
To:  NHGRI IRB
From:  
Subject:  Amendment
Protocol ID#:  
Protocol Title:  
Confirm that all fields are completed in the PTMS Amendment Form and if the field is not answered, provide an explanation as to why.  The first question in Section XI must be fully answered.  You may not indicate “refer to cover memo.”  
Provide an overview of the changes to the protocol, informed consent/assent(s) and/or the conduct of the study.  Include the rationale for the changes and comment on their substantive impact on the conduct of the study and its participants.  (Note that the version control of changed documents must be updated.)
Provide any other information relevant to the IRB or IRB Office Staff necessary when considering the protocol amendment.
*Note: amendments requested for expedited review have the same cover memo and PTMS Amendment form requirements.
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