
Is the activity 
biomedical, 

behavioral, clinical, 
or other research?

Is the research 
supported by NIH 

funds?

YES

Does the research involve 
Human Subjects, as defined 

by 45 CFR 46 (including 
Exempt research in which 

participants can be identified)?

YES

A Certificate of 
Confidentiality is not 

applicable.
NO

Will this research 
project use 

biospecimens and/or 
information that were 
collected by another 

research project 
covered by a 
Certificate of 

Confidentiality?

NO

The study is covered by a Certificate 
of Confidentiality automatically issued 
by the NIH at the time of award, and the 

investigator is obligated to uphold the 
disclosure restrictions. Refer to the NIH 
CoCs for NIH-Funded Research website 

for information about what it means to 
have a Certificate.

YES

Are you collecting or using 
biospecimens that either 1) 

are identifiable to an 
individual, or 2) contain 

information that, together with 
other available data sources, 
could be used to determine 
the identity of an individual?

NO

YES

Does the research 
involve the generation 

or use of individual 
level, human genomic 

data?

NO

YES

The study is not automatically covered 
by a Certificate of Confidentiality. 

Note, a Certificate may still apply if 
you plan to request one to protect 
participants’ sensitive information.

NO

Those biospecimens and/or 
information are covered by a 

Certificate of Confidentiality, and 
the investigator is obligated to uphold 
the disclosure restrictions. Refer to 

the NIH CoC website for information 
about what it means to have a 

Certificate.

The NIH expects that primary recipients 
of a Certificate will inform secondary 

researchers when information disclosed 
to them is protected by a Certificate. If, 
during or after the study, you receive a 
legally-based request for information 
(e.g., public records request; legal 

subpoena; grand jury investigation) you 
should immediately contact the Fred 

Hutch Office of the General Counsel for 
further guidance.

YES

NO

I DON’T KNOW

NIH Certificates of 
Confidentiality Decision Tree

Use to decide whether a CoC applies to NIH-funded research.
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https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://grants.nih.gov/policy/humansubjects/coc/NIH-funded-Research.htm
https://grants.nih.gov/policy/humansubjects/coc/NIH-funded-Research.htm
https://grants.nih.gov/policy-and-compliance/policy-topics/human-subjects/coc
https://grants.nih.gov/policy-and-compliance/policy-topics/human-subjects/coc
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