CCHHS Institutional Review Board, Hektoen Building Ste. 333, 627 S. Wood, (312)864-4820 Fax (312)864-9210


D.IV.c  □   Protocol Amendment/ □  Consent change/ □ Additional information/ 
□ Renewal Cover Sheet / □ Response to IRB Concerns
IRB #___________
Title:____________________________________________________________________________

Typed name Responsible Investigator (Principal County Investigator)

Current Expiration date_______________________________________________________________
How do we contact you?______________________________________________________________
Describe your submission (e.g. □ protocol change/ □ consent change/□ renewal/ □ sponsor letter, □ deviation from  protocol/ corrective action plan)
If you are changing a consent form, you MUST submit tracked changes on the original or a memo describing the changes.  The new version should be labeled with a version number or date. If you do not identify changes, your submission will be returned.
If you are submitting a revised IB, submit tracked changes or a summary of changes. 
1. Does the sponsor request that this be reviewed by the full Board  (vs. an expedited review)?    Y    N
2. Do you need a written response to this submission?                                                                     Y   N 
    If this is a package insert, IB, or memo, we recommend that you take a stamped receipt for 

    your records rather than requesting a letter.  
3. Did the sponsor set a response date?                                                Yes, by __________________ .N

4. (Only if appropriate) If the sponsor requires that the IRB letter acknowledge the submission with  particular words, please tell us exact words.  (do not say “include version and date” give correct words e.g.,“version 2, July 15 2007”
 ________________________________________________________________________________
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