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1.  Certificates of Confidentiality

Question:  Are Certificates of Confidentiality currently required for all federally funded studies involving the use or collection of identifiable, sensitive information, including any studies funded by VA?

Answer:  Section 2012 of the 21st Century Act (42 U.S.C. 241) generally requires any federally funded research study that involves the use or collection of identifiable, sensitive information as defined by the Act to have a Certificate of Confidentiality.  The National Institute of Health (NIH), one of the Federal agencies with authority to approve and issue Certificates of Confidentiality, issued a policy (NOT-OD-17-109) on September 7, 2017 titled Notice of Changes to NIH Policy for Issuing Certificates of Confidentiality. Effective October 1, 2017, Certificates of Confidentiality will be issued automatically for any NIH-funded project using identifiable, sensitive information that was on-going on or after December 13, 2016.  As part of the NIH policy, the NIH-funded studies using or collecting identifiable, sensitive information are issued Certificates of Confidentiality as a term and condition of the awards.  No physical/electronic certificates are issued.

All Federal agencies and departments do not have the authority to issue Certificates of Confidentiality.  VA, as well as other non-Department of Health and Human Services (HHS) agencies, does not have the authority to issue Certificates of Confidentiality.  There is no HHS or ORD requirement for all 
VA-funded studies involving collection of identifiable, sensitive information to obtain a Certificate of Confidentiality at the present time.  HHS has not yet developed a mechanism to allow VA to issue Certificates of Confidentiality or a mechanism for VA to implement a policy analogous to the NIH for automatic issuing of Certificates of Confidentiality for all VA-funded studies using or collecting identifiable, sensitive information.  If a VA researcher wishes to request a Certificate of Confidentiality for a VA study, the VA researcher can request a Certificate of Confidentiality from NIH for health-related studies that are not funded by NIH.  Application instructions are located at https://grants.nih.gov/policy/humansubjects/coc/how-to-apply.htm.  Approval of Certificate of Confidentiality requests is at the discretion of the NIH.
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2.  Certificates of Confidentiality

Question:  If a VA Investigator wants to obtain a Certificate of Confidentiality for a VA study, does ORD require subjects to be informed in the IRB-approved written informed consent document?

Answer:  Yes.  ORD policy in VHA Directive 1200.01, Paragraph 22(c) requires that the informed consent document approved by the IRB include a statement that the study has a Certificate of Confidentiality.  For studies in which information about the subject’s participation will be included in the VA subject’s VHA medical record, information must also be given to the prospective subjects as part of the informed consent process that information regarding study participation will be included in the VHA medical record.
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