Institutional Review Board                                
Wake Forest University – Reynolda Campus

Certificate of Confidentiality Checklist
Note: A Certificate of Confidentiality will not be issued to an applicant conducting research involving human participants unless the project has IRB approval. The approval letter signed by the IRB chair or designee must be included with the Certificate application as well as the University’s current FWA and IRB Registration.

The application to NIH for a Certificate of Confidentiality must be written on the letterhead of the research applicant institution and submitted to the appropriate NIH Institute or Center (NIC IC). See http://grants.nih.gov/grants/policy/coc/contacts.htm for a list of NIH Certificate contacts. The application letter should include the following information:

1.
PI’s name /Department/telephone/fax/email address 

Other key personnel and title(s) 

Faculty Advisor (if applicable)/Department __________________________________________

2.
Research site(s) with a brief description of the facilities available for conduct of research:

3.
IRB# ____________ Title of research ______________________________________________

4.
Institution: Wake Forest University FWA#: 00001732      IRB Registration #: IRB00000435

5.
IRB current approval letter attached:   □  yes       □  no

6.
University’s FWA and IRB Registration attached:  □  yes       □  no

7.
Research start date: ________________ end date: _______________.  Note: If this project is not 
completed by the expiration date, you must submit a written request for an extension 3 months 
prior to the expiration date. The request must include a brief description of the reason or the 
extension, documentation of the most recent IRB approval, and expected date for completion of 
the research.

8.
Project aims and research methods (1-2 paragraphs, omit background). Briefly describe the 
procedures for the collection and storage of identifying information, the number of subjects in the 
study, recruitment methodology, description of study population (e.g., gender, age, race, 
etc.). If 
changes are made to the project aims or methods during the study, contact the Certificate 
Coordinator [at NIH] who issued the Certificate and will determine if the Certificate can be 
modified or if you need to submit an amended application.
9.
Methodology used to protect subjects’ identities (e.g., participants coded by numbers, not names; 
linking information kept in locked files; identifiers to be destroyed upon completion of the study).

10.
Reasons for requesting Certificate of Confidentiality (e.g., collecting sensitive information, 
identifying information on study participants). 
11.
IRB-approved Informed Consent form(s). Include a) a description of the projections and 
limitations of the Certificate, including the circumstances in which the investigators plan to 
voluntarily disclose identifying information about research subjects (e.g., child abuse, harm to 
self or others). Participants must be told of the protections afforded by the Certificate and any 
exceptions to that protection in the informed consent form. Investigators must adapt the language 
to the needs of the research participants and subject matter of the study. Researchers must also 
review the language about confidentiality and data security that is routinely included in the 
informed consent forms to ensure it is consistent with the protections of the Certificate.

12.
If significant changes are made to the informed consent form, contact the Certificate Coordinator 
who issued the Certificate and submit a revised consent form. 
13.
For all research in which a control drug or drugs will be administered, you must submit a copy of 
the Drug Enforcement Administration Certificate of Registration (BNDForm 223) under which 
the research project will be conducted. 
14.
Research not funded by NIH in which drugs will be administered to human participants must 
provide the following additional information:

· Identification of drug to be administered

· Description of methods for administration of these drugs, including a statement of dosages

· Evidence that individuals who will receive the drugs are authorized to do so under Federal and State law

15.
Required assurances with the following information inserted verbatim in the Certificate 
application letter and signed by the PI and the Associate Provost for Research.

· This institution agrees to use the Certificate of Confidentiality to protect against the compelled disclosure of personally identifiable information and to support and defend the authority of the Certificate against legal challenges.

· The institution and personnel involved in the conduct of the research will comply with the applicable Federal regulation for the protection of human subjects or, if no such Federal regulation is otherwise applicable, they will comply with 45 CFR Part 46.

· This Certificate of Confidentiality will not be represented as an endorsement of the project by the DHHS or NIH or used to coerce individuals to participate in the research project.

· All subjects will be informed that a Certificate has been issued, and they will be given a description of the protection provided by the Certificate.
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