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INSTITUTIONAL REVIEW BOARD


EMERGENCY USE PROCEDURE:   PRE-USE FORM
Prior to the Emergency Use:

	 FORMCHECKBOX 

	Contact the PH IRB Office at (260) 373-8196 

  FORMCHECKBOX 
  Yes  Date:  _____________________
  FORMCHECKBOX 
  No – Insufficient time
  FORMCHECKBOX 
  Attempted – PH IRB Chair or designee unavailable

(If there is insufficient time or it is not possible to contact the PH IRB Office or PH IRB Chair, the treating physician should review the criteria below, proceed with treatment if the use meets the criteria, and submit a written report to the PH IRB within 5 working days as detailed below.)

	 FORMCHECKBOX 

	FDA criteria for Emergency Use.   Please check all that apply:
 FORMCHECKBOX 
   The test article is used one time per institution to treat a single patient, 

        Name of Test Article: ____________________________________________, and

 FORMCHECKBOX 
   The patient has a condition that is life-threatening or severely debilitating, 

        Description: ___________________________________________________, and 

 FORMCHECKBOX 
   No standard treatment is available, 

        Explanation:  __________________________________________________, and

 FORMCHECKBOX 
   There is not sufficient time to obtain prior PH IRB review and approval,                             Explanation: __________________________________________________.
Treating Physician signature: __________________________ Date: ____________ 

Physician printed name:  ________________________________________________

 FORMCHECKBOX 
   I am an independent physician, uninvolved in the clinical investigation or the care of this patient, and I certify that there is:
· A life-threatening or serious disease or condition 

· No alternative treatment available

· No time to obtain FDA or PH IRB approval 
Independent Physician Signature: ____________________ Date: ______________ 

Physician printed name: _________________________________________________



	 FORMCHECKBOX 

	Contact the Sponsor or FDA, as applicable, for authorization and obtain IND or IDE number
Sponsor Name: _______________________________________________ 

 FORMCHECKBOX 
 Sponsor authorization given    FORMCHECKBOX 
 IND or IDE #: ____________________
 FORMCHECKBOX 
 FDA authorization given (if applicable)   

	 FORMCHECKBOX 

	Obtain Institutional Clearance, from the Parkview Health Chief Medical Officer, Service Line Executive, or designee. 

Institutional clearance provided by: (please print)

Name/Title: ________________________________________ Date: ______________ 

 FORMCHECKBOX 
  Unavailable or unable to contact

	 FORMCHECKBOX 

	Obtain written Informed Consent.  PH IRB Emergency Use Consent and Patient Information Template is provided for your use and contains all required categories and language.  

	 FORMCHECKBOX 

	Waiver of Informed Consent Justification: The following criteria must be met:
 FORMCHECKBOX 
   The patient is confronted with a life-threatening situation, and

 FORMCHECKBOX 
   The physician cannot communicate with the patient, and 

 FORMCHECKBOX 
   Time is not sufficient to obtain consent from the patient’s surrogate (legally     authorized representative), and

 FORMCHECKBOX 
   No alternative method of approved or generally recognized therapy is available that provides equal or greater likelihood of saving the patient’s life.

Treating Physician’s Signature: _________________________ Date: ____________ 

 FORMCHECKBOX 
 I certify that I am an independent physician, uninvolved in the clinical investigation or the care of this patient, and agree with the four conditions above and the treating physician’s assessment.

Independent Physician’s Signature: _____________________ Date: ____________ 

Printed Physician Name: _________________________________________________

(IMPORTANT NOTE:  If immediate use of the test article is needed to preserve the patient’s life, and there is not sufficient time to secure an independent physician’s determination that the four conditions described above apply, the treating physician must have the written determination reviewed and signed by an independent physician within five working days after the emergency use of the test article.)


Post-Use Requirements:

	 FORMCHECKBOX 

	Written report submitted to the PH IRB within 5 working days after test article use.  Please include:  

 FORMCHECKBOX 
  Completed/signed PH IRB Emergency Post-Use Form 

 FORMCHECKBOX 
  Copy of signed informed consent

	 FORMCHECKBOX 

	Complete any follow-up requirements:

 FORMCHECKBOX 
  Written report on “results of use” (within 10 working days, if not submitted    as part of the 5 working day reporting requirement)   



Any Adverse Event (AE) that results from the Emergency Use of an investigational drug or device is subject to PH IRB AE reporting requirements.  
 FORMCHECKBOX 
 As soon as possible, please provide the completed original of this form to:
PH IRB Office

2426 E. State Blvd. 

Fort Wayne, IN   46805.  

269-373-8196

Please make a copy for your records.

PH IRB v.04-2009


Page 2 of 2

[image: image1.jpg]