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Institutional Review Board


Revisions to Protocol Form


For Primary Investigator to complete


	
	
	

	The IRB must review any changes an Investigator makes to an approved project involving human subjects before implementation of the proposed changes.  Please note, revisions may only be processed on protocols with current approval.

Directions: Complete all questions and attach any new or revised documents.  

	

	Study Title:
	
	

	
	
	

	Primary Investigator:
	
	

	
	
	

	Sub Investigator/s:


	
	

	
	
	

	Form Completed by:
	
	

	
	
	

	Date:
	
	

	
	
	

	IRB approval expiration date:
	
	

	Individuals must electronically sign the package on IRBNet  or provide a “wet ink” signature prior to submission. The electronic signature on IRBNet will represent the individual’s attestation that this is an electronically verified report confirmed by the Principal Investigator.



	
	
	

	

	
	

	1.
	IRB review is requested for: (you may check and submit more then one category with this form)

	
	 FORMCHECKBOX 
  Amendment/Revision: Version No.& Date:
	

	
	 FORMCHECKBOX 
  IB Update (must include summary): Version No.& Date:
	

	
	 FORMCHECKBOX 
  Revised Informed Consent
	

	
	 FORMCHECKBOX 
  Advertisement/Recruitment
	

	
	 FORMCHECKBOX 
  Primary/Sub Investigator change
	

	
	 FORMCHECKBOX 
  Enrollment status change
	

	
	 FORMCHECKBOX 
  Patient materials (education, gifts) etc.
	

	
	 FORMCHECKBOX 
  Protocol Revision/Deviation
	

	
	 FORMCHECKBOX 
  Other (please clarify below)
	

	
	

	
	
	

	2.
	Description: Briefly describe the proposed revision (s) and rationale:   (“See attached” format is not acceptable and will be returned).

	
	

	
	
	

	3.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
	Expedited Approval:   If requesting expedited approval (yes), please explain below:

	
	
	

	
	
	

	4.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
	Risk:
Does the proposed revision(s) increase the level of risk for harm or privacy protections for subjects?  If yes, please describe below:

	
	
	

	
	
	

	5.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes  
	Status: Is the study open to enrollment or data collection? 

	
	
	If yes, please provide the number of patients enrolled at Covenant.

	
	
	
	Patients enrolled at Covenant

	
	
	If no, provide a brief explanation of study status below (e.g. study is open to follow up, data analysis continues, etc.)

	
	
	

	
	
	

	6.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes
	Consent: Does the proposed revision(s) require changes to the informed consent process? If revising your consent document, enclose a copy highlighting any changes, as well as a clean (non-highlighted) copy. 


Please clarify below:


 FORMCHECKBOX 
 The new consent document is an addition to the current one


 FORMCHECKBOX 
 The new consent document is to replace the current one

	
	
	

	7.
	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes
	Funding: Have any new funding sources been added to the project? If yes, please describe below (i.e. indicate source, length of funding etc.) and include relevant information regarding possible Conflicts of Interest.  Please submit copies of any new grant applications or new research funding contracts.

	
	
	

	
	
	

	8.

	 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes
	Research Personnel: Please indicate if there have been any additions or deletions to the research team.  If Yes; please list the name and provide Curriculum Vitae and Evidence of Human Participant Protection Education ( if previous documents have not been previously submitted to the Covenant IRB or it has been greater than 2 years since the practioner has actively participated in research activities)


	9.
	If needed, provide any special name/number/language that should appear in the revisions approval letter.
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