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DATE OF REPORT:      

UIC IRB NUMBER:      
	DATE FOR EMERGENCY USE OF TEST ARTICLE:      

	NAME OF INVESTIGATIONAL DRUG, 

DEVICE OR BIOLOGIC:

     

	SITE FOR EMERGENCY USE:  FORMCHECKBOX 
 UIC  FORMCHECKBOX 
JBVAMC
	

	PRINCIPAL INVESTIGATOR Name (Last, First)      
	Degree(s)      
	University Status      

	Campus Phone/Fax Number                      
	Campus Mailing Address      
	E-mail address                             

	Department      
	College                                         
	Date of Investigator Training      

	IND, IDE or HDE NUMBER

     
	SUBJECT INDENTIFIER
Initials:      
Age:      
	SPONSOR/MANUFACTURER NAME

     


Did the consent procedures differ from those described in the Notification of Emergency Use of a Test Article and acknowledged by the IRB Chair (or designee)? 

No    FORMCHECKBOX 
   Yes   FORMCHECKBOX 

If Yes, complete the following: 

Was informed consent obtained from the subject or the subject’s legally authorized representative in accordance with and to the extent required by 21 CFR 50 and was consent documented in writing in accordance with and to the extent required by 21 CFR 50.27?

No   FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  (Please attach a copy of the informed consent document)

If informed consent was unable to be obtained from the subject or the subject’s legally authorized representative, the investigator must: answer the following questions, and attach a copy of the Independent Physician Certification: Emergency Use of a Test Article Without Informed Consent completed by an independent physician within 5 working days of administration of the test article.

For an exception from obtaining and documenting informed consent to be allowed, all of the following criteria must be met.  Please check the box next to each statement that is true and explain, where requested, how the criteria is met in the current subject.

 FORMCHECKBOX 
  The subject was confronted by a life-threatening situation necessitating the use of the test article.

 FORMCHECKBOX 
  Informed consent was unable to be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject.  
Explain why the subject is unable to provide informed consent.      
 FORMCHECKBOX 
 Time was not sufficient to obtain consent from the subject's legal representative.

Explain why there was insufficient time and describe the efforts made to contact the subject’s      legally authorized representative and obtain consent.       
 FORMCHECKBOX 
 There was available no alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the subject.

 FORMCHECKBOX 
 The activity was not a systematic investigation designed to develop or contribute to generalizable knowledge.

Did the treatment protocol differ from that described in the Notification of Emergency Use of a Test Article form? 
No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 If Yes, describe:       
Briefly describe the outcome of the treatment:       
Did the subject experience any serious or unexpected adverse effects or problems with the use of the test article?

No    FORMCHECKBOX 
   Yes   FORMCHECKBOX 
   If yes, describe:      
Does the subject require additional treatment with the investigational drug, biologic or device?

No    FORMCHECKBOX 
   Yes   FORMCHECKBOX 

If yes, continued treatment with an investigational drug, biologic or device requires convened IRB approval. Please complete and submit the OPRS Initial Review Application. 
Do you intend to use this test article in the future?

No    FORMCHECKBOX 
  Yes   FORMCHECKBOX 

If Yes, any subsequent use of the test article at UIC (or JBVAMC) requires convened and prospective IRB review.  If you intend to use the test article in the future, you should promptly prepare and submit a protocol and initial review application for convened IRB review. 

Check the documents (25 copies, except where noted) that are attached:

 FORMCHECKBOX 
  Investigator’s brochure (3 copies)

 FORMCHECKBOX 
  Treatment protocol or treatment regimen (3 copies)
 FORMCHECKBOX 
  Authorization from the sponsor allowing use of the test article, documentation of an approved IND/IDE/HDE and/or documentation from the FDA granting emergency exemption from obtaining an IND/IDE/HDE. 
 FORMCHECKBOX 
  Copy of redacted informed consent (if applicable)

 FORMCHECKBOX 
  Previously submitted Notification of Emergency Use of a Test Article
 FORMCHECKBOX 
  Independent Physician Certification: Emergency Use of a Test Article Without Informed Consent (if applicable)
Signature of Principal Investigator
Date

Printed Name:
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