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State Board of Pharmacy
September 3, 2025
* % %

The regularly scheduled meeting of the State
Board of Pharmacy was held on Wednesday, September 3,
2025. Christine Roussel, Pharm.D., BCOP, BCSCP,
Chairperson, called the meeting to order at 1:02 p.m.

* % %
Introduction of Board Members/Attendees
[Christine Roussel, Pharm.D., BCOP, BCSCP,
Chairperson, requested an introduction of Board
members and attendees.]

* % %
[Sean C. Barrett, Esgquire, Board Counsel, noted the
meeting was being recorded, and those who continued
to participate were giving their consent to be
recorded. ]

* % %
Presentations and Discussions - Consideration whether
to approve the following as competent authorities for
purposes of establishing treatment guidelines to
administer injectable immunizations pursuant to 49.
Pa. Code 27.403(e) : American College of

Obstetricians and Gynecologists (ACOG); American
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Academy of Pediatrics (AAP); American Academy of
Family Physicians (AAFP).

[Christine Roussel, Pharm.D., BCOP, BCSCP,
Chairperson, introduced the Agenda topic and asked
Board Counsel to provide a summary of procedures for
the meeting.

Mr. Barrett stated there would be comments from
the public and organizations, followed by Board
discussion and a vote.

Mr. Esterbrook asked if other boards of pharmacy
were using the recommendations of the three proposed
organizations.

Mr. Barrett had not completed a full 50-state
review, but there were varying degrees of adoption of
the guidelines. He pointed out Colorado’s Department
of Health allows them to consider guidelines from
ACOG, AAP, and AAFP along with the American College
of Physicians. He noted ACOG, AAP, and AAFP were
selected for the Board’s consideration as they
consistently come up in the vaccination sphere. He
added the Board could consider other competent
authorities in the future.

Dr. Robert Bonacci introduced himself. He
provided a summary of AAP, AAFP and ACOG for the

Board’s and public’s benefit. The AAP was founded in
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1930 and is comprised of more than 67,000 members in
a range of fields related to pediatric medicine. The
AAFP was founded in 1947 with more than 128,000
members. They advocate for and provide education to
patients and the public as well as promote and
maintain high standards for family doctors. The ACOG
was founded in 1951 and has more than 60,000 members.
It produces clinical practice guidelines for
healthcare professionals, educate patients, and has a
goal to improve the lives of those who seek obstetric
and gynecologic care.

Dr. Bonacci previously worked at the Center for
Disease Control (CDC) and frequently referenced the
CDC’s immunization schedule. He noted the CDC’s
schedule is based on recommendations from the
Advisory Committee on Immunizations Practices (ACIP).
He added recent changes at ACIP have left many people
concerned about the integrity of the review process
and the trustworthiness of the recommendations. He
explained, as a public health official, previously
AAP, AAFP, and ACOG would not have been his first
resources for vaccine guidance as ACIP served in that
function. He stated AAP, AAFP, and ACOG were used
when specific guidance was needed.

Dr. Bonacci provided a brief explanation on how
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the organizations make their immunizations schedules.
He discussed gathering advice and recommendations
from a variety of experts within their specialties.
He noted also reviewing scientific and clinical
evidence, which is published for the safety net and
effectiveness of vaccines.

Mr. Barrett asked, with regard to ACIP guidance
and the current variation, if the three organizations
had generally been a part of workshops to come up
with ACIP recommendations.

Dr. Bonacci confirmed the way ACIP is structured
is a number of work groups focus on different
vaccines to evaluate the safety and effectiveness of
each vaccine as well as populations they are
indicated for and a dosage schedule. The work groups
prepare recommendations for the advisory committee.
Liaison organizations such as AAP, AAFP, and ACOG,
among other, have been participants in the work
groups. The Secretary of Health and Human Services
has removed at least some, 1f not all, of the liaison
organizations from participating.

Mr. Barrett noted the AAP has issued vaccine
recommendations dating back to before the ACIP was
instituted. He also noted physicians look to

specific organizations when recommending vaccines for
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relevant populations.

Chair Roussel confirmed AAP has been recommending
vaccinations since the 1930’'s while ACIP did not
start until the 1960’s.

Mitchel Craig Rothholz, R.Ph., MBA, provided a
summary of his professional background. He noted his
career has been focused on advancing pharmacy
practice, particularly in the role of pharmacists in
the immunization arena. Mr. Rothholz stated
pharmacist have protected millions of individuals by
administering vaccines supported by credible evidence
based on scientific data. He added, without
pharmacists having the ability to administer
vaccines, there will be a public health crisis. He
further stated there is a public health threat, as
noted by the Pennsylvania Department of Health,
created by a late summer surge of COVID-19 cases and
hospitalization rates, especially among young
children and older adults.

Mr. Rothholz stated, while COVID-19 vaccines are
the current priority, timely vaccine access across
all lifespans to evidence-based vaccines needs to be
secured and unnecessary barriers removed. He noted
pharmacists have demonstrated their ability to

provide care under shared clinical decision-making,
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which includes discussing benefits versus risks with
patients.

Mr. Rothholz noted recent COVID-19 wvaccine
approval by the Food and Drug Administration (FDA)
varies from previous vaccine approvals. The FDA’s
role is to ensure vaccine safety, effectiveness, and
quality before the vaccine is licensed for public use
in the United States. Clinical guidance and
recommendations have traditionally been handled by
the CDC. The FDA approved label for the latest COVID
vaccine also included clinical guidance. He stated,
if the Board recognizes the language within the
approved vaccine label as allowed by Pennsylvania law
or the evidence-based recommendations from reputable
medical societies, it would allow pharmacists to
offer and administer the new COVID vaccine and other
vaccines to patients in accordance with clinical
evidence.

Mr. Rothholz added ACIP is meeting September 18-
19, 2025, to discuss COVID and other vaccine issues.
He stated, given recent experiences, there is no
guarantee that the necessary guidance will be
provided by ACIP, and ultimately the CDC, or that the
guidance will align with credible evidence-based

data. He noted AAP, ACOG, and AAFP have formal
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review process based on clinical data which parallel
ACIP’'s traditional review process. He also noted the
Vaccine Integrity Project (VIP) also provides
additional resources to the organizations for
evaluating evidence-base data.

Mr. Rothholz stated delays in medical vaccination
due to logistic or regulatory barriers place
vulnerable populations at risk for complications and
death. He added allowing pharmacists to follow
standards of care and utilize their professional
judgement benefits the public health of patients and
community and removes unnecessary barriers. He
further added pharmacists want to serve the patient’s
public health needs without fear of regulatory
sanctions. He noted 16 states are also impacted like
Pennsylvania and are taking steps to address the
issue of vaccine recommendations. Mr. Rothholz
provided an example of how states like Colorado,
Maryland, New Mexico, New Jersey and Massachusetts
are addressing the problem.

Mr. Rothholz encouraged the Board to recognize
additional sources to base authority for pharmacist
to vaccinate eligible Pennsylvanians according to the
latest evidence-based guidance including reputable

medical societies as well as the FDA.
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Mr. Barrett asked if his understanding was
correct in that there is a standstill since the FDA
made specific recommendations for the COVID vaccine
while he has not seen specific recommendation from
AAFP or ACOG regarding the 25/26 COVID vaccine who
are waiting until the ACIP meeting.

Mr. Rothholz reiterated the FDA issued its
approval differently than in the past by issuing
clinical guidance. The FDA had manufacturers change
their labeling to align with what HHS wanted as to
clinical guidance from the CDC. In that regard, he
stated the clinical guidance on the label can be
followed by practitioners. He noted medical
societies do not have vaccine specific guidance but
give guidance for COVID wvaccination in general. The
medical society recommendation is that the COVID
vaccine should be administered to individuals six
months and older based on current literature.

Mr. Barrett asked if the Board wanted to amend
the Agenda to include the FDA specifically as a
competent authority for the COVID-19 wvaccination
based on Mr. Rothholz’s information.]

* % %
Motion to Amend Agenda

MR. BARRETT:
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I believe the Board Chair would
entertain a motion to amend the Agenda
to include, with regard to other
organizations, to add the Federal Food
and Drug Administration specifically
related to the COVID-19 wvaccination
recommendations.

CHAIR ROUSSEL:
That 1s correct. Do I have a motion?

MR. ESTERBROOK:
So moved.

ACTING COMMISSIONER CLAGGETT:
Claggett, second.

CHATIR ROUSSEL:
All right. Any further discussion to
amend the Agenda? Otherwise, we’ll

call the vote to amend the Agenda.

Reed, aye; Blair, aye; Claggett, ave;
Esterbrook, aye; Slagle, aye; Hart,
aye; Roussel, avye.
[The motion carried unanimously.]
* x %
Presentation and Discussion (cont.)

[Mr. Barrett asked for clarification i1f the Vaccine
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Integrity Project issues specific guidelines. Mr .
Rothholz stated VIP evaluates peer-reviewed evidence-
based literature and develops tools for practitioners
and organizations to utilize in evaluating best
practices. He noted VIP members are experts in
vaccinology and immunology and are respected in their
fields.

Mr. Barrett received a letter from ACOG just
prior to the meeting and read it to the Board. He
noted the letter provided links to guidance on their
website.

Grace Sesi, Executive Director, Regulatory
Affairs, CVS Health, Chairperson, Michigan Bureau of
Pharmacy, stated CVS would administer the FDA
authorized vaccine in states where legally permitted.
She added CVS supports the Board in acting so that
CVS can offer the vaccine to patients in the
Commonwealth based on the FDA approval. She noted
CVS has received the updated COVID-19 vaccine in
their Pennsylvania Pharmacies and is ready to act
with urgency once approval is received from the
Board.

Chair Roussel noted comments in the chat shared a
number of articles related to action that has been

taken in other states. She shared a comment from
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Kelsey Hake stating Ms. Hake had reached out to her
primary care physician for a prescription for the
COVID vaccine. Her PCP did not understand why she
was asking for a prescription. Ms. Hake noted there
may be a gap in understanding and knowledge among
providers regarding current vaccine access barriers.

Mr. Barrett noted he could not give legal advice;
however, he stated there were two components tied to
pharmacists’ authority to administer wvaccines. The
first component is the vaccine has to be under the
treatment guidelines of a physician. Many
pharmacists do so via a standing order to a pharmacy.
The second component is the competent authority,
which is where ACIP normally comes in. Because ACIP
has not issued updated guidance on COVID vaccines, it
has created confusion with both physicians and
pharmacists on how to proceed. He noted there has
been a shift in the last few years to where
pharmacists administer about 80 percent of wvaccines
instead of physicians. He added the Board has no
control over the first component but is addressing
the second component with the meeting.

Chair Roussel stated she would share additional
comments from the chat before Board discussion.

Mayank Amin, Pharm.D, R.Ph, Skipjack Pharmacy, stated
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there is demand from people who want to remain
protected. Within three day of launching a COVID-19
interest form, over 2,000 eligible patients had
signed up. He noted senior clinics start on
September 4, 2025, as well as clinics for long-term
care facilities, homebound patients, and veterans.
He noted the need for support to help Pennsylvanians
who wished to be vaccinated. A comment from
Springfield Pharmacy noted significant healthcare
gaps 1in their region with the closure of Crozier
Healthcare System and RiteAid pharmacies. They added
there has been a surge in calls from concerned
residents given recent confusion. A comment from
Sophia Herbert noted recognizing other competent
authorities would allow pharmacies to rely on
standing order protocols rather than individual
patient prescriptions, which is a massive burden and
barrier to patients and providers.

Heather Sakely, Director of Ambulatory Pharmacy
Services, UPMC, stated support for the addition of
ACOG, AAFP and AAP as competent authorities. She
noted requiring an additional prescription from a PCP
for COVID-19 adds additional unnecessary barriers to
patients being immunized.

Chair Roussel restated the Board is considering
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approving competent authorities for the purpose of
establishing treatment guidelines to administer
injectable immunizations. Mr. Barrett agreed each
organization, ACOG, FDA, AAP and AAFP, should be
discussed individually on their own merits. It was
decided to entertain motions at the end of the
discussion.

Regarding ACOG, Chair Roussel stated ACOG has
recommendations for vaccination schedules online.
There were no additional comments or gquestions from
Board members.

Chair Roussel thanked Dr. Bonacci for providing
information about AAP. She asked for additional
comments or gquestions to which there were none.

With regards to AAFP, there were no additional
gquestions or comments from the Board.

Chair Roussel asked for discussion regarding the
clinical merits of the FDA with regards to
immunization schedules or approval of vaccines. Mr.
Barrett noted Mr. Rothholz was correct in that the
FDA’'s recommendations for the COVID wvaccine are
different than in previous years. He noted the new
COVID vaccines only have FDA approval because ACIP
has not made recommendations at the current moment in

time. He stated the FDA should be recognized as a
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competent authority because they are a federal
government authority which licenses vaccines for
safety and efficacy.

In response to a chat guestion, Mr. Barrett
stated the Board and Counsel were aware of the PA
Supreme Court Prost decision and the Board was within
their authority to move forward.

Mr. Barrett explained the Board would be
expanding and not limiting the scope of competent
authorities. ACIP will still be a competent
authority per statute. By approving additional
competent authorities, providers can refer to more
than ACIP with regard to vaccine availability.

Mr. Barrett offered to frame the motions as a
vote to approve as a competent authority with
approval being subject to annual review by the board
or review at any time at the Board’s discretion. He
noted this would allow the Board to pull back
approval as a competent authority i1f needed in the
future.

It was noted Dr. Heather Beauparlant, President,

Pennsylvania Academy of Family Physicians (PAFP), had

a comment in the chat. Chair Roussel read the
comment for the Board. Dr. Beauparlant shared PAFP
works in close conjunction with AAFP. She stated
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what the PAFP works towards on a daily basis. She
noted AAFP uses peer-reviewed double-blind studies,
systematic reviews, and meta-analysis in developing
and revising their recommendations. Dr. Beauparlant
added AAFP Clinical Preventative Service
recommendations are developed through AAFP’s
Commission on Health of the Public and Science and
are approved by the AAFP Board of Directors. She
stated, given their training, credentialing,
experience and research, the PAFP and AAFP are
strongly positioned to create revise and comment on
clinical guidelines.]
* Kk K
MR. BARRETT:
Based on the public discussions here
today and discussions among the Board
Members, I believe the Board Chair
would entertain a motion to approve the
American College of Obstetricians and
Gynecologists as a competent authority
pursuant to 49 PA Code 27.403(e) with
such approval subject to annual review
by the Board or review by the Board at
any time in its discretion.

MS. BLAIR:
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So moved.

ACTING COMMISSIONER CLAGGETT:

CHAIR ROUSSEL:

Claggett, second.

Any further discussion? Hearing none,

I’"11l call the vote.

Reed, aye; Blair, aye; Claggett, avye;
Esterbrook, aye; Slagle, aye; Hart,

aye; Roussel, aye.

[The motion carried unanimously.]

MR.

MS.

BARRETT:

BLAIR:

* Kk %

Based on the discussions of the Board

and public discussion, I believe the

24

Board Chair would entertain a motion to

approve the Federal Food and Drug

Administration as a competent authority

specifically for the COVID-19

vaccination, pursuant to 49 PA Code

27.403(e) with such approval subject to

annual review by the Board or review by

the Board at any time in its

discretion.
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Blair, so moved.
ACTING COMMISSIONER CLAGGETT:

Claggett, second.
CHAIR ROUSSEL:

Any discussion? We’ll call the vote.

Reed, aye; Blair, aye; Claggett, avye;
Esterbrook, aye; Slagle, aye; Hart,
aye; Roussel, aye.
[The motion carried unanimously.]
* Kk K
MR. BARRETT:

Based on discussions of the Board and

public discussion, I believe the Board

Chair would entertain a motion to
approve the American Academy of
Pediatrics as a competent authority

pursuant to 49 PA Code 27.403(e) with

such approval subject to annual review

by the Board or review by the Board at

any time in its discretion.
MS. BLATR:

Blair, so moved.
ACTING COMMISSIONER CLAGGETT:

Claggett, second.

25
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CHAIR ROUSSEL:

Any discussion? Call the vote.

Reed, aye; Blair, aye; Claggett, avye;
Esterbrook, aye; Slagle, aye; Hart,
aye; Roussel, aye.

[The motion carried unanimously.]

* Kk K

MR. BARRETT:
Based on the discussions of the Board
and public discussion, I believe the
Board Chair would entertain a motion to
approve the American Academy of Family
Physicians as a competent authority
pursuant to 49 PA Code 27.403(e) with
such approval subject to annual review
by the Board or review by the Board at
any time in its discretion.

MS. BLATR:
Blair, so moved.

ACTING COMMISSIONER CLAGGETT:
Claggett, second.

CHATR ROUSSEL:

Any discussion? Call the vote.
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Reed, aye; Blair, aye; Claggett, avye;

Esterbrook, aye; Slagle, aye; Hart,

aye; Roussel, aye.
[The motion carried unanimously.]

* % %

[Chair Roussel asked how soon the motions would be in
effect based on the meeting. Mr. Barrett stated the
motions were approved, so 1t is in effect. He added
there will be information added to the website.

Mr. Barrett noted, as a general statement for the
public attending, that he serves as Board Counsel and
the Board still cannot issue guidance or advisory
opinions on matters. He acknowledged there will
likely be confusion about the standard practice of
care with the decisions made in the meeting. He
stated gquestions could still be asked of his office
and the Board, but people should not be surprised if
he cannot give answers because it would constitute
legal advice.

Chair Roussel thanked the formal speakers, Dr.
Bonacci and Pharmacist Rothholz. She also extended
appreciation to Mr. Barrett for his continued
guidance.]

* Kk %

Public Comment
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[Aubrey Whelan, Reporter, The Inquirer, had a
gquestion regarding different boards and their
recommendations. Mr. Barrett thanked her for the
question; however, press inquiries would need to go
through the Press Office.
Chair Roussel acknowledged the multiple people
stating “thank you” in the chat.]
* k ok
Adjournment
CHAIR ROUSSEL:
Anybody want to make a motion to
adjourn?
MS. BLAIR:
Motion to adjourn.
ACTING COMMISSIONER CLAGGETT:

Second.

Reed, aye; Blair, aye; Claggett, ave;
Esterbrook, aye; Slagle, aye; Hart,
aye; Roussel, aye.

[The motion carried unanimously.

* Kk %

[There being no further business, the State Board of

Pharmacy Meeting adjourned at 2:09 p.m.]

* Kk %
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I hereby certify that the foregoing summary
minutes of the State Board of Pharmacy meeting, was

reduced to writing by me or under my supervision and
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the minutes accurately summarize the substance of the

State Board of Pharmacy meeting.
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Emma Edwards,

Minute Clerk
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TIME AGENDA
1:02 Official Call to Order
1:03 Introduction of Board Members/Attendees
1:05 Presentation and Discussion
1:35 Motion to Amend Agenda
1:36 Presentation and Discussion (cont.)
2:02 Motions
2:07 Public Comment
2:009 Adjournment
Sargent's Court Reporting Service, Inc.

(814) 536-8908




