Missouri Board of Pharmacz

BOARD GUIDANCE ON EXPIRATION OF
MISSOURI’S COVID-19 STATE OF EMERGENCY DECLARATION
(12-31-21)

Executive Order 21-09 declaring a State of Emergency in Missouri due to the COVID-19 pandemic will expire
on December 31, 2021. The expiration means all COVID-19 waivers approved for the Board of Pharmacy will
also expire at 12:01 a.m. on January 1, 2022. The following guidance has been issued by the Missouri Board
of Pharmacy to assist licensees:

COVID-19 VACCINE ADMINISTRATION

Pharmacists may still order and administer COVID-19 and childhood vaccines as authorized by the Emergency
Declaration issued by the U.S. Department of Health and Human Services (DHHS).

The Missouri Dept. of Health and Senior Services (DHSS) has also advised the Board that the statewide
COVID-19 related standing orders issued by DHSS were issued pursuant to § 192.020, RSMo, and will still be
effective after the State of Emergency expires (unless otherwise modified or rescinded by DHSS).

Accordingly, pharmacists may administer COVID-19 vaccines as authorized by DHSS’ statewide standing
orders and HHS’ federal Emergency Declaration. If the statewide standing order is used, the DHSS authorizing
physician should be designated as the authorized prescriber (currently Dr. George Turabelidze, MD)

Pharmacists may also administer COVID-19 vaccines by prescription order, as authorized by Board rule 20
CSR 2220-6.040.

The COVID-19 waiver allowing pharmacists to administer COVID-19 vaccines based on a physician protocol
will also expire at 12:01 a.m. on January 1, 2022. A physician protocol cannot be used to bill for, or to
administer, COVID-19 vaccines after December 315t (the statewide standing order may still be used)

Pharmacies may still utilize non-pharmacy healthcare providers to help provide both COVID-19 and non-
COVID 19 vaccines, provided the healthcare provider has authority to administer the vaccine under their
regulatory agency’s requirements or other state/federal authorization. (See the Boards 12-21 News Update for
additional guidance on non-pharmacy healthcare providers: https./pr.mo.qov/boards/pharmacy/ealerts/2021-
12-21%20December% 20News%20Update.pdf ).

e Pharmacy technicians and intern pharmacists may still administer COVID-19
vaccines as authorized by HHS’ federal Emergency Declaration

COVID-19 THERAPEUTICS

HHS’ Ninth Emergency Declaration authorizes pharmacists to order and administer designated COVID-19
therapeutics, as identified in the Emergency Declaration. Pharmacists may continue to order and administer
COVID-19 therapeutics, as authorized by HHS.

The Missouri COVID-19 waiver allowing pharmacists to order/administer COVID-19 therapeutics pursuant to a
physician protocol will expire at 12:01 a.m. on January 1, 2022. A physician protocol cannot be used to bill
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for, or to administer, COVID-19 therapeutics after December 315'. Pharmacists may still administer COVID-19
therapeutics by prescription order, as authorized by Board rule 20 CSR 2220-6.040. Note: The FDA’s
Emergency Use Authorization (EUA) for COVID-19 therapeutics does not currently allow pharmacists to
order/prescribe oral COVID-19 therapeutics.

CHILDHOOD VACCINES

HHS’ 3" Amended Emergency Declaration under the Public Readiness and Emergency Preparedness Act

(PREP Act), authorizes pharmacists to order and administer designated Advisory Committee on Immunization
Practices (ACIP) recommended childhood vaccines to individuals ages three (3) through eighteen (18). HHS’
3" Amended Emergency Declaration is still in effect.

The COVID-19 waiver allowing pharmacists to administer HHS authorized childhood vaccines by protocol or
pursuant to a statewide standing order will expire at 12:01 a.m. on January 1, 2022. A physician protocol
cannot be used to bill for, or to administer, childhood vaccines not otherwise allowed by Missouri law after
December 315, Physician protocols for vaccines authorized by Chapter 338, RSMo, are not impacted by the
expiration of the State of Emergency/COVID-19 waivers (influenza, shingles, meningitis, tetanus, diphtheria,
pertussis, pneumonia, hepatitis A & hepatitis B).

REMOTE DATA ENTRY

20 CSR 2220-2.725 authorizes qualified pharmacy technicians/intern pharmacists to perform remote data entry
at a non-pharmacy Missouri location (e.g., from home). A COVID-19 emergency waiver was previously issued
to allow pharmacy technicians to also perform remote data entry at a site outside of Missouri, if authorized by
the supervising pharmacist.

The remote data entry COVID-19 waiver will expire as of January 1, 2022. However, the Board has filed a rule
amendment with the Missouri Secretary of State to match the COVID-19 waiver allowance. The proposed rule
amendment was published in the December 15, 2021, Missouri Register and is not yet effective (public
comments are now open).

The Board will be reviewing emergency rule options in January 2022 to address pharmacy technicians/intern
pharmacists operating in another U.S. state or territory. In the interim, pharmacy technicians and intern
pharmacists may only perform remote data entry activities from a Missouri location.

HOSPITAL RELATED COVID-19 WAIVERS

All Board COVID-19 waivers will expire after December 31, 2021, including, all hospital related waivers.
Governor Parson has indicated, “the state has communicated to its health care partners that there will be
flexibility during a transitional period to fully resume pre-pandemic operations.” Consistent with the Governor’s
direction, the Board will align with the following federal allowances:

(The following allowances are only applicable to hospitals operated by the state, hospitals licensed by the
Missouri Department of Health and Senior Services or the Missouri Department of Mental Health)

1. Missouri-licensed pharmacies compounding medication for hospitalized patients pursuant to the FDA’s
Temporary Policy for Compounding of Certain Drugs for Hospitalized Patients by Pharmacy
Compounders not Registered as Outsourcing Facilities During the COVID-19 Public Health Emergency,
may release Risk Level 3 medication without end product testing results if:

a. The pharmacy complies with EDA’s Temporary Policy, including, default beyond-use dating
requirements,
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b. Testing of Risk Level 3 products cannot be completed in sufficient time to provide the
requested medication in a timely manner,

c. Compounding is limited to the specific drugs listed in the FDA’s Temporary Policy, and

d. The pharmacy notifies the Board in advance of its intent to compound pursuant to the FDA’s
guidance. Notifications can be emailed to: MissouriBOP@pr.mo.gov and should include the
name, address and license number of the compounding pharmacy and the hospital(s)
expected to receive the compounded preparations.

2. Missouri licensed pharmacies may compound commercially available products for hospitalized patients
as authorized by and in compliance with the EDA’s Temporary Policy for Compounding of Certain
Drugs for Hospitalized Patients by Pharmacy Compounders not Registered as Outsourcing Facilities
During the COVID-19 Public Health Emergency, provided:

a. Compounding must be limited to the specific drugs listed in the FDA’s Temporary Policy,

b. Compounding under the FDA’s Temporary Policy should only be performed by a Missouri
licensed pharmacy if a hospital cannot obtain an FDA approved product or cannot obtain the
compounded preparation from a properly registered/licensed drug outsourcer, and

c. The pharmacy notifies the Board in advance of its intent to compound pursuant to the FDA’s
guidance. Notifications can be emailed to: MissouriBOP@pr.mo.gov and should include the
name, address and license number of the compounding pharmacy and the hospital(s) expected
to receive the compounded preparations.

3. Missouri licensed pharmacies may compound without a patient specific prescription for hospitalized
patients in compliance with the FDA’s Temporary Policy for Compounding of Certain Drugs for
Hospitalized Patients by Pharmacy Compounders not Registered as Outsourcing Facilities During the
COVID-19 Public Health Emergency, provided:

a. The pharmacy complies with FDA’s Temporary Policy, including, default beyond-use dating
requirements, and

b. Compounding is limited to the specific drugs listed in the FDA’s Temporary Policy, and

c. The pharmacy notifies the Board in advance of its intent to compound pursuant to the FDA’s
Temporary Policy. Notifications can be e-mailed to: MissouriBOP@pr.mo.gov and should
include the name, address and license number of the compounding pharmacy and the
hospital(s) expected to receive the compounded preparations.

Licensees should contact the Board office with additional COVID-19 questions at MissouriBOP@pr.mo.gov or
(573) 751-0091 (e-mail is preferred and may receive a faster response).
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