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SAMPLE POLICY

Critical Drug Shortage Policy
PURPOSE:
To continue to provide optimal patient care in times of critical drug shortages/when expired emergency medications are unobtainable. To maximize usage of available quantities of drugs in short supply due to backorders with unknown ship dates, recalls, cessation of production of drug, or any other reasons deemed appropriate by the Medical Director.                    

            POLICY:

1. Drugs deemed to be in a critical shortage situation will be reviewed by the Medical Director, Director of Nursing, Consultant Pharmacist, and Administrator.  
2. These shortages will be reported at the Governing Body meetings. 
3. A determination will be made by the Medical Director as how to proceed.

PROCEDURE:

1. In the event that a critical drug is about to expire and is unobtainable by the center’s normal ordering measures, the nursing staff will inform the Director of Nursing.
a. The FDA’s webpage for extending the expiration dates of certain critical drugs will be checked to see if the drug in question is on the list. https://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm563360.htm
b. The consultant pharmacist will be contacted for assistance in obtaining the drug
c. “Back-up” suppliers will be contacted and the retail pharmacy agreement will be utilized
2. If the critical drug is unavailable after attempting every possible measure to obtain it, the critical drug shortage plan will be put into effect.
a. The Critical Drug Shortage/ Expired Emergency Medication Form will be filled out by the Director of Nursing, or alternative head of nursing staff, and will be presented to the Medical Director.
b. The Medical Director will make a determination as to whether the center should continue operations during the critical drug shortage/ while the emergency medication is expired. 
c. The Medical Director will sign the policy and approve the use of the critical drug/ expired drug.
3. If the Critical Drug Shortage plan is put into effect, documentation will be kept on file to justify the measures taken.
a. Documentation kept on file will include
i. Information used to determine shortage
ii. Date shortage began
iii. Measures taken to obtain the drug, documented on a weekly basis, including the ongoing reference to the FDA’s expiration date extension webpage
iv. Date the shortage ended or when it was no longer an issue for the center
v. Any pertinent patient documentation
b. Shortages will be evaluated on a weekly basis. 
4. Utilize “Manufacturer Backorder” stickers on drugs in critical shortage to prevent accidental disposal. http://shop.gohcl.com/default.aspx?page=item+detail&itemcode=2872&catlist=2794&parent=826
CRITICAL DRUG SHORTAGE/EXPIRED EMERGENCY MEDICATION FORM


1.    Name of drug:

2.    (a) Date shortage began:  __________


       (b) Measures taken to obtain drug:
3. The consultant pharmacist has been contacted in an effort to obtain drug (Y/N)

4.  (a) Comparable drug options:

 (b) Measures taken to obtain drug:

5. Any pertinent / additional information:

6.  Date shortage ended:  __________

The above drug information has been reviewed and is approved as an official critical drug shortage.  All committees and governing body have been made aware.

EFFECTIVE DATE:  

Signature: ________________________________________________
Date: _______________________


    (Medical Director)

Signature: ________________________________________________
Date: _______________________


    (Administrator)

Signature: ________________________________________________
Date: _______________________


    (Director of Nursing)

NOTE: Use of this policy does not excuse any medical facility from Federal, State, Local, or Accrediting standards and regulations. This policy and plan are intended to help the nursing and medical staff make an informed decision about usage of unobtainable drugs on critical shortage or unobtainable expired emergency medications, in order to continue to provide services to patients. Identification of an expired emergency medication during a State Department of Health Survey, CMS Survey, or Accrediting Survey will result in citation.

