescriber's category of licensure and license number; federal controlled substance 
registration number; and the state medical license number of any prescriber using the federal 
controlled substance registration number of a government-exempt facility. 
(3) Pharmacy prescription number, license number, and federal controlled substance 

registration number. 

(4) NDC (National Drug Code) number of the controlled substance dispensed. 
(5) Quantity of the controlled substance dispensed. 
(6) ICD-9 (diagnosis code), if available. 
(7) Number of refills ordered. 
(8) Whether the drug was dispensed as a refill of a prescription or as a first-time request. 
(9) Date of origin of the prescription. 
(10) Date of dispensing of the prescription. 

(e) This section shall become operative on January 1, 2005. 
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1625 North Market Blvd., N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
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STATE AND CONSUMER SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLD SCHWARZENEGGER, GOVERNOR

Date: October 20, 2008 

To: Legislation and Regulation Committee 

Subject: Proposed Legislation. B&PC Section 4112 

Board staff recommends amendment to Section 4112 of the Business and Professions Code 
to explicitly state that a person cannot act as a nonresident pharmacy unless he or she has 
obtained a license from the state. This change should be noncontroversial and could be 
included as an omnibus provision. 

The proposed language is following this memo. 
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Proposed New Omnibus Provisions 

4112. Nonresident Pharmacy: Registration; Provision of Information to 
Board; Maintaining Records; Patient Consultation 

(a) Any pharmacy located outside this state that ships, mails, or delivers, in any 
manner, controlled substances, dangerous drugs, or dangerous devices into this 
state shall be considered a nonresident pharmacy. 
(b) A person may not act as a nonresident pharmacy unless he or she has obtained a 
license from the board. All nonresident pharmacies shall register ' ..... ith the board. The 
board may register a nonresident pharmacy that is organized as a limited liability 
company in the state in which it is licensed. 
(c) A nonresident pharmacy shall disclose to the board the location, names, and 
titles of (1) its agent for service of process in this state, (2) all principal corporate 
officers, if any, (3) all general partners, if any, and (4) all pharmacists who are 
dispensing controlled substances, dangerous drugs, or dangerous devices to 
residents of this state. A report containing this information shall be made on an 
annual basis and within 30 days after any change of office, corporate officer, partner, 
or pharmacist. 
(d) All nonresident pharmacies shall comply with all lawful directions and requests 
for information from the regulatory or licensing agency of the state in which it is 
licensed as well as with all requests for information made by the board pursuant to 
this section. The nonresident pharmacy shall maintain, at all times, a valid unexpired 
license, permit, or registration to conduct the pharmacy in compliance with the laws 
of the state in which it is a resident. As a prerequisite to registering with the board, 
the nonresident pharmacy shall submit a copy of the most recent inspection report 
resulting from an inspection conducted by the regulatory or licensing agency of the 
state in which it is located. 
(e) All nonresident pharmacies shall maintain records of controlled substances, 
dangerous drugs, or dangerous devices dispensed to patients in this state so that the 
records are readily retrievable from the records of other drugs dispensed. 
(f) Any pharmacy subject to this section shall, during its regular hours of operation, 
but not less than six days per week, and for a minimum of 40 hours per week, 
provide a toll-free telephone service to facilitate communication between patients in 
this state and a pharmacist at the pharmacy who has access to the patient's records. 
This toll-free telephone number shall be disclosed on a label affixed to each container 
of drugs dispensed to patients in this state. 
(g) The board shall adopt regulations that apply the same requirements or standards 
for oral consultation to a nonresident pharmacy that operates pursuant to this 
section and ships, mails, or delivers any controlled substances, dangerous drugs, or 
dangerous devices to residents of this state, as are applied to an in-state pharmacy 
that operates pursuant to Section 
4037 when the pharmacy ships, mails, or delivers any controlled substances, 
dangerous drugs, or dangerous devices to residents of this state. The board shall not 
adopt any regulations that require face-to-face consultation for a prescription that is 
shipped, mailed, or delivered to the patient. The regulations adopted pursuant to this 
subdivision shall not result in any unnecessary delay in patients receiving their 
medication. 
(h) The registration fee shall be the fee specified in subdivision (a) of Section 4400. 
(i) The registration requirements of this section shall apply only to a nonresident 
pharmacy that ships, mails, or delivers controlled substances, dangerous drugs, and 
dangerous devices into this state pursuant to a prescription. 



(j) Nothing in this section shall be construed to authorize the dispensing of contact 
lenses by nonresident pharmacists except as provided by Section 4124. 



DCalifornia State Board of Pharmacy 
1625 North Market Blvd., N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
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STATE AND CONSUMER SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLD SCHWARZENEGGER, GOVERNOR

Date: October 20, 2008 

To: Legislation and Regulation Committee 

Subject: Proposed Legislation - B&PC Section 4401 

Board staff recommends amendment to Section 4401 of the Business and Professions Code 
(B&PC) to explicitly require that a pharmacist notify the board of any misdemeanor to felony 
convictions or whether any disciplinary action has been taken as specified subsequent to the 
licensee's last renewal. 

The committee may also want to consider amendment to B&PC 4403 to require the same of 
pharmacy technicians and designated representatives. 

Several months ago, board staff sought to make changes to the renewal forms for these 
licensees; however, were advised by counsel that we have no specific statutory requirements 
to require this information. At that time we were advised that a statutory change would be 
required. 

Recently a series of articles were published about the enforcement activities of the Board of 
Registered Nursing focusing on their handling of criminal conviction investigations. We are 
again pursuing these changes with the board's legal counsel in the hopes of obtaining 
permission to implement these changes in advance of the explicit statutory authority. The 
earliest these changes would be implemented would be for licensees with an expiration date 
in February 2009. Alternatively we are exploring the ability to pursue emergency regulations. 

Following is the proposed language for both sections. 
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Proposed New Omnibus Provisions 

4401. Pharmacist: Biennial Renewal 

ill Every pharmacist who desires to retain his or her license on the books of the 
board shall biennially pay to the executive officer of the board the renewal fee, 
established by the board, within the limits prescribed by this chapter. In return for 
the payment of the renewal fee, a certificate of renewal shall be issued. 
(b) As part of the renewal, a pharmacist must notify the board whether he or she 
has been convicted, as defined in Section 490, of a misdemeanor or felony, or 
whether any disciplinary action has been taken by any regulatory or licensing board 
in this or any other state, subsequent to the licensee's last renewal. 

4403. Reissuance Without Payment of Fees Prohibited 

ill The board shall not reissue or renew any license without the payment of the fees 
required by this chapter and the payment of all fees that are delinquent at the time 
that the application is made. 
(b) As part of the renewal, a pharmacy technician must notify the board whether he 
or she has been convicted, as defined in Section 490, of a misdemeanor or felony, or 
whether any disciplinary action has been taken by any regulatory or licensing board 
in this or any other state, subsequent to the licensee's last renewal. 
(c) As part of the renewal, a designated representative must notify the board 
whether he or she has been convicted, as defined in Section 490, of a misdemeanor 
or felony, or whether any disciplinary action has been taken by any regulatory or 
licenSing board in this or any other state, subsequent to the licensee's last renewal. 
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STATE AND CONSUMER SERVICES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLD SCHWARZENEGGER, GOVERNOR

Date: October 20, 2008 

To: Legislation and Regulation Committee 

Subject: Proposed Legislation - B&PC Section 4076 

At the July 2008 Board Meeting, the board heard a request from Dr. Steve Gray, representing the 
California Pharmacy Foundation. The Foundation is requesting that the board sponsor legislation that 
will clarify a pharmacist's authorization within Business and Professions Code section 4076(a)(10) 
and allow a pharmacist to place the "purpose" of the medication on the label that is affixed to every 
prescription container dispensed to a patient. One of the Foundation's primary focuses is on the 
reduction of medication errors and they believe that clarifying when and how a pharmacist is 
authorized to place the additional information within the prescription label will improve patient 
outcomes. 

At that time it was recommended that this matter be referred to the Legislation and Regulation 
Committee for discussion and to recommend if it is feasible to pursue this proposal in 2009 with its 
anticipated legislative calendar. 

Following is a suggested amendment that could achieve the desired outcome. 
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Proposal to Amend B&'PC 4076 

§4076 - Prescription Container - Requirements for Labelinq 

(a) A pharmacist shall not dispense any prescription except in a container that meets 
the requirements of state and federal law and is correctly labeled with all of the 
following: 

(1) Except where the prescriber or the certified nurse-midwife who functions 
pursuant to a standardized procedure or protocol described in Section 2746.51, the 
nurse practitioner who functions pursuant to a standardized procedure described in 
Section 2836.1, or protocol, the physician assistant who functions pursuant to 
Section 3502.1, the naturopathic doctor who functions pursuant to a standardized 
procedure or protocol described in Section 3640.5, or the pharmacist who functions 
pursuant to a policy, procedure, or protocol pursuant to either subparagraph (D) of 
paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision 
(a) of Section 4052 orders otherwise, either the manufacturer's trade name of the 
drug or the generic name and the name of the manufacturer. Commonly used 
abbreviations may be used. Preparations containing two or more active ingredients 
may be identified by the manufacturer's trade name or the commonly used name or 
the principal active ingredients. 

(2) The directions for the use of the drug. 
(3) The name of the patient or patients. 
(4) The name of the prescriber or, if applicable, the name of the certified nurse­

midwife who functions pursuant to a standardized procedure or protocol described in 
Section 2746.51, the nurse practitioner who functions pursuant to a standardized 
procedure described in Section 2836.1, or protocol, the physician assistant who 
functions pursuant to Section 3502.1, the naturopathic doctor who functions 
pursuant to a standardized procedure or protocol described in Section 3640.5, or the 
pharmacist who functions pursuant to a policy, procedure, or protocol pursuant to 
either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of 
paragraph (5) of, subdivision (a) of Section 4052. 

(5) The date of issue. 
(6) The name and address of the pharmacy, and prescription number or other 

means of identifying the prescription. 
(7) The strength of the drug or drugs dispensed. 
(8) The quantity of the drug or drugs dispensed. 
(9) The expiration date of the effectiveness of the drug dispensed. 
(10) The condition purpose for which the drug was prescribed if requested by the 

patient and the condition is indicated on the prescription. 
(11) (A) Commencing January 1, 2006, tIhe physical description of the dispensed 

medication, including its color, shape, and any identification code that appears on 
the tablets or capsules, except as follows: 

(i) Prescriptions dispensed by a veterinarian. 
(ii) An exemption from the requirements of this paragraph shall be granted to a 

new drug for the first 120 days that the drug is on the market and for the 90 days 
during which the national reference file has no description on file. 

(iii) Dispensed medications for which no physical description exists in any 
commercially available database. 

(S) This paragraph applies to outpatient pharmacies only. 
(C) The information required by this paragraph may be printed on an auxiliary 

label that is affixed to the prescription container. 



(D) This paragraph shall not become operative if the board, prior to January 1, 
2006, adopts regulations that mandate the same labeling requirements set forth in 
this paragraph. 
(b) If a pharmacist dispenses a prescribed drug by means of a unit dose medication 
system, as defined by administrative regulation, for a patient in a skilled nursing, 
intermediate care, or other health care facility, the requirements of this section will 
be satisfied if the unit dose medication system contains the aforementioned 
information or the information is otherwise readily available at the time of drug 
administration. 
(c) If a pharmacist dispenses a dangerous drug or device in a facility licensed 
pursuant to Section 1250 of the Health and Safety Code, it is not necessary to 
include on individual unit dose containers for a specific patient, the name of the 
certified nurse-midwife who functions pursuant to a standardized procedure or 
protocol described in Section 2746.51, the nurse practitioner who functions pursuant 
to a standardized procedure described in Section 2836.1, or protocol, the physician 
assistant who functions pursuant to Section 3502.1, the naturopathic doctor who 
functions pursuant to a standardized procedure or protocol described in Section 
3640.5, or the pharmacist who functions pursuant to a policy, procedure l or protocol 
pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of 
subparagraph (A) of paragraph (5) of, subdivision (a) of Section 4052. 
(d) If a pharmacist dispenses a prescription drug for use in a facility licensed 
pursuant to Section 1250 of the Health and Safety Code, it is not necessary to 
include the information required in paragraph (11) of subdivision (a) when the 
prescription drug is administered to a patient by a person licensed under the Medical 
Practice Act (Chapter 5 (commencing with Section 2000)), the Nursing Practice Act 
(Chapter 6 (commencing with Section 2700)), or the Vocational Nursing Practice Act 
(Chapter 6.5 (commencing with Section 2840)), who is acting within his or her scope 
of practice. 
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To: Legislation and Regulation Committee 

Subject: Proposed Legislation - B&PC Section 4146 

In July, recognizing that there was a potential problem for consumers since pharmacy law 
does not authorize pharmacies to take back sharps, and yet on September 1, the law would 
limit how patients could simply dispose of these items, board staff proposed an amendment 
to California Pharmacy Law to allow such a practice. However, the bill to authorize this was 
dropped at the end of August by Senator Simitian for other reasons. 

In the interim, since California pharmacy law does not allow pharmacies to take back sharps 
containers, and beginning September 1, patients cannot dispose of sharps by tossing them 
into the trash, this does create problems for patients. 

Provided following this memo, is draft language that was approved by the Enforcement 
Committee on October 6, 2008 and is being brought to this committee for consideration as a 
legislative proposal for 20091 
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Proposed New B&PC 4146 

§4146 Sharps Take Back 

A pharmacy may accept the return of needles and syringes from the public if 
contained in a sharps container as defined by Health and Safety Code section 
117750. 
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a. Proposed Amendment to Title 16 CCR §1715 - Self-Assessment Forms for Community 
and Inpatient Pharmacies. 

This section establishes requirements for the pharmacist-in-charge (PIC) of a licensed 
pharmacy to complete a self-assessment form to ensure compliance with pharmacy law. 
This self-assessment for is to assist pharmacies in increasing their compliance with legal 
requirements and therefore increase public safety as a result of this compliance. Additionally, 
this form makes the pharmacy inspection process more meaningful and provides relevant 
information to pharmacies and their PIC. 

Board staff is working on updates to the Self-Assessment forms to incorporate changes made 
in pharmacy law since its last revision in 2007. As these forms are incorporated by reference 
in section 1715, the board must pursue a regulation change to require use of the new form. 

Following is the proposed change to 16 CCR 17175. Copies of the revised self-assessment 
form will be provided at the meeting for committee consideration. 

b. Proposed Amendment to Title 16 CCR §1784 - Self-Assessment Forms for Wholesalers 

This section establishes the requirement for the designated representative-in-charge of a 
licensed wholesaler to complete a self-assessment form to ensure compliance with pharmacy 
law. This self-assessment form is to assist wholesalers in increasing their compliance with 
legal requirements and therefore increase public safety as a result of this compliance. 
Additionally, the this form makes the pharmacy inspection process more meaningful and 
provide relevant information to wholesalers and their ORC. 

Board staff is working on updates to the Self-Assessment forms to incorporate changes made 
in pharmacy law since its last revision in 2007. As these forms are incorporated by reference 
in section 1715, the board must pursue a regulation change to require use of the new form. 

Copies of the revised self-assessment form will be provided at the meeting for committee 
consideration 
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BOARD OF PHARMACY 

Specific Language to amend section 1715 


Amend Section 1715 of Division 17 of Title 16 of the California Code of 
Regulations to read as follows: 

1715. Self-Assessment of a Pharmacy by the Pharmacist-in-Charge. 

(a) The pharmacist-in-charge of each pharmacy as defined under section 
4029 or section 4037 of the Business and Professions Code shall complete a 
self-assessment of the pharmacy's compliance with federal and state pharmacy 
law. The assessment shall be performed before July 1 of every odd-numbered 
year. The primary purpose of the self-assessment is to promote compliance 
through self-examination and education. 

(b) In addition to the self-assessment required in subdivision (a) of this 
section, the pharmacist-in-charge shall complete a self-assessment within 30 
days whenever: 

(1) A new pharmacy permit has been issued, or 

(2) There is a change in the pharmacist-in-charge, and he or she becomes 
the new pharmacist-in-charge of a pharmacy. 

(c) The components of this assessment shall be on Form 17M-13 (Rev 
10107 10/08) entitled "Community Pharmacy & Hospital Outpatient Pharmacy 
Self-Assessment (or Form 17M-14 (Rev 10107 10/08) entitled "Hospital 
Pharmacy Self-Assessment" which are hereby incorporated by reference to 
evaluate compliance with federal and state laws and regulations. 

(d) Each self-assessment shall be kept on file in the pharmacy for three 
years after it is performed. 

NOTE: Authority cited: Section 4005, Business and Professions Code. 
Reference: Sections 4021, 4022, 4029, 4030, 4037, 4038, 4040, 4050, 4052, 
4070,4081,4101,4105,4113,4115,4119,4305,4330,4332 and 4333, 
Business and Professions Code. 



Board of Pharmacy 

Specific Language to amend Section 1715 


Amend Section 1784 of Division 17 of Title 16 of the California Code of 
Regulations to read as follows: 

§1784. Self-Assessment of a Wholesaler by the Designated Representative­
in-Charge. 

(a) The designated representative-in-charge of each wholesaler as defined under 
section 4160 of the Business and Professions Code shall complete a self­
assessment of the wholesaler's compliance with federal and state pharmacy law. 
The assessment shall be performed before July 1 of every odd-numbered year. 
The primary purpose of the self-assessment is to promote compliance through 
self-examination and education. 
(b) In addition to the self-assessment required in subdivision (a) of this section, 
the designated representative-in-charge shall complete a self-assessment within 
30 days whenever: 

(1) A new wholesaler permit is issued, or 
(2) There is a change in the designated representative-in-charge. The new 
designated representative-in-charge of a wholesaler is responsible for 
compliance with this subdivision. 
(3) There is a change in the licensed location of a wholesaler to a new 

address. 


(c) The components of this assessment shall be on Form 17M-26 (rev. 
812/1412006 1012008) entitled "Wholesaler Dangerous Drugs & Dangerous 
Devices Self-Assessment which is hereby incorporated by reference to evaluate 
compliance with federal and state laws and regulations. 
(d) Each self-assessment shall be kept on file in the licensed wholesale premises 
for three years after it is completed. 
(e) The wholesaler is jointly responsible with the designated representative-in­
charge for compliance with this section. 

Authority cited: Section 4005, Business and Professions Code. Reference: 
Sections 4022.5, 4201, and 4160 Business and Professions Code. 


