









Appendix F

NOTIFICATION OF EMERGENCY USE OF AN 
INVESTIGATIONAL DRUG, BIOLOGIC, OR DEVICE 
VA Nebraska-Western Iowa Health Care System 

Research Service 

Omaha, NE (636)

Instructions:  The emergency use of a test article must be reported to the NWIHCS IRB within 5 working days following its use by completing this notification.  The Treating Physician is reminded that under the Common Rule, data obtained in the course of emergency use may not be used for research.  This report must not be construed as IRB approval for the emergency use.
SECTION I:   Emergency Use Must Meet The Following Criteria:

1. The patient has a life-threatening or severely debilitating disease or condition; and 

2. There are no standard or generally recognized alternative treatment options with an equal or greater likelihood of treating the patient’s condition; and 

 3. The patient’s condition requires immediate intervention before review at a convened meeting of the IRB is possible to avoid major irreversible morbidity or death.

**PLEASE NOTE:  Emergency Use may only be granted one (1) time for one (1) patient under the three (3) conditions listed above.  Subsequent use of the test article requires IRB review.

SECTION II:   Emergency Use Information  (REQUIRED) 

1.  Name Of Drug/Biologic/Device     
2.  IND/IDE #       If no IND/IDE exists, Contact the FDA.

3.  Manufacturer:       
4.  Dosage:     
5.  Indication for Intended Use:       
6.  Describe the patient's condition and explain why the emergency use of the test article was required:       
7.  Date and time test article was administered/utilized:       
8.  Provide a brief description of the results of the emergency use of the test article:      
9.. Informed Consent was obtained from the patient or the patient’s legally authorized representative? 

**PLEASE NOTE:  Patient consent is documented according to the NWIHCS patient care and treatment policy on Informed Consent (Policy  COS-007) prior to administration of the test article.
     FORMCHECKBOX 
  Yes, Skip To Section IV.
 FORMCHECKBOX 
 No, Complete Section III.
SECTION III: If Unable to Obtain Informed Consent Prior to Emergency Treatment, Please Complete This Section (If Informed Consent will be Obtained, Leave This Section Blank)    

In some emergency circumstances, it may not be feasible to obtain informed consent prior to using the test article.  For an exception of informed consent requirements to apply, the emergency circumstance must meet each of the following four (4) conditions:  

1.  The patient is confronted with a life-threatening situation necessitating an immediate use of the test article; and

2.  The patient is unable to provide effective consent; and  

3.  There is insufficient time in which to obtain consent from the patient's legally authorized representative; and

4.  There is no available alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of treating the patient's condition.

Request For Waiver Of Informed Consent:

By signing below, I certify that this emergency circumstance meets all four (4) of the conditions listed above.  

Name Of Treating Physician (Print)  __________________________________________________________
Signature Of Treating Physician__________________________________________   Date______________

Name of Physician Not Involved in Patient’s Treatment (print) ______________________________________
Signature of Physician Not Involved in Patient’s Treatment_________________________________________

Date:________________
Section IV:  Certification

By signing below, the treating physician: 

• Certifies that this patient is in a life-threatening situation for which no acceptable treatment is available;

• Certifies that there is insufficient time to obtain approval of the full board IRB for use of the test article; 

• Acknowledges that written documentation of the emergency use must be submitted to the IRB within 5 working days;

• Acknowledges that any subsequent use of the test article in the same or different patient requires submission of a research protocol to the IRB for full board review.

Name of Treating Physician (Print)  __________________________________________________________    

Signature of Treating Physician__________________________________________   Date______________
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