CHECKLIST FOR SUBMISSION OF CIRB DOCUMENTS TO JHM IRB


	CIRB Protocol Number:
	

	Principal Investigator:
	

	Protocol Title:
	

	Sponsor:
	

	Co-Investigator(s):
	



List all study team members below (including the principal investigator and co-investigators) and provide training completion information.  See JHM IRB guidelines at http://www.hopkinsmedicine.org/Research/training/compliance_reqs.html. 
For Hopkins faculty, staff and students the required courses are: Human Subjects Research (HSR); Conflict of Interest (COI); General Privacy Issues – HIPAA Course (GPI); Privacy Issues Relating to Research - HIPAA Course (IRR).  JHM IRB review of this application cannot be completed until these training requirements have been completed by all Hopkins study team members.  Core training must be completed by 10/01/06.  If it has been completed, fill in the dates below.
List all the name(s) and the dates each training requirement has been completed:

	List Study Team Member
	Study Team Role:
	HSR:
	COI:
	GPI:
	IRR:
	CORE

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


ANSWER YES/NO TO THE FOLLOWING QUESTIONS:

	Section I: Conflict of Interest:

	Yes __ No  __
	Do any of the participating faculty (or their immediate family, staff, or students) have a financial interest (royalty, equity, or consulting) in the sponsor and/or products used in this project? 

	Section II: Drug/Device Information Section:

	 Yes __ No  __
	Will marketed drugs or diagnostic reagents be administered?

	 Yes __ No  __
	Will investigational new drug(s) be administered?  (For studies conducted under an IND, please submit an Investigational Drug Data Sheet [IDDS] – template available on JHM IRB website).

	 Yes __ No  __
	Will medical devices be used in the study?

	Section III: Radiation

	Yes __ No  __
	Will Clinical Imaging Services be utilized?

	
	IF Yes, Identify type:

	
	Yes __ No  __
	Ionizing radiation – Requires CRRC/RDRC review.

(Include a Radiation Worksheet with all applicable sections completed.)

	
	
	IF Yes,

	
	
	___
	Ultrasound or other imaging tests?

	
	
	___
	Imaging to be provided by JHH Radiology?

	Section IV:

	Yes __ No  __
	Will samples be tested in a Hopkins laboratory/facility that does not have CLIA certification?

	
	IF Yes, will results be given to the patient/subject? Yes __ No  __

	
	IF Yes, contact Dr. Mike Borowitz regarding CLIA requirements.

	Yes __ No  __
	Will human tissue or specimens be collected, manipulated, retained or transported off-site?
IF Yes, provide principal investigator’s JHU IBC/Biosafety 
Registration Number _____________ and expiration/renewal date ______________.

	Yes __ No  __
	Will infectious or biohazardous agents or specimens be collected, manipulated, retained or transported off-site? 
IF Yes, provide principal investigator’s JHU IBC/Biosafety 
Registration Number _____________ and expiration/renewal date ______________.

	Yes __ No  __
	Is there a recombinant DNA (gene transfer or vaccine) component to the study? 
IF Yes, provide principal investigator’s JHU IBC/Biosafety 
Registration Number _____________ and expiration/renewal date ______________.
Contact the Biosafety Office at 410-955-5918 for information.

	
	
Signature of Principal Investigator: ______________________              Date: ____________________

Signature of Co-Investigator(s): _________________________________________________________
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