A p H L ASSOCIATION OF

PUBLIC HEALTH LABORATORIES

July 13, 2026

Russell Vought

Director

Office of Management and Budget

725 17th Street, NW, Washington, DC 20503

RE: Docket No. OMB-2026-0034; Public Comments in Response to Regulation for Federal
Financial Assistance

Dear Director Vought,
l. Introduction

The Association of Public Health Laboratories (APHL), the only organization representing 136 state
and local government public health laboratories, respectfully requests that the Office of
Management and Budget (OMB) withdraw the proposed rule on Federal Financial Assistance. As
written, the rule would add burdensome and duplicative requirements across federal, state, and
local governments, while weakening the public health surveillance and detection network the federal
government has worked for years to strengthen. US Senator Susan Collins (R-ME), Chair of the
Appropriations Committee, is absolutely correct to note in her July 6, 2026, letter to you, “the rule
would impose new, burdensome requirements on award recipients that would harm small and rural
communities, undermine scientific and biomedical research, and conflict with Congress’ control
over the federal funding process.”

Public health laboratories keep Americans safe and healthy, and through them, the federal
government fulfills its public health responsibilities. These laboratories serve as the nation’s frontline
operationalinfrastructure for disease detection, surveillance, and response. These functions depend
on stable, predictable federal cooperative agreement funding as currently administered under the
Uniform Guidance. The proposed revisions would threaten that stability and impose compliance
costs that diminish, rather than enhance, the public health return on federal investment. Public
health laboratory infrastructure is sustained primarily through federal cooperative agreements,
including Centers for Disease Control and Prevention’s Epidemiology and Laboratory Capacity (CDC
ELC) and Public Health Emergency Preparedness (PHEP) funding. State and local governments
provide essential—but comparatively limited—support for core operations, workforce stability, and
cost-sharing. As temporary emergency federal investments expire, this misalignment between
substantial federal dependence and insufficient baseline funding creates a growing risk that critical
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laboratory capacity—and the federal government’s ability to execute its public health mission—wiill
erode, putting Americans’ health at risk.

The proposed rule:
e Compounds existing funding instability;
¢ Reduces flexibility in program implementation;
e Expands administrative and compliance burdens; and

e Shifts funding decisions toward alighment with partisan federal policy priorities rather than
public health needs.

These changes pose substantial risks to national public health infrastructure, particularly in data
modernization, workforce development, and biosurveillance.

Working collaboratively with federal, state, and local governments, public health laboratories
monitor and detect a wide range of health threats, including infectious diseases, environmental
contaminants, genetic disorders in newborns, and foodborne illnesses. Equipped with sophisticated
equipment and highly trained scientists, they deliver services that protect our health, food, and
environment. These highly specialized laboratories protect our lives daily.

Public health laboratories also form the backbone of our national laboratory network whichis on alert

24/7 to respond to new pathogens, natural disasters, chemical spills, foodborne disease outbreaks,
and other health emergencies. Public health laboratories collaborate closely in these efforts with US
CDC and other federal agencies, including US Environmental Protection Agency (EPA), US Food and
Drug Administration (FDA), Federal Bureau of Investigation (FBI), and US Department of Homeland
Security (DHS).

The proposed rule would:
e Slow response times due to funding and administrative constraints;
¢ Undermine long-term capacity building; and
¢ Reduce agility in responding to public health emergencies.

Specific comments regarding the proposed rule follow.

[200.205] — Political Review of Discretionary Awards

11. 8200.205: Mandatory Senior Appointee Review Undermines Scientific Merit and Continuity of
Core Public Health Functions
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The proposed rule requires federal agency heads to designate senior political appointees to conduct
pre-issuance review of every discretionary award, directing that awards must "demonstrably
advance the President's policy priorities" and the "national interest." Section 200.205(d) expressly
bars appointees from "routinely deferring" to peer review. A new "Gold Standard Science" standard,
sourced from Executive Order 14303 but left undefined in the regulatory text, is layered on top of
existing merit-review criteria.

We have serious concerns about this provision as applied to public health laboratory cooperative
agreements:

e Public health laboratory cooperative agreements fund infrastructure, not discretionary
research. They support the testing platforms, trained workforce, quality systems, and
advanced test methods that every health department depends on. The public health need for
these services does not change with partisan administration priorities. Inserting political
review into what have historically been science- and epidemiology-driven funding decisions
introduces bias that will weaken laboratory infrastructure.

e The "Gold Standard Science" criterion is undefined. Without a regulatory definition, this
phrase creates unchecked federal agency discretion and makes it impossible for laboratories
to know whether their work qualifies. This creates an operational challenge for recipients who
must plan staffing, capital, and program commitments years in advance.

e Peer review must remain with those with subject matter expertise. Validating a new
diagnostic method, developing newborn screening reference ranges, or characterizing a novel
pathogen requires technical assessment by qualified scientists. Authorizing partisan political
appointees without subject matter expertise introduces a risk of error with direct
consequences for the health of Americans.

Recommendation: Remove the requirement that senior appointees review individual discretionary
awards. If a policy-alignment review is retained, it should apply only at the federal program level, not
to individual awards; define "Gold Standard Science" with specific, objective criteria; and preserve
peer/merit review for science-based awards.

[200.340-200.343] — Suspension and Termination

11l. 88200.340-200.343: Expanded Termination Authority Creates Unacceptable Operational
Risk for Public Health Laboratories

The proposed rule significantly expands federal agency authority to suspend or terminate awards
when they do not "effectuate program goals, federal agency priorities, or the national interest as they
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exist at the time of the termination." Terminations may apply to a "class of award," not just individual
grants, and termination for convenience is not subject to appeal.

e Laboratory infrastructure cannot be stopped and restarted. Testing programs require
maintained equipment, trained staff, current proficiency testing, and accreditation (under the
Clinical Laboratory Improvement Amendments of 1988 or another deemed authority). An
abrupt mid-award termination—even if eventually reversed—can cause lapses in
accreditation, workforce losses that take years to rebuild, and surveillance gaps that allow
outbreaks to go undetected.

e Class-of-award terminations are particularly dangerous. A decision to terminate all ELC
cooperative agreements would simultaneously eliminate front-line disease surveillance
capacity in all 65 CDC-funded jurisdictions. There is no private-sector substitute. The
consequence would be direct, measurable harm to Americans’ health.

e Eliminating appeal rights for convenience terminations undermines due process and
basic administrative fairness. Recipients who have hired staff, purchased equipment, and
made contractual commitments in reliance on multi-year cooperative agreements have
cognizable interests that warrant procedural protection.

e Newborn screening and emergency preparedness programs cannot tolerate funding
interruption. Newborn screening must be performed within days of birth; any gap results in
missed diagnoses with lifelong consequences. Emergency preparedness cooperative
agreements exist to maintain surge capacity and enable quick response. If that capacity is
terminated between emergencies, it will not be available for the next one.

Recommendation: Restore the prior standard requiring a finding of cause, noncompliance, or fraud
for award termination; eliminate or strictly limit class-of-award termination authority; require a
minimum 90-day notice before any termination affecting critical public health infrastructure; and
preserve full appeal rights for all terminations, including convenience terminations.

[200.220 | 200.329 | 200.331 | 200.332] — International Collaboration and Subrecipient
Monitoring

IV. §§8200.220, 200.329, 200.331-200.332: Foreign Collaboration Restrictions and Enhanced
Subrecipient Monitoring Impose a Disproportionate Burden on the Pass-Through Structure of
Public Health Laboratory Funding

Section 200.220 would extend the Wolf Amendment prohibition on collaboration with "covered
foreign countries or entities" to all federal agencies. Sections 200.329, 200.331, and 200.332 impose
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significantly heightened requirements for subrecipient monitoring, disclosure of affiliate
relationships, ownership transparency, and reporting on foreign relationships.

These provisions matter for public health laboratories in two distinct ways:
Regarding international collaboration (8200.220):

e Global pathogen surveillance is inherently international. Many organisms tracked by
public health laboratories—influenza, SARS-CoV-2 variants, novel enteric pathogens,
antimicrobial-resistant organisms—do not respect borders. The CDC-led PulseNet
International network links laboratories in more than 80 countries for foodborne disease
surveillance. The World Health Organization (WHQO) Global Influenza Surveillance and
Response System (GISRS) connects reference laboratories worldwide. Severing those
connections would leave US laboratories with incomplete situational awareness at precisely
the moments it matters most.

e The definition of "covered foreigh country or entity” is overbroad. As written, the
prohibition could include benign laboratory test data and reference testing arrangements that
have no national security nexus but are critical to ensuring the quality of test results.

Regarding subrecipient monitoring (§88200.329, 200.331-332):

e Most public health laboratory funding flows through a pass-through structure; this
regulation would result in a significant administrative burden for laboratories. Under ELC,
PHEP, and the National Wastewater Surveillance System (NWSS), CDC funds state health
departments as primary recipients. State health departments then pass funds to state and
local public health laboratories as subrecipients. Every new monitoring, disclosure, and
reporting requirement must be met by state and local public health laboratories, which often
have limited administrative infrastructure.

e Ownership transparency and affiliate disclosure requirements are poorly suited to
governmental entities. Many state and local public health laboratories are units of
governmental agencies. These requirements have no logical application and no
accountability benefit to the federal government when the subrecipient is a governmental
public health laboratory.

Recommendation: Narrow the definition of "covered foreign country or entity" and provide explicit
safe harbors for WHO-coordinated activities and established multilateral surveillance networks;
create a governmental entity exemption from the enhanced affiliate and ownership disclosure
requirements; and scale subrecipient monitoring requirements to risk level, with reduced
requirements for governmental subrecipients with established compliance records.
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[200.201 | 200.333] — Fixed Amount Awards and Subawards

V. §8200.201, 200.333: Elimination of Fixed Amount Awards and Subawards Increases
Administrative Burden Without Enhancing Accountability

The proposed rule would largely eliminate fixed amount awards and subawards except where
specifically authorized by statute, and replace them with cost-reimbursement mechanisms that
require detailed invoicing, documentation, and monitoring.

e Fixed amount subawards are widely used under ELC and PHEP to fund specific, well-
defined laboratory activities. This includes equipment maintenance contracts, defined
testing volumes, and participation in a proficiency testing program in which the output is
easily verified. The administrative burden of cost reimbursement in the proposed rule is
disproportionate to the program’s value.

e Mandatory cost-reimbursement for every subaward increases cost, not accountability.
The administrative cost of tracking actuals for a small subaward funding a specific testing
service frequently exceeds the accountability value when the deliverable is already verifiable
by other means.

Recommendation: Preserve fixed amount awards and subawards as a standard available
mechanism without requiring statutory authorization, and allow pass-through entities to select the
most appropriate mechanism based on the nature and risk of the subaward activity.

[200.432 | 200.454 | 200.461 | 200.421] — Allowable Costs

VI. 88200.432, 200.454, 200.461, 200.421: Categorical Disallowance of Publication,
Subscription, Conference, and Membership Costs Undermines Scientific Quality and
Workforce Development

The proposed rule makes the following costs categorically unallowable or conditionally allowable
only with prior written federal agency approval.:

e Publication costs and article-processing charges for peer-reviewed journals—unallowable
unless expressly required by statute or approved in advance (§8200.454, §200.461)

e Subscriptions to professional, academic, and technical periodicals—categorically
unallowable with no exception (§200.454)

e Conference attendance—allowable only if expressly approved by the federal agency in
advance (8200.432)
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Membership costs in professional and technical organizations—allowable only if "necessary
to fulfill award requirements" with prior written federal agency approval (8200.454)

Public relations costs—unallowable (8200.421)

These provisions will negatively impact the ability of public health laboratories to prepare for and
combat emerging health threats in many distinct ways:

Publication of laboratory methods is a public health necessity. Public health laboratories
develop and validate new diagnostic methods for emerging pathogens, novel environmental
contaminants, and emerging drugs of abuse. Publishing in peer-reviewed journals enables
other laboratories to adopt those methods, subjects them to scientific scrutiny, and serves
the federal interest in open science. Making article-processing charges categorically
unallowable will directly reduce the dissemination of federally funded laboratory science.

Access to current scientific literature is operationally necessary. Laboratory scientists
must have access to peer-reviewed literature to maintain competency and stay current with
evolving pathogen characteristics, test methods, and quality standards. Categorical
disallowance of journal subscriptions with no exception eliminates a cost as operationally
necessary as laboratory reagents.

Pre-approval requirements for conference attendance are impractical. Conference
registration and travel must often be committed months in advance. Requiring federal agency
approval for each staff member attending a conference creates an administrative bottleneck
incompatible with conference planning and travel approval timelines—including for technical
meetings such as the APHL Annual Conference, American Society for Microbiology Microbe
conference, and CDC-sponsored laboratory science trainings. This will result in limited ability
to learn new test methods for emerging health threats and reduced knowledge sharing,
leading to duplication of these efforts at the jurisdictional level and a significant waste of
federal dollars.

Membership in professional organizations is essential to laboratory quality. Professional
organizations like APHL provide training, education, resources, and support peer learning
opportunities that allow grantees to stay current in efficient and effective public health
operations. Membership in these organizations is essential, and these investments improve
grant performance and increase the return on investment of federal dollars. Requiring prior
written approval from a federal agency converts a standard operating cost into an
administrative burden with no corresponding accountability benefit to the federal
government.
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Recommendation: Restore publication and article-processing costs as allowable without per-
award pre-approval, consistent with federal open-access policy; restore journal subscription costs
as allowable; replace conference pre-approval with post-hoc attestation for meetings and trainings
directly relevant to award activities; and restore professional organization membership as allowable
without prior approval for organizations directly relevant to award activities.

[200.218 | 200.219 | 200.300 | 200.450] — Content-Based Award Restrictions

VII. 88200.218, 200.219, 200.300, 200.450: Vague Content-Based Restrictions Will Chill
Legitimate Surveillance and Health Equity Work

Several proposed provisions bar awards "in support of" specific categories of activity, without
defining operative terms:

e 8§200.218 — bars awards "in support of" disparate-impact studies or litigation

e 8200.300(b) — bars awards in support of diversity, equity, and inclusion (DEI) practices,
"gender ideology," and pediatric gender-transition care

e 8200.219 —requires viewpoint-neutral event services

e 8200.450(c)(1)(iv)~(v) — bars "issue advocacy or public messaging" on policy positions
"unrelated to" award objectives

These restrictions have vague definitions and will significantly impact the ability to meet public
needs:

e Epidemiological surveillance routinely examines health disparities. Wastewater (NWSS)
and ELC human immunodeficiency virus surveillance programs collect and analyze data by
race, ethnicity, socioeconomic status, and geography because pathogens are not distributed
equally. Surveillance findings that document disparate health outcomes may be
characterized as "disparate-impact" evidence. The line between epidemiological surveillance
and a "disparate-impact study" is vague in the proposed rule, and further clarification is
needed.

e Undefined terms create compliance uncertainty that will cause overcaution and stop
important public health work. When violation consequences include award termination,
laboratories and their parent health departments will err on the side of underreporting or avoid
surveillance activities that could be characterized as touching on prohibited subjects. The
result is a degradation of surveillance data on which public health decisions depend.
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e Centralized OMB control (88200.106(a), 200.110(a)) removes agency flexibility to interpret
these provisions in scientifically sound ways. Under the proposed framework, CDC could
not modify these provisions to protect legitimate surveillance activities without OMB
approval. This centralization removes the programmatic and subject matter expertise that has
historically enabled the Uniform Guidance to be implemented in complex public health
contexts.

Recommendation: Define the terms "disparate-impact study," "DEI practices," and "gender
ideology" with sufficient specificity to give recipients fair notice of prohibited conduct; include
explicit carve-outs for standard epidemiological surveillance, health disparity data collection, and
public health reporting required by state law; and provide a safe harbor for activities conducted
pursuant to state statutory mandates, federally required surveillance programs, or preexisting
cooperative agreement scopes of work.

[200.106(a) | 200.110(a)] — Centralized OMB Authority

VIII. §8200.106(a), 200.110(a): Centralizing Uniform Guidance Authority in OMB Eliminates the
Program Expertise that Allows Sound Administration of Public Health Cooperative Agreements

Under the proposal, once federal agencies adopt OMB's new framework, they would generally be
unable to modify the rules without OMB sign-off, except where a statute requires them to do so. For
public health laboratory programs, this is a structural problem. CDC program officers have
historically exercised informed judgment in applying cost principles, subrecipient monitoring
requirements, and allowable activity provisions to public health laboratory cooperative agreements.
That judgment is grounded in a deep understanding of laboratory operations, accreditation
requirements, disease surveillance systems, and the public health mission.

Centralizing interpretive authority in OMB removes that subject matter expertise from the decision-
making chain, resulting in Uniform Guidance provisions being applied to public health laboratory
programs in a one-size-fits-all approach rather than the precision laboratory operations require.

Recommendation: Preserve federal agency authority to issue program-specific guidance that
interprets and applies Uniform Guidance provisions for these specialized programs, including public
health laboratory cooperative agreements, without requiring OMB pre-approval.

IX. Summary of Recommendations by Section

§200.205 — Remove individual-award political review; define "Gold Standard Science"; restore peer
review as authoritative for science-based awards.
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§8200.340-343 — Restore cause requirement for termination; eliminate class-of-award termination;
require 90-day notice; restore appeal rights for all terminations.

§200.220 — Narrow definition of covered foreign entity; provide safe harbors for WHO and
established multilateral surveillance networks.

§8200.329, 200.331-332 — Exempt governmental subrecipients from ownership/affiliate disclosure;
scale monitoring requirements to risk level.

§8200.201, 200.333 — Preserve fixed amount awards and subawards as a standard available
mechanism without requiring statutory authorization.

§8200.432, 200.454, 200.461 — Restore publication, subscription, and conference costs as
allowable without per-award pre-approval.

§8200.218, 200.300, 200.450 — Define vague prohibited terms with specificity; carve out
epidemiological surveillance and state-mandated public health activities.

§8200.106(a), 200.110(a) — Preserve federal agency authority to issue program-specific interpretive
guidance without OMB pre-approval.

Public health laboratories are not a discretionary federal investment—they are the foundational
detection and response infrastructure on which all other public health interventions depend. The
proposed revisions to the Uniform Guidance would subject that infrastructure to political
uncertainty, increased administrative burdens, and impose costs that diminish rather than enhance
the public health return on federal investment. APHL requests that you withdraw the proposed rule
on Federal Financial Assistance.

Respectfully submitted,

Aot ) Bek

Scott J. Becker, MS
Chief Executive Officer, APHL
scott.becker@aphl.org

APHL works to strengthen laboratory systems serving the public’s health in the US and globally. Our
members are state and local public health, environmental, and agricultural laboratories. These
scientists and public health professionals work with federal, non-profit, healthcare, community, and
industry partners in the public health system to build a nation that is strong and resilient.
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