Informal Guidance on Naloxone Dispensing Protocols under the ORP

Informal Guidance on Naloxone Dispensing Protocols under the ORP

Note: This document is for informational purposes only, intended to assist authorized entities in developing naloxone dispensing protocols, based on requirements set forth in the ORP statute and regulations and information on established take-home naloxone programs elsewhere.
Prescribers and dispensers of naloxone are responsible for ensuring compliance with applicable laws and regulations governing their practice and are encouraged to direct questions to their applicable health professions licensing board or legal counsel.
I. BACKGROUND INFORMATION
A. Who can dispense naloxone?

Physicians and nurse practitioners (NPs) may prescribe and dispense naloxone to certificate holders. Maryland Health – General (HG) §13-3108. 

Physician Dispensing: Physicians who dispense naloxone in accordance with authorized entity protocols may not be subject to disciplinary action by the Maryland Board of Physicians solely for the act of dispensing (or prescribing) naloxone. HG §13-3109. Physician dispensing is otherwise governed by Maryland Heath Occupations §12-102 and COMAR 10.13.01-.05. 

Nurse Practitioner (NP) Dispensing: The statute provides no disciplinary waiver provision for NPs. NPs who dispense naloxone are responsible for ensuring compliance with applicable drug preparation and dispensing requirements of Maryland Health Occupations (HO) §8-508 and COMAR 10.27.07.10, and labeling requirements of HO §12-505. 

B. Record Maintenance and Reporting Requirements for Dispensing Entities:

Under COMAR 10.48.07.10.C(1)(c) & (d), authorized entities that dispense naloxone to certificate holders are required report the following information to DHMH annually:
i. Form of naloxone dispensed (e.g., nasal or intramuscular/injectable);
ii. Number of initial doses of naloxone dispensed;
iii. Number of naloxone refills dispensed and reason given; and
iv. Number and location (e.g. by county) of naloxone administrations and OD reversals to the extent this information is reported to the entity by the certificate holder.

C. Naloxone Purchasing, Storage & Disposal Information for Dispensers:

· Naloxone can be pre-purchased in a bulk supply, with orders filled as needed to avoid shelf-life/expiration issues. Naloxone for nasal administration can be purchased in pre-filled syringes. 
· Naloxone should be stored in its original packaging at room temperature (between 59 - 86oF), in a secure place, out of direct light. Monitor shelf life – have a system to check the expiration date of naloxone in stock. 
· Naloxone medication should not be attached to delivery device (nasal atomizer, needle/syringe) until ready to use. (The nasal delivery device itself may be preassembled.)
· Expired or otherwise unwanted/unused naloxone should be properly disposed of.

For additional resources on prescribing and dispensing naloxone, visit http://prescribetoprevent.org/.

II. COMPONENTS THAT MAY BE INCLUDED IN NALOXONE DISPENSING PROTOCOLS  


· [NAME of] Dispenser will receive original, hard copy of prescription and match name on prescription with name on certificate.

· Dispenser will dispense [#] dose(s) of naloxone HCl (Narcan® or generic equivalent) in standard concentration of:
 .4mg/1mL for intramuscular administration	Comment by Jacqueline McNamara: Indicate whatever applies. See ORP CORE CURRICULUM for recommended administration of nasal (IN) and injectable (IM) naloxone).
 2mg/2mL for intranasal administration


· Dispenser will dispense the following device(s) along with the naloxone:

 [ # ] nasal atomizer(s) and [ # ] MAD delivery device(s) 

 [ # ] 1-3mL capacity syringes with [ # ] 1-1.5”, 21-23 gauge needle(s)	Comment by Jacqueline McNamara: These are the sizes that are suggested. Consult prescribetoprevent.org 

· [NAME if different from dispenser] will record following information in entity dispensing log:
1. Name and title of person dispensing naloxone      
2. Date prescription dispensed
3. Prescription number (if applicable)                       
4. Certificate holder serial number
5. Manufacturer, lot number & expiration date of medication
6. Number of doses & type of naloxone (IN or IM) dispensed
      Initial or 
                  Refill → If refill, reason given (e.g. lost, stolen, expired, administered)

· Dispenser will ensure:
· Medication expiration date.
· Applicable labeling requirements of Health Occupations §12-505 are satisfied.

Record maintenance and reporting (indicate who has responsibility for entity):
· Dispensing records (log, prescriptions, etc.) will be kept in a secure place for # years in accordance with applicable law.	Comment by Jacqueline McNamara: HO §12-505 states 5 years
· Relevant information will be reported at least annually to DHMH in accordance with COMAR 10.47.08.10.C(1)(c)&(d).

· Entity will dispense kits that will include (the following are examples):

 non-latex gloves   plastic breathing shield(s)   alcohol prep pads

 information card(s) (e.g. OD response-sternum rub, rescue breathing, call 911, give naloxone; OD prevention tips; how to report OD reversal/call poison center; how to obtain naloxone refills, treatment, etc.) 
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