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Changes to research may not be initiated prior to IRB approval except as necessary to eliminate apparent immediate hazard to subjects [(45 CFR 46.103(a)(4) and 21 CFR 56.108(a)]; therefore, amendments must be approved by the IRB prior to implementation.

PLEASE NOTE: to check a text box ( FORMCHECKBOX 
No;  FORMCHECKBOX 
Yes), double click the LEFT mouse button and select “checked”.
With each amendment the following documents must be submitted:

· 1 completed copy of the amendment submission form
· 1 copy of the revised document ( i.e., protocol, investigator brochure, etc). All changes must be marked (highlighted or underlined)

· 1 copy of the current, stamped consent form
· 1 clean copy of the consent form for approval if change to consent form is involved
	IRB #

	Protocol Title: 

	Principal Investigator : 
	Phone: 

	
	E-mail: 

	Contact person: 
	Phone: 

	
	E-mail:

	Are you still enrolling subjects?
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Number of subjects still enrolled in this study?
	

	Write a brief summary here to explain the modification(s) and include the investigator’s assessment of whether these changes affect the potential risk to subjects.  


	Protocol revisions?

*If yes, attach 1 copy of the revised protocol with marked changes.
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Investigator Brochure amended?

*If yes, attach 1 copy of the revised Investigator Brochure with marked changes. 
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Consent form revisions?

*If yes, attach 1 copy of the revised consent with marked changes. 
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Advertisement plan/recruitment amendment or addition (please specify)

*If yes, attach 1 copy of the Advertisement plan/recruitment (if amendment, mark changes)
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Change in study personnel?

* If yes, attach applicable documentation, i.e., updated 1572 form, curriculum vitae, Human Subject Certification Education
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes
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	Funding Agency changed? (Please attach a copy of the entire grant or protocol.)

If yes, who is the new sponsor or funding agency?
What is the title on the funding application?
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	Other (please describe):  
	 FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes

	
	

	
	

	_______________________________________

Signature of Principal Investigator 
	
	__________________________

Date


FOR IRB USE ONLY: 

 FORMCHECKBOX 
 Minor modifications acceptable for expedited review (changes are minor revisions, administrative changes to study staff, and/or the change does not add risks to the subject)

 FORMCHECKBOX 
 Major modifications requiring full Board review (changes potentially increase risk or make the study more complex)
Reviewer recommendations:

 FORMCHECKBOX 
 Approve
 FORMCHECKBOX 
 Approve with Revisions
 FORMCHECKBOX 
 Tabled
 FORMCHECKBOX 
 Not Approved    

 FORMCHECKBOX 
 Requires additional information: _________________________________________________________

______________________________________________________________________________________

_____________________________________________________

Signature and Date of IRB Chair or Designee

