REQUEST FOR REVISION


Federal regulations state that the CPHS must review and approve any change in a previously-approved protocol prior to the initiation of the change.  This includes any type of change, ranging from a simple change in telephone numbers, to a complex change in the study design.


To initiate a revision, the investigator must submit a Request for Revision form.  A revised protocol and, if appropriate, consent form, must be attached to the form.  This form can also be used to request a review of additional materials (such as advertisements, surveys, etc.) or to request a change in or addition of a research site.


All requested changes should be highlighted in the submitted materials.  If the revision is strictly administrative (such as a change in telephone number), it will be reviewed by the CPHS coordinator upon receipt.


If the revision involves no more than minimal risks to the project participants, it qualifies for expedited review under 45 CFR 46.110(b)(2).  The request form will be forwarded to 1-2 CPHS members for review.  Please allow 7 to 10 working days for this expedited review.


For changes requiring full Committee review (any change that could affect the assessment of risks and/or benefits), the Request for Revision will be added to the agenda for the next scheduled meeting.  The form must be received according to the published deadline for submission of materials to the CPHS.


The determination of level of review is made upon receipt of the Request for Revision form by the CPHS coordinator.  Once approval is obtained, notification will be sent to the principal investigator.

Reviewed and approved:  July 2006
UNIVERSITY OF HOUSTON

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS

REQUEST FOR REVISION

CPHS #:  __________ (for office use only)

Principal Investigator:  


Title of Project:  


1.
Revision Description (check all that are appropriate)


______ Revision to currently approved protocol

______ Revision to currently approved consent

______ Other (e.g., advertisement, change to or addition of research site)

2.
Check one:


______ This revision does not increase risks to participants enrolled in this study.  (For students, signature of faculty sponsor is required.)


______ This revision does increase risks to participants enrolled in this study (Include explanation in revision description.  Department chairperson signature is required.  For students, signature of faculty sponsor is also required.)

3.
Describe the proposed revision.  If applicable, include a scientific justification for the revision (for example, changes in the study population).  
4.
Attach revised protocol and/or consent.  Include one copy with the changes highlighted and one clean copy.  
Principal Investigator: 

Date: 


Faculty Sponsor: 

Date: 


 (required for students)

Department Chairperson:

Date: 


  (not required for exempt)
[  ]  Approved – This signifies notification of CPHS approval of the revisions described above.  (The renewal date remains __________________.)
[  ]  Contingently Approved  for the following reasons:

[  ]  Not Approved for the following reasons:

Chair, Committee for the Protection of Human Subjects             Date
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