Checklist: Amendments Application 
Submission Materials:

Please collate your submission, include the required number of copies, and place documents in the following order:  
I. Review of Minor Changes by Expedited Procedure or Exempt Review
A. For Amendments to the Research Protocol and/or revised Protocol Application Form:

One (1) signed original application (for the IRB Files) AND One (1) identical collated copy (for the IRB reviewer) of the following documents:

 FORMCHECKBOX 
 Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required)
 FORMCHECKBOX 
 Any document(s) from the sponsor or multi-center trial coordinator concerning the amendment

 FORMCHECKBOX 
 Amended page(s) or Revised Research Protocol / Research Protocol Application 
B. For Amendments to the Informed Consent/Assent Document and/or to the HIPAA Research Authorization: 
One (1) signed original application (for the IRB Files) AND One (1) identical collated copy (for the IRB reviewer) of the following documents:


 FORMCHECKBOX 
 Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required) 

 FORMCHECKBOX 
 Revised informed consent/assent document(s)  

 FORMCHECKBOX 
 Revised HIPAA Research Authorization   

 FORMCHECKBOX 
 Any document(s) for the sponsor or multi-center trial coordinator concerning the amendment to the informed consent/assent document(s)

 FORMCHECKBOX 
 Unmarked copy of the revised informed consent/assent document(s) 
 FORMCHECKBOX 
 Unmarked copy of the revised HIPAA Research Authorization.

C. For Amendments to Both the Research Protocol and/or Protocol Application Form AND The Informed Consent Document(s) and/or the HIPAA Research Authorization Form:

One (1) signed original application (for the IRB Files) AND One (1) identical collated copy (for the IRB reviewer) of the following documents:

 FORMCHECKBOX 
 Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required)
 FORMCHECKBOX 
 Any document(s) from the sponsor or multi-center trial coordinator concerning the amendment

 FORMCHECKBOX 
 Amended page(s) or Revised Research Protocol / Research Protocol Application
 FORMCHECKBOX 
 Revised informed consent/assent document(s) 

 FORMCHECKBOX 
 Revised HIPAA Research Authorization 

 FORMCHECKBOX 
 Any document(s) for the sponsor or multi-center trial coordinator concerning the amendment to the informed consent/assent document(s)

 FORMCHECKBOX 
 Unmarked copy of the revised informed consent/assent document(s)

 FORMCHECKBOX 
 Unmarked copy of the revised HIPAA Research Authorization 

II. Review of Amendment and other changes requiring Convened Review
A. For Amendments to the Research Protocol: 
One (1) signed original application (for the IRB Files) AND Twenty (20) identical collated copies (for the IRB board and reviewers) of the following documents:

 FORMCHECKBOX 
 The Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required)
 FORMCHECKBOX 
 The Amended page(s) or Revised Research Protocol / Research Protocol Application

 FORMCHECKBOX 
 Any document(s) from the sponsor or multi-center trial coordinator concerning the amendment

B. For Amendments to the Informed Consent/Assent Document and/or the HIPAA Research Authorization:

One (1) signed original application (for the IRB Files) AND
Twenty (20) identical collated copies (for the IRB board and reviewers) of the following documents:

 FORMCHECKBOX 
 The Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required)
 FORMCHECKBOX 
 Any document(s) from the sponsor or multi-center trial coordinator concerning the amendment

 FORMCHECKBOX 
 The Amended page(s) or Revised Research Protocol / Research Protocol Application

 FORMCHECKBOX 
 The revised informed consent/assent document(s) 

 FORMCHECKBOX 
 The revised HIPAA Research Authorization 

 FORMCHECKBOX 
 Any document(s) for the sponsor or multi-center trial coordinator concerning the amendment to the informed consent/assent document(s)

 FORMCHECKBOX 
 An unmarked copy of the revised informed consent/assent document(s) and/or the Authorization Document 
 FORMCHECKBOX 
 An unmarked copy of the revised HIPAA Research Authorization 
C. For Amendments to Both the Research Protocol and/or Protocol Application Form AND The Informed Consent Document(s) and/or the HIPAA Research Authorization Form:

One (1) signed original application (for the IRB Files) AND

Twenty (20) identical collated copies (for the IRB board and reviewers) of the following documents:

 FORMCHECKBOX 
 The Amendment Form (If PI is a student, fellow, or resident signature of faculty sponsor is required)
 FORMCHECKBOX 
 Any document(s) from the sponsor or multi-center trial coordinator concerning the amendment

 FORMCHECKBOX 
 The Amended page(s) or Revised Research Protocol / Research Protocol Application

 FORMCHECKBOX 
 The revised informed consent/assent document(s) 

 FORMCHECKBOX 
 The revised HIPAA Research Authorization 

 FORMCHECKBOX 
 Any document(s) for the sponsor or multi-center trial coordinator concerning the amendment to the informed consent/assent document(s)

 FORMCHECKBOX 
 An unmarked copy of the revised informed consent/assent document(s) and/or the Authorization Document 

 FORMCHECKBOX 
 An unmarked copy of the revised HIPAA Research Authorization 

NOTE: Retain a copy of the complete Amendment Application packet for your records.
