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                Institutional Review Board
                Emergency Use Report
               Human Research and Compliance
                  LOMA LINDA UNIVERSITY HEALTH
                Office of the Vice President of Research Affairs

                            
24887 Taylor Street, Suite 201 Loma Linda, CA 92350
                                    (909) 558-4531/ irb@llu.edu
Report to IRB
Submit to the IRB within five (5) working days of the emergency use of the test article (investigational drug, device, or biologic). Emergency Use of a test article on a patient in a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain IRB approval [21CFR56.102(d)].
Report to FDA
· Drugs: Physician or sponsor is responsible for submitting an Investigational New Drug (IND) application, or an amendment to an existing IND, to FDA within 15 working days of FDA’s authorization of the use.  
See FDA website for Physician Request for an Individual Patient IND under Expanded Access for Non-emergency or Emergency Use
Devices with no Investigational Device Exemption (IDE): Physician must report the use to the FDA (CDRH or CBER) within 5 working days.
· If an IND or IDE does NOT exist, notify the FDA of the emergency use of the test article and provide them with a written summary of the conditions constituting the emergency, patient protection measures, and any scientific results. 
	Ia. Treating Clinician (name, degrees)

     
	Dept./Section

     
	Ext.
     
	E-mail
     


	Ib. Preferred contact person:
       
	Ext.

     
	FAX

     
	E-mail
     


	II.  Required Information about the Test Article
A. Name of test article:                FORMCHECKBOX 
Drug    FORMCHECKBOX 
Device    FORMCHECKBOX 
Biologic 

B. Has manufacturer/sponsor agreed to amend the existing IND/IDE submission of this drug, device or biologic for this subject?   
 FORMCHECKBOX 
 Yes:  Name of individual contacted:              Date contacted:               Attach manufacturer/sponsor’s document allowing emergency use.
 FORMCHECKBOX 
 No: Explain:             
C. Has FDA given permission for this use and this subject?   FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Attach FDA document allowing emergency use.    

D. IND/IDE held by  FORMCHECKBOX 
 manufacturer/sponsor or  FORMCHECKBOX 
 investigator

IND#:                IDE#:              
III.   Clinical Attestation
I certify that all of the following statements are true:

 FORMCHECKBOX 
 The patient was confronted by a life-threatening or severely debilitating situation necessitating the use of the 
test article.  Explain:             
 FORMCHECKBOX 
 No alternative method of approved or generally recognized therapy was available that provides an equal

or greater likelihood of saving the patient’s life.  
            
 FORMCHECKBOX 
 There was not sufficient time to obtain IRB approval in advance of the use of the test article.  Explain:             
 FORMCHECKBOX 
 Was treatment consent obtained from the patient or the patient’s legally authorized representative? 

 FORMCHECKBOX 
 Yes   Date the consent was obtained:      
 FORMCHECKBOX 
 Documented.  MRN:      
   FORMCHECKBOX 
 No, not obtained because of an inability to communicate with the patient, or obtain legally effective consent, or time was not sufficient.

a. Describe efforts made (if any) to contact the patient’s legally authorized representative to

obtain treatment consent:             
b. Arrange for an independent physician to make the assessment described in the box below.
_____                                 ___________________________


__________________

Signature of Treating Clinician

  
   

                             Date

Emergency Use of  a Test Article Without Informed Consent

CERTIFICATION OF INDEPENDENT PHYSICIAN WHO IS NOT OTHERWISE PARTICIPATING

 IN THE EMERGENCY USE OF THE TEST ARTICLE
I have reviewed the information provided and certifications made by the Principal Investigator (Protocol Director) and certify that all of the following statements are true:

· The participant was confronted by a life-threatening or severely debilitating situation necessitating the use of the test article

· Informed consent could not be obtained from the participant because of an inability to communicate with, or obtain legally effective consent from, the participant

· Time was not sufficient to obtain consent from the participant’s legal representative.

· No alternative method of approved or generally recognized therapy was available that provided an equal or greater likelihood of saving the life of the participant.
Printed Name            
Department           
Signature

     Contact number:            
Date:           
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