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 Emergency Use of an Investigational Drug/Biologic or Unapproved Medical Device
  

	EMERGENCY USE OF AN INVESTIGATIONAL DRUG/BIOLOGIC
OR UNAPPROVED MEDICAL DEVICE
(Emergency Exemption from Prospective IRB Approval)


Return submissions to the Research Protections Department (address in footer).  NOTE:  a) each question must be answered or marked “N/A”; b) submit two (2) sets of this form, the consent form, and the protocol.  (See the Clinical_Research_Glossary for definitions.)  Password to unlock form is “benaroya”. Contact the Research Protections Department with questions:  IRB@benaroyaresearch.org  IRB_STAFF


· “Emergency Use” means the use of a test article on a human being in a life-threatening situation in which (a) no standard acceptable treatment is available, and (b) there is not sufficient time to obtain IRB [full board] approval  --21 CFR 56.102(d).  If the emergency use has already occurred, it must be reported to the IRB (verbally or written) within 5 working days of occurrence:

	Date Contacted IRB:
	[bookmark: _GoBack]     

	Investigator:
	     

	Dept & Mailstop:
	     

	Phone/Extension:
	     

	Email:
	     

	Address (if not VM/BRI):
	     



	Patient Study # (do not list VMMC patient #):      
	Date Treatment occurred or will occur:      

	Investigational Drug Used/To be Used:      
	IND#:      

	Investigational Device Used/To be Used:      
	IDE#:      

	Diagnosis/Indication: 
     

	Complete description of and rationale for Emergency Use (attach separate documentation if necessary).  
     



	1. Has the emergency treatment already occurred?  |_| Yes  |_| No    
· If “no” when:      
· If “yes”, explain why the IRB Office was not contacted prior to treatment:      

	2. Was an independent physician not participating in clinical treatment consulted prior to this emergency use?  |_| Yes  |_| No
· If “yes”, describe:  Name:          Phone:          Date Contacted:       
· If “no”, explain why you were unable to consult with an independent physician prior to treatment:      

	3. Are you requesting Exemption from Informed Consent?  |_| Yes  |_| No	
            If “yes”, check that all of the following apply:
                |_| The subject is/was confronted by a life-threatening situation necessitating the use of the test article. 
                |_| Informed consent cannot/couldn’t be obtained because of an inability to communicate with, or obtain legally effective
                      consent from subject. 
                |_| Time is/was not sufficient to obtain consent from the subject's legal representative. 
                |_| No alternative method of approved or generally recognized therapy is/was available that provides/provided an equal or 
                      greater likelihood of saving the subject's life. 

Note:  If, in the investigator's opinion, immediate use of the test article is required to preserve the subject's life, and if time is not sufficient to obtain an independent physician's determination that the four conditions above apply, the clinical investigator should make the determination and, within 5 working days after the use of the article, have the determination reviewed and evaluated in writing by a physician who is not participating in the clinical investigation. The investigator must notify the IRB within 5 working days after the use of the test article [21 CFR 50.23(c)].




	4. IRB Chair/Acting Chair (name)        was verbally notified of this treatment on (date)        at (time)      



	|_| Yes  |_| No
	Additional attachments submitted?  (e.g. IB, sponsor letter, supporting references, etc.)

	Title(s) of Additional Attachments:

	     

	     

	|_| Yes  |_| No  
	Do you want to receive a Confirmation of Receipt email notification for this submission?




I understand this emergency care may not be claimed as research nor may any data regarding such care be included in any report of a prospectively conceived research activity.

Signature of Physician submitting Report: ________________________________________________	Date: 			



FINAL INSTITUTIONAL REVIEW SIGN-OFF (IRB use only)
Acknowledgement of Emergency Exemption from Prospective IRB Approval  

**VALID FOR ONE PATIENT ONLY**

ANY SUBSEQUENT USE OF THIS TEST ARTICLE AT THIS INSTITUTION MUST FIRST RECEIVE APPROVAL BY THE FULL INSTITUTIONAL REVIEW BOARD [see 21 CFR 56.104(c)].  IF THERE IS A CHANCE YOU MAY WANT TO USE THIS TREATMENT FOR THIS INDICATION AGAIN FOR OTHER PATIENTS, CALL THE IRB OFFCIE AS SOON AS POSSIBLE REGARDING AN “APPLICATION FOR FULL REVIEW”.

I have reviewed this Emergency Use Form and agree that the criteria under 21 CFR 56.104(c) and 56.102(d) have been met.

 					 	 				 	 			
 Printed Name & Title				 Signature				 Date of Signature

 Date Reported on IRB Minutes			  	  Report Number:  		

FWA00001994 (VMMC) / FWA00001995 (BRI)   *VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED*
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Address  ( if not VM/BRI):             

 

Pa tient Study # ( do not list VMMC  patient # ):             Date Treatment occurred or will occur:              

Investigational Drug U sed/To be Used:              IND#:              

Investigational Device Used/To be Used:              IDE#:              

Diagnosis/Indication:                

Complete  d escription   of  and rationale   for Emergency Use   (attac h separate  documentation   if necessary).                

 

1.   Has the emergency treatment already occurred?     Yes     No           If “ no ”   when:                 If  “ yes ” ,   explain why the IRB Office was not contacted prior to   treatment:              

2.   Was an   independent   physician   not participating in clinical treatment  consulted prior  to  this emergency use?     Yes     No      If  “ yes ” ,   describe :    Name:                 Phone:                 D ate Contacted :                   If  “ no ” ,   explain why  you were unable to  consult with an independent physician   prior to treatment:              
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