VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
Investigator Certification to Perform Research

I, the undersigned, acknowledge and accept the responsibility for protecting the rights and welfare of all human research subjects as defined in The Belmont Report; the Common Rule (38 CFR 16 and 45 CFR 46); and the Federal Wide Assurance (FWA) issued by the VA Pittsburgh Healthcare System. 

I further certify that (initial the bottom of each page and sign the last page):

1) All determinations of exemption from these regulations must be made by the Institutional Review Board (IRB), not the researcher.

2) I must provide a copy of the IRB approved and signed consent form to each subject at the time of consent (unless the IRB has waived informed consent or its documentation).  I will retain each document in a manner approved by the IRB.

3) I will promptly report any changes in an approved human subject research protocol to the IRB and will not initiate any changes in the research without IRB approval except where necessary to eliminate apparent immediate hazards to research subjects.

4) I will submit all reports from external/independent Data and Safety Monitoring Boards or other applicable safety reports for approved research to the IRB in a manner prescribed by the IRB.

5) I will report any injuries or other adverse events to the IRB according to the current IRB Adverse Event Reporting Policy (available at:
http://www.vaphs.research.med.va.gov/pages/subpages/human_research.htm).
6) I will report any and all protocol deviations to the IRB according to the current IRB Protocol Deviation Reporting Policy (available at:

http://www.vaphs.research.med.va.gov/pages/subpages/human_research.htm).

7) I will not obtain research credit or data from patient interventions that constitute emergency care without prior IRB approval.  I recognize that if I am a physician I may provide medical emergency care to a patient without prior IRB approval or review as permitted by law.  However, such activities must not be counted as research nor the data used as research. I will notify the IRB within 5 working days of the use of any FDA regulated test article used on an emergency basis. Any subsequent use of such article will require IRB approval.

8) I will submit Continuing Review applications, as required by the IRB, at the interval determined by the IRB (at least once per year).  I understand that the continuation of research after expiration of IRB approval is a violation of the regulations [21 CFR 56,103(a); 38 CFR 16.109].  If the IRB has not reviewed and approved a research project by the project’s expiration date, the research activities MUST stop.  NO new subjects may be enrolled.
9) If I leave the facility, I will submit a Request for Study Closure or request that the IRB approve a new Principal Investigator for all my active studies prior to the IRB approval expiration date. Request for Study Closure Form can be found at: http://www.vaphs.research.med.va.gov/pages/subpages/human_research.htm. 
10) I will comply with all elements of the Health Information Portability and Accountability Act Privacy Rule (HIPAA).

11) I am responsible for the conduct of research by my staff and will provide proper supervision of their activities.

12) If I conduct research without IRB approval, it will affect my standing in the VA.  I will be held responsible for ethical breaches in the conduct of my research studies.  Performance of research without IRB approval or other ethical shortcomings may affect my privilege to do research at the VA in the future.

I have read and have access to the documents referred to:  

VAPHS IRB Standard Operating Procedures

http://www.vaphs.research.med.va.gov/pages/subpages/committee_members/irb_forms/SOP%20version%205.6_Approved%20June%206%202006.doc
The Belmont Report 
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm
The Common Rule, Department of Veterans Affairs http://www.access.gpo.gov/nara/cfr/waisidx_00/38cfr16_00.html
VA Pittsburgh Healthcare System Federal Wide Assurance http://ohrp.cit.nih.gov/search/fasurdtl.asp?ASURIDENT=FWA00001282&Submit=SEARCH
Health Information Portability and Accountability Act Privacy Rule (HIPAA) http://www.hhs.gov/ocr/hipaa/privacy.html
Signed:

Printed Name:       
Date:       
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