

	· Required Items to Include with Every New IRB Submission are Highlighted Yellow
SUBMISSIONS SHOULD BE TYPE-WRITTEN AND SINGLE SIDED.
HANDWRITTEN SUBMISSIONS WILL BE RETURNED TO THE PI WITHOUT ADDITIONAL REVIEW.


	 FORMCHECKBOX 

	Request to Review Research Proposal Application 

(Completed and signed by all parties; PI, Co-PI, Sub Investigators & Care-line Leader) 
If you plan to target and enroll vulnerable subject populations, please include the Vulnerable Population Form (IDMC, Prisoners or Pregnant Women) as appropriate.
(Please refer to SOP 151-02 for further guidance on including these populations)

	 FORMCHECKBOX 

	Study Abstract (in lay terms) 
Approximately 250 words containing the following content (as applicable).
· Purpose 

· Research question 

· Study aim or Hypotheses 

· Methods (eligibility criteria, interventions or interactions, evaluations, follow-up) 

· Data Safety Monitoring Plan 

· Data Analysis

	 FORMCHECKBOX 

	Study Protocol 
(The specific requirements for content may differ depending on the requirements of funding agencies.  At minimum, the following information should be included in all proposals)
· A relevant review of the literature

· Proposed hypotheses

· The subject sample with inclusion and exclusion criteria 
· Methods, procedures, and the anticipated risks associated with participation

· Data analysis plans, including methods for maintaining the confidentiality of subjects

· Literature references
· Plan for monitoring subject safety

	 FORMCHECKBOX 

	HIPAA Authorization and Revocation forms and/or HIPAA Waiver Request Form
Guidance for HIPAA Waiver for Recruitment: Based on the Privacy regulations, anytime the PI reviews a patient’s medical record or a patient’s PHI/PII from a VA system for purposes of recruitment, then the IRB must grant the waiver,  unless the subject has signed an authorization and Informed Consent prior to going into the patient’s records.  IRB must approve both the “Use” and “Disclosure”. The only time they don’t require a HIPAA waiver for recruitment is when the patient contacts them from a flyer, publication, telephone call, etc. and they obtain the IC and authorization upon the patient’s first visit. Until they have a waiver or the patient’s written authorization, they cannot access veteran records based on their study protocol. Access without either of these two documents is only when the PI is obtaining information under “preparation for research” and the PI is only collecting aggregate information, no PII. They cannot obtain a patient listing of patient’s scheduled to be seen that day or access to any electronic or paper information on our veterans until they have a waiver or written authorization from the subject.

In most clinical trials a Waiver of the HIPAA authorization is required for recruitment purposes only. HIPAA authorization will be sought from participants prior to enrollment.

Once a PI approaches the participants they obtain the HIPAA Authorization and consent. Please plan your submissions accordingly.

	 FORMCHECKBOX 

	Consent Document 
(or request to waiver/alter informed consent as appropriate utilizing the Request for Waiver or Alteration of Consent Form – please see SOP 151-02 for additional guidance)

	 FORMCHECKBOX 

	Subject Questionnaires, Advertisements, Recruitment Materials  
(pamphlets, posters, letters)

	 FORMCHECKBOX 

	Copies of all protocol data collections tools

(Case Report Forms (CRFs), etc.)

	 FORMCHECKBOX 

	Completed Data Security Form 

(This form must be signed off by ISO PRIOR to IRB review)

	 FORMCHECKBOX 

	CV/Resume for all personnel 

(updated, signed & dated)

	 FORMCHECKBOX 

	Conflict of Interest Form for all study personnel

(HRPP Staff will obtain ACOS R&D signature for you)

	 FORMCHECKBOX 

	Investigator’s Brochure

(include 3 copies if available from Sponsor)

	 FORMCHECKBOX 

	Letters/Memos of Support 

(if necessary - ie: Pharmacy, Lab Service, SAS,  or any other Syracuse/Canandaigua/Bath VAMC service/section Support Memo)

	 FORMCHECKBOX 

	Sponsor Contract through CNYRC 

(or other arrangements for financial coverage of Pharmacy costs, IRB review fee, lab service, etc.)

	 FORMCHECKBOX 

	VA Form 10-9012 Investigational Drug Information Record 

(if necessary)

	 FORMCHECKBOX 

	FDA Form 1572 

(Statement of Investigator, if necessary)

	 FORMCHECKBOX 

	Investigator Data Sheet

(VA form 10-5368 )


	ALL STAFF MUST HAVE PI ADDENDUM (1) or SCOPE OF WORK MEMO (2)

AS APPLICABLE TO THEIR RESEARCH ROLE

(HRPP Staff will obtain ACOS R&D signature on these documents  for you)

	(1) Syracuse VAMC Addendum to Clinical Functional Statement for PI’s

All Syracuse VAMC Principal Investigators are required to have an addendum in their Clinical Functional Statements identifying research duties/activities if the research activities are in line with their approved clinical privileges. Syracuse PIs submit this Syracuse VAMC Addendum to Clinical Functional Statement in lieu of the scope of work document.
(Canandaigua PIs contact  Mary Adams, CAN RCO for additional scope of work guidance)



	(2) Scope of Work Memos from collaborators/coordinators/all staff

Submit one form from each: Sub-I, NP, all Coordinators and other staff involved with the conduct of the study.
(Canandaigua staff contact Mary Adams, CAN RCO for additional scope of work guidance)


	Educational Requirements for ALL research personnel:
All Certificates of Completion MUST BE SUBMITTED to the IRB Office

	1. CITI and VA Human Subject Protection and Good Clinical Practice: CITI published revised refresher modules on March 31, 2013. ORD took this opportunity to make the VA CITI human subject research training requirements more flexible and compatible with affiliate CITI requirements. The revised VA curriculum has been loaded in CITI for all VA research programs and is now available for your use. All VA-specific coursework, except the Good Clinical Practices (GCP) modules, has been removed. Learners can choose the modules most applicable to their roles and interests in human subjects research. 
The new requirements are:  

Initial Training. You must complete the 5 required GCP modules, plus your choice of 8 elective modules from a list of 18.

Refresher Training. You must complete the 6 required GCP refresher modules, plus your choice of 8 elective modules from a list of 32. The refresher training is required every two years after the initial training.

	2. VA HRPP Training (completed once) is available in PowerPoint format on the R&D website. 
View the HRPP Training PowerPoint and then print your completion certificate at http://www.visn2.va.gov/apps/visn2shared/research/syr/syrforms.cfm.


	Misc. Forms needed AFTER project is approved

	IDMC Form: Must be completed for each research subject enrolled.  To be kept in Investigator file.  NOT to be handed to subject or submitted to the IRB.

	Continuing Review Submission Forms to always include Subject Tracking Log

	Amendment Form: Used for submitting amendments to the IRB for consideration.

No changes or research can be conducted PRIOR to receipt of the written IRB approval letter (unless to eliminate immediate hazard to subject).  

	Misc. Submission Form: To be used for IRB submissions as indicated in form

	Project Closure Form: To be completed and submitted to the IRB when all activities are complete.  No subject participation or data analysis is ongoing. Do not wait for your scheduled continuing review to close complete projects.  

	Internal Clinical Records for Scanning: To be used for sending completed consents to Scanning (MAS/HIMS) for inclusion into patient electronic medical records.
 See HRPP training for more guidance.


	Please Keep in Mind When Planning your Project Activities

	Scheduled IRB Meetings are the fourth, non-holiday Monday of the month.

	All submissions must be in by the first day 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 research activities may start until the written IRB approval letter is received by the PI.
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