


The following website link provides resources for understanding and complying with this
NIH policy and the federal regulations policy


https://grants.nih.gov/grants/policy/faq_nih_good_clinical_practice.htm#5162

Please add the following language to the consent document:

This research is covered by a Certificate of Confidentiality from the National
Institutes of Health. With this Certificate, the researchers cannot be forced to
disclose or use information that may identify you, even by court subpoena, in any
federal, state, or local civil, criminal, administrative, legislative, or other proceedings.
The researchers will use the Certificate to resist any demands for information that
would identify you, except as explained below.

The Certificate cannot be used to resist a demand for information from personnel of
the United States Government that is used for auditing or evaluation of federally
funded projects or for information that must be disclosed in order to meet the
requirements of federal agencies. A Certificate of Confidentiality does not prevent
you from voluntarily releasing information about yourself or your involvement in this
research. If an insurer, employer or other person obtains your written consent to
receive research information, then the researchers may not use the Certificate to
withhold that information. The protection offered by the Certificate does not stop us
from voluntarily reporting information about suspected or known sexual, physical, or
other abuse of a child or older person, or a subject’s threat of violence to self or
others. If any member of the research team is given such information, he or she will
make a report to the appropriate authorities, and will do so without disclosing your
participation in this study. The Certificate of Confidentiality will not be used to
prevent disclosure for any purpose you have consented to in this informed consent
document.



