Montefiore Medical Center

Institutional Review Board

ADDENDUM TO GENERAL APPLICATION 

FOR DRUG STORAGE WAIVER

It is hospital policy that all investigational drugs be stored by the Department of Pharmacy.  However, in instances where this is not practical, Principal Investigators may obtain approval from the Department of Pharmacy and the Institutional Review Board to store their own drug supplies.  Please complete and sign this waiver, obtain pharmacy approval, and return with your application for review by the Institutional Review Board.  * Please note that if drug is being stored outside of the Pharmacy on more than one campus, the Director of Pharmacy at each campus must sign the waiver.
	Brand and Generic Name & Strength of Drug:       
	Dosage form (Tablets, Injections)      

	Location of Drug Storage:        Since the drug will NOT be stored in the hospital pharmacy, where will the drug be stored?

e.g.  In a locked cabinet in the Principal Investigator’s office

	

	
	

	To assist you in the proper storage of Investigational Drugs, it is essential that you adhere to the following guidelines:

	
	

	1.     Store your investigational drugs in a locked, secure area.

	        (For information on storing Controlled Substances, refer to the guidelines listed in the Controlled Substances 

        Handbook. This may be obtained from the Department of sponsor).

	
	

	2.     Store your investigational drugs appropriately. (i.e. room temp., refrigeration).

	 check one:     FORMCHECKBOX 
  Room Temperature
	 FORMCHECKBOX 
  Refrigerated
	 FORMCHECKBOX 
  Frozen

	
	

	3.     Label all your investigational drugs appropriately prior to dispensing.

	
	

	4.     Maintain accurate inventory logs that reflect the receipt and dispensing of any investigational drugs.

	
	

	5.      Return any unused investigational drugs to the sponsor upon study completion.

	
	

	By signing this form, Principal Investigators agree to follow the above guidelines.  If you have any questions regarding this matter, contact the Department of Pharmacy (Weiler:  904-2825, Moses:  920-2940, JMC: 918-4556).

	

	
	

	
	

	     
	
	

	Principal Investigator Name (print)
	

	
	

	
	
	
	

	Principal Investigator Signature
	
	Date

	
	

	
	

	
	
	
	

	Director of Pharmacy Signature (Moses)
	Date
	
	

	
	

	
	
	
	

	Director of Pharmacy Signature (Weiler)
	      Date
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