Nazareth University
Human Subjects Research Committee

Request for Amendment

HSRC No:       
Note:  The HSRC cannot process this request without this number. 

Study Title:      
Principal Investigator: 
Name:                                         

Degree(s):      
Address:        



Department:       
Phone No.:
     



Fax No.:      
Email:       
Co-investigator(s):      
Faculty Sponsor:      


Department:       
Submitted By:       



   Date:       
------------------------------------------------------------------------------------------------------------------------------------
1.  Indicate the Reason (s) for this Amendment request:

  Change in Principal Investigator (CITI Report and Certificate required)
  Change in sub-Investigator or other study personnel (CITI Report and Certificate required)
  Change in Study Title

  Protocol:  Change in Study Procedures/Study Design


  Protocol:  Change in Recruitment Method(s)

  Protocol:  Change in Measures

  Protocol:  Change in Scientific or Statistical Method

  Protocol:  Change in Inclusion/Exclusion Criteria

  Protocol:  Change in Number of Subjects Expected

  Change in Consent (Consent/Permission/Assent) forms(s)

  Change in Recruitment Materials

  Change in Source of Funding

  Study Closed – Accrual Met

  Study Closed due to Adverse Event

  Editorial or Administrative Change

  Addition of non-Nazareth study site

  Other:

2.  Include a Description of Proposed Changes:      
3.  Are any changes to the Consent form(s) required as a result of this request?
  Yes

  No

 
If yes, indicate the type of change.

  Revision of currently approved consent document(s).  (Track or Highlight any revisions)
Revised consent:      
  Addition of new consent document(s).

New consent:      
4.  Are any changes to the Recruitment Material(s) required as a result of this request?

  Yes
  No

If yes, indicate the type of change.

  Revision to currently approved Recruitment material(s).  (Track or Highlight any revisions)

Revised recruitment:       
  Addition of new Recruitment document(s).

New recruitment material:      
5.  If additional study sites are being requested, attach the IRB approval or Letter of Cooperation for each non-Nazareth site.

Note:  Changes may not be implemented prior to HSRC approval.

Electronically submit completed form and attachment(s) to hsrc@naz.edu
HSRC office use only

Reviewed by: ___     ________________               Decisions:   Approved____
Disapproved_____


Signature:________________________________________ 
         Date: ____     ___________
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