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The Commonwealth of Massachusetts

Executive Office of Health and Human Services

Department of Public Health

Bureau of Health Professions Licensure

250 Washington Street, Boston, MA 02109 
Tel: 617-973-0800
TTY : 617-973-0988


Advisory Notice
TO:
Chief Executive Officers of Hospitals Dispensing Oral Antivirals for COVID-19 and 

Medical/Pharmacy Directors of Clinics Dispensing Oral Antivirals for COVID-19
FROM:          David Johnson, Drug Control Program Director, Bureau of Health Professions Licensure
SUBJECT:    Procedures/Requirements for Hospitals/Clinics Dispensing COVID-19 Oral Antivirals
DATE:
January 28, 2022
The Department of Public Health (DPH) issues this guidance to hospitals and clinics providing oral antivirals for COVID-19.  This guidance may be updated frequently as additional information becomes available on COVID-19 oral antivirals.  Please ensure you are consulting the most up-to-date version of this guidance.
 
Massachusetts Controlled Substance Registration (MCSR)

Any hospital or clinic with an MCSR, including schedule VI, may possess, administer, and dispense COVID-19 oral antivirals at the registered site. A hospital or clinic may administer and/or dispense these medications at an address other than its registered site without obtaining a new MCSR only if the medications are stored at the registered site outside of the alternate site’s operational hours. A new MCSR will be required if the medications are stored outside of the alternate site’s operational hours.
If a new MCSR is needed, please contact the MCSR Program: Traci.Westgate@mass.gov  

Outpatient Dispensing by Clinics
Clinics without pharmacy services, including a pharmacist or pharmacy consultant, are typically limited to immediate administration of stock medications pursuant to a practitioner’s order. Effective immediately, these clinics are authorized to engage in outpatient dispensing of COVID-19 antivirals to clinic patients and others pursuant to a prescription, provided the clinic has appropriate clinical personnel available for patient counseling.
Temporary Exceptions to Certain Provisions of 105 CMR 722.000 for Dispensing to Persons Not Registered as Hospital or Clinic Patients

Pursuant regulations at 105 CMR 722 – 
· Hospital pharmacies may fill prescriptions for: 

· Hospital outpatients and employees; and 

· Emergency room patients and discharge patients up to a 14-day supply, or 

· the smallest quantity supplied by the manufacturer.
· Clinic pharmacies may fill prescriptions for 

· Current clinic patients and employees, 

· Pursuant to the prescription of an authorized clinic practitioner.

Effective immediately to expand access to COVID-19 oral antivirals, DPH is providing exceptions from provisions of 105 CMR 722.090 and 722.091 to also permit hospitals and clinics to dispense COVID-19 oral antivirals, pursuant to a valid prescription written by any legally authorized practitioner, whether or not affiliated with the hospital or clinic, to patients who are not registered with the hospital or clinic. 
The exceptions to 105 CMR 722.090 and 105 CMR 722.091 are limited to dispensing oral antivirals for COVID-19.  

Note: Curbside delivery of COVID-19 antivirals, as well as pick-up by a family member of the patient, is encouraged to ensure appropriate distancing and infection prevention.

Labelling for Dispensing
A label meeting the requirements of M.G.L. c. 94C § 21 must be affixed to filled prescription bottles or packets of COVID-19 oral antivirals. The label can be pre-printed on a sticker or legibly handwritten and affixed using tape or other means. The label must contain the following information:

1. Hospital Pharmacy/Clinic name and address

2. Patient name

3. Prescription serial number (aka prescription number)
4. Date

5. Quantity/strength/form 
6. Dosage/instructions/duration 
7. Prescriber name

8. Pharmacist/Dispenser initials
9. Warning
a. For Molnupiravir only – “not recommended for use during pregnancy”.
b. The EUA fact sheet for the medication must be given to the patient upon dispensing
Safety and Security Measures
To ensure patient safety and drug security, the following health, safety, and security measures must be observed and tracked by every hospital or clinic that dispenses COVID-19 oral antivirals.

Tracking Data
The hospital or clinic must maintain the following information on an intake form, log, or database: 
· patient registered with clinic/hospital or not registered
· prescriber

· prescription issued by clinic practitioner or outside practitioner
· patient information, including: 

· name
· address

· contact information (e.g., phone)

· hospital/clinic must have policies and procedures for individuals who cannot provide contact information (e.g., homeless)
· date of dispensing

· confirmation that patient was counseled, esp. on pregnancy
Other 
· The hospital or clinic must maintain a policy and procedure on storage/temperature/security that is consistent with the manufacturer’s instructions and/or US Pharmacopeia standards for drug storage.
· The hospital or clinic must have pharmacist/pharmacy consultant available for patient counseling. 
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� The Department has also issued clinical guidance for the use of COVID-19 therapeutics.  Practitioners should ensure they are consulting the most up-to-date version of that clinical guidance as well.
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