Missouri Board of Pharmacz

MISSOURI BOARD OF PHARMACY
COVID-19 GUIDANCE (9-3-21)

(This document includes all current Board of Pharmacy COVID-19 guidance statements. Previous
guidance documents/statements may have been amended or withdrawn. Federal/state COVID-19
guidance/allowances may have also changed since the date of this document.

In the event of a confiict, current law applies.)

e Approved Waivers e |vermectin

e Authorized COVID-19 Vaccinators ¢ Medication/PPE Shortages

e BNDD Emergency Waiver (Non-Resident e Monoclonal Antibody Treatments
Practitioners) ¢ Non-Resident Practitioners

e Childhood/Pediatric Vaccines e Pharmacist Remote Work

e Controlled Substance/BNDD Waivers e Pharmacy Closures

e Compounding Hand Sanitizer for OTC Use e Pharmacy Safety Precautions

e COVID-19 Testing e Prescription/Medication Order Transfers

e COVID-19 Vaccines e Remote Data Entry

e COVID-19 Vaccines (Mandatory e Remote Final Product Verification
Reporting) e ShowMeVax Registration

e COVID-19 Vaccines (Non-Pharmacy e State COVID-19 Standing Orders
Healthcare Providers) e Sterile Compounding Garb

e DHSS Hotline e Technician & Intern Pharmacist

e Drug Distributor Exemptions Vaccination/Medication Administration

e Hydroxychloroquine (Joint Statement) ¢ Vaccinator Enrollment

¢ Intern Pharmacist Vaccine/Medication e Vaccine Training
Administration e ***RESOURCES***

APPROVED WAIVERS [Back to Top]

On August 27, 2009, Governor Parson issued Executive Order 21-09 which terminated the State of Emergency
that had been in effect since March 13, 2020. Governor Parson simultaneously issued Executive Order 21-09
which represents a more targeted State of Emergency declaration that acknowledges the continued needs of
Missouri’s health care system. Executive Order is scheduled to terminate on December 31, 2021.

A full list of current Board COVID-19 waivers is available on the Board’s website. Licensees should thoroughly
review the current COVID-19 waiver list as several previously approved waivers have been rescinded.

***NOTE****Board COVID-19 waivers are intended to address the State of Emergency and should not be
used for pharmacy convenience or to decrease costs. The Board will continue to monitor waiver requests and
may issue further guidance as events develop.
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https://www.sos.mo.gov/library/reference/orders/2021/eo9
https://www.sos.mo.gov/library/reference/orders/2021/eo9
https://pr.mo.gov/pharmacists-covid-19.asp
https://pr.mo.gov/boards/pharmacy/covid-19/PHCOVID3-31-21waiverstatement.pdf

AUTHORIZED COVID-19 VACCINATORS [Back to Top]

Pursuant to the state COVID-19 waivers and the U.S. Department of Health and Human Services’ (HHS) 8"
amended emergency PREP Act Declaration, the following individuals are authorized to administer COVID-19
vaccines:

1. All pharmacists, intern pharmacists and pharmacy technicians (subject to HHS requirements). No
additional registration or licensure is needed for licensees/registrants to administer COVID-19 vaccines
to patients, however, additional training is required under HHS’ 8" amended Emergency Declaration
(see Technician & Intern Pharmacist Vaccination/Administration section below)

2. Inactive, expired, or lapsed pharmacists, provided the individual’'s pharmacist license was previously
active in a U.S. state/territory within the last five (5) years (see HHS’ Emergency Declaration for
additional restrictions/training requirements); and

3. Non-resident pharmacists, intern pharmacists, and pharmacy technicians licensed in another U.S. state
or territory administering COVID-19 vaccines “in association with a COVID-19 vaccination effort by a
federal, State, local Tribal or territorial authority, or by an institution in the State in which the COVID-19
vaccine covered countermeasure is administered.”

The Board is requesting that non-resident pharmacists who are not licensed in Missouri, and pharmacists who
hold an inactive, expired or lapsed Missouri license that are administering vaccines under HHS’ emergency
Declaration, file an Emergency Practice Notification Form available on the Board’s website.

BNDD EMERGENCY WAIVER (Non-Resident Practitioners) [Back to Top]

The Governor has issued the following COVID-19 emergency waiver:

Section 195.030.2 shall be waived to the extent necessary to allow practitioners whose
primary practice location is outside the state of Missouri, who are temporarily practicing
in Missouri during the state of emergency, to not register with the Missouri Department
of Health and Senior Services in order to dispense or prescribe controlled substances.

The Missouri Bureau of Narcotics and Dangerous Drugs (BNDD) has advised that pharmacies/pharmacists
may fill controlled substance prescriptions/medication orders issued by a non-resident practitioner temporarily
practicing in Missouri pursuant to the emergency waiver, provided the prescriber has authority to prescribe in
their resident state and the prescription complies with all other legal requirements.

The emergency waiver is available on BNDD’s website at https://health.mo.gov/safety/bndd/?/BNDD.
Questions regarding the waiver should be addressed to BNDD at:

e Telephone: 573-751-6321
¢ Email: bndd@health.mo.gov (E-mail is preferred)

CHILDHOOD VACCINES [Back to Top]

Pharmacists may order and administer Advisory Committee on Immunization Practices (ACIP) recommended
childhood vaccines to individuals ages three (3) through eighteen (18):

1. As authorized by the U.S. Dept. of Health and Human Services (HHS) pursuant to HHS’ 8th amended
emergency PREP Act Declaration,

2. Pursuant to a statewide standing order issued/approved by the Missouri Department of Health and
Senior Services (DHSS), or**

3. Under protocol with a Missouri licensed physician, in compliance with HHS’ 8th amended Emergency
PREP Act Declaration. Nofe: A physician protocol is optional. Pharmacists may choose to use a
protocol, but a protocol is not required.
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https://pr.mo.gov/boards/pharmacy/covid-19/PHCOVID3-31-21waiverstatement.pdf
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.federalregister.gov/documents/2021/08/04/2021-16681/eighth-amendment-to-declaration-under-the-public-readiness-and-emergency-preparedness-act-for
https://pr.mo.gov/boards/pharmacy/covid-19/Emergency-Practice-Form.pdf
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/pdf/waiver-req-register-bndd.pdf
https://health.mo.gov/safety/bndd/?/BNDD
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx

**As of 8/17/21, DHSS has not issued a state standing order for childhood vaccines.

Pharmacists must be competent to perform the services provided and must ensure patient care services are
safely provided in accordance with applicable standards of care. Additionally, childhood vaccines must be
administered in accordance with ACIP’s standard immunization schedule.

Pharmacists may delegate HHS authorized vaccines to a qualified pharmacy technician or qualified intern
pharmacist as authorized by HHS (see Technician & Intern Pharmacist Vaccination/Administration section
below).

CONTROLLED SUBSTANCE / BNDD WAIVERS [Back to Top]

See the Missouri Bureau of Narcotics and Dangerous Drugs (BNDD) website information on currently approved
BNDD waivers; Previously issued BNDD waivers may have been extended or revised.

COMPOUNDING HAND SANITIZER FOR OTC USE [Back to Top]

Due to COVID-19, the Board of Pharmacy will exercise its enforcement discretion and allow pharmacies and
drug outsourcers to compound alcohol-based hand sanitizers for OTC use if the pharmacy complies FDA’s
Policy for Temporary Compounding of Certain Alcohol-Based Hand Sanitizer Products During the Public
Health Emergency and Board rule 20 CSR 2220-2.400 Compounding Standards of Practice. *** The FDA’s
Policy guidance was amended in February 2021.***

A compounding log should be maintained as required by 20 CSR 2220-2.400. The pharmacy may note “OTC
Use” where the prescription number would normally be recorded on the log. Unless notified otherwise, this
exception will continue for the duration of the federally declared COVID-19 health emergency. Once the
emergency ends, pharmacies will need to have a patient specific prescription and comply with all applicable
FDA requirements.

COVID-19 TESTING [Back to Top]

On April 8, 2020, the U.S. Department of Health and Senior Services (HHS) issued emergency Guidance under
the PREP Act authorizing pharmacists to order and administer COVID-19 testing. No additional Board licensure
is required.

HHS subsequently issued emergency Guidance on October 20, 2020, authorizing qualified pharmacy technicians
and intern pharmacists “to administer COVID-19 tests, including serology tests, that the FDA has approved, cleared
or authorized.” Nofe: HHS’ pharmacy technician & intern pharmacist guidance is limited to test administration only
and not ordering testing.

Visit the Board’s online COVID-19 testing resource center for additional information/guidance at:
https://pr.mo.gov/pharmacists-covid-19-testing.asp. The Board also recommends the following COVID-19 testing
resources from the Centers of Medicaid and Medicare Services (CMS):

¢ Howto Obtaina CLIA Certificate of Waiver

o TestorNotto Test? Considerations for Waived Testing

¢ CMS comparison of COVID-19 testing & testing requirements chart (May 21, 2020)

The Missouri Department of Health and Senior Services (DHSS) has asked the Board to provide the following
additional information:
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https://health.mo.gov/safety/bndd/?/BNDD
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-temporary-compounding-certain-alcohol-based-hand-sanitizer-products-during-public-health
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-temporary-compounding-certain-alcohol-based-hand-sanitizer-products-during-public-health
https://www.sos.mo.gov/cmsimages/adrules/csr/current/20csr/20c2220-2.pdf
https://www.sos.mo.gov/cmsimages/adrules/csr/current/20csr/20c2220-2.pdf
https://www.phe.gov/Preparedness/legal/prepact/Documents/pharmacist-guidance-COVID19-PREP-Act.pdf
https://www.hhs.gov/sites/default/files/prep-act-guidance.pdf
https://pr.mo.gov/pharmacists-covid-19-testing.asp
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/downloads/HowObtainCertificateofWaiver.pdf
https://www.cdc.gov/labquality/docs/waived-tests/15_255581-test-or-not-test-booklet.pdf
https://www.cms.gov/files/document/admin-info-20-06-clia.pdf

(The following information has been provided by DHSS, Questions regarding CLIA certification should be
addressed to DHSS Division of Regulation and Licensure at 573-757-6318.
The Board cannot answer questions regarding CLIA Certification)

Pharmacies planning to perform any COVID-19 testing must apply for a CLIA certificate from DHSS.
Your lab/pharmacy will only be allowed to perform tests classified per your certificate: Waived,
Compliance with Moderate or High complexity. If your application lists a test that your certificate
does not allow you to perform, (for example, if you are applying for a waived certificate and you list
a COVID antibody test which is high complexity) your application will be denied. Verification of test
complexity (waived, moderate or high) can be completed on FDA's website at:
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-
authori- zations#covid19ivd

Pharmacies with a CLIA-waiver may only provide CLIA-waived COVID-19 testing. Not all COVID-
19 tests currently on the market are CLIA-waived tests.

The following CDC testing resources are also recommended by the Board:

CDC Guidance for Pharmacies during the COVID-19 Pandemic

2. CDC Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens from Persons with
Coronavirus Disease 2018 (COVID-19)

3. CDC Overview of Testing for COVID-19

4. CDC Personal Protective Equipment (PPE) Recommendations

5. CDC Interim Infection Prevention and Control Recommendations for Healthcare Personnel During the
Coronavirus Disease 2019 (COVID-19) Pandemic

N

COVID-19 VACCINES [Back to Top]

Pursuant to the U.S. Dept. of Health and Human Services’ (HHS’) 8" amended emergency PREP Act
Declaration and the approved Missouri COVID-19 waivers, pharmacists may order and administer COVID-19
vaccines to individuals ages 3 or older:

1. As authorized by HHS’ 8" amended Emergency PREP Act Declaration,

2. Pursuant to a statewide standing order issued/approved by the Missouri Department of Health and
Senior Services (DHSS) (see current DHSS Standing orders),** or

3. Under protocol with a Missouri licensed physician, in compliance with HHS’ emergency Declaration.**
Note: A physician protocol is optional. Pharmacists may choose to use a protocol, but a protocol is not
required.

**Allowed by state waiver.

Pharmacists must be competent to perform the services provided and must ensure patient care services are
safely provided in accordance with applicable standards of care. No additional Board licensure or notification
is required to administer COVID-19 vaccines under HHS’ authority or the state’s COVID-19 waiver. A
Notification of Intent does not have to be filed with the Board.

Pharmacists may delegate HHS authorized vaccines to a qualified pharmacy technician or qualified intern
pharmacist as authorized by HHS (see Technician & Intern Pharmacist Vaccination/Administration section
below).

***Board Note: HHS’ emergency PREP Act Declaration requires licensees to report COVID-19 vaccines to
ShowMeVax. The Missouri Department of Health and Senior Services has confirmed that patients may not opt
out of having their COVID-19 vaccination reported to ShowMeVax. CDC requires all COVID-19 vaccinations to
be reported within 24 hours.
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https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd
https://www.cdc.gov/coronavirus/2019-ncov/hcp/pharmacies.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fhealthcare-resources%2Fpharmacies.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/testing-overview.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fhcp%2Fclinical-criteria.html
https://www.cdc.gov/coronavirus/2019-ncov/downloads/A_FS_HCP_COVID19_PPE.pdf
https://www.cdc.gov/coronavirus/2019-ncov/hcp/infection-control-recommendations.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Finfection-control%2Fcontrol-recommendations.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/infection-control-recommendations.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Finfection-control%2Fcontrol-recommendations.html
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://pr.mo.gov/boards/pharmacy/covid-19/PHCOVID3-31-21waiverstatement.pdf
https://www.phe.gov/Preparedness/legal/prepact/Pages/default.aspx
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/statewide-orders.php
https://www.federalregister.gov/documents/2021/08/04/2021-16681/eighth-amendment-to-declaration-under-the-public-readiness-and-emergency-preparedness-act-for
https://pr.mo.gov/boards/pharmacy/covid-19/PHCOVID3-31-21waiverstatement.pdf
https://www.federalregister.gov/documents/2021/08/04/2021-16681/eighth-amendment-to-declaration-under-the-public-readiness-and-emergency-preparedness-act-for

On August 12, 2021, the U.S. Dept. of Health and Human Services amended the
emergency use authorizations (EUAs) for the Pfizer-BioNTech and Moderna COVID-
19 vaccine to allow pharmacists, qualified intern pharmacists and qualified pharmacy
technicians to administer an additional dose of COVID-19 vaccine to designated
immunocompromised individuals. The above COVID-19 waiver would apply to the
additional dose of COVID-19 vaccine. Pharmacists, qualified intern pharmacists and
qualified pharmacy technicians may administer the additional COVID-19 vaccine as
authorized by HHS.

COVID-19 VACCINES (Mandatory Reporting) [Back to Top]

**The following information was provided by the Missouri Department of Health and Senior Services (DHSS.
Questions should be addressed fo DHSS aft the contact information below**

Please be advised that it is now required by Executive Order for facilities in Missouri to report all positive and
negative results for COVID-19 only to the Missouri Department of Health and Senior Services. See link below:
(https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/pdf/reporting-of-covid-19-

labresults.pdf).

The following technical guidance is provided to assist laboratories and providers in meeting this requirement.
Laboratories:

o Laboratories reporting through electronic laboratory reporting prior to March 20, 2020, can continue to
provide results through that method.

e Other laboratories may provide results electronically by submitting Excel line listings via the state’s
secure file transfer protocol (SFTP) site. Laboratories may request access to the SFTP site by
contacting Becca Mickels with the Bureau of Reportable Disease Informatics at
Becca.Mickels@health.mo.gov or Angela McKee at Angela.McKee@health.mo.gov.

e Laboratories unable to provide COVID-19 results electronically may fax results to 573-751-6417.

Hospitals and Other Medical Providers:

e Per 19 CSR 20-20.020, both laboratories and hospitals are required to report. Due to the expected
volume of negative test results, hospitals that are working with a separate commercial laborafory that is
reporting do not need fo submit negative laborafory resulfs.

Hospital laboratories need to submit all results as required for other laboratories above.
¢ Hospitals and other providers must submit case reports on positive and indeterminate cases.

DHSS CONTACT:
Becca Mickels, Chief
Bureau of Reportable Disease Informatics
MO Dept. of Health and Senior Services
Phone: (573) 751-6119
Email: becca.mickels@health.mo.gov

COVID-19 Vaccines (Non-Pharmacy Healthcare Providers) [Back to Top]

The Board has been asked if pharmacies can use non-pharmacy healthcare providers to provide COVID-19
vaccine to patients. Missouri law does not prohibit pharmacies from using non-pharmacy healthcare providers to
administer COVID-19 vaccines (e.g., nurses). Licensees should verify that the non-pharmacy healthcare provider
is authorized to administer COVID-19 vaccines either under the provider’s scope of practice, DHHS’ emergency
Declaration, or the statewide COVID-19 standing orders.

e The pharmacy may use their pharmacy software system to conduct billing/vaccine reporting for
administrations provided by a non-pharmacy healthcare provider. If a prescription number is assigned to
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https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/pdf/reporting-of-covid-19-labresults.pdf
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/pdf/reporting-of-covid-19-labresults.pdf
mailto:Angela.McKee@health.mo.gov
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-additional-vaccine-dose-certain-immunocompromised

the billing/reporting record, the computer record and any hard copy or image should clearly indicate that it
is a billing record and not a prescription record.

¢ Non-pharmacy healthcare providers administering COVID-19 vaccines do not have to be registered as
pharmacy technicians, unless the non-pharmacy healthcare provider will have independent access to
drug inventory (e.g., without a pharmacist present and supervising).

DHSS HOTLINE [Back to Top]

The Missouri Department of Health and Senior Services (DHSS) has established a statewide hotline for citizens
or providers with questions regarding COVID-19. The toll-free number is 877-435-8411. The hotline is operated
by medical professionals and is available 24 hours a day, 7 days a week.

DRUG DISTRIBUTOR EXEMPTIONS [Back to Top]

In response to the COVID-19 State of Emergency, 20 CSR 2220-5.020 (Drug Distributor Licensing Requirements)
was amended to provide that a Missouri drug distributor license is not required for the following activities:
¢ The sale, purchase, or transfer of a drug or vaccine received from or on behalf of a federal, state, or
municipal entity for the purpose of treating or immunizing patients during a state or federally declared
disaster or emergency; or
¢ The sale, purchase, or transfer of a drug or vaccine subject to an emergency use authorization issued by
the United States Food and Drug Administration for a public health emergency.

HYDROXYCHLOROQUINE (Joint Statement) [Back to Top]

The Missouri State Board of Registration for the Healing Arts and the Missouri Board of Pharmacy have
recently received increased reports of prescriptions being issued for hydroxychloroquine, chloroquine and
azithromycin for prophylactic purposes in response to the COVID-19 outbreak. Concerns have been raised that
this activity may lead to stockpiling of medication, inappropriate use and potential drug shortages for patients
with a legitimate need. To protect the public health and safety, licensees are reminded of the following:

For Prescribers: To prevent drug shortages, the Board recommends the following:

e Prescribing hydroxychloroquine, chloroquine and azithromycin for COVID-19 prophylactic useis
discouraged and not recommended by the Board;

e Prescribing hydroxychloroquine, chloroquine and azithromycin for family, friends and co-workers in
anticipation of a COVID-19 related illness can significantly impact drug supplies and may lead to
improper use. Prescribers should exercise caution and refrain from prophylactic prescribing in light of
the State of Emergency.

e The Board of Pharmacy is suggesting that prescribers include the diagnosis code or diagnosis with the
prescription. This may prevent calls from the pharmacy and prevent dispensing delays.

e Prescribers should consider limiting the amount prescribed, unless otherwise deemed medically
appropriate by the prescriber. [e.g., 14-day supply, etc.]

For Pharmacies:

e Pharmacists should use their professional judgment and take appropriate steps to verify that newly
issued prescriptions for hydroxychloroquine, chloroquine and azithromycin are issued for a legitimate
medical purpose. To prevent drug shortages, the Board recommends contacting prescribers to confirm
the diagnosis for patients newly prescribed these medications during the State of Emergency.

e The Board recommends that licensees limit supplies of hydroxychloroquine, chloroquine and
azithromycin prescribed for presumptive COVID-19 positive patients or prophylactic use. Multiple states
have adopted a 14-day supply limit. While Missouri has not adopted a similar limit at thistime, licensees
should consider limiting dispensing for patients newly prescribed hydroxychloroquine, chloroquine or
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https://www.sos.mo.gov/cmsimages/adrules/csr/current/20csr/20c2220-5.pdf

azithromycin during the State of Emergency without a supporting medical diagnosis.

e The Board is not recommending that pharmacies refuse to fill, the Board is recommending that
pharmacies use caution.

While both Boards are recommending caution, licensees should avoid interruptions in care for patients
previously established on these medications with an appropriate medical diagnosis. The Boards recognize
this may be a difficult balance, however, licensees should make a good faith effort to ensure appropriate
prescribing, dispensing and patient care.

IVERMECTIN [Back to Top]

The office has received questions/concerns from licensees regarding the increase in ivermectin prescriptions to
treat/prevent COVID-19. The Board does not have a position on ivermectin at this time, however, licensees may
use their discretion when asked to fill any prescription they believe is questionable/not issued for a legitimate
medical purpose.

Please be advised, however, the FDA issued consumer guidance in March 2021 confirming that the FDA has
not approved ivermectin for use in treating or preventing COVID-19 in humans. The FDA also issued an advisory
letter to veterinarians and retailers on August 30, 2021, regarding ivermectin prescribing/distribution. The CDC
also issued a Health Advisory on August 26, 2021.

MEDICATION/PPE SHORTAGES [Back to Top]

It is difficult to determine what shortages may occur in the future (if any). However, the Board will review
issues as they arise and may issue additional guidance if needed. In the interim, pharmacists should use their
professional judgment to avoid interruptions in patient care and to ensure pharmacy services are safely and
properly provided.

MONOCLONAL ANTIBODY TREATMENTS [Back to Top]

The Board has been asked if pharmacists can administer monoclonal antibody treatment as post-exposure
prophylaxis for COVID-19, as authorized by the U.S. Food and Drug Administration (FDA). Pharmacists may
administer monoclonal antibody treatment pursuant to a medical prescription order as authorized by rule 20 CSR
2220-6.040 (Administration by Medical Prescription Order). Hospitals providing pharmacy services under the
jurisdiction of the Missouri Department of Health and Senior Services (DHSS) should contact DHSS for DHSS
compliance requirements.

On August 24, 2021, DHSS issued a statewide standing order authorizing healthcare providers to administer FDA
approved/authorized monoclonal antibody treatments. DHSS has advised the Board that the statewide standing
order does not include pharmacists at this time. Monitor the Board’'s website for additional updates/information.

NON-RESIDENT PRACTITIONERS [Back to Top]

The following COVID-19 waivers have been issued:

e Waiver granted to allow pharmacists licensed/registered in another U.S. state or territory to provide
pharmacy services during the State of Emergency for: (1) A Missouri licensed pharmacy, (2) A hospital
or medical care facility that is licensed or owned by the state, or (3) A hospital or medical care facility
licensed by the Missouri Department of Health and Senior Services or the Department of Mental Health.
The pharmacist’'s non-resident license/registration must be current and in good standing. See Bd.
Supplemental guidance (3/23/20) for additional guidelines, and

o Waiver granted to allow pharmacy technicians licensed/registered in another U.S. state or territory to
provide pharmacy services during the State of Emergency for: (1) A Missouri licensed pharmacy, (2) A
hospital or medical care facility that is licensed or owned by the state, or (3) A hospital or medical care
facility licensed by the Missouri Department of Health and Senior Services or the Department of Mental
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https://www.fda.gov/consumers/consumer-updates/why-you-should-not-use-ivermectin-treat-or-prevent-covid-19
https://www.fda.gov/animal-veterinary/animal-health-safety-and-coronavirus-disease-2019-covid-19/cvm-letter-veterinarians-and-retailers-help-stop-misuse-animal-ivermectin-prevent-or-treat-covid-19?utm_medium=email&utm_source=govdelivery
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https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/statewide-orders.php
https://pr.mo.gov/boards/pharmacy/covid-19/Clarification-Waiver%20Statement-II.pdf
https://pr.mo.gov/boards/pharmacy/covid-19/Clarification-Waiver%20Statement-II.pdf

Health. The technician’s non-resident license/registration must be current and in good standing. See
Bd. Supplemental guidance (3/23/20) for additional guidelines.

The Board is requesting that non-resident pharmacists and pharmacy technicians who are not licensed in
Missouri file an Emergency Practice Notification Form, prior to practicing in this state. The Emergency Practice

Notification Form is available on the Board’s website.

PHARMACIST REMOTE WORK [Back to Top]

Rule 20 CSR 2220-6.055 allows pharmacists to perform non-dispensing activities outside of a licensed
pharmacy. Authorized non-dispensing activities include, but are not limited to:

e Patientcounseling/education o Assessing payor eligibility/coverage
e  Prescription order entry/review. e Pharmacycompliance audits/evaluations
e Obtaining patienthistory/information e Administeringdrugs,vaccines,orbiologicals,
¢ Reviewing patientrecords/medical histories asauthorizedbylawandtherulesoftheBoard
e Consultingwith prescribers and other e Peer review/peerconsultations

healthcare professionals e Reviewing, selecting, and developing
o Verifying prescription/medication order formularies orplan/practice guidelines

(data) e Reviewing compliance with benefit
o Clarifying prescription/medication order guidelines

information e Managinginventory, including purchasingand
e patientassessment/evaluation, as ordering

authorized by Missourilaw
e Medication therapymanagement

Billing andinsurance claim submissions/ review
e Drug utilizationreview

Managing/reviewinginformation systems
Patient medicationreview
Patientreferrals, and

Medication therapymanagement.

*Nofe: The above activities were authorized under 20 CSR 2220-6.055 prior to COVID-19.
Hard copy prescriptions and facsimile prescriptions can only be accepted at a licensed pharmacy location.

PHARMACY CLOSURES [Back to Top]

The Board recognizes that situations could occur that may require the pharmacy to temporarily close. Planning is
key! The Board encourages licensees to take proactive steps to adopt emergency response plans before an
actual emergency occurs.

In the event a pharmacy has to temporarily close, licensees should take proactive steps to assist patients and
avoid interruptions in patient care:

1. Provide patients as much advance notification as possible. The Board recommends posting
signs/notifications in a publicly visible location such as on main entry doors, near the pharmacy area
and on the pharmacy’s website. Other direct patient notification options should also be considered
(e.g., HIPAA compliant texts/e-mails).

2. Patients should be provided instructions and contact information for contacting the pharmacy/speaking
with a pharmacist (phone number/e-mail). To avoid medication interruptions, the Board recommends
providing directions for transferring prescriptions, if necessary.

3. Licensees are reminded that 20 CSR 2220-2.120(5) requires that prescription/medication order transfer
requests must be completed within one (1) business day. Once again, licensees should take
reasonable measures to assist patients and prevent interruptions in care if the pharmacy is unable to
provide a transfer due to illness, quarantine or a closure related to COVID-19.

4. Please notify the Board if your pharmacy will be closing. Notifications can be made by calling the Board
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office at (573) 751-0091 or e-mailing MissouriBOP@pr.mo.gov (e-mail is preferred)

PHARMACY SAFETY PRECAUTIONS [Back to Top]

Pharmacists should use their professional judgment to ensure policies and procedures are in place to protect
Missouri patients during the COVID-19 pandemic:

A.

As always, pharmacy services must be safely and properly provided at all times. Pharmacies should
take proactive steps to prevent the spread of germs and to protect Missouri patients. Proper cleaning,
sanitizing and disinfection procedures must be in place.

The U.S. Centers for Disease Control and Prevention (CDC) has issued guidance entitled “Guidance
for Pharmacists and Pharmacy Technicians in Community Pharmacies during the COVID-19
Response” which includes recommendations for minimizing the risk to pharmacy staff and pharmacy
patients. The Board endorses the CDC’s guidance and strongly recommends that licensees implement
necessary procedures to ensure the safety of pharmacy staff and Missouri patients.

The United States Environmental Protection Agency (EPA) has published an online listing of
disinfectant products approved for use against SARS-COV-2, the coronavirus that causes COVID-19.
The EPA list and other EPA virus related information is available online at
https://www.epa.gov/pesticide-registration/list-n-disinfectants-coronavirus-covid-19

Pharmacy staff should be trained on how to recognize symptoms of potential illness and what to do if
they develop symptoms or come in close contact with a person known to have COVID-19. Free
educational materials from DHSS and the CDC on identifying COVID-19 symptoms are available
online.

The Board recommends establishing procedures for staff to report potential symptoms or COVID-19
exposure to pharmacy management/the pharmacist-in-charge. Pharmacy management should be
trained on appropriate response measures, including, any quarantine requirements. The CDC
recommends that workers stay home if they are feeling sick or have a sick family member in their
home.

Make sure pharmacy staff are trained on and use proper handwashing techniques. CDC handwashing
recommendations are available online at https://www.cdc.gov/handwashing/when-how-
handwashing.html. A free CDC handwashing video is also available online at https://www.you-
tube.com/watch?v=d914EnpU4Fo.

PRESCRIPTION/MEDICATION ORDER TRANSFERS [Back to Top]

Pharmacies not able to transfer prescriptions within 1-business day of a patient request as required by 20 CSR

2220-2.120 due to the State of Emergency or COVID-19, may transfer prescriptions as soon as reasonably
practical. Pharmacists should exercise good faith and act promptly to avoid interruptions in patient care. Nofe:
Licensees/Registrants may transfer prescriptions from home pursuant to 20 CSR 2220-6.055 & 20 CSR 2220-

2.725.

REMOTE FINAL PRODUCT VERIFICATION [Back to Top]

The remote final product verification COVID-19 waiver was rescinded on May 1, 2021.
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ShowMeVax Registration [Back to Top]

(The following information has been provided by the Missouri Department of Health and Senior Services)

Medical providers who would like to enroll as a Missouri COVID-19 Vaccinator and [who] meet the minimum
requirements for ordering, distributing, storing and administering COVID-19 vaccine within their healthcare
setting must utilize Missouri’s Immunization Information System, ShowMeVax, to complete the enroliment
process. The Missouri Bureau of Immunizations has developed helpful tools to guide you through the COVID-
19 Vaccinator Enrollment process, including provider enroliment FAQs, a provider enroliment checklist, and the
provider enrollment training guide.

Questions regarding ShowMeVax registration or COVID-19 vaccine ordering/inventory requests should be
addressed to DHSS. The Board office cannot answer questions regarding vaccine ordering or inventory
shipments.

STATE COVID-19 STANDING ORDERS [Back to Top]

A COVID-19 waiver has been issued to allow pharmacists to order and administer COVID-19 vaccines
pursuant to a statewide standing order issued by. The statewide standing orders are available on DHSS’
website at: https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/statewide-

orders.php
STERILE COMPOUNDING GARB [Back to Top]

Licensees have expressed concerns with potential shortages of gowns, face masks and shoe covers due to
COVID-19. The Board recommends talking with your supplier. If a shortage is anticipated, pharmacies should
first consider measures to conserve supplies they have on hand. Potential measures could include limiting the
number of personnel entering the buffer room/controlled area and modifying staging activities to minimize trips
into the buffer room/controlled area.

If you are experiencing a shortage of garb and need to modify your procedures to allow for reuse, appropriate
aseptic processes must be followed to maintain the compounding environment and to ensure the proper state
of microbial control is preserved. The pharmacy’s written policies and procedures must be revised to
incorporate modifications and staff should be properly trained on new requirements. To ensure compliance,
staff garbing should be assessed to ensure staff can successfully carry out any modified garbing procedures.

If your facility is regulated by other agencies (e.g., the Nuclear Regulatory Commission, the Missouri Dept. of
Health and Senior Services), please consult those agencies for guidance as well.

CriticalPoint” LLC has released a webinar entitled “COVID-19: Downstream Implications for Sterile
Compounding” which contains information on the reuse of garb due to a shortage. The webinar is
available at https://peernetwork.criticalpoint.info/posts/webinars/covid-19-downstream-
implications-for-sterile-compounding . You will need to create an account with CriticalPoint® to
access the webinar. The free Peer Network Silver subscription will give you access to the
recording. Board Nofe. CriticalPoint” information has been provided for informational purposes
only. The webinar was conducted by a private entity and is not officially endorsed or sponsored by
the Board. Recommendations/suggestions are solely those of CriticalPoint® and do not necessarily
represent the opinions/recommendations of the Missouri Board of Pharmacy. In the event of a
conflict, Missouri law will apply. Licensees should review 20 CSR 2220-2.200 (Sterile
Compounding) in its entirety to ensure compliance with all applicable requirements.

pg. 10
Missouri

Board of Pharmacy



https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/vaccine-enrollment.php
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/vaccine-enrollment.php
https://pr.mo.gov/boards/pharmacy/covid-19/PHCOVID3-31-21waiverstatement.pdf
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/statewide-orders.php
https://health.mo.gov/living/healthcondiseases/communicable/novel-coronavirus/statewide-orders.php
https://peernetwork.criticalpoint.info/login
https://peernetwork.criticalpoint.info/login
https://peernetwork.criticalpoint.info/login

REMOTE DATA ENTRY [Back to Top]

20 CSR 2220-2.725 authorizes qualified pharmacy technicians/intern pharmacists to perform remote data entry
from home or at a non-pharmacy location. A COVID-19 emergency waiver has also been issued to allow
pharmacy technicians to perform remote data entry, subject to the provisions of 20 CSR 2220-2.725.

Unlike 20 CSR 2220-2.725, the COVID-19 waiver allows pharmacy technicians/intern pharmacists to perform
remote data entry at a site that is not located in Missouri if authorized by the supervising pharmacist.
Pharmacy technicians/intern pharmacists may perform remote data entry in Missouri or at a non-Missouri
location under the COVID-19 waiver, until December 31, 2021 (unless otherwise amended by the Governor).

20 CSR 2220-2.725(3)(C) requires an initial competency assessment prior to pharmacy
technicians/intern pharmacists performing remote data entry activities. Due to COVID-19,
pharmacy technicians and intern pharmacists may perform authorized remote data entry
functions if approved and deemed competent to perform the duties assigned by the
pharmacist-in-charge, in lieu of the initial competency assessment. Licensees should review
the rule to ensure compliance.

TECHNICIAN & INTERN PHARMACIST ADMINISTRATION/VACCINATION [Back to Top]

The U.S. Department of Health and Human Services (HHS) has issued an Emergency Declaration which
authorizes pharmacy technicians and intern pharmacists to administer the following vaccines under the
supervision of a qualified pharmacist:

e COVID-19 vaccines to patients ages 3 and up (HHS 8" Emergency Declaration)

e Childhood vaccines to patients ages 3-18 (HHS 8" Emergency Declaration)

e Flu vaccines to patients ages 19+ (HHS 8" Emergency Declaration) *See childhood vaccine authority
for patients under age 19.

Pharmacy technicians and intern pharmacists administering immunizing under HHS’ 8" Emergency
Declaration must:

1. Have a current certificate in basic cardiopulmonary resuscitation; and

2. Complete a practical training program approved by the Accreditation Council on Pharmacy Education
(ACPE). The 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.”*

**See HHS’ 8" Emerqency Declaration for additional compliance requirements.

Licensees/registrants should maintain proof of compliance with HHS training requirements in their
records; Compliance documentation will be requested during an inspection.

No additional Board licensure or notification is required for intern pharmacists and pharmacy technicians
administering vaccines under HHS’ 8" Emergency Declaration. A Notification of Intent does not have to be
filed with the Board.

NOTE: Board rules 20 CSR 2220-6.040 and 20 CSR 2220-6.050 would apply to pharmacy technicians/intern
pharmacists administering vaccines outside of HHS’ authority.

VACCINATOR ENROLLMENT [Back to Top]
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Licensed/registered pharmacists, intern pharmacists and pharmacy technicians are currently authorized to give
COVID-19 vaccines, subject to HHS requirements (see COVID-19 Vaccines above). No additional Board
registration or licensure is needed for licensees/registrants to administer COVID-19 vaccines, although additional
training may be required.

In contrast, licensees seeking to order COVID-19 vaccine inventory must enroll with the Missouri Department of
Health and Senior Services (DHSS) to become an official COVID-19 vaccine provider through the ShowMeVax
Vaccinator Enrollment Program. Information on ShowMeVax vaccinator enrollment is available online at:
https://health.mo.gov/living/wellness/immunizations/showmevax/smvhi7.php.

***A COVID-19 vaccine provider is different from an authorized COVID-19 vaccinator. Vaccine providers are
authorized to order COVID-19 vaccine inventory, while COVID-19 vaccinators are the individual licensees who
are physically administering the vaccine to the patient. Only COVID-19 vaccine providers have to enroll in
ShowMeVax’s Vaccinator Enrollment Program.

“Note: Enrolling with ShowMeVax as a COVID-19 vaccinator to order COVID-19 vaccines is different from
registering with ShowMe Vax to report COVID-19 vaccine administration.

VACCINE TRAINING [Back to Top]

Pharmacists, intern pharmacists and pharmacy technicians administering COVID-19, pediatric or influenza
vaccines under HHS’ 8th amended Emergency PREP Act Declaration must comply with all HHS training
requirements ((see Technician & Intern Pharmacist Vaccination/Administration section above). Training
questions should be addressed to HHS.

DHSS STANDING ORDERS
The Missouri Department of Health and Senior Services (DHSS) has issued
statewide standing orders which also allow individuals to administer COVID-
19 vaccines, as authorized by the U.S. Dept. of Health and Human Services.
At this time, the statewide standing orders do not include additional pharmacy
technician and intern pharmacist training requirements, although additional
compliance requirements are listed for all COVID-19 vaccinators.

RESOURCES [Back to Top]

e Bd. of Pharmacy COVID-19 Information

¢ Bd. of Pharmacy COVID-19 Testing Information

¢ Missouri Dept. of Health and Senior Services (DHSS) COVID-19 website

o Missouri COVID-19 Vaccine Information Portal

¢ DHSS COVID-19 Hotline: 877-435-8411.

e U.S. Dept. of Health and Human Services (HHS) Emergency Declarations & Guidance Statements

¢ CDC Guidance for Pharmacies during the COVID-19 Pandemic

¢ CDC Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens from Persons with
Coronavirus Disease 2018 (COVID-19)

e CDC “Overview of Testing for COVID-19

o CDC Personal Protective Equipment (PPE) Recommendations

e CDC Interim Infection Prevention and Control Recommendations for Healthcare Personnel During the

Coronavirus Disease 2019 (COVID-19) Pandemic
o Howto Obtain a CLIA Certificate of Waiver

e TestorNotto Test? Considerations for Waived Testing
e CMS comparison of COVID-19 testing & testing requirements chart (May 21, 2020)
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DHSS contacts by topic area: [Back to Top]

COVID-19 Vaccinator Enroliment: c19vaxenroll@health.mo.gov

ShowMeVax enroliment support: Cathy.Kennon@health.mo.gov

ShowMeVax troubleshooting: vfc-smvsupport@health.mo.gov

Reporting Dose Administration assistance: ImmunizationHL7Onboarding@health.mo.gov

Adverse events/clinical assistance: Lana.Hudanick@health.mo.gov

Vaccine redistribution: covidvaccineredistribution@health.mo.gov

COVID-19 Vaccine ordering and supply management support: covidvaccineorders@health.mo.gov
Additional PPE and other equipment: Jenn.Stockman@health.mo.gov

Newsletter/webinars: Lisa.Cox@health.mo.gov

All other questions: CovidVaccine@health.mo.gov
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