TITLE 16: BOARD OF PHARMACY
FINAL STATEMENT OF REASONS
Subject Matter of Proposed Regulations: Vaccinations.
Section Affected: Adopt title 16 California Code of Regulations (CCR) section 1746.4.

Updated Information

The Initial Statement of Reasons is included in this rulemaking file. The information contained
therein accurately reflects the position of the Board of Pharmacy (Board) regarding the adoption
of the above section. The Initial Statement of Reasons is updated as follows:

The 45-day public comment period began on July 24, 2015 and ended on September 7, 2015.
The Board’s notice indicated that the Board did not intend to hold a hearing on the matter,
unless requested. No request for a hearing was received by the Board during the 45-day
comment period.

On August 14, 2015, a Notice of Correction was issued as the regulation section was identifed
incorrectly as 1746.5 in the Notice of Proposed Action.

During the 45-day comment period several comments were received and those comments were
addressed by modifying the proposed text. The modified text was approved by the Board at its
September 30, 2015 meeting.

The modified text was noticed for a 15-day comment period that began on October 8, 2015 and
ended on October 22, 2015. During the 15-day comment period several comments were
received and those comments were addressed by modifying the text a second time. The second
modified text was approved by the Board at its October 29, 2015 meeting.

The second modified text was noticed for an additional 15-day comment period that began on
November 20, 2015 and ended on December 5, 2015. During the 15-day comment period two
comments were received. No additional changes were made in response to these comments.

On June 8, 2016, the approved text was again reviewed by the Board. The Board voted to
modify the text initate a third 15-day comment period. The comment period began on June 10,
2016 and ended on June 25, 2016. No comments were received during this 15-day comment
period.

Since the first noticed language:

Section (a) was modified to add Business and Professions Code (B&P) section 4052 to ensure
that pharmacists initiating or administering vaccinations under either B&P sections 4052 or
4052.8 follow the same protocol. After the Board’s approval, in the final steps of the rulemaking
process, the text was non-substantively mofidied to address a control agency’s grammatical
recommendations. “Any vaccine” replaced “vaccines.”
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After the Board's approval, in the final rulemaking process, section (c) was modified non-
substantively to address a control agency’s grammatical recommendations to make terms
singular and use different articles before several nouns.

Section (d) was modified to change the doctor notification from 30 days to 14 days. This change
was made based on comments received and was hecessary to ensure continuation of care.
Some vaccines require that they be administered in doses within a specific time frame and
without proper notification to the primary care provider, the doses may not be administered
accurately. Additionally, section (d) was further modified to require, if known, notification to the
prenatal care provider for pregnant women. This change was also made in response to
comments received and is necessary to ensure prenatal providers are informed of
immunizations as well. Often, pregnant women will not see their primary care provider during
the duration of their pregnancy and will see their prenatal provider for all medical issues. For this
reason. It is important that the prenatal provider be notified as well. The Board included “if
known” in case the pharmacist doesn’t know who the prenatal provider is or the patient doesn't
provide that information. Notification is required within 14 days for the same reasons that the
primary care doctor must be notified in 14 days, as well as for consistency. After the Board's
approval, in the final rulemaking process, the section was also modified non-substantively to
address a control agency’s grammatical recommendations to make terms singular and use
different articles before nouns.

Section (e) was modified to change the doctor notification from 30 days to 14 days. This change
was made based on comments received and was necessary to ensure continuation of care.
Additionally, this change was made for consistancy with the change is section (d). After the
Board’s approval, in the final steps of the rulemaking process, the text was mofidied to address
control agencies’ recommended non-substantive modifications to directly reference the statutory
requirements of B&P section 4052.8(b)(3) itself, rather than explaining that the pharmacy can
report to a state and/or local jurisdiction. Other non-substantive grammatical changes were
made to text as well.

Section (f) was modified to change “medication” to “vaccine administration” for consistency with
the reference tin the second sentence of this same section. Additionally, “initiation and
administration of any vaccine” was changed to “vaccines administered by the pharmacist” as it
is not necessary to document a vaccine that was initiated, but was not administered. This
change was made based on a comment received for clarity. After the Board’s approval, in the
final rulemaking process, the section was also maodified non-substantively to address a control
agency’s grammatical recommendations to move the location of the word “required,” the
location of the words “title 42" and to change the article used before a noun from “the” to “each”.

Business and Professions Code section 4081 has also been added to the regulation’s
references. This was done because the Initial Statement of Reasons (ISR) indicated that the
regulation was being adopted to specify the records would need to be retained for three years.
That language was inadvertently left in the ISR after the board determined that existing statutory
requirements sufficiently expressed the three year retention requirement. To obtain a vaccine, a
person must have a prescription or other similar lawful order by a medical professional. (21
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U.S.C. 8 353.) Since a prescription other similar lawful order by a medical professional is
required, a vaccine is considered unsafe for self-use in humans and, therefore, a dangerous
drug. Business and Professions Code section 4081 provides that a licensee must keep all
records of sale, acquisition, receipt, shipment or disposition of dangerous drugs or dangerous
devices for at least three years.

On July 1, 2016, after having considered all comments in the record, the Board adopted the
regulation. It also delegated authority to adopt and make non-substantive changes to the
regulation to its Executive Officer.Local Mandate

A mandate is not imposed on local agencies or school districts.

Small Business Impact

This regulation will not have a significant adverse economic impact on businesses. This
determination was based on the absence of substantive comments and the lack of any requests
for a hearing regarding this rulemaking proposal. Adopting this regulation provides pharmacists,
who choose to initiate and/or administer vaccinations without a doctor’s prescription, as
authorized by Business and Professions Code (BP) section 4052.8, with the training
requirements to ensure that the pharmacists have the appropriate training. Allowing pharmacists
the ability to initiate and/or administer vaccinations will reduce the cost and increase the
convenience of obtaining vaccinations. By making vaccines more readily available, pharmacies
may experience an increase in business from patients electing to use the pharmacy instead of
their doctor.

Consideration of Alternatives

No reasonable alternative which was considered or that has otherwise been identified and
brought to the attention of the Board would be more effective in carrying out the purpose for
which it was proposed or would be as effective and less burdensome to affected private persons
than the adopted regulation or would be more cost effective to affected private persons and
equally effective in implementing the statutory policy or other provision of law.

Objections or Recommendations/Responses to Comments

45-Day Public Comment Period

During the 45-day public comment period from July 24, 2015 to September 7, 2015, the Board
received several comments. The comments were provided to the Board in the Meeting
Materials for its September 30, 2015 Board meeting, and were reviewed and considered by the
Board.

Written Comments from David Nielsen, California Nurses Association

Comment #1: Mr. Nielsen does not suggest any amendments to the regulation. Mr. Nielsen
recognizes the purpose of the regulations and requests to be notified of any modified text.
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Response to Comment #1: The Board appreciates the written comments on this rulemaking and
documented Mr. Nielsen’s request for notification of modified text.

Written Comments from Julia Heinzerling and Dr. Jeffrey Gunzenhauser, Los Angeles County
Department of Public Health

Comment #2: Ms. Heinzerling and Dr. Gunzenhauser writes in support of the regulation as it will
increase access to vaccinations, increase participation in the California Immunization Registry
(CAIR), and encourage pharmacist adherence to recommended immunization practices.

Ms. Heinzerling and Dr. Gunzenhauser speak to the public health benefit stemming from
vaccinations.

Ms. Heinzerling and Dr. Gunzenhauser recommended that the proposed text be modified to
require pharmacist to notify prenatal providers on pregnant women. Prenatal care providers are
encouraged to recommend, assess, and/or offer vaccines and reviewing a complete vaccination
record is necessary.

Response to Comment #2: The Board accepts and agrees with the comments provided by Ms.
Heinzerling. As a pregnant woman may not be seeing their primary care provider during the
course of a pregnancy, it is important to notify, not only the primary care provider, but the
prenatal care provider as well for continuity of care. As such, the Board amended section
1746.4(d) to include notification to the prenatal provider.

Comment #3: Ms. Heinzerling and Dr. Gunzenhauser also recommended reducing the
notification and reporting requirement from 30 days to 14 days. She indicated that a 14-day
reporting window is more appropriate to align the regulation with the Center for Disease Control
(CDC) immunization schedule. Additionally, the American Immunization Registry Association
recommends a best practice of vaccines being reported within 14 days.

Response to Comment #3: The Board also accepts and agrees with the 14-day reporting
requirement for consistency. Additionally, reporting to the registry is not a time intensive activity
and CAIR provides free computer software for the registry. As such, the 30-day requirement
was changed to 14-day in sections 1746.4(d) and 1746.4(e).

Written Comments from San Diego County Pharmacists Association Executive Board

Comment #4: The members of the San Diego County Pharmacists Association Executive Board
expressed concern that pharmacies may be prohibited from participating if they are required to
report to the immunization registry. They indicated that pharmacies without an electronic
interface would not be able to participate. Additionally, they indicate that registry reporting was
not in the senate bill and they request that the requirement be removed.

Response to Comment #4: This comment is rejected because the Board does not agree that
pharmacies will not be able to participate. Pharmacists are not required to offer vaccinations
and if they decide to do so and obtain the additional training and, for some reason, lack
sufficient technological infrastructure, the pharmacy and pharmacist may also supplement their
technological resources to allow them to offer the service. Additionally, the Board does not
agree that registry reporting requirement was not in the senate bill. Business and Professions
Code section 4052.8(b)(3) provides that a pharmacist “shall” report to “the appropriate
immunization registry designated by the immunization branch of the State Department of Public
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Health.” The California Immunization Registry (CAIR) is administered by the CA Department of
Public Health. The CA Department of Public Health’s comments (dated September 3, 2015)
also support that the reporting infrastructure is available and already commonly used in many
pharmacies in the state.

Written Comments from Dr. Karen L. Smith, California Department of Public Health

Comment #5: Dr. Smith writes in strong support of the regulations to expand the role of
pharmacists as immunization providers. Dr. Smith recommended that pharmacist’s be required
to notify the prenatal provider, if the patient is pregnant.

Response to Comment #5: The Board agrees with this comment. See response to comment #2.
Comment #6: Dr. Smith recommended shorting the notification period from 30-day to 14-day
because the large notification period could negatively impact patient care. As some vaccinations
are required to be given at specific intervals, the 30-day reporting time may not allow adequate
time for providers to follow-up with the patient.

Response to Comment #6: The Board agrees with this comment. See response to comment 3.

Comment #7: Dr. Smith recommended shorting the notification period for the immunization
registry from 30-day to 14-day. Timely notification of vaccinations can affect patient care.

Response to Comment #7: The Board agrees with this comment. See response to comment 3.

At its September 30, 2015, meeting, the Board considered all of the comments and voted to
modify the proposed text and initiate a 15-day comment period.

15-Day Public Comment Period

During the 15-day public comment period from October 8, 2015 to October 22, 2015, the Board
received several comments. The comments were provided to the Board in the Meeting
Materials for its October 29, 2015 Board meeting, and were reviewed and considered by the
Board.

Written Comments from Pharmacist Lauren Berton, CVS Health

Comment #8: Dr. Berton recommended modifying the prenatal notification requirement to read
“if the prenatal care provider is known or was provided by the pregnant patient.” Dr. Berton
indicated that the pharmacist may not know who the provider is and the patient should have a
choice on whether to provide this information.

Response to Comment #8: The Board agreed and accepted this comment though, through the
final rulemaking process, the text of section 1746.4(d) was rephrased.

Written Comments from San Diego County Pharmacists Association Executive Board

Comment #9: The members of the San Diego County Pharmacists Association Executive Board
expressed concern that pharmacies may be prohibited from participating if they are required to
report to the immunization registry. They indicated that pharmacies without an electronic
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interface would not be able to participate. The Board members added that the San Diego
Regional Immunization Registry advised them that the registry would not be able to process the
volume of data expected from the required reporting and that it would take 2-3 months per
pharmacy system to build an interface. They requested that the immunization registry
requirement be removed from the regulation or establish a compliance deadline for three to five
years in the future.

Response to Comment #9: The Board rejects this comment as outside the scope of the
modifications for the 15-day comment period, but see response to comment #4.

Written Comments from Pharmacist Lori Hensic, Kaiser Permanente

Comment #10: Dr. Hensic recommended adding a stipulation that a pregnant patient be referred
to an appropriate health care provider of their choice if they do not have a prenatal care
provider.

Response to Comment #10: The Board rejects this comment. The Board does not believe this
additional requirement is necessary. If a patient has a primary care provider, it is likely they will
have a prenatal care provider. If the patient doesn’t have a primary care provider, they will be
advised to consult an appropriate health care provider.

Comment #11: Dr. Hensic recommended changing the term “medication” to “vaccination” in
1746.4(f) as it may not be feasible to maintain a “medication” record onsite in a pharmacy.

Response to Comment #11: The Board agrees and accepts this comment. The language in
section 1746.4(f) was modified to change “medication” to “vaccine administration.” The Board
elected to use that language for consistency and to match the term at the end of the paragraph.

Comment #12: Dr. Hensic recommended changing “initiation and administration of any vaccine”
to “vaccines initiated and administered by the pharmacist. Dr. Hensic indicates that a
pharmacist may not have access to the patients’ entire vaccine administration history and
should only be accountable for those initiated and administered under their care.

Response to Comment #12: The Board agrees and accepts this comment. The language in
section 1746.4(f) was modified to change “initiation and administration of any vaccine” to
“vaccines administered by the pharmacist.” The Board elected to remove “initiated” as
redundant because the vaccine must be initiated in order to be administered.

Written Comments from Julia Heinzerling and Dr. Jeffrey Gunzenhauser, Los Angeles County
Department of Public Health

Comment #13: Ms. Heinzerling and Dr. Gunzenhauser writes in support of the regulation and
the amendments as it will increase access to vaccinations, increase participation in the
California Immunization Registry (CAIR), and encourage pharmacist adherence to
recommended immunization practices.

Response to Comment #13: The Board appreciates the written comments and support on this
rulemaking and values the working relationship with Ms. Heinzerling and Dr. Gunzenhauser and
the Los Angeles Department of Public Health.

At its October 29, 2015, meeting, the Board considered all of the comments and voted to modify
the proposed text initiating a second 15-day comment period.
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Second 15-Day Public Comment Period

During the 15-day public comment period from November 20, 2015 to December 5, 2015, the
Board received one comment. The comment was provided to the Board in the Meeting
Materials for the January 19, 2016, Board meeting, and was reviewed and considered by the
Board.

Comment from starship1980s@aol.com, submitted via email

Comment #14: Commenter disagrees with the proposed regulation. Commenter states that
pharmacists should not be required to report vaccinations to a state immunization registry or to
the doctor and that it should be optional. Additionally, the commenter requested a hearing
regarding this issue.

Response to Comment #14: The Board rejects the comment. A pharmacist’'s reporting
requirement to the immunization registry and the primary care provider are required by B&P
section 4052.8(b)(3); this regulation merely sets out the time frame parameters that a
pharmacist must follow in accordance with the statute. A regulation hearing was not scheduled
based on the request as it was received outside the hearing request window as allowed by the
Administrative Procedure Act. In addition, this matter was considered at numerous publicly
noticed meetings of a committee and the full board over the last eighteen months.

Comment from Pharmacist Melissa Chase, Valley Children’s Healthcare

Comment #15: Dr. Chase asked the Board to consider changing “shall” to “may” is section
1746.4(e) until Health and Safety Code (HS) section 120440(c) is changed to make health care
provider reporting mandatory.

Response to Comment #15: The Board rejects this comment. Business and Professions Code
section 4052.8(b)(3) provides that a pharmacist “shall” report to “the appropriate immunization
registry designation by the immunization branch of the State Department of Public Health.” The
CAIR is administered by the CA Department of Public Health. The Board does not have the
authority to make registry reporting voluntary. Additionally, see responses to comments 4, 9 and
14.

Comment #16: Dr. Chase asked the Board to consider adding language a waiver to the primary
care provider reporting requirement when vaccines are administered to employees within an
acute care hospital.

Response to Comment #16: The Board rejects this comment. Business and Professions Code
section 4052.8(b)(3) requires reporting to “the patient’s primary care provider.” The Board does
not have the authority to allow for a waiver of primary care provider reporting.

Comment #17: Dr. Chase asked the Board to exempt pharmacists from informing primary care
providers “when administering flu shots as part of the organization’s flu vaccine program under
the oversight of a Doctor within Employee Health Services.”

Response to Comment #17: See response to comment 16.
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At its July 1, 2016, meeting, the Board considered all of the comments and voted to adopt the
vaccination regulation text as it was noticed on June 10, 2016.
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