Portland VA Medical Center 

Emergency Use Review


Checklist for Emergency Use of a Test Article
	Clinician:
	     

	Review Date:  
	     

	IRB Primary Reviewer:      
Reviewer attestation: by entering my name above, I am confirming that I completed this review and did not have a conflict of interest with this protocol.


1. Does/did the use meet all criteria below for emergency use:  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 

  
 FORMCHECKBOX 

The subject has/had a life-threatening or severely debilitating condition. 
 FORMCHECKBOX 

For emergency use of a drug(s), there is no  comparable or satisfactory alternative therapy to diagnose, monitor, or treat the disease or condition.
 FORMCHECKBOX 

For emergency use of a device(s), no generally acceptable alternative available for the condition exists.

 FORMCHECKBOX 

There is/was insufficient time to obtain FDA approval using existing procedures (i.e. applying for an IND or IDE).

 FORMCHECKBOX 

The activity is NOT a systematic investigation designed to develop or contribute to generalizable 
knowledge (i.e., the activity is not a controlled trial or an attempt to use emergency use provisions to bypass prospective IRB review and approval, and collected data will not be used in the investigator’s research).
 FORMCHECKBOX 

Any subsequent use of this test article(s) will have prior IRB review and approval.
If NO, this use  does not meet criteria for emergency use of a test article.  Go to item 7.
For Investigative Drugs – answer item 2.  
2. Is the test article a drug? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 

     If NO, go to item 3.

2.a.  Does the drug have an existing IND #? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


2.b.  Has the FDA authorized this emergency use, as required? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


2.c.  Has an expanded access IND or protocol application been, or will it be, submitted to the FDA within 15 days of the FDA’s authorization of the emergency use, as required? 
Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


For Investigative Devices – answer item 3.


3. Is the test article a device? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 

  If NO, go to item 4.

3.a.  Was an independent assessment by an uninvolved physician obtained?  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


3.a.i. If NO to 3.a, was there insufficient time to obtain an uninvolved physician's assessment and, thus, the treating physician made the determination and had the determination reviewed and evaluated in writing by an uninvolved physician?  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


1. 3.b. Does the device have an existing IDE #?  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


3.b.i..  If YES to 3.b, did the IDE sponsor authorize this emergency use?  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


3.b.ii. If YES to 3.b and 3.b.i, has the FDA been, or will they be, notified by the sponsor of the use within 5 working days from the time of the sponsor’s learning of the use, as required?  Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


3.b.iii. If NO to 3.b, was the use reported to Center for Devices and Radiological Health (CDRH) or Center for Biologics Evaluation & Research (CBER), as applicable? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


4. Is the use of the test article being requested before the use will occur? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


4.a. If NO to 4, was there insufficient time to obtain IRB approval? Yes  FORMCHECKBOX 


 No  FORMCHECKBOX 



4.b. If NO to 4, was the use no longer than 5 days before the date of this report ? Yes  FORMCHECKBOX 


 No  FORMCHECKBOX 


5. Informed consent will be/was obtained? Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


5.a. If NO, all of the following criteria were met per FDA regulations for emergency use without informed consent: Yes  FORMCHECKBOX 


  No  FORMCHECKBOX 


 FORMCHECKBOX 
 The subject is/was confronted by a life-threatening situation necessitating the use of the test article. 
 FORMCHECKBOX 
 Informed consent can/could not be obtained because of an inability to communicate with or obtain legally effective consent from the subject, and time is/was not sufficient to obtain consent from the subject's legal representative.
 FORMCHECKBOX 
 No alternative method of approved or generally recognized therapy is/was available that provides an equal or greater likelihood of saving the subject's life.
 FORMCHECKBOX 
 The determination will be/was made in conjunction with an independent physician OR, if time is/was not sufficient, within 5 working days after the use of the article, the determination is/was reviewed and evaluated in writing by an uninvolved physician; all related documentation must be submitted to the IRB within 5 working days after the use of the test article.   
6. Were all of the following requirements for emergency use met?  

 FORMCHECKBOX 
 IRB review within five days of use; 
 FORMCHECKBOX 
 Prior institutional clearance from the Chief of Staff or his designee; and
 FORMCHECKBOX 
 Informed consent was/will be obtained in accordance with 21 CFR 50
 and documented in writing in accordance with 21 CFR 50.27
, or 5.a. above is answered YES.  

7. Reviewer Recommendation
 FORMCHECKBOX 

 This emergency use is/was appropriate.
 FORMCHECKBOX 

 This emergency use is/was not appropriate.

� 21 CFR 50:


The investigator will obtain the legally effective informed consent of the participant or the participant’s legally authorized representative.


The circumstances of consent provide the prospective participant or the representative sufficient opportunity to consider whether or not to participate.


The circumstances of consent minimize the possibility of coercion or undue influence.


The information that will be given to the participant or the representative will be in language understandable to the participant or the representative.


No information will be provided to the participant or the representative that waives or appears to waive any of the participant’s legal rights, or that releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence.


All required and appropriate additional disclosures will be provided to the participant or the participant’s representative. (See Elements of Informed Consent Disclosure)


�21 CFR 50.27:


The consent document embodies the basic and appropriate additional elements of disclosure. (See Elements of Informed Consent Disclosure)


The investigator will give either the participant or the representative adequate opportunity to read the consent document before it is signed.


The participant or the participant’s legally authorized representative will sign and date the consent document.


A copy of the signed and dated consent document will be given to the person signing the consent document.
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