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	IRBMED/HUM #:
	DATE:


	PRINCIPAL INVESTIGATOR:


	PROJECT TITLE:



	1. Date planned for implementation of the amendment:
	2. Date subject will be consented (if known):


	3. Is the study under an IND or IDE?  YES (   NO (   If YES, who holds the IND and/or IDE?


	4. Is this amendment for a one time use? YES (   NO (  
IF YES, submit an ORIO submission to the IRBMED within 7 days and include a signed copy of this review form.

	5.  Is there a permanent amendment pending or planned that corresponds to this urgent request? YES (   NO (   

IF YES, submit a standard amendment to the IRBMED within 7 days and include a signed copy of this review form.

	6. If applicable, was the sponsor’s approval obtained? YES (   NO (   

	7. If applicable, provide the wording to be added to the informed consent to cover this amendment:



	8. Type of the amendment/change (check all that apply): 
(Eligibility Criteria (note sub-type)  (Lab Value Change (Age  (Disease Stage  (Previous Treatment   (Other (describe)
(Change Dosage   (Extend Administration of Agent   (Delete Procedure/Test   (Add Procedure/Test   (Other (describe)


	9. Explain how this amendment is a minor change to the previously approved protocol. As appropriate, explain in what way the change does not place the subject(s) at greater risk of physical  or psychological harm and how the scientific integrity of the study is not impacted by the change.
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	EXPEDITED AMENDMENT APPROVAL BY:*

	
	
	

	PRINT NAME OF PI OR AUTHORIIZED SIGNER
	
	PRINT NAME OF IRBMED CO- OR VICE-CHAIR
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	DATE
	
	DATE

	
	
	

	FAX NUMBER
	
	FAX NUMBER


VERSION 2-4-09                                           *If this area is not signed it means that the urgent review request is not approved.
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