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Comment ID CDC-2026-0001-0002: 
Comment: CDC needs to explore standards-based reporting (e.g. FHIR APIs) from conveyance related communicable disease reporting systems (such as land travel).
As a result, conveyance related disease reporting surveillance (such as land travel) needs to allow automated reporting of conveyance related communicable disease reporting events that could align with modernizing NEDSS to standards-based APIs (e.g. FHIR APIs) and support structured death notifications which align with the Medicolegal Death Investigation FHIR IG.
Such public health interoperability will ameliorate the timeliness of outbreak response and coordinate with state and public health agencies which participate in NEDSS.
CDC Response: CDC appreciates this comment and agrees that automated reporting and public health interoperability could improve timeliness of outbreak response and coordination with state and public health agencies. We will take this into consideration as we work towards modernizing and advancing health information exchange with CDC and partner data systems.    

Comment ID CDC-2026-0001-0003:
Comment: Opposition to CDC Proposed Data Collection Expansion
Agency: Centers for Disease Control and Prevention (CDC) Docket: CDC-2025-1080/CDC-2026-0001 Comment Submitted By: Concerned Citizen

I. Executive Summary
This comment respectfully objects to the Centers for Disease Control and Prevention's proposed expansion of national public-health data collection activities under the Paperwork Reduction Act review process. While effective disease surveillance is an important governmental function,
 the proposal raises significant concerns regarding:
•	statutory authority
•	federalism and state sovereignty
•	privacy and civil liberties protections
•	administrative burden on state and local public-health agencies
•	long-term governance of centralized health data systems
Federal agencies must demonstrate both clear statutory authorization and necessity when expanding data-collection programs that affect millions of Americans. The current proposal does not sufficiently demonstrate these requirements. Without stronger safeguards, the proposed collection risks creating a federalized health-surveillance infrastructure that exceeds the
statutory limits imposed by Congress.

II. Statutory Authority Concerns
The CDC operates under authorities granted primarily through the Public Health Service Act (42 U.S.C. §201 et seq.). While this statute authorizes disease monitoring and prevention programs, it does not provide unlimited authority to create centralized surveillance infrastructures that collect broad categories of data from state agencies. Federal agencies must act within the bounds of authority delegated by Congress. The Supreme Court has consistently held that agencies may not assume powers not clearly granted by statute. Relevant precedent includes:
 
· West Virginia v. EPA, 597 U.S. 697 (2022) - establishing the major questions doctrine, which requires clear congressional authorization for agency actions of significant economic or political consequence.
· Utility Air Regulatory Group v. EPA, 573 U.S. 302 (2014) - reaffirming that agencies may not rewrite statutes to expand regulatory authority.

If the proposed data-collection system materially expands federal surveillance infrastructure, the CDC must demonstrate clear statutory authorization for doing so.

III. Paperwork Reduction Act Compliance
Under the Paperwork Reduction Act (44 U.S.C. §3501 et seq.), federal agencies must ensure that information collections: are necessary for the proper performance of agency functions minimize burden on state and local entities avoid duplicative or unnecessary reporting requirements
State and local public-health agencies already maintain extensive reporting systems. Expanding federal reporting obligations risks creating redundant administrative burdens. Congress enacted the PRA specifically to prevent the growth of unnecessary federal data-collection mandates. Failure to demonstrate necessity or minimize burden may violate PRA requirements.
 
IV. Federalism and State Sovereignty 
Public health has historically been a state-level responsibility under the Tenth Amendment.
The Supreme Court has repeatedly recognized that states retain primary authority over health policy and public-health administration. See:
· Jacobson v. Massachusetts, 197 U.S. 11 (1905)
· NFIB v. Sebelius, 567 U.S. 519 (2012)
While the federal government may assist with coordination and funding, federal programs that effectively transform state agencies into federal data-collection arms raise serious federalism concerns. States must retain meaningful control over the scope and use of public-health
data generated within their jurisdictions.

V. Privacy and Civil Liberties Concerns 
Large-scale health data collection implicates important privacy protections. The federal government must ensure that any national surveillance systems comply with:
· Privacy Act of 1974 (5 U.S.C. §552a)
· Health Insurance Portability and Accountability Act (HIPAA) established constitutional privacy principles

The Supreme Court has recognized constitutional protections related to personal autonomy and bodily integrity. Cruzan v. Director, Missouri Department of Health, 497 U.S. 261 (1990)
confirmed that individuals possess a constitutionally protected liberty interest in bodily autonomy and medical decision-making. Large federal health-data repositories must therefore include strong safeguards against misuse or unauthorized disclosure.

VI. Scientific and Policy Considerations Effective public-health policy depends on maintaining public trust. Centralized data collection without clear limits can erode confidence in public institutions and discourage voluntary participation in health programs. Research has shown that perceived surveillance or misuse of health data may reduce participation in public-health initiatives. Relevant research includes:
 
· Gostin & Wiley, Public Health Law: Power, Duty, Restraint (3rd ed., 2016)
· Institute of Medicine, For the Public's Health: Investing in a Healthier Future (2012)

Public-health programs function best when transparency, necessity, and privacy protections are clearly established.

VII. Requested Actions
In light of the concerns described above, the CDC should:
· Clarify the specific statutory authority supporting the proposed data-collection expansion.
· Demonstrate that the proposal satisfies the requirements of the Paperwork Reduction Act.
· Provide stronger safeguards governing privacy, data retention, and secondary use of collected information.
· Ensure that states retain meaningful authority over the data they generate.
· Conduct additional public consultation before implementing any expanded national surveillance framework.

VIII. Preservation of Rights and Remedies
This comment is submitted for the purpose of preserving all rights to challenge agency action that exceeds statutory authority or violates procedural requirements under the Administrative Procedure Act (5 U.S.C. §706). Federal agency actions that are:
· arbitrary or capricious
· contrary to constitutional rights
· taken without observance of procedures required by law may be set aside by reviewing courts.

IX. Conclusion
Public-health surveillance plays an important role in protecting communities from disease and health threats. However, federal data-collection programs must remain consistent with statutory authority, constitutional protections, and principles of federalism. The CDC should revise the proposal to ensure that it complies fully with the Paperwork Reduction Act, respects state authority, and protects the privacy rights of individuals whose data may be collected.
 
CDC Response: 
Thank you for your comment. Although CDC appreciates the concerns raised by your comment, it disagrees that this activity raises statutory or federalism concerns. Specifically, CDC disagrees that this activity aims to “create [a] centralized surveillance infrastructures that collect[s] broad categories of data from state agencies” or that it “effectively transform[s] state agencies into federal data-collection arms.” Rather, the purpose of this information collection is to collect necessary information needed for CDC to conduct public health response and follow up in the event an individual with a confirmed or suspected communicable disease is known to have traveled via land conveyance (e.g., bus, train, other) across an international land border or state borders while infectious or potentially infectious, presenting a risk of disease spread to others on the conveyance. This activity is well supported by CDC’s statutory authority and does not intrude upon state-level responsibilities because it involves potentially infectious individuals who cross international or interstate borders. Furthermore, this activity does not place any particular burden on state agencies because it pertains to information collected from land conveyance operators (e.g., trains, buses, and other motor coaches) for public health contact investigations.
Under Section 361 of the Public Health Service Act (PHSA) (42 U.S.C. 264), HHS, and by delegation CDC, may make and enforce regulations necessary to prevent the introduction, transmission or spread of communicable diseases from foreign countries into the United States and between U.S. states and possessions. Existing regulations at 42 CFR Parts 70 and 71 authorize port health officers and other personnel to inspect and undertake necessary control measures with respect to conveyances, and persons to protect the public’s health. 
The information collection request (ICR) under 0920-0134 is aggregating public health information collection tools related to land travel that are already approved under other OMB control numbers into one OMB control number, as well as adding four new information collections. The four new information collections are estimated to add approximately 91 burden hours, at an approximate cost to respondents of $2,973 total annually. More information about this ICR can be found in Supporting Statement A. The information collections in this request aim to strike the appropriate balance between burden and public health protection of Americans. This request fully complies with the regulation 5 CFR Part 1320, Controlling Paperwork Burdens on the Public, and more specifically 1320.5 that outlines the general requirements. 
[bookmark: _Hlk171518103]Personal identifiers (name, address, telephone number, cell number, etc.) collected will be maintained under the Privacy Act and the applicable System of Records Notice is 09-20-0171, Quarantine- and Traveler-Related Activities, Including Records for Contact Tracing Investigation and Notification under 42 CFR Parts 70 and 71 (Attachment L). CDC uses this notice for people subject to the terms of activities taken under Part 70 and 71.
Information submitted will be entered into a computer system PHARS (formerly referred to as QARS) for analysis, for processing to complete the passenger information data set, for swift dissemination to the state and local health departments through a secure CDC system called Epi-X (Epidemic Information Exchange), and for later retrieval if necessary. Electronic media will be protected by adequate physical, administrative, and procedural safeguards to ensure the security of the data. Access will be restricted to agency employees with a bona fide “need to know” in order to carry out the duties of their positions or to accomplish the purposes for which the data were collected. Source documents, printouts, and portable storage devices will be safeguarded by storing them in locked cabinets in locked offices when not in use.
Information collected under this control number may be disclosed to appropriate state or local public health departments and cooperating medical authorities to deal with conditions of public health concern; to private contractors assisting CDC in analyzing and reviewing records; to investigators under certain limited circumstances to conduct further investigations; to organizations to carry out audits and reviews on behalf of HHS; to the Department of Justice for litigation purposes; and to a congressional office assisting individuals in obtaining their records. An accounting of the disclosures that have been made by CDC will be made available to the subject individual upon request. Except for these and other permissible disclosures expressly authorized by the Privacy Act, no other disclosure may be made without the subject individual’s written consent.
CDC is submitting another information collection request for another 30-day public comment period. 

