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Amendment/Revised
Protocol Reporting Form

	Principal Investigator (Last, First, M.I., Degree)
[bookmark: _GoBack]     

	Project Title
[bookmark: Text50]     
	Protocol IDNO.: 
     

	Amendment/Revision Number and Date:
[bookmark: Text51]     

	Instructions:  A change may be as simple as a title change or as complex as the addition of a study drug or other intervention which alters the risk-benefit relationship of the research. Changes which are not minor and/or changes which increase the potential risk of the research must be reviewed by the full IRB.  If you or the sponsor of your research decides to amend your protocol and/or the consent form, the protocol change must be submitted to the IRB before the change is implemented unless immediate implementation is necessary to reduce or eliminate a health hazard to the subject.

The IRB recognizes that sponsors often amend their protocols and the investigator is, accordingly, given a revised section(s). It is not, however, sufficient to simply submit the replacement section(s) without appropriate explanation to the IRB.  The IRB must rely on the expertise of the investigator to: (1) Advise them concerning exactly what changes are requested and why these changes are necessary. (2) Advise them concerning whether or not the changes have any direct impact on the subject and, if so, the nature of the impact. (3) Whether or not any revisions are necessary in the consent document(s).  The IRB prefers a dated complete revised protocol.
							
To review your protocol change, please complete the following by checking the appropriate category, attach a copy of the revised document(s), and submit to the IRB, Research Service (151).  All revised documents should clearly identify any changes; i.e., use of italics or bold print, use of a highlight marker, etc.

Note:  Subcommittee for Research Safety approval is required if the change affects the safety of personnel engaged in research.


	[bookmark: Check49]1.	|_| Change in Study Personnel:  (List addition(s) of study personnel.)    Attach a Conflict of Interest Statement, (Appendix S), when applicable; i.e., investigator.  
Note:  VA CITI training is not required when research staff does not come to the VA, does not handle Protected Health Information (PHI), and does not directly interact with VA participants.  These personnel must still be listed as a team member below, however, please place an asterisks (*) after their name to indicate they fall into the category where no VA CITI training is needed.  

Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      

Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
[bookmark: Text59]Date VA CITI Human Subject/Good Clinical Practice training was completed:      

	[bookmark: Check50][bookmark: Text45]2.	|_|  Administrative Changes:  (If revisions to the consent form are recommended, please attach a clean copy and a copy with the changes highlighted).       

	[bookmark: Check51]3.	|_|  Change to the Consent and/or HIPAA Form(s):  (Please describe the change; attach a clean copy and a copy with the changes highlighted).      
[bookmark: Check63][bookmark: Text68][bookmark: Text66]|_| Consent Form Change           Version No.:      
[bookmark: Check64][bookmark: Text67]|_| HIPAA Authorization Change          Version Date:      

	[bookmark: Check53][bookmark: Text46]4.	|_|  Reconsent:  Significant new findings (e.g., previously unknown side effects) developed during the course of the research or information concerning changes in protocol that may relate to the subject's willingness to continue participating.  Describe any plans to reconsent via an amendment to the consent document or use of a revised form.       			
      OR	
	
[bookmark: Check54]	|_|  Reconsent is not necessary.

	[bookmark: Check59]5.	|_|  Revised 10-9012 Investigational Drug Information Record  (Attach a copy for signatures)

	[bookmark: Check60][bookmark: Text69][bookmark: Text60][bookmark: Text61]6.	|_|  Revised Investigator Brochure (Attach a copy).        Version No.:          Version Date:      

	[bookmark: Check62][bookmark: Text70][bookmark: Text63][bookmark: Text62]7.   |_|  Revised Protocol (Attach a copy).          Version No.:        Version Date:      

	[bookmark: Check56]8.	|_|  Clinical Changes:  In this section, enumerate proposed changes that pertain, for example, to any of the following:
• inclusion/exclusion criteria; 
• drug administration; 
• clinical procedures and interventions; and/or,
• clinical evaluation procedures related to monitoring of subject safety (short-term and long-term).

For each proposed change above, provide details concerning each of the following: 
[bookmark: Text64]1) The nature of the change;       
[bookmark: Text65]2) The rationale for the change;       
[bookmark: Text47]3) A risk/benefit statement concerning the change.      

	[bookmark: Text48]9.	|_|  Change to the Risk Level   At initial approval the overall risk(s) associated with the research were reviewed, and the level was determined by the IRB.  If this level of risk has either increased or decreased, an updated assessment of the risk(s) must be provided.        

	10.	|_|  Change to Data Security.  If there has been a change in data collection, data use, data storage, data transmission and/or data disposition, or the data use agreement form, complete Appendix NN and identify the change.        

	[bookmark: Check61][bookmark: Text49]11.	|_|  Other modifications:       








Rev. July 2015	
			
Signature of Principal Investigator		Date

*************************************************Committee Use Only***************************************************

|_|  Full Committee Review Necessary

[bookmark: Check2]|_|  Expedited Review by Chair/Designee
Expedited under 38 CFR 16.110(b)(2) minor changes in previously approved research during the period (of one year or less) for which approval is authorized.

|_|  APPROVE

		

			
Signature of Chair	Date
	
Use this Additional page if needed to list research study team members

Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      


Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician (, etc.) :       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      


Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      


Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      


Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      


Name:       
Appointment (VA or WOC):      
Position at the VAMC (e.g., staff physician, nurse, house officer, student, etc.):       
Research Study Role (e.g., collaborator, coordinator, data collection, statistician, etc.):       
E-mail Address:      
Phone Number:      
Date VA CITI Human Subject/Good Clinical Practice training was completed:      
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