Syracuse VAMC IRB Checklist for 

New Proposal Submission:


· *Request to Review Research Proposal Application (completed and signed by all parties(PI, Co-PI, Sub Investigators & Careline Leader) 
· *Study Abstract (brief synopsis of study in lay terms)
· *HIPAA Authorization and Revocation forms and/or HIPAA Waiver Request Form

· *Consent Document (or request to waiver/alter informed consent as appropriate. Please refer to SOP 151-02)
· *Study Protocol (3 copies) (See page 21 of SOP 151-02 for further guidance)
· *Subject Questionnaires, Advertisements, Recruitment Materials  (pamphlets, posters, letters)
· *Copies of all protocol data collections tools, Case Report Forms (CRFs), etc. 
· Investigator’s Brochure (3 copies)
· *Completed Data Security Form – This must be signed off by ISO and Privacy Officer PRIOR to IRB review.
· Letters/Memos of Support: Sample Pharmacy Support Memo
· Lab Service Support Memo (if necessary)
· Support Memo from any other Syracuse/Canandaigua VAMC service/section (if necessary)     
· Sponsor Contract through CNYRC (or other arrangements for financial coverage of Pharmacy costs, IRB review fee, lab service, etc.)
· VA Form 10-9012 Investigational Drug Information Record (if necessary)
· FDA Form 1572 (Statement of Investigator, if necessary)
· Investigator Data Sheet (VA form 10-5368 and CV of PI required only if PI has not been involved in VA research as PI in the past 12 months)  
· *Investigator’s Disclosure of Financial Conflicts  
· *Scope of Work Memos from collaborators/coordinators/staff  
· *Education Requirements:

1. CITI – Online Training (only has to be done once)    www.citiprogram.org 

2. Good Clinical Practice VA modules – Online Training (this one is done yearly and is located within the CITI website)

3. Attendance at Syracuse VA HRPP training session (required for PI and any study staff conducting informed consent with VA subjects)  Please note this training can be scheduled immediately following the submission of study materials listed above.  HRPP training is an training with Dr. Catherine Vernon, Research Compliance Officer (only has to be done once it is held the second Wednesday of the month at 1pm. Please call IRB Office x 53607 to set up appointment for training.)
4.  Information Security 201 for Research & Development: (this one is done yearly) Please use this link to access this online course:    www.lms.va.gov.
· Misc. forms needed after project is approved:

1. Continuing Review Submission Forms

2. Amendment Form

3. Misc. IRB Submission Form:

4. SAE Form

5. IDMC Form: Must be completed for each research subject enrolled.  To be kept in investigator file.  NOT to be handed to subject

(The IRB Meetings are the fourth non-holiday Monday of the month.  All submissions must be in by the first of the month for consideration for that month’s meeting. 

IRB Approvals are issued only after R&D ratification of IRB actions.  This occurs the second Monday of the month following the IRB Meeting.  No activities may start until you receive the written IRB approval letter.
Please keep this in mind when planning your project activities.
*Items required for every new submission
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