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BOARD OF PHARMACY 

INITIAL STATEMENT OF REASONS 

Hearing Date:  No hearing is presently planned unless one is requested no later than 15 days 

before the close of the 45-day comment period. 

Subject Matter of Proposed Regulations:  Vaccinations. 

Section Affected: 16 CCR Section 1746.4. 

Specific Purpose of Adoption:   Business & Professions Code (“B&P”) sections 4052(a)(11) and  

4052.8 authorize pharmacists to initiate and/or administer vaccinations. The Board of Pharmacy 

(“Board”) has developed and proposed 16 CCR Section 1746.4 to set the standard for 

pharmacists to follow in order to initiate and/or administer vaccinations.  The proposed 

regulation establishes both the training and continuing education requirements for a pharmacist 

to initiate and/or administer vaccinations.  The proposed regulation requires a pharmacist to 

notify the patient’s primary care provider or to advise the patient to consult a health care 

provider, and to notify the state or local immunization registry after explaining to the patient the 

immunization record sharing preferences, all within 30 days of administering a vaccination.  The 

proposed regulation also requires a pharmacist to maintain the documents concerning the 

patient medication record for three (3) years and to provide the patient with a vaccine 

administration record. 

The problem to be addressed by these regulations is that in the past a doctor’s visit has been 

required to obtain some vaccinations.  B&P sections 4052(a)(11)  and 4052.8 authorize 

pharmacists to initiate and/or administer vaccinations without a doctor’s prescription; proposed 

16 CCR Section 1746.4 establishes the standard pharmacists must follow to initiate and/or 

administer vaccinations.  The standard establishes both the training and continuing education 

requirements for a pharmacist to initiate and/or administer vaccinations.  The proposed standard 

requires a pharmacist to notify the patient’s primary care provider or to advise the patient to 

consult a health care provider, and to notify the state or local immunization registry after 

explaining to the patient the immunization record sharing preferences, all within 30 days of 

administering a vaccination.  The proposed standard also requires a pharmacist to maintain the 

documents concerning the patient medication record for three (3) years and to provide the 

patient with a vaccine administration record. 

The anticipated benefits from this regulatory action are that individuals will have greater access 

to vaccinations, which will increase vaccination rates, and benefit public health.  Pharmacists 

will be able to follow the standard set out in the proposed regulation and initiate and/or 

administer vaccinations to the public without a doctor’s prescription.  If more individuals obtain 

vaccinations at pharmacies, there should be a corresponding reduction in physicians’ and other 

medical personnel’s workloads, freeing them to focus on patients with medical issues requiring 

their attention. 
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Factual Basis/Rationale 

This proposal seeks to add and adopt 16 CCR Section 1746.4, which sets the standard for 

pharmacists to follow to initiate and/or administer vaccinations.  This adoption is necessary to 

carry out the purpose of B&P sections 4052(a)(11) and 4052.8.  By following the standard in the 

proposed regulation, pharmacists will be able to independently initiate and administer vaccines 

listed on routine immunization schedules produced by the federal Advisory Committee on 

Immunization Practices (for people three years old and older), without a doctor’s prescription.  

In 2013, the Legislature enacted, and the Governor signed, Senate Bill 493 (Hernandez, 

Chapter 469, Statutes of 2013) which enabled pharmacists to serve as health care providers to 

the public in enumerated circumstances, including vaccinations.  The Board has developed the 

standard set out in the proposed regulation for pharmacists to follow to initiate and/or administer 

vaccinations; the standards were approved by the Board on June 4, 2015.   

Under the proposed standards, a pharmacist must complete a Board-approved immunization 

training program and obtain basic life support certification prior to initiating and/or administering 

a vaccination.  In 16 CCR Section 1732.05, the Board lists approved two accreditation agencies 

and any courses approved by those agencies are considered Board-approved courses.  

Immunization training programs can differ in how the required material is presented and may 

vary in the number of class hours involved.  So long as an immunization training program has 

obtained accreditation from one of the two listed accreditation agencies, the Board does not 

believe specifying the number of course hours required would be helpful.  The regulation also 

require pharmacists to obtain basic life support certification, which is a class that takes just a 

few hours and is provided by the Red Cross, American Heart Association, or other medical 

associations such as the American Medical Association.  In basic life support certification, 

people are trained to help revive, resuscitate, or sustain a person having cardiac arrest or 

respiratory failure (whenever a person’s heartbeat or breathing is not working properly).   Again, 

so long as a basic life support certification training program has obtained accreditation from one 

of the two listed accreditation agencies, the Board does not believe specifying the number of 

course hours required would be helpful.  Biennially, pharmacists must complete one (1) hour of 

continuing education from an approved provider focused on immunizations and vaccines.  The 

Board believes that a one (1) hour of continuing education will provide a sufficient review of the 

material. 

Pharmacists must notify a patient’s primary care provider (in some health systems this 

is done in through a shared patient record system).  Physicians are often requested by 

parents of patients or patients to provide patient immunization records for schools, day 

care centers and other organizations that need this information.  The regulation requires 

timely notification of the patients’ physicians so that this important information remains 

up-to-date in physician records, as physicians already maintain this information and 

respond to requests for patient immunization records. 
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Pharmacists must fully report the information described in California Health and Safety 

Code (“H&S”) section 120440(c) into one or more state and/or local immunization 

information systems within 30 days of the administration of any vaccine, and must 

inform the patient of immunization record sharing preferences as set out in H&S section 

120440(e).  H&S section 120440 sets out the information which is to be gathered and 

shared, and what must be explained to the patient to obtain an informed consent to 

provide information to an immunization registry.  Many pharmacists already provide 

influenza and shingles vaccinations and thus are already familiar with and follow the 

guidelines in H&S section 120440.   The Board believes that referring to the relevant 

sections of H&S 120440 within this regulation will provide sufficient guidance to 

pharmacists on the required procedures. 

Pharmacists must keep a copy of the patient medication record for at least three (3) 

years from the date of the vaccination, and provide the patient with a copy of the 

vaccine administration record (an example of an appropriate vaccine administration 

record is available on the Board’s website).  Pharmacists already keep patient 

medication records for three years, and this language in the regulation simply makes 

clear that vaccination records must be treated and the same manner.  

Specific Benefits Anticipated:  Having pharmacists initiate and/or administer vaccinations will 

reduce the cost and make obtaining vaccinations more convenient.  When it is more convenient 

and less expensive to obtain vaccinations, Californians are more likely to vaccinate, raising 

vaccination rates and improving public health.  Having individuals obtain vaccinations from 

pharmacists may result in a proportionate reduction in physician and other health care workers’ 

workloads, freeing them to focus on patients with medical issues requiring their attention. 

B&P Code section 4001.1 mandates that the protection of the public shall be the highest priority 

for the Board and that whenever the protection of the public is inconsistent with other interests 

sought to be promoted, the protection of the public comes first.  The proposed standard 

provides protection for the public by setting out training, notification and record retention 

procedures for pharmacists, who will now be able to offer the public broader access to 

vaccinations, thus increasing California’s vaccination rates, and improving the health of all 

Californians. 

Underlying Data: 

1. SB 493, Statutes 2013, Chapter 469 

2. Pages 5-6 of the Meeting Materials and relevant pages of the Minutes from Board of 

Pharmacy Meeting held June 3-4, 2015. 

3. Pages 4-5 and 49-54 (Attachment 6) 62 and 75-78 (Attachment 8, minutes of February 

25, 2015 meeting of SB Implementation Committee Meeting) of the Meeting Materials 

and relevant pages of the Minutes from Board of Pharmacy Meeting held April 21-22, 

2015. 
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4. Pages 6-7and 13-14 of the Meeting Materials and pages 12-13 of the Minutes from SB 

493 Implementation Committee Meeting held April 13, 2015. 

5. Pages 4-6 and 46-47 (Attachment 7) of the Meeting Materials and relevant pages of the 

Minutes from SB 493 Implementation Committee Meeting held February 25, 2015 (see 

Attachment 8 of Meeting Materials of Board of Pharmacy Meeting Held April 21-22, 

2015). 

6. Pages 2-3 of the Meeting Materials and pages 21-22 of the Minutes from Board of 

Pharmacy Meeting held January 27-28, 2015. 

7. Pages 3-4 of the Meeting Materials and pages 7-8 of the Minutes from SB 493 

Implementation Committee Meeting held December 16, 2014. 

8. Pages 2 and 13-29 of the Meeting Materials and pages 2-5 of the Minutes from SB 493 

Implementation Committee Meeting held November 5, 2014 

9. Pages 2-3 of the Meeting Materials and pages 17-18 of the Minutes from Board of 

Pharmacy Meeting held October 29-30, 2014. 

10. Pages 2 and 20-30 (Attachment 1) of the Meeting Materials and pages 1-6 of the 

Minutes from SB 493 Implementation Committee Meeting held August 6, 2014. 

11. Pages 4 -11 and 102-123 (Attachment 3) of the Meeting Materials and Minutes from 

Board of Pharmacy Meeting held July 30-31, 2014. 

12. Pages 4-5 and 95-107 (Attachment 3) of the Meeting Materials and pages 4-14 of the 

Minutes from SB 493 Implementation Committee Meeting held June 4, 2014. 

Business Impact:  The Board does not believe this regulation will have a significant adverse 

economic impact on businesses.  Adopting this regulation simply provides pharmacists, who 

choose to initiate and/or administer vaccinations without a doctor’s prescription, with a protocol 

to follow.   

Economic Impact Assessment:   

This regulatory proposal will have the following effects: 

o It will not create or eliminate jobs in the State of California because pharmacists 

already administer a number of vaccines to the public; pharmacists can chose 

whether or not to get trained to initiate and/or administer vaccines; the proposed 

regulation simply sets out the standard for initiating and/or administering 

vaccinations for pharmacists to follow. 

o It will not create new businesses or eliminate existing businesses within 

California because pharmacists already administer a number of vaccines to the 

public; pharmacists can chose whether or not to get trained to initiate and/or 

administer vaccines; the proposed regulation simply sets out the standard for 

initiating and/or administering vaccinations for pharmacists to follow. 

o It would not affect the expansion of businesses currently operating in California 

because pharmacists already administer a number of vaccines to the public; 

pharmacists can choose whether or not to get trained to initiate and/or administer 

vaccines; the proposed regulation simply sets out the standards pharmacists 

must follow to initiate and/or administer vaccinations.  
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o This regulatory proposal benefits the health and welfare of California residents 

because by making vaccinations less expensive and easier to obtain, more 

Californians will get vaccinated, and a rising vaccination rate among Californians 

benefits public health. 

o This regulatory proposal will have no impact on worker safety because 

pharmacists have dispensed some vaccines to the public for some time, and the 

Board has not received any information about impacts on worker safety.  

o This regulatory proposal will have no impact on the state’s environment because 

pharmacists have dispensed some vaccines to the public for some time, and the 

Board has not received any information about environmental impacts.  

Specific Technologies or Equipment:  This regulation would not mandate the use of specific 

technologies or equipment.   

Consideration of Alternatives:  The Board of Pharmacy must determine that no reasonable 

alternative considered by the Board, or otherwise identified and brought to the Board’s attention, 

would either be more effective in carrying out the purpose for which the actions are proposed, or 

would be as effective and less burdensome to affected private persons than the proposals 

described herein, or would be more cost-effective to affected private persons and equally 

effective in implementing the statutory policy or other provisions of law.  The Board believes 

taking no action is an unacceptable alternative in the face of B&P sections 4052(a)(11) and 

4052.8, which authorizes licensees to initiate and/or administer vaccines.  This proposed 

regulation implements B&P sections 4052(a)(11) and 4052.8. 


