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	Project Revision/Amendment Form
University of California, Merced
	


(PLEASE TYPE: In MS Word, highlight the shaded, underlined box and replace with your text; double-click checkboxes to check/uncheck.)

· Federal regulations require IRB approval before implementing proposed changes.

· Change means any change, in content or form, to the protocol, consent form, or any supportive materials (such as the Investigator’s Brochure, questionnaires, surveys, advertisements, etc.).

· Complete this form and attach the changed research documents.  

Today's Date:
     
1. Contact Information
Principal Investigator's Name:      E-mail:      
Contact Person's Name:       E-mail:      
Telephone:       Fax:       

Campus Address:
     
2. Protocol Identification

Protocol Title:       

IRB Protocol Number:      
Current Status of Project (check only one):
 FORMCHECKBOX 
 Currently in Progress (Number of participants entered:     )

 FORMCHECKBOX 
 Study has not yet begun (No participants entered)

 FORMCHECKBOX 
 Closed to participant enrollment (remains active)—

Number of participants on therapy/intervention:     
Number of participants in long-term follow-up only:     
 FORMCHECKBOX 
 Closed to participant enrollment (data analysis only)—

Total number of participants enrolled:     
This submission changes the status of this study in the following manner (check all that apply):
 FORMCHECKBOX 
 Protocol Revision


 FORMCHECKBOX 
 Revised Consent Form

 FORMCHECKBOX 
 Protocol Amendment


 FORMCHECKBOX 
 Addendum (new) consent form

 FORMCHECKBOX 
 Study Closed to participant entry
 FORMCHECKBOX 
 Enrollment temporarily suspended by sponsor

 FORMCHECKBOX 
 Study Closure



 FORMCHECKBOX 
 Change in protocol personnel
 FORMCHECKBOX 
 Other, (specify)      
Have new personnel received Training:  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No (please go to www.citiprogram.org to complete training)
3. Reason for change

Briefly describe, and explain the reason for, the change. If normal, healthy controls are included, describe in detail how this change will affect those participants. 
Include a copy of the protocol and any other documents affected by this change (e.g., consent form, questionnaire) with all the changes highlighted. If this is a change of  personnel, please list their names and roles in project.
     
4. Does this change revise or add a genetic or storage of samples component?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

If yes, please describe      
5. Does the change affect subject participation (e.g. procedures, risks, costs, etc.)?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, please describe      
6. Does the change affect the consent document(s)? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes, briefly discuss the changes.      
Include the revised consent document with the changes highlighted.

Will any participants need to be reconsented as a result of the changes? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, when will participants be reconsented?      
Signature of Principal Investigator






Date
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