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	                                                                        REQUIREMENT

(NOTE:  Materials submitted without the required signatures will be returned as incomplete. There is not a charge for protocols submitted through the expedited review mechanism.)
	 Initial

	Obtained TCH protocol # from IRB Office (585-2298)
	

	Protocol attached, if applicable
	

	Title Page completed 
	

	· TCH Protocol # is written/typed on top right corner of title page

· Title Page is addressed to TCH IRB Chairman, Steve Roberts, M.D.

· Principal Investigator (must be credentialed by the Medical Staff Office), name, address, contact numbers are listed and signature obtained prior to submission

· ALL sub-investigators (must be credentialed by the Medical Staff Office, if having any physical contact with subjects (i.e. Consenting); all other investigators or research staff must complete a SARF form) are listed

· Full Title of study is listed


	

	Expedited Study Application completed in full
	

	· Principal Investigator, Dept. Director and/or Sub-Specialty Head signature(s) obtained for approval prior to submission. (If impossible to get these signatures prior to submission, they MUST be obtained prior to IRB meeting, or study will be deferred until signatures are obtained).  (Sub-Specialty Head must sign if any Department or Section members are participating as Principal Investigator or Co-Investigator)

· Other signatures obtained as required, if applicable (i.e.:  Radiation Safety Officer)
	

	Informed Consent, if applicable
	

	· TCH ICF template, written at 6th grade reading level (see specific guidelines)
· Each page is numbered

· Any possible out-of-pocket costs to the patient have been included

· Include predicted length of hospitalization, if any
	

	Waiver of Informed Consent, if applicable 
	

	Financial Disclosure forms are included for all investigators & parties listed on study application
	

	HIPAA Request for Full or Partial Waiver is included and signed by the PI & Dept. Head, when applicable 
	

	Advertising/Recruitment Materials are attached, when applicable
	

	Certification of Investigator Responsibilities form for PI attached (or already on file in IRB office)
	

	CITI course(s) have been completed within last 3 years by all investigators – 1 copy of the transcript
· HSR Core for Non-Biomedical Studies
· HSR Core and Good Clinical Practice (GCP) for Biomedical Studies
	


NOTE:  Failure to provide the materials as requested above may result in delay/denial of protocol.  
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