Principal Investigator Checklist for Continuing Review IRB Submissions

IRB Manager Stanley John : (212) 686-7500 ext. 4455 Fax: (212)951-3468

e-mail: Stanley.John@va.gov
IRB Coordinator: Sheila Sumrell Ph.  (212) 686-7500 ext: 7475 Fax: (212) 951-6308
e-mail: Sheila.Sumrell@va.gov
Ann Marie Klekman (718) 836-6600 ext: 3645) e-mail: AnnMarie.Klekman@va.gov
Mateen Moore Ext # 4655 (Manh.)  
R&D Meetings Calendar       
1. P.I. Name____________________

MIRB STUDY I.D.#______________

2. This Check List
 (Mandatory)





 FORMCHECKBOX 

.








3. Abstract (less than 500 word summary of the protocol) 



 FORMCHECKBOX 
http://www.brooklyn.va.gov/docs/abstractguidelines.doc 


Abstract signed and dated by P.I.





 FORMCHECKBOX 

Are study findings and literature updated in the abstract? 

      Yes  FORMCHECKBOX 
  or N/A  FORMCHECKBOX 

If NO new findings, then at least updated findings 

from literature related to the study should be included




4. Continuing Review Submission Form (human studies)


 FORMCHECKBOX 

Contact : Mateen Moore  (Manhattan) or Ann Marie Klekman (Brooklyn) for this form.
Signed and dated by P.I.






 FORMCHECKBOX 

5. VA Research Consent Form 10-1086 (Version 3/31/11)


 FORMCHECKBOX 
 or N/A  FORMCHECKBOX 

http://www.brooklyn.va.gov/docs/10-1086.doc 


Copy of current approved consent form





 FORMCHECKBOX 

Clean electronic copy of consent form for approval stamping 


 FORMCHECKBOX 

Copy w/ Track Changes







 FORMCHECKBOX 

6.  Research Safety Continuing Review Submission Form

 FORMCHECKBOX 
 or N/A  FORMCHECKBOX 

       Contact. Mateen Moore 4655 (Manh.)  or Ann Marie Klekman (Brooklyn) for the above form
       
Signed and dated by P.I.






 FORMCHECKBOX 

7. Request for Continued Animal Use Form




 FORMCHECKBOX 
   or N/A  FORMCHECKBOX 

      Contact Ann Marie Klekman  for the above form 
            Signed and dated by P.I.







 FORMCHECKBOX 

      Full review required every 3 years.
      Include Animal Component of Research Protocol (ACORP) form 

 FORMCHECKBOX 
   or N/A  FORMCHECKBOX 

      and appropriate appendices
      Obtain form at https://www.researchtraining.org/courseandexam/ 
8.  Research Staff Training Checklist Form 




 FORMCHECKBOX 

http://www.brooklyn.va.gov/docs/researchstafftrainingchecklist.doc 

Signed and dated by P.I.






 FORMCHECKBOX 

Include  the dates of completion for required trainings below: 

· Click here for Training Requirements for Human Subjects Protection

 FORMCHECKBOX 

· Cyber Security Awareness






 FORMCHECKBOX 

· VHA Privacy Policy Training






 FORMCHECKBOX 

· Information Security 201 for Research and Development Personnel

 FORMCHECKBOX 

Clinical Privileges for M.D.s http://vaww.nyharbor.med.va.gov/pp.asp 

 FORMCHECKBOX 



Scope of Practice For non-clinicians/Nurse investigators: Scope of Practice 
previously submitted? 
http://www.brooklyn.va.gov/docs/sop.doc 
     Yes   FORMCHECKBOX 
  or N/A  FORMCHECKBOX 

If NO, include Scope of Practice in this application.     



 FORMCHECKBOX 

(edit this template to include only the highest degree obtained, be gender specific
 in the summary description and indicate actual duties and title of the individual)
9. Financial Conflict of Interest Form 10-1313-14 (2008 version)

 FORMCHECKBOX 
 or NA  FORMCHECKBOX 


(Required only if there is a change in status since last submission)
Enter “None” in Section IX 10 &11 if you do not have any duties. 


 FORMCHECKBOX 

http://www.brooklyn.va.gov/docs/financialcoi.pdf 
10. Addition of Research Personnel Form #005 (Version 3/2009)

 FORMCHECKBOX 
  or N/A  FORMCHECKBOX 

Applicable only if new research personnel are added on to the study 
Access form at http://www.brooklyn.va.gov/docs/additionresearchpersonnel.doc 
All the applicable documents listed under item 9 above.



 FORMCHECKBOX 

Financial conflict of interest forms listed under item #10 above for individuals with
5% or more effort on the project






 FORMCHECKBOX 

Signed and date by the person disclosing 




 FORMCHECKBOX 

11. Human studies questionnaire (Version 02/2012)



 FORMCHECKBOX 
    
http://www.brooklyn.va.gov/docs/humanquest.doc 
You MUST forward an email copy of the HSQ & Inform Consent form
to the ISO & PO for review/signatures. 




 FORMCHECKBOX 

Privacy Officer Lindsay S. Dean at (Harbor) Lindsay.Dean@va.gov 

Privacy Officer Chrissie Palividas at (BKYLN) Chrissie.Palividas@va.gov 

Information Security Officers Maria Young(NY CAMPUS)Maria.Young@va.gov
12. Protocol Amendment IRB Submission Form 



 FORMCHECKBOX 
  or N/A FORMCHECKBOX 

http://www.brooklyn.va.gov/docs/protocolamendmentirbsubmissionform.doc 
Note: R&D Office will no longer accept incomplete applications. All incomplete applications will be returned to the P.I. for completion. Do not forget to include this check list along with the completed application.

In general, the IRB meets on a monthly basis except for the month of August, on the first Monday of the month. All submissions must be received by the deadline for that month’s meeting as posted in the on the R&D Homepage and Bulletin Board. Please call the IRB Coordinator for the most updated schedule.
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