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Initial IRB Paper submission CHECKLIST
This checklist is designed as an aid in preparing your submission. This will facilitate accurate processing and ensure timely IRB review of your proposed research activity.  Please review your initial submission for completeness.  All of the required items are listed below.  Additional submission information is posted on our website @ http://www.umdnj.edu/hsp.
NOTES: 
· Remember to download IRB forms from our website every time you need to send us a new submission. The IRB may reject forms 30 or more days older than the current version on our website; this will delay your submission. 
· See page 2 for number of copies to be provided

	Item
	Yes
	No
	N/A

	Are all copies collated and stapled?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is the application signed by the PI and all co – investigator(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the application signed by the Department chair(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the submission contain a separate protocol with a visible footer version that details specific studies activities?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	How many CONSENT and ASSENT forms are being submitted? 
Enter in number of each below:
     Consent Forms                Assent Forms             HIPAA Auth. (if separate)           
	
	
	

	Have you included copies of each consent/assent form with a visible footer version on each?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you included copies of CITI Human Subjects Research certificates for all investigators and study staff listed on your application? http://www.umdnj.edu/hsp/education
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you included a copy of the Investigator’s brochure and 1572 / 1571?

(required for all studies involving investigational drugs, devices / biologics)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you enclosed package inserts for each FDA-approved drug / device?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you included ALL recruitment materials (including flyers, brochures & printed advertisements, radio / TV ads, letters, telephone scripts, internet postings, etc.)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you included ALL Questionnaires / Surveys?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you submitted ALL DATA COLLECTION sheets for this study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Check all that apply (AND include): 

If appropriate, did you include confirmation of University Committee 

APPROVALS: CINJ SRB FORMCHECKBOX 
, UBHC  FORMCHECKBOX 
, Radiation Safety  FORMCHECKBOX 
 and/or BioSafety  FORMCHECKBOX 
?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is a FULL GRANT- (including budget) or a CONTRACT for outside funding attached to this submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have you submitted the appropriate HOSPITAL/INSTITUTE SIGNOFF (e.g. KENNEDY MEMORIAL HOSPITAL, RWJUH -RUG form/ UH/UBHC, etc.)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A) Have you enclosed the complete signed Investigator Financial & Other Personal Interests disclosure form? B) If you have disclosed a conflict, you MUST attach copies of part 2 of the disclosure form. http://www.umdnj.edu/hsp/forms/appendices.html
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Initial Submissions:
The following must be included in a full board protocol submission:

· 1 original and 15 copies of the Initial IRB Submission Reminder List,

· 1 original and 15 copies of the IRB application,

· 1 original and 15 copies of the consent and assent forms or letters, advertisements, data collection sheets, and any other study related materials,

· 1 original and 15 copies of the research protocol,

· 3 copies of all study personnel CITI training certificates,

· 3 copies of Investigator Financial and Other Interests Disclosure Forms, 

· 3 copies of RUG, UH and/or UBHC registration(s) if either is indicated as a study site, and

· 3 copies of the full grant and/or contracts
___________________________________________________________________________

The following must be included in an initial expedited protocol submission:

· 1 original and 1 copy of the Initial IRB Submission Reminder List, 

· 1 original and 1 copy of appropriate IRB application,

· 2 copies of the research protocol,

· 2 copies of all study personnel CITI training certificates,

· 2 copies of Investigator Financial and Other Interests Disclosure Forms,

· 2 copies of RUG, UH and/or UBHC registration(s) if either is indicated as a study site,

· 1 original and 1 copy of consent and assent forms or letters,

· 1 original and 1 copy of advertisements, data collection sheets, and any other study related materials,

· 2 copies of grants and/or contracts
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