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	Public Comment #1

	Date of Comment:
	July 14, 2025

	Date Received:
	August 19, 2025

	Category: (Simple or Multiple Comments)
	Simple

	Comment Type: (Fax, Letter, Email, Post Card, Other)
	Email

	Author’s First Name:
	Jenifer

	Author’s Last Name:
	Bloom

	Author’s Affiliation: (if available)
	

	Sponsoring Organization: (if available)
	

	Comment received:
	I have experience dealing with the NIH Certificate of Confidentiality system, both as part of a funded research team, and in my current position as a university research administrator. I would recommend that the CoC E-application system be
reinstated without change.
The CoC is essential for conducting research when participants may be engaged in illicit activity that is relevant to their health and wellbeing or to the health of the community. The paperwork burden associated with obtaining a CoC was greatly
reduced by the changes with the 21st Century Cures Act, which automatically issues a CoC as part of NIH grant funding. However, we still occasionally deal with other funded research (SAMHSA, state funding) that also require a CoC. The current process is not a significant administrative burden because we make very few such requests in any given year, and
the required information is pertinent to the Certificate.

	Date responded to comment:
	August 19, 2025

	Program response provided:
(if lengthy please provide screenshot below)
	Thank you for your comment and support of NIH’s electronic application system for non-NIH funded CoCs. NIH appreciates your acknowledgement of the reduced paperwork burden associated with requesting a CoC in the current system. NIH concurs that issuance of CoCs for non-NIH funded research is essential for conducting research for certain populations. 



	Public Comment #2

	Date of Comment:
	July 22, 2025

	Date Received:
	August 19, 2025

	Category: (Simple or Multiple Comments)
	Simple

	Comment Type: (Fax, Letter, Email, Post Card, Other)
	Email, letter

	Author’s First Name:
	Agnes

	Author’s Last Name:
	Balla

	Author’s Affiliation: (if available)
	Director, Research Policy Analysis & Coordination

	Sponsoring Organization: (if available)
	University of California Office of the President

	Comment received:
	Please see attached comment letter from the University of California system in support of the National Institutes of Health
(NIH) continuing to issue discretionary Certificates of Confidentiality (CoCs) and reinstating its electronic application system
without changes.

On behalf of the University of California (UC) system, we write to express our strong support of the National Institutes of Health (NIH) continuing to issue discretionary Certificates of Confidentiality (CoCs), and of reinstating its electronic application system without changes. 
Researchers engage in human subjects research across the ten UC campuses, its affiliated three national laboratories, and six academic health centers. As a leading public research institution with a robust human subjects portfolio, UC has benefitted significantly from NIH’s issuance of discretionary CoCs. These protections are critical for safeguarding sensitive participant data in studies not otherwise covered under mandatory CoC issuance. Having a CoC for qualifying non-NIH-funded research is essential for supporting ethical research conduct, protects participant privacy, and strengthens public trust in research. 
Additionally, the NIH electronic application system for requesting discretionary CoCs has functioned effectively and efficiently. In our experience, the system has been user-friendly, and the turnaround time for approvals has generally been swift, often within a few days. This responsiveness has been instrumental in minimizing delays in research while ensuring appropriate participant protections are in place. 
We urge NIH and the Office of Management and Budget to support the continuation of discretionary CoCs and the reinstatement of the existing electronic CoC system. Doing so will maintain an important mechanism for upholding research integrity and participant confidentiality across a wide range of research. 
Thank you for the opportunity to provide input.

	Date responded to comment:
	August 19, 2025

	Program response provided:
(if lengthy please provide screenshot below)
	Thank you for your comments and support of NIH’s electronic application system for requesting non-NIH funded CoCs. NIH appreciates your acknowledgement of the systems’ effectiveness and efficiency, resulting in minimizing delays in research. NIH concurs that issuance of CoCs for non-NIH funded research is essential for supporting the ethical conduct of research, protecting participant privacy, and strengthening public trust in research and that reinstatement of the existing electronic system for requesting non-NIH funded CoCs is an important mechanism for upholding participant confidentiality. 





	Public Comment #3

	Date of Comment:
	August 7, 2025

	Date Received:
	August 19, 2025

	Category: (Simple or Multiple Comments)
	Simple

	Comment Type: (Fax, Letter, Email, Post Card, Other)
	Email, letter

	Author’s First Name:
	Jason

	Author’s Last Name:
	Malone

	Author’s Affiliation: (if available)
	Director, Human Subjects Division

	Sponsoring Organization: (if available)
	University of Washington

	Comment received:
	Please see attached letter.

I am writing in support of the continued maintenance and use of the NIH electronic application system for discretionary Certificates of Confidentiality (CoCs).
This system is an important tool for protecting sensitive, identifiable research data from compelled disclosure. In today’s environment, where concerns about data privacy are increasingly prominent, having a reliable and accessible mechanism for researchers to request CoCs is essential to maintaining public trust in the research process.
The ability to safeguard participants’ personal information helps ensure ethical research practices and encourages participation in studies that contribute to public health and scientific advancement. The electronic system streamlines this process, making it easier for researchers to uphold these protections.
I encourage NIH to continue supporting and enhancing this system, recognizing its role in promoting privacy, data security, and public confidence in federally funded research.

	Date responded to comment:
	August 19, 2025

	Program response provided:
(if lengthy please provide screenshot below)
	Thank you for your comments and support of NIH’s electronic application system for requesting non-NIH funded CoCs. NIH appreciates your acknowledgement of the importance of CoCs and that the system has streamlined the process to request a CoC. NIH welcome feedback on ways to enhance the NIH electronic application system for requesting non-NIH funded CoCs.





	Public Comment #4

	Date of Comment:
	August 8, 2025

	Date Received:
	August 19, 2025

	Category: (Simple or Multiple Comments)
	Simple

	Comment Type: (Fax, Letter, Email, Post Card, Other)
	Email, letter

	Author’s First Name:
	Nadine

	Author’s Last Name:
	Connor

	Author’s Affiliation: (if available)
	Institutional Official, Associate Vice Chancellor, Research Policy & Compliance
Professor, Oros Family Chair, CSD, Otolaryngology

	Sponsoring Organization: (if available)
	University of Wisconsin-Madison

	Comment received:
	I am writing in support of the continued maintenance and use of the NIH electronic application system for discretionary
Certificates of Confidentiality (CoCs).
This system is an important tool for protecting sensitive, identifiable research data from compelled disclosure. Concerns about data privacy are increasingly prominent in the public discourse, thus having a reliable and accessible mechanism for researchers to request CoCs is essential to maintaining public trust in the research process.
The ability to safeguard participants’ personal information helps ensure ethical research practices and encourages participation in studies that contribute to public health and scientific advancement. The electronic system streamlines this process, making it easier for researchers to uphold these protections.
I encourage NIH to continue supporting and enhancing this system, recognizing its role in promoting privacy, data security, and public confidence in research.

	Date responded to comment:
	August 19, 2025

	Program response provided:
(if lengthy please provide screenshot below)
	Thank you for the comments and support of NIH’s electronic application system for requesting non-NIH funded CoCs. NIH appreciates your acknowledgement of the importance of CoCs and that the system has streamlined the process to request a CoC. NIH welcome feedback on ways to enhance the NIH electronic application system for requesting non-NIH funded CoCs.



