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Certificate of Confidentiality

What is a Certificate of Confidentiality? 
A Certificate of Confidentiality is issued to protect subjects’ privacy and ensure the confidentiality of their data.  The Certificate prevents researchers from having to release identifying information about human research subjects in any Federal, State or local civil, criminal, administrative, legislative, or other proceedings.  This protection is afforded by the Public Health Service Act 301(d), 42 USC 241(d).

When is a Certificate desirable? 
Any person engaged or intending to engage in research that will collect “sensitive” information should apply for a Certificate.  Sensitive information consists of (but is not restricted to): 
· Information regarding sexual practices or preferences 
· Information regarding the use of alcohol, illegal drugs or other addictive products 
· Information concerning illegal behavior 
· Information that can be destructive to the subject’s financial standing, employability or reputation within the community or might lead to social disgrace or prejudice 
· Information regarding the subject’s psychological state or mental health

· Genetic information or tissues samples 

A Certificate protects a subject’s information collected for a distinct period of time (the duration of the study).  If a study's duration needs to be extended, and data collection will continue, past the expiration date of the Certificate, the researcher must submit a written request to the appropriate agency for an extension of the Certificate expiration date.  NIH and other agencies request that this proposal be submitted at least 3 months prior to the expiration date.  Extension applications should consist of why the researcher needs the extension, an estimated time as to how long the extension will be, most recent IRB approval of the study, and the copy of the consent form which states a Certificate has been obtained.  Any information collected outside the approval period of the certificate is not protected.  However, the information that was collected during the time the Certificate was valid is protected indefinitely.

How do I apply for a Certificate? 
Applications should be made after the IRB has reviewed and approved the study.  Certificates of Confidentiality are issued by agencies within the Department of Health and Human Services (such as the Centers for Disease Control and Prevention, Food and Drug Administration, or National Institutes of Health), and researchers should apply to the particular agency involved in the funding or regulation of the study.  The Principal Investigator of the study and an authorized institutional official must sign a Certificate application.

What if the study is not Federally funded?

If your research is not supported with NIH funding, you may apply for a Certificate through the NIH Institute or Center that funds research in a scientific area similar to your project.
How do Certificates apply to multi-center trials?

For multi-site protocols, the coordinating center may apply for a Certificate to cover all sites.  The coordinating institution must have the IRB approvals from all sites to be available upon request to the NIH.  All consent forms from all sites should state the correct language regarding the Certificate.

IRB requirements relating to Certificates of Confidentiality 

Researchers planning to collect sensitive information must obtain a Certificate of Confidentiality prior to initiating subject contact and enrollment.  Subjects may not be enrolled into a study until the Certificate is obtained, and a copy has been submitted to the IRB.  Protocols and consent forms must state that a Certificate of Confidentiality has been acquired.  The consent form must also explain the protections offered by the Certificate, and any limitation to these protections.  The following text is offered as an example: 

“This research is covered by a Certificate of Confidentiality issued by the Department of Health and Human Services (DHHS).  This Certificate prevents information collected about you from being released even under a court order or subpoena.” 
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