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Background:

Public Readiness and Emergency Preparedness Act (PREP ACT)

The Public Readiness and Emergency Preparedness Act (PREP Act) authorizes the
Secretary of the Department of Health and Human Services (Secretary) to issue a dec-
laration (PREP Act declaration) that provides immunity from liability (except for willful
misconduct) for claims of loss caused, arising out of, relating to, or resulting from admin-
istration or use of countermeasures to diseases, threats and conditions determined by
the Secretary to constitute a present, or credible risk of a future public health emergen-
cy to entities and individuals involved in the development, manufacture, testing, distribu-
tion, administration, and use of such countermeasures. A PREP Act declaration is spe-
cifically for the purpose of providing immunity from liability, and is different from, and not
dependent on, other emergency declarations.

Health and Human Services’ Third Amendment to Declaration Under the Public Readi-
ness and Emergency Preparedness Act for Medical Countermeasures Against COVID-
19 to Authorize Licensed Pharmacists and Pharmacy Interns to Administer Any Vaccine
Recommended by the Advisory Committee on Immunization Practices (ACIP) to Per-
sons Ages 3 -18

Effective August 24, 2020 pursuant to the third amendment to the PREP Act, the Secre-
tary, by this amendment to the Declaration, identified an additional category of persons
who are qualified persons under section 247d-6d(i)(8)(B).

CATHERINE P. AWAKUNI COLON

AHLANI K. QUIOGUE
LICENSING ADMINISTRATOR
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According to the Federal Registry...On May 8, 2020, CDC reported, “The identified de-
clines in routine pediatric vaccine ordering and doses administered might indicate that
U.S. children and their communities face increased risks for outbreaks of vaccine pre-
ventable diseases,” and suggested that a decrease in rates of routine childhood vac-
cinations were due to changes in healthcare access, social distancing, and other
COVID-19 mitigation strategies.

The report also stated that “[p]arental concerns about potentially exposing their children
to COVID-19 during well child visits might contribute to the declines
observed.

On July 10, 2020, CDC reported its findings of a May survey it conducted to assess the
capacity of pediatric health care practices to provide immunization services to children
during the COVID-19 pandemic. The survey, which was limited to practices participat-
ing in the Vaccines for Children program, found that, as of mid-May, 15 percent of
Northeast pediatric practices were closed, 12.5 percent of Midwest practices were
closed, 6.2 percent of practices in the South were closed, and 10 percent of practices in
the West were closed. Most practices had reduced office hours for in-person visits.

When asked whether their practices would likely be able to accommodate new patients
for immunization services through August, 418 practices (21.3 percent) either respond-
ed that this was not likely or the practice was permanently closed or not resuming
immunization services for all patients, and 380 (19.6 percent) responded that they were
unsure. Urban practices and those in the Northeast were less likely to be able to ac-
commodate new patients compared with rural practices and those in the South, Mid-
west, or West. In response to these troubling developments, CDC and the American
Academy of Pediatrics have stressed, “Well-child visits and vaccinations are essential
services and help make sure children are protected.”

The Secretary re-emphasizes that important recommendation to parents and legal
guardians here: If your child is due for a well-child visit, contact your pediatrician’s or
other primary-care provider’s office and ask about ways that the office safely offers well-
child visits and vaccinations.

Many medical offices are taking extra steps to make sure that well-child visits can occur
safely during the COVID-19 pandemic, including:

. Scheduling sick visits and well child visits during different times of the day or days
of the week, or at different locations.

. Asking patients to remain outside until it is time for their appointments to reduce
the number of people in waiting rooms.

. Adhering to recommended social (physical) distancing and other infection-control

practices, such as the use of masks.

The decrease in childhood vaccination rates is a public health threat and a collateral
harm caused by COVID-19. Together, the United States must turn to available medical
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professionals to limit the harm and public health threats that may result from decreased
immunization rates. We must quickly do so to avoid preventable infections in children,
additional strains on our healthcare system, and any further increase in avoidable ad-
verse health consequences—particularly if such complications coincide with

additional resurgence of COVID-19.

Together with pediatricians and other healthcare professionals, pharmacists are
positioned to expand access to childhood vaccinations. Many States already allow
pharmacists to administer vaccines to children of any age. Other States permit pharma-
cists to administer vaccines to children depending on the age—for example, 2, 3, 5, 6,
7,9, 10, 11, or 12 years of age and older. Few States restrict pharmacist-administered
vaccinations to only adults. Many States also allow properly trained individuals under
the supervision of a trained pharmacist to administer those vaccines.

Pharmacists are well positioned to increase access to vaccinations, particularly in
certain areas or for certain populations that have too few pediatricians and other
primary-care providers, or that are otherwise medically underserved. As of 2018,
nearly 90 percent of Americans lived within five miles of a community pharmacy.
Pharmacies often offer extended hours and added convenience. What is more, phar-
macists are trusted healthcare professionals with established relationships with their
patients. Pharmacists also have strong relationships with local medical providers and
hospitals to refer patients as appropriate.

For example, pharmacists already play a significant role in annual influenza vaccination.
In the early 2018-19 season, they administered the influenza vaccine to nearly a third of
all adults who received the vaccine. Given the potential danger of serious influenza and
continuing COVID-19 outbreaks this autumn and the impact that such concurrent out-
breaks may have on our population, our healthcare system, and our whole-of-nation
response to the COVID-19 pandemic, we must quickly expand access to influenza vac-
cinations. Allowing more qualified pharmacists to administer the influenza vaccine to
children will make vaccinations more accessible.

Therefore, the Secretary amends the Declaration to identify State-licensed pharmacists
(and pharmacy interns acting under their supervision if the pharmacy intern is licensed
or registered by his or her State board of pharmacy) as qualified persons under

section 247d—-6d(i)(8)(B) when the pharmacist orders and either the pharmacist or the
supervised pharmacy intern administers vaccines to individuals ages three through 18
pursuant to the following requirements:

. The vaccine must be FDA-authorized or FDA-approved.

. The vaccination must be ordered and administered according to ACIP’s
standard immunization schedule.

. The licensed pharmacist must complete a practical training program of at least

20 hours that is approved by the Accreditation Council for Pharmacy Education
(ACPE). This training program must include hands-on injection technique, clinical
evaluation of indications and contraindications of vaccines, and the recognition
and treatment of emergency reactions to vaccines.
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. The licensed or registered pharmacy intern must complete a practical training
program that is approved by the ACPE. This training program must include
hands-on injection technique, clinical evaluation of indications and contraindica-
tions of vaccines, and the recognition and treatment of emergency reactions to

vaccines.

. The licensed pharmacist and licensed or registered pharmacy intern must have a
current certificate in basic cardiopulmonary resuscitation.

. The licensed pharmacist must complete a minimum of two hours of ACPE-

approved, immunization-related continuing pharmacy education during each
State licensing period.

. The licensed pharmacist must comply with recordkeeping and reporting require-
ments of the jurisdiction in which he or she administers vaccines, including
informing the patient’s primary-care provider when available, submitting the
required immunization information to the State or local immunization information
system (vaccine registry), complying with requirements with respect to reporting
adverse events, and complying with requirements whereby the person adminis-
tering a vaccine must review the vaccine registry or other vaccination records
prior to administering a vaccine.

. The licensed pharmacist must inform his or her childhood-vaccination patients
and the adult caregivers accompanying the children of the importance of a well-
child visit with a pediatrician or other licensed primary care provider and refer pa-
tients as appropriate.

These requirements are consistent with those in many States that permit licensed
pharmacists to order and administer vaccines to children and permit licensed or
registered pharmacy interns acting under their supervision to administer vaccines to
children.

October 20, 2020, the HHS issued another “Guidance” for PREP Act Coverage for
Qualified Pharmacy Technicians and State-Authorized Pharmacy Interns to administer
childhood and COVID-19 vaccines in order to increase access to vaccinations.

States vary on licensure and registration requirements for pharmacy technicians. Some
states require certain education, training, and/or certification for licensure or registration;
others either have no prerequisites for licensure or registration or do not require licen-
sure or registration at all. For purposes of this guidance, to be a “qualified pharmacy
technician,” pharmacy technicians working in states with licensure and/or registration
requirements must be licensed and/or registered in accordance with state requirements;
pharmacy technicians working in states without licensure and/or registration require-
ments must have a Certified Pharmacy Technician (CPhT) certification from either the
Pharmacy Technician Certification Board or National Healthcareer Association.

Therefore, as an Authority Having Jurisdiction under the Secretary’s March 10, 2020

declaration under the PREP Act, OASH issues this guidance. Subject to satisfaction of
the requirements listed below, this guidance authorizes both qualified pharmacy techni-
cians and State-authorized pharmacy interns acting under the supervision of a qualified
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pharmacist to administer FDA- authorized or FDA-licensed COVID-19 vaccines to per-
sons ages three or older and to administer FDA-authorized or FDA-licensed ACIP-
recommended vaccines to persons ages three through 18 according to ACIP’s standard
immunization schedule.

Such qualified pharmacy technicians and State-authorized pharmacy interns will qualify
as “covered persons” under the PREP Act, subject to other applicable requirements of
the Act and the requirements discussed below. They may also receive immunity under
the PREP Act with respect to all claims for loss caused by, arising out of, relating to, or
resulting from, the administration or use of such vaccines. 42 U.S.C. § 247d-6d(a)(1).12
To qualify as “qualified persons” under 42 U.S.C. § 247d-6d(i)(8)(B) when administering
FDA- authorized or FDA-licensed COVID-19 vaccines to persons ages three or older or
ACIP- recommended childhood vaccinations to persons ages three through 18, qualified
pharmacy technicians and State-authorized pharmacy interns must satisfy the following
requirements:

» The vaccination must be ordered by the supervising qualified pharmacist.

* The supervising qualified pharmacist must be readily and immediately available to the
immunizing qualified pharmacy technicians.

» The vaccine must be FDA-authorized or FDA-licensed.

* In the case of a COVID-19 vaccine, the vaccination must be ordered and administered
according to ACIP’s COVID-19 vaccine recommendation(s).

* In the case of a childhood vaccine, the vaccination must be ordered and administered
according to ACIP’s standard immunization schedule.

» The qualified pharmacy technician or State-authorized pharmacy intern must complete
a practical training program that is approved by the Accreditation Council for Pharmacy
Education (ACPE). This training program must include hands-on injection technique and
the recognition and treatment of emergency reactions to vaccines.

» The qualified pharmacy technician or State-authorized pharmacy intern must have a
current certificate in basic cardiopulmonary resuscitation.

» The qualified pharmacy technician must complete a minimum of two hours of ACPE-
approved, immunization-related continuing pharmacy education during the relevant
State licensing period(s).

» The supervising qualified pharmacist must comply with recordkeeping and reporting
requirements of the jurisdiction in which he or she administers vaccines, including in-
forming the patient’s primary care provider when available and submitting the required
immunization information to the state or local immunization information system (vaccine
registry).
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» The supervising qualified pharmacist is responsible for complying with requirements
related to reporting adverse events.

» The supervising qualified pharmacist must review the vaccine registry or other vac-
cination records prior to ordering the vaccination to be administered by the qualified
pharmacy technician or State-authorized pharmacy intern.

» The qualified pharmacy technician and State-authorized pharmacy intern must, if the
patient is 18 years of age or younger, inform the patient and the adult caregiver accom-
panying the patient of the importance of a well-child visit with a pediatrician or other li-
censed primary-care provider and refer patients as appropriate.

* The supervising qualified pharmacist must comply with any applicable requirements

(or conditions of use) as set forth in the CDC’s COVID-19 vaccination provider agree-

ment and any other federal requirements that apply to the administration of COVID-19
vaccine(s).

This authorization preempts any state and local law that prohibits or effectively prohibits
those who satisfy these requirements from administering COVID-19 or routine childhood
vaccines as set forth above. It does not preempt state and local laws that permit addi-
tional individuals to administer COVID-19 or routine childhood vaccines to additional
persons.

Administering vaccinations to children age three and older is less complicated and
requires less training and resources than administering vaccinations to younger
children. That is because ACIP generally recommends administering intramuscular
injections in the deltoid muscle for individuals age three and older. For individuals

less than three years of age, ACIP generally recommends administering intramuscular
injections in the anterolateral aspect of the thigh muscle. Administering injections in
the thigh muscle often presents additional complexities and requires additional training
and resources including additional personnel to safely position the child while another
healthcare professional injects the vaccine.

Moreover, as of 2018, 40% of three year-olds were enrolled in preprimary programs (i.e.
preschool or kindergarten programs). Preprimary programs are beginning in the coming
weeks or months, so the Secretary has concluded that it is particularly important for
individuals ages three through 18 to receive ACIP-recommended vaccines according to
ACIP’s standard immunization schedule. All States require children to be vaccinated
Against certain communicable diseases as a condition of school attendance. These
laws often apply to both public and private schools with identical immunization and
exemption provisions. As nurseries, preschools, kindergartens, and schools reopen,
increased access to childhood vaccinations is essential to ensuring children can return.

Notwithstanding any State or local scope-of-practice legal requirements, (1) qualified
licensed pharmacists are identified as qualified persons to order and administer ACIP-
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recommended vaccines and (2) qualified State-licensed or registered pharmacy interns
are identified as qualified persons to administer the ACIP-recommended vaccines
ordered by their supervising qualified licensed pharmacist.

Both the PREP Act and the June 4, 2020 Second Amendment to the Declaration define
“covered countermeasures” to include qualified pandemic and epidemic products that
“limit the harm such pandemic or epidemic might otherwise cause.” The troubling de-
crease in ACIP recommended childhood vaccinations and the resulting increased risk of
associated diseases, adverse health conditions, and other threats are categories of
harms otherwise caused by COVID-19 as set forth in Sections VI and VIII of this
Declaration. Hence, such vaccinations are “covered countermeasures” under the PREP
Act and the June 4, 2020 Second Amendment to the Declaration.

Nothing in this Declaration shall be construed to affect the National Vaccine Injury
Compensation Program, including an injured party’s ability to obtain compensation un-
der that program. Covered countermeasures that are subject to the National Vaccine
Injury Compensation Program authorized under 42 U.S.C. 300aa-10 et seq. are
covered under this Declaration for the purposes of liability immunity and injury compen-
sation only to the extent that injury compensation is not provided under that Program.
All other terms and conditions of the Declaration apply to such covered countermeas-
ures.

Such State-licensed pharmacists and the State-licensed or registered interns under
their supervision are qualified persons only if they following the requirements previously
stated.

Under the PREP Act and the Declaration, a “qualified person” is a “covered person.”
Subject to certain limitations, a covered person is immune from suit and liability under
Federal and State law with respect to all claims for loss caused by, arising out of, relat-
ing to, or resulting from the administration or use of a covered countermeasure if a dec-
laration under the PREP Act has been issued with respect to such countermeasure.
“Qualified person” includes (A) a licensed health professional or other individual who is
authorized to prescribe, administer, or dispense such countermeasures under the law of
the State in which the countermeasure was prescribed, administered, or dispensed; or
(B) “a person within a category of persons so identified in a declaration by the Secre-
tary” under subsection (b) of the PREP Act. 42 U.S.C. 247d-6d(i)(8)

By this amendment to the Declaration, the Acting Secretary identifies an additional cat-
egories of persons who are qualified persons under section 247d—-6d(i)(8)(B): licensed
healthcare professionals who may not ordinarily prescribe, dispense or administer vac-
cines, additional healthcare providers with recently expired licenses, and students in a
healthcare profession training program, subject to appropriate training, supervision, and
other specified requirements. The Acting Secretary anticipates that significantly more
vaccines will be available to the public in the spring and summer of 2021, and wants to
ensure that states have the greatest flexibility in mobilizing the workforce they will need
to engage in the largest vaccination effort in our Nation's history. This amendment thus
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expands the pool of vaccinators to individuals who have or can obtain training and the
capability to administer vaccines even if prescribing, dispensing and administering vac-
cines is not within the scope of their license or usual responsibilities, allowing States,
Territories, local areas and Tribes to use these individuals in their vaccination programs.

The Acting Secretary has determined that there is an urgent need to expand the pool of
available COVID-19 vaccinators in order to respond effectively to the pandemic. As
vaccine supply is made more widely available over the coming months, health care sys-
tem capacity and the vaccination workforce are likely to become increasingly strained
throughout the Nation.

As gualified persons, these healthcare professionals and students in healthcare profes-
sion training programs will be afforded liability protections in accordance with the PREP
Act and the terms of this amended Declaration. Second, to the extent that any State law
that would otherwise prohibit the healthcare professionals and students in healthcare
profession training programs who are a “qualified person” from prescribing, dispensing,
or administering COVID-19 vaccines or other Covered Countermeasures, such law is
preempted. On May 19, 2020, the Office of the General Counsel issued an advisory
opinion concluding that, because licensed pharmacists are “qualified persons” under
this declaration, the PREP Act preempts state law that would otherwise prohibit such
pharmacists from ordering and administering authorized COVID-19 diagnostic

tests.2 The opinion relied in part on the fact that the Congressional delegation of authori-
ty to the Secretary under the PREP Act to specify a class of persons, beyond those who
are authorized to administer a covered countermeasure under State law, as “qualified
persons” would be rendered a nullity in the absence of such preemption. This opinion is
incorporated by reference into this declaration. Based on the reasoning set forth in the
May 19, 2020 advisory opinion, any State law that would otherwise prohibit a member of
any of the classes of “qualified persons” specified in this declaration from administering
a covered countermeasure is likewise preempted. In accordance with section 319F-
3(i)(8)(A) of the Public Health Service Act, a State remains free to expand the universe
of individuals authorized to administer covered countermeasures within its jurisdiction
under State law.

The plain language of the PREP Act makes clear that there is preemption of state law
as described above. Furthermore, preemption of State law is justified to respond to the
nation-wide public health emergency caused by COVID-19 as it will enable States to
quickly expand the vaccination workforce with additional qualified healthcare profes-
sionals where State or local requirements might otherwise inhibit or delay allowing these
healthcare professionals to participate in the COVID-19 vaccination program.

(h) The following healthcare professionals and students in a healthcare profession train-
ing program subject to the requirements of this paragraph:

1. Any midwife, paramedic, advanced or intermediate emergency medical technician
(EMT), physician assistant, respiratory therapist, dentist, podiatrist, optometrist or veter-
inarian licensed or certified to practice under the law of any state who prescribes, dis-
penses, or administers COVID-19 vaccines that are Covered Countermeasures under
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section VI of this Declaration in any jurisdiction where the PREP Act applies in associa-
tion with a COVID-19 vaccination effort by a State, local, Tribal or territorial authority or
by an institution in which the COVID-19 vaccine covered countermeasure is adminis-
tered;
2. Any physician, advanced practice registered nurse, registered nurse, practical nurse,
pharmacist, pharmacy intern, midwife, paramedic, advanced or intermediate EMT, res-
piratory therapist, dentist, physician assistant, podiatrist, optometrist, or veterinarian
who has held an active license or certification under the law of any State within the last
five years, which is inactive, expired or lapsed, who prescribes, dispenses, or adminis-
ters COVID-19 vaccines that are Covered Countermeasures under section VI of this
Declaration in any jurisdiction where the PREP Act applies in association with a COVID-
19 vaccination effort by a State, local, Tribal or territorial authority or by an institution in
which the COVID-19 vaccine covered countermeasure is administered, so long as the
license or certification was active and in good standing prior to the date it went inactive,
expired or lapsed and was not revoked by the licensing authority, surrendered while un-
der suspension, discipline or investigation by a licensing authority or surrendered follow-
ing an arrest, and the individual is not on the List of Excluded Individuals/Entities main-
tained by the Office of Inspector General;
3. Any medical, nursing, pharmacy, pharmacy intern, midwife, paramedic, advanced or
intermediate EMT, physician assistant, respiratory therapy, dental, podiatry, optometry
or veterinary student with appropriate training in administering vaccines as determined
by his or her school or training program and supervision by a currently practicing
healthcare professional experienced in administering intramuscular injections who ad-
ministers COVID-19 vaccines that are Covered Countermeasures under section VI of
this Declaration in any jurisdiction where the PREP Act applies in association with a
COVID-19 vaccination effort by a State, local, Tribal or territorial authority or by an insti-
tution in which the COVID-19 vaccine covered countermeasure is administered;
Subiject to the following requirements:

i.  The vaccine must be authorized, approved, or licensed by the FDA,

ii.  Vaccination must be ordered and administered according to ACIP’'s COVID-19
vaccine recommendation(s);

iii.  The healthcare professionals and students must have documentation of comple-
tion of the Centers for Disease Control and Prevention COVID-19 Vaccine Train-
ing Modules and, if applicable, such additional training as may be required by the
State, territory, locality, or Tribal area in which they are prescribing, dispensing,
or administering COVID-19 vaccines;

iv.  The healthcare professionals and students must have documentation of an ob-
servation period by a currently practicing healthcare professional experienced in
administering intramuscular injections, and for whom administering intramuscular
injections is in their ordinary scope of practice, who confirms competency of the
healthcare provider or student in preparation and administration of the COVID-19
vaccine(s) to be administered and, if applicable, such additional training as may
be required by the State, territory, locality, or Tribal area in which they are pre-
scribing, dispensing, or administering COVID-19 vaccines;

v. The healthcare professionals and students must have a current certificate in
basic cardiopulmonary resuscitation; 1
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vi.  The healthcare professionals and students must comply with recordkeeping and
reporting requirements of the jurisdiction in which he or she administers vac-
cines, including informing the patient’s primary-care provider when available,
submitting the required immunization information to the State or local immuniza-
tion information system (vaccine registry), complying with requirements with re-
spect to reporting adverse events, and complying with requirements whereby the
person administering a vaccine must review the vaccine registry or other vac-
cination records prior to administering a vaccine; and

vii.  The healthcare professionals and students comply with any applicable require-
ments (or conditions of use) as set forth in the Centers for Disease Control and
Prevention (CDC) COVID-19 vaccination provider agreement and any other fed-
eral requirements that apply to the administration of COVID—- 19 vaccine(s).

August 4, 2021, Notice of Amendment to the PREP Act to clarify and expand the au-
thority for certain Qualified Persons authorized to prescribe, dispense, and administer
covered countermeasure under section VI of this Declaration.

Secretary Xavier Becerra now amends section V of the Declaration to revise subsec-
tions (d) and (f) to clarify that qualified pharmacy technicians are Qualified Persons cov-
ered by the Declaration, and to expand the scope of authority for qualified pharmacy
technicians to administer seasonal influenza vaccines to adults within the state where
they are authorized to practice and for interns to administer seasonal influenza vaccines
to adults consistent with other terms and conditions of the Declaration.

Accordingly, subsection V(d) authorizes:

(d) A State-licensed pharmacist who orders and administers, and pharmacy interns and
gualified pharmacy technicians who administer (if the pharmacy intern or technician acts
under the supervision of such pharmacist and the pharmacy intern or technician is li-
censed or registered by his or her State board of pharmacy),[1] (1) vaccines that the
Advisory Committee on Immunization Practices (ACIP) recommends to persons ages
three through 18 according to ACIP's standard immunization schedule or (2) seasonal
influenza vaccine administered by qualified pharmacy technicians and interns that the
ACIP recommends to persons aged 19 and older according to ACIP's standard immun-
ization schedule; or (3) FDA authorized or FDA licensed COVID -19 vaccines to per-
sons ages three or older. Such State-licensed pharmacists and the State-licensed or
registered interns or technicians under their supervision are qualified persons only if the
following requirements are met:

i. The vaccine must be authorized, approved, or licensed by the FDA,

ii. In the case of a COVID-19 vaccine, the vaccination must be ordered and adminis-
tered according to ACIP's COVID-19 vaccine recommendation(s);

iii. In the case of a childhood vaccine, the vaccination must be ordered and adminis-
tered according to ACIP's standard immunization schedule;
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iv. In the case of seasonal influenza vaccine administered by qualified pharmacy techni-
cians and interns, the vaccination must be ordered and administered according to
ACIP's standard immunization schedule;

v. In the case of pharmacy technicians, the supervising pharmacist must be readily and
immediately available to the immunizing qualified pharmacy technician;

vi. The licensed pharmacist must have completed the immunization training that the li-
censing State requires for pharmacists to order and administer vaccines. If the State
does not specify training requirements for the licensed pharmacist to order and adminis-
ter vaccines, the licensed pharmacist must complete a vaccination training program of
at least 20 hours that is approved by the Accreditation Council for Pharmacy Education
(ACPE) to order and administer vaccines. Such a training program must include hands
on injection technique, clinical evaluation of indications and contraindications of vac-
cines, and the recognition and treatment of emergency reactions to vaccines;

vii. The licensed or registered pharmacy intern and qualified pharmacy technician must
complete a practical training program that is approved by the ACPE. This training pro-
gram must include hands-on injection technique, clinical evaluation of indications and
contraindications of vaccines, and the recognition and treatment of emergency reactions
to vaccines;

viii. The licensed pharmacist, licensed or registered pharmacy intern and qualified
pharmacy technician must have a current certificate in basic cardiopulmonary resuscita-
tion; [2]

ix. The licensed pharmacist must complete a minimum of two hours of ACPE-approved,
immunization-related continuing pharmacy education during each State licensing peri-
od;

X. The licensed pharmacist must comply with recordkeeping and reporting requirements
of the jurisdiction in which he or she administers vaccines, including informing the pa-
tient's primary-care provider when available, submitting the required immunization in-
formation to the State or local immunization information system (vaccine registry), Start
Printed Page 41979complying with requirements with respect to reporting adverse
events, and complying with requirements whereby the person administering a vaccine
must review the vaccine registry or other vaccination records prior to administering a
vaccine;

xi. The licensed pharmacist must inform his or her childhood-vaccination patients and
the adult caregiver accompanying the child of the importance of a well-child visit with a
pediatrician or other licensed primary care provider and refer patients as appropriate;
and

xii. The licensed pharmacist, the licensed or registered pharmacy intern and the quali-
fied pharmacy technician must comply with any applicable requirements (or conditions
of use) as set forth in the Centers for Disease Control and Prevention (CDC) COVID-19
vaccination provider agreement and any other federal requirements that apply to the
administration of COVID-19 vaccine(s).

Further, the initial phrase of subsection V(f) is revised to state authorize “Any healthcare
professional or other individual who holds an active license or certification permitting the
person to prescribe, dispense, or administer vaccines under the law of any State as of


https://www.federalregister.gov/documents/2021/08/04/2021-16681/eighth-amendment-to-declaration-under-the-public-readiness-and-emergency-preparedness-act-for#footnote-2-p41978
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the effective date of this amendment, or a pharmacist or pharmacy intern as authorized
under the section V(d) of this Declaration. . . .”

This amendment:

e Clarifies that qualified pharmacy technicians are authorized to administer Child-
hood vaccinations and COVID-19 vaccinations that are Covered Countermeas-
ures under section VI of this Declaration;

e Authorizes qualified pharmacy technicians to administer these vaccines under
section V(a) of the Declaration through Guidance issued by the Assistant Secre-
tary for Health and adds qualified pharmacy technicians to section V(d) of the
Declaration, to clarify that these healthcare professionals are authorized subject
to the conditions stated in that subsection; and

e Expands the authorization for qualified pharmacy technicians and interns to ad-
minister seasonal influenza vaccines under the supervision of a pharmacist to
persons aged 19 and older consistent with ACIP recommendations.

In addition, as qualified persons, these qualified pharmacy technicians and interns will
be afforded liability protections in accordance with the PREP Act and the terms of this
amended Declaration. Second, to the extent that any State law that would otherwise
prohibit these healthcare professionals who are a “qualified person” from prescribing,
dispensing, or administering COVID-19 vaccines or other Covered Countermeasures,
such law is preempted.

For full text and requirements, please visit the HHS’s web page and search for Public
Readiness and Emergency Preparedness Act.

September 14, 2021, Notice of Amendment to the PREP Act to expand the authority for
certain Qualified Persons authorized to prescribe, dispense, and administer COVID-19
therapeutics that are counter-measure under section VI of this Declaration.

Secretary Xavier Becerra now amends section V of the Declaration to add subsection (i)
to expand the scope of authority for licensed pharmacists to order and administer and
gualified pharmacy technicians and pharmacy interns to administer COVID-19 thera-
peutics subcutaneously, intramuscularly, or orally as authorized, approved, or licensed
by the U.S. Food and Drug Administration (FDA).

For full text and requirements, please visit the HHS’s web page and search for Public
Readiness and Emergency Preparedness Act.

FAQs:
1. Can a pharmacist administer a vaccine to minors between 3 — 18 years old?

Response: Yes
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. Under what authority may a pharmacist administer a vaccine to minors between

3 — 18 years old?

Response: Pursuant to the Department of Health and Human Services’
PREP Act

What does the State require in order for a pharmacist to administer a vaccine to
a minor between the age of 3-187?

Response: The State requires that you comply with ALL HHS requirements
specified in the Federal Register / Vol. 85, No. 164 / Monday,
August 24, 2020 / Notices.

Is a prescription required from a health care provider for a pharmacist to adminis-
ter a vaccine?

Response: No, the HHS PREP Act allows a pharmacist to “order and
administer” the vaccines. However, the Board of Pharmacy also
highly recommends and encourages pharmacists to work collabora-
tively with the patient’'s medical home and other health care provid-
ers.

Can a pharmacy intern administer vaccines to minors?

Response: Yes, the HHS PREP Act does include pharmacy interns who are
supervised by a pharmacist.

Will the Board of Pharmacy be maintaining a list of pharma-
cists/pharmacy/pharmacy interns who can perform this activity?

Response: Yes, although strictly voluntary, the Board of Pharmacy will be
maintaining a list on their web page of pharma-
cists/pharmacy/pharmacy interns who submit proof of the required
training as specified in the HHS” PREP Act and indicate the name,
address and phone number of the pharmacy.

. What kind of immunity is afforded a pharmacist or pharmacy intern who choses

to perform this activity?
Response: Please see the link below:

https://www.phe.qgov/Preparedness/legal/prepact/Pages/prepga.aspx

Can a pharmacy technician administer vaccines to minors?

Response: Yes, as long as all requirements of the HHS’ PREP Act are met.


https://www.phe.gov/Preparedness/legal/prepact/Pages/prepqa.aspx
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9. Pursuant to the PREP Act, can a pharmacy technician administer flu vaccina-

tions?

Response:

Yes, States vary on licensure and registration requirements for
pharmacy technicians. Some states require certain education, train-
ing, and/or certification for licensure or registration; others either
have no prerequisites for licensure or registration or do not require
licensure or registration at all. For purposes of this guidance, to be
a “qualified pharmacy technician,” pharmacy technicians working in
states with licensure and/or registration requirements must be li-
censed and/or registered in accordance with state requirements;
pharmacy technicians working in states without licensure and/or
registration requirements must have a Certified Pharmacy Techni-
cian (CPhT) certification from either the Pharmacy Technician Cer-
tification Board or National Healthcareer Association.

Subject to satisfaction of the requirements listed below, this guid-
ance authorizes both qualified pharmacy technicians and State-
authorized pharmacy interns acting under the supervision of a qual-
ified pharmacist to administer FDA- authorized or FDA-licensed
COVID-19 vaccines to persons ages three or older and to adminis-
ter FDA-authorized or FDA-licensed ACIP-recommended vaccines
to persons ages three through 18 according to ACIP’s standard
immunization schedule.

10.Can a pharmacist, pharmacy intern or pharmacy technician administer the antici-
pated 3" dose of the COVID vaccine or any additional doses as recommended
by the ACIP Vaccine Recommendations and Guidelines?

Response:

Yes, pursuant to the ACIP Vaccine Recommendations.

11.Can a pharmacy intern or pharmacy technician administer vaccines to persons
18 years and older?

Response:

Qualified pharmacy technicians and interns may administer sea-
sonal influenza vaccines under the supervision of a pharmacist to
persons aged 19 and older consistent with ACIP recommendations.
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IMMUNIZATION OF PERSONS 3 YEARS OLD AND UP
PARTICIPATING PHARMACIES/PHARMACISTS

ISLAND OF OAHU

PHY 866 PH 2691 Alanna S. Isobe PHY 886 PH 4389 Asha Frazer
Safeway Inc. dba PH 4462 Sabine Sonomura Times Pharmacy #25 PH 4553 Julia Pate
Safeway Pharmacy #2747 1620 N. School St. PH 3684 Melissa Machida
888 Kapahulu Ave. Honolulu, HI 96817 PH 4582 Khanh Vy Tran
Honolulu, HI. 96816 Phone: (808) 853-2268 PH 3631 Shaina Coloma
Phone: (808) 733-2606 PH 4336 Jeremy Lozano
PH 3435 Patrick Uyemoto

PHY 862

Safeway Inc. dba
Safeway Pharmacy #2897
91-1119 Keaunui Dr.

Ewa Beach, Hl. 96706
Phone: (808) 683-3205

PH 3201 Marisa Schroeder

PHY 625

Times Pharmacy #6
94-766 Farrington Hwy.
Waipahu, HI. 96797
Phone: (808) 671-7276

PH 3275 Jenny L. Higa

PH 1205 Lindee Higashionna
PH 1893 Kelli Kunihiro

PH 2239 Juli Schwartzsmith

PHY 867 PH 3027 Jeanette G. Lee PHY 626 PH 4187 Saerom Lee
Safeway Inc. dba PH 1722 Valerie Nguyen Times Pharmacy #8 PH 3403 Lynn Tran
Safeway Pharmacy #1087 | PH 599 James Rexroat 1290 S. Beretania St.

200 Hamakua Dr. Honolulu, HI. 96814

Kailua, HI. 96734 Phone: (808) 522-5086

Phone: (808) 266-5220

PHY 639 PH 2979 Tyler Black PHY 631 PH 3741 Tracy Nakama
Times Pharmacy #10 PH 2401 Erika Gutierrez Times Pharmacy #3

47-388 Hui Iwa St.
Kaneohe, HI. 96744
Phone: (808) 239-3200

590 Kailua Road
Kailua, HI. 96734
Phone: (808) 266-2704

PHY 628

Times Pharmacy #11
1425 Liliha Street
Honolulu, HI. 96817
Phone: (808) 522-5082

PH 3587 Aaron Lee
PH 1016 Kevin Nakagawa

PHY 629
Times Pharmacy #12

98-1264 Kaahumanu St.

Pearl City, HI. 96782
Phone: (808) 483-3082

PH 1758 Rayanne Pascua
PH 1234 Sue Ann Yasuoka

PHY 623

Times Pharmacy #2
1173 21st Avenue
Honolulu, HI. 96816
Phone: (808) 733-2466

PH 3952 Lisa Fong
PH 875 Roger Nishimura
PH 1941 Christina Wong

PHY 627
Times Pharmacy #9

99-115 Aiea Heights Dr.

Aiea, HI. 96701
Phone: (808) 483-3071

PH 1237 Carrie Shibata
PH 1108 Laurie Yonamine
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PHY 624

Times Pharmacy #4
45-934 Kamehameha Hwy
Kaneohe, HI. 96744
Phone: (808) 233-4605

PH 2631 Twyllyne Gilo-Cruz
PH 1612 Derek Okamura

PHY 630

Times Pharmacy #18
94-615 Kupuohi St
Waipahu, HI. 96797
Phone: (808) 677-5999

PH 1747 Stephanie Shimada
PH 4292 Sinjin Takahashi

PHY 873

Aiea Medical Pharmacy
99-128 Aiea Heights Dr.
Ste 103

Aiea, HI. 96701

Phone: (808) 233-4605

PH 3566 Reece Uyeno

PHY 465

Queen's POB 2 Pharmacy
1329 Lusitana St Suite 101
Honolulu, HI 96813

(808) 691-4560

PH-2926 Lisa Asato-Aun
PH-705 Charlene In
PH-3912 Chelsea Yang

PHY 679

Queens POB Il Pharmacy
550 S. Beretania St. Ste.
102

Honolulu, HI 96813
Phone: (808) 691-8925

PH 3711 Ihilani Haru
PH 1937 Miki Lei Morita
PH 4251 Alyssa Nii

PHY 928

Queen's POB West Pharma-

cy

91-2139 Fort Weaver Rd
Suite 106

Ewa Beach, HI 96706
(808)691-3670

PH-1757 Richard Mejia
PH-3547 Brendan Katahara
PH-3912 Chelsea Yang

PHY 290

Don Quijote (USA) Co Ltd
801 Kaheka Street
Honolulu, HI. 96814
Phone: (808) 973-6661

PH 1885 Tad Ushijima

PHY 558

Don Quijote (USA) Co Ltd
94-144 Farrington Hwy
Waipahu, HI. 96797
Phone: (808) 678-6831

PH 1885 Tad Ushijima

PHY 524

Costco Wholesale Corp

Dba

Costco Pharmacy #120
333 A Keahole St.
Honolulu, HI. 96825
Phone: (808) 394-3318

PH 1885 Tad Ushijima
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HAWAII ISLAND

PHY 447

Puna Plantation HI Ltd
KTA Kamuela Pharmacy
65-1158 Mamalahoa Hwy.
Kamuela, HI 96743
Phone: (808) 885-0033

PH 4465 Faith Hicks PHY 834

PH 1731 Kerri Okamura Puna Plantation HI Ltd
KTA Waikoloa Village
Pharmacy

68-3916 Paniolo Avenue
Waikoloa, HI 96738
Phone: (808) 883-8434

PH 1731 Kerri Okamura
PH 4015 Necole Miyazaki

PHY 413 PH 2904 Megan Arbles PHY 349 PH 1731 Kerri Okamura
Puna Plantation Hawaii PH 1731 Kerri Okamura Puna Plantation HI Ltd PH 4250 June Gustina
LTD KTA Keauhou Pharmacy
Dba KTA Puainako Phar- 78-6831 Alii Drive Suite 101
macy Kailua-Kona, HI 96740
50 E. Puainako Street Phone: (808) 322-2511
Hilo, HI. 96720
Phone: (808) 959-8700

MAUI ISLAND
PHY 865 PH 3197 Ellen Perreira PHY 831 PH 2909 Jonathon Orlando
Safeway Inc. dba Times Pharmacy #24 PH 3431 Ryan Wilkin
Safeway Pharmacy #0280 3350 Lower Honoapiilani
1090 Hookele St. Rd.

Kahului, HI. 96732
Phone: (808) 893-0606

Lahaina, HI. 96761
Phone: (808) 661-8008

PHY 476

Maui Clinic Pharmacy
53 Puunene Ave
Kahului, HI 96732
Phone: (808) 877-6222

PH 3781 Nancy Gallegos
PH 1894 Jodi Miller
PH 4510 Deniz Bicakci

PHY 778

Makawao Town Pharmacy
1120 Makawao Avenue
Makawao, HI 96768
Phone: (808) 573-9966

PH 3781 Nancy Gallegos
PH 1894 Jodi Miller
PH 4510 Deniz Bicakci

KAUAI ISLAND




