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Treating a patient with an investigational drug or device requires IRB review.  Occasionally, however,  there is an emergency situation in which use of the drug or device is ideal but there is no time to obtain approval.   

If there is time, consult the IRB before use.  

If there is insufficient time, send the report within 5 working days after use.

E&I will provide the IRB of record only if you are a previously approved investigator or

if E&I has an on-going relationship with your site.
The following items must be included for review. Check each item to confirm that it is attached or provide a written explanation for any not included. Send this form, signed and dated, along with:
 FORMCHECKBOX 
 CV 

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.
Send completed package to submit@eandireview.com.
	A. Who Are You?

	Who are you?
	     

	Address

City, State, Zip

Phone

E-mail
	     
     
     
     

	Do you have any conflict of interest?
	     


	B. Where?

	Where is this being done?
	     

	Name of Chief of Staff or CEO
	     

	Address

City, State, Zip
	     
     

	Phone

E-mail
	     
     


	C. What Is The Investigational Test Article?

	
	What is the drug, device or biologic?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No   FORMCHECKBOX 
  Other:       

	
	For what indications is it now being tested and in what phase is it?  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No   FORMCHECKBOX 
  Other:       

	
	What is the source of the drug or device?
	     

	
	Additional Information?
	     


	D. Why Is This Request Important?

	
	What is the condition of the patient?
	     

	
	What are the alternatives?
	     

	
	How quickly must the decision be made?
	     

	
	How competent is the patient to make decisions?
	     

	
	Additional Information?
	     


	E. Is Waiver Of IRB Approval Justified?  [7 Tests]

	1
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Life threatening … 

or
	the likelihood of death is high unless the course of the disease is interrupted or a disease or condition with a potentially fatal outcome, where the end-point of clinical trial analysis is survival.

	
	
	Severely debilitating…
	the disease or condition causes major irreversible morbidity. (Examples of severely debilitating conditions include blindness, loss of arm, leg, hand, or foot, loss of hearing, paralysis or stroke.)

	2
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	This is an emergency…
	Emergency means it requires intervention before the next convened meeting – every Tuesday evening.

	3
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	No standard acceptable treatment is available



	4
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The situation necessitates the use of the investigational article



	5
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The test article is

 FORMCHECKBOX 
 a drug with an IND

 FORMCHECKBOX 
 a device with an IDE

       (or equivalent)


	Need for an investigational drug/device may arise in an emergency situation that does not allow time for submission of an IND/IDE. In such a case, FDA may authorize shipment of the drug/device for a specified use in advance of submission of an IND/IDE. Except in extraordinary circumstances, such authorization will be conditioned on the sponsor making an appropriate IND/IDE submission as soon as practicable after receiving the authorization.

	6
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The emergency use will be reported to the IRB within 5 working days

	7
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Any subsequent use of the investigational product at the institution will have prospective IRB review and approval


After hours: 
FDA Office of Emergency Operations (HFA-615), 301-443-1240. 

CBER: 
Office of Communication, Training and Manufacturers Assistance (HFM-40), Center for Biologics Evaluation and Research, 301-827-2000. 

CDER:  
Division of Drug Information (HFD-240), Center for Drug Evaluation and Research, 301‑827‑4570. 

CDRH:

	F. Is Informed Consent Possible?

	Knowledgeable agreement of the patient or of a person with the legal authority to give consent for the patient.  The requirements for waiver of consent are very similar to the requirements for waiver of IRB review.

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	This was explained and the person agreed. 

 FORMCHECKBOX 
  
the patient or 

 FORMCHECKBOX 
  
the patient’s legally authorized representative

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Consent may be waived if all of the following are yes:

 FORMCHECKBOX 
  
This is a life threatening situation

 FORMCHECKBOX 
   
The patient is unable to communicate or cannot give legally effective consent

 FORMCHECKBOX 
  
There is insufficient time to get consent from a legally authorized representative.

 FORMCHECKBOX 
  
There is no alternative method of therapy available that provides equal or greater likelihood of saving the patient’s life.

	
	
	A physician not involved in clinical investigation of the test article must certify to the above in writing.

Signature





Date

This is dated   FORMCHECKBOX 
  before use or   FORMCHECKBOX 
  within 5 working days after use.


	G. What About Documentation Of Informed Consent?

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Informed consent was documented with a signature from 

 FORMCHECKBOX 
  
the patient or 
 FORMCHECKBOX 
  
the patient’s legally authorized representative.  Attach the form.

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Informed consent was obtained orally but not documented except in the chart notes.

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	An information sheet is available for the patient (or representative) and the IRB.


	H. Results

	
	If this is after use, please describe the outcome.
	



	I. Signatures

	
	PHYSICIAN

The above is a full and accurate assessment.
	SECOND PHYSICIAN
The above is a full and accurate assessment

	Signature
	
	

	Printed Name
	
	

	Title
	
	

	Date  / Time
	
	

	Restriction:  This waiver cannot be used more than once for this test article in this institution.  If there is even a faint possibility of a future use, an IRB application should be considered
	


	J. IRB Response

	

	
	ACKNOWLEDGMENT
	REVIEW

	Signature
	
	

	Printed Name
	
	

	Title
	
	

	Date / Time
	
	

	Restriction:  This waiver cannot be used more than once for this test article in this institution.  If there is even a faint possibility of a future use, an IRB application should be considered.
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