
[image: CRSShell] 










CRS IRB


Study Protocol Modification Request Form


Revised August 23, 2011





Center for Research Strategies
225 E. 16th Avenue, Suite 1150
Denver, CO 80203-1694
303-860-1705
IRB Contact:  Kim Riley, Director of Health Education
kim.riley@crsllc.org


















MODIFICATION REQUEST FORM


PRINCIPAL INVESTIGATOR:	

PROTOCOL TITLE:	

SUBMISSION DATE:


A. TYPE OF MODIFICATION REQUESTED

[bookmark: Check1]|_|Change in research personnel
[bookmark: Check2]|_|Change in protocol
[bookmark: Check3]|_|Change in consent form
[bookmark: Check4]|_|Change in study related documents (i.e. advertisements)
[bookmark: Check5]|_|Change in data management or security

B.  TYPE OF REVIEW REQUESTED

[bookmark: Check6]|_|Expedited Review: the requested changes are minor.
[bookmark: Check7]|_|This request constitutes more than a minor modification.

C.  SUMMARIZE THE PROPOSED CHANGES (ITEMIZE):
[bookmark: Text1]     

D.  EFFECT OF CHANGE ON SUBJECTS

Will the modification(s), in your opinion, change the risk to privacy or confidentiality for subjects?
[bookmark: Check8]|_|Yes
[bookmark: Check9]|_|No

Will the modification(s), in your opinion, have any effect on vulnerable populations (e.g. you will now include vulnerable subjects, or the change will impact vulnerable subjects differently?
|_|Yes
|_|No

[bookmark: Text2]If yes, please explain:       

Will the modification(s), in your opinion, increase or decrease the risk of harm to subjects?
[bookmark: Check10]|_|Increase
[bookmark: Check11]|_|Decrease
[bookmark: Check12]|_|No Change

[bookmark: Text3]Justify your determination:       

Will the modification(s), in your opinion, increase or decrease the benefits to the subjects?
|_|Increase
|_|Decrease
|_|No Change

Justify your determination:       

Does the modification result in a change in the consent form?
|_|Yes
|_|No

If yes, please provide a copy of the stamped consent form, the modified consent form (with bolds and strikeouts indication changes) and a clean consent for review and approval.  

E.  CHANGES IN DATA MANAGEMENT OR SECURITY

Please check all that apply to this modification:
[bookmark: Check13]|_|Use of data (who uses it and how it is used)
[bookmark: Check14]|_|Storage of data (physical/electronic)
[bookmark: Check15]|_|Transmission (fax, email, FedEx, physical transport)
[bookmark: Check16]|_|Identifiability of the data (now de-identified, now linked)
[bookmark: Check17][bookmark: Text4]|_|Other (explain):       

Will the requested modification(s) result in a change in HIPAA Authorization or Waiver of Consent?
|_|Yes
|_|No
[bookmark: Check18]|_|Not Applicable

If yes, please provide a copy of the approved HIPAA Authorization/Waiver, the modified form (with bolds and strikeouts indication changes) and a clean form for review.



INVESTIGATOR’S GUARANTEE

I certify that the information in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulation imposed by the CRS IRB.

The requested changes will not be implemented until full written approval has been received.

______________________________			________________
Principal Investigator 						Date
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