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Framing the Week

Big Picture. Congress returns on September 14, but the House has cancelled votes for the weeks of
September 21 and 28, leaving four legislative days before the chamber recesses for the midterm
election break. Conversely, the Senate is currently scheduled to be in session until September 30, and
may use this time to advance nominations and other legislative priorities.

Health Policy to Watch.

1. NIH RFI on Draft Policy to Share Summary Level Study Results with Clinical Research
Participants: The National Institutes of Health (NIH) issued a request for information on a draft
policy that would require researchers and institutions conducting NIH-supported clinical research
to share summary-level study results directly with research participants in plain language. The
proposal would apply broadly to all clinical research supported in whole or in part by NIH,
including clinical trials, intramural research, and grants, regardless of the level of NIH funding. For
clinical trials, results generally would need to be shared no later than one year after the primary
completion date or the applicable ClinicalTrials.gov reporting deadline, whichever is later; other
extramural clinical research would generally need to share results by the end of the period of
performance or provide participants and NIH with a status update if analyses remain incomplete.
Researchers would also need to confirm to NIH that results or required status updates were
provided, while noncompliance could result in additional award conditions, termination, or
consequences for future funding. NIH is seeking comments through October 26, 2026, including
on participant preferences, researcher best practices, implementation challenges, and the costs
and infrastructure necessary to implement the policy.

Regulatory Update

No updates. All other pending regulations can be found here.

This Week in Health Policy

An overview of upcoming events is included below. Events highlighted in orange are those that we will
be covering in detail:

Tue. (9/8)
e 2:00pm — AHIP Discussion: Al in Health Care — America's Health Insurance Plans (AHIP) holds
a discussion examining how artificial intelligence (Al) can be applied to address pressing
challenges across the health care system. The session will explore opportunities to use Al to


https://grants.nih.gov/grants/guide/notice-files/NOT-OD-26-113.html
https://docs.google.com/spreadsheets/d/e/2PACX-1vS_TH3jfHM51faAGA2e9IC1_Rgei4zEaVyMi6b6ScLsIR992eP9p0P9J7I1zzvBpRKk-mwfj_BaqIti/pubhtml?gid=161703579&single=true
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improve health care delivery, operations, and outcomes, as well as considerations for deploying
the technology effectively and responsibly. Details.

Wed. (9/9)

e 2:00pm - BPC Discussion: ROAD to Housing Act — The Bipartisan Policy Center (BPC) and
National Association of Affordable Housing Lenders hold a discussion on implementation of the
recently enacted 21st Century ROAD to Housing Act. Housing experts will review the law’s major
policy reforms, key federal implementation considerations, and potential effects on affordable
housing development and housing supply in communities nationwide. Details.

Additional Multi-Day Events
e Sep 9-Sep 10 - HHS Meeting: Antimicrobial Resistance — The Department of Health and Human
Services (HHS) holds a meeting of the Presidential Advisory Council on Combating Antibiotic-

Resistant Bacteria (PACCARB) to explore how microbiome science can support antimicrobial
resistance (AMR) prevention, drive novel interventions, and build public awareness and
understanding of microbiome-focused health promotion measures. Details.

Featured Analysis

¢ Medicaid Round-Up: H.R. 1 Implementation and Program Integrity — In Policy Hub here.
e Al Policy Roundup - In Policy Hub here.
e 2026 Regulatory Outlook — In Policy Hub here

Congressional Lookback

Fri. (9/4)
o MedPAC held day two of its September 2026 meeting at which it held a session on PAC services
in FFS and MA and risk adjustment accuracy in MA at the plan level. All Impact session summaries
are available on Policy Hub here.

Thurs. (9/3)
o MedPAC held day one of its September 2026 meeting at which it held sessions on context for

Medicare payment policy, Part D, and it work plan for ASC. All Impact session summaries are
available on Policy Hub here.

Tues. (9/1)
e Reps. Landman, Carter, Schrier, and Barrett introduced the Doctors Not Al Act. Details.

Regulatory Lookback


https://www.ahip.org/webinars/using-artificial-intelligence-intelligently-to-solve-pressing-healthcare-challenges
https://bipartisanpolicy.org/event/the-housing-bill-is-law-now-what/
https://health.gov/advisory-committees/presidential-advisory-council-combating-antibiotic-resistant-bacteria-paccarb/upcoming-meetings/September-9-10-2026-Public-Meeting
https://mypolicyhub.com/content_entry/medicaid-round-up-h-r-1-implementation-and-program-integrity/
https://mypolicyhub.com/content_entry/ai-policy-roundup-senate-report-examines-ai-in-senior-care-nist-advances-documentation-standards-nsf-funds-regional-infrastructure-and-lawmakers-target-data-centers-and-online-algorithms/
https://mypolicyhub.com/wp-content/uploads/2026/07/Impact-Health-2026-Regulatory-Outlook_7.16.26-PDF.pdf
https://www.medpac.gov/meeting/september-3-4-2026/
https://mypolicyhub.com/content_entry/commissioners-react-to-draft-medicare-payment-adequacy-and-update-recommendations-for-2027/
https://www.medpac.gov/meeting/september-3-4-2026/
https://mypolicyhub.com/content_entry/commissioners-react-to-draft-medicare-payment-adequacy-and-update-recommendations-for-2027/
https://landsman.house.gov/posts/landsman-introduces-bipartisan-legislation-to-keep-ai-from-making-health-care-decisions
https://mypolicyhub.com/content_entry/bipartisan-doctors-not-ai-act-introduced/
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Mon. (8/31)

CMS convened the second public meeting of the Healthcare Advisory Committee to review
initial ideas and preliminary recommendations from the six Working Groups. Details.

President Trump announced that nine additional pharmaceutical manufacturers have agreed to
MFN pricing agreements. Details.

Litigation Highlights

Judge Issues Preliminary Injunction Again Blocking Key USPS Mail-Ballot Requirements;
Trump Administration Returns to Supreme Court: A federal judge has again blocked key
portions of a new USPS rule governing mail-in ballots, including requirements for USPS review
of ballot-envelope standards and voter registration through a USPS ballot-mail portal. After
U.S. District Judge Indira Talwani replaced an earlier temporary restraining order with a
preliminary injunction on September 4, the Trump administration withdrew its initial Supreme
Court application and filed a new emergency appeal on September 6 seeking to lift the
injunction. The administration argues the rule falls within USPS's authority to regulate the mail
system, while 23 states and voting-rights groups contend it unlawfully intrudes on state
election administration. The Supreme Court has not ruled on the rule's legality and is currently
considering whether to pause the injunction while the case proceeds.

Coalition of States Sue to Block CMS Rule That Would Prohibit Federal Medicaid and CHIP
Reimbursement for Gender-Affirming Care for Youth: On September 2, 21 state AGs and the
Pennsylvania Governor filed a lawsuit challenging the CMS final rule barring federal
Medicaid/CHIP reimbursement for gender-affirming care for transgender youth (under 18 for
Medicaid, under 19 for CHIP) (IHPP Final Rule Summary). The states argue CMS exceeded its
authority by overriding state coverage determinations with a categorical restriction, ignored
contrary medical evidence, and violated the APA, Social Security Act, and Constitution. The suit
seeks to block the rule before it takes effect October 13, 2026.

Federal Judge Blocks Trump Administration’s Latest Attempt to Restrict Birthright
Citizenship: On September 2, a federal judge issued a classwide preliminary injunction blocking
enforcement of EO 14418 against children covered by the case—children born or to be born in
the United States after February 19, 2025, whose mothers are unlawfully or temporarily present
and whose fathers are neither U.S. citizens nor lawful permanent residents. The order, issued
August 6 following the Supreme Court’s June 30 decision in Trump v. Barbara, sought to limit
recognition of citizenship for certain children based on their parents’ immigration status and
other circumstances (IHPP Summary). The administration argued the order addressed situations
left open by Trump v. Barbara, but the judge rejected that argument, finding the new order
largely recreates the restrictions the Supreme Court had already rejected and is likely
unconstitutional. The ruling means the administration cannot deny, withhold, or otherwise
refuse to recognize U.S. citizenship for children covered by the injunction while the broader legal
challenge continues.

For additional information regarding legal developments, please see our litigation tracker.
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https://www.cms.gov/files/document/formal-hac-meeting-agenda-2.pdf
https://mypolicyhub.com/content_entry/healthcare-advisory-committee-discusses-early-recommendations-at-second-meeting/
https://www.whitehouse.gov/fact-sheets/2026/08/fact-sheet-president-donald-j-trump-announces-deal-with-nine-additional-pharmaceutical-manufacturers-to-lower-drug-prices-for-americans/
https://mypolicyhub.com/content_entry/president-trump-announces-nine-additional-mfn-agreements-bringing-the-total-to-26-mfn-agreements/
https://www.courtlistener.com/docket/74701505/156/state-of-california-v-united-states-postal-service/
https://public-inspection.federalregister.gov/2026-17238.pdf
https://storage.courtlistener.com/recap/gov.uscourts.mad.298449/gov.uscourts.mad.298449.218.0_1.pdf
https://www.courtlistener.com/docket/74701505/156/state-of-california-v-united-states-postal-service/
https://www.supremecourt.gov/DocketPDF/26/26A305/423226/20260906094442523_USPS%20v.%20State%20of%20California%20PI%20No.%2026A%20-%20Stay%20App.pdf
https://www.courtlistener.com/docket/74740789/state-of-illinois-v-department-of-health-and-human-services/
https://mypolicyhub.com/content_entry/medicare-and-medicaid-programs-hospital-condition-of-participation-prohibiting-sex-rejecting-procedures-for-children/
https://storage.courtlistener.com/recap/gov.uscourts.mdd.574698/gov.uscourts.mdd.574698.181.0.pdf
https://www.whitehouse.gov/presidential-actions/2026/08/continuing-to-protect-the-meaning-and-value-of-american-citizenship/
https://www.courtlistener.com/docket/70651853/barbara-v-trump/
https://mypolicyhub.com/content_entry/trump-administration-continues-efforts-to-limit-birthright-citizenship-following-supreme-court-ruling-new-executive-orders-face-legal-challenges/
https://www.courtlistener.com/docket/70651853/barbara-v-trump/
https://urldefense.proofpoint.com/v2/url?u=https-3A__d4Ghwj04.na1.hubspotlinksstarter.com_Ctc_I9-2B113_d4Ghwj04_VVNYCl2KWV-5FJW6dH0J77C-2DMGSW63xJzN5N569kN6-2DTNYT5kBVzW50kH-5FH6lZ3l-5FW8k9HSz5y3-5Fj-5FVmkTmx4GgXc4W6K9CXC5xNfC6W8lwZsz5qy8JzW1Hjgwm1Q3ls1W6M4x4Z4SHlTdW7BVC2-2D2Fk2X2W2KbWr01jlt23W8xYVCl2Ls8M1VTtS8d11b6QFW4KPQ9b6gVFP1W7TDQyK6ky9TSW8dM-5FhZ5GJZLDV35k-5Fv554SFBW61TPNc5d4tHcW3x1FM02GSxQdW8rBfNb2LX0JCV-2D2-5FSN5dj5mdVRsxqr6CbK-2D3N5NqzggLtgxrW48kB4j5gSRd7W2KDkyy2-2DxHy-2DVddHn38TncBqW4-5FSFLW2V12sSVN6GD518FmzlW7T20z76bkRFTW91lRZx9kDFxfW3Hc85Z8WDSFgW6ds50J1Yz8GQW2n7-2Dnm35-2DJZNW35CCMT3pnw6RW2LDDBj3V-2DMqYdJZfNT04&d=DwMFaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=1X-bUnB2YatNzY56KSRcUgJiUvWOj9UazZgnGHubKNs&m=rwkhnB6GVgrlyTpLp9DOxeRjbmevf_998Fk5d-16xd9o7aRE2I9s13dkGQfMhg_N&s=85gDeQT63hNToYjq1wC8UNUIpc0fkKx98phBentRn-c&e=
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New Comment & Application Deadlines

All open comment and application deadlines can be found here.


https://docs.google.com/spreadsheets/d/e/2PACX-1vS_TH3jfHM51faAGA2e9IC1_Rgei4zEaVyMi6b6ScLsIR992eP9p0P9J7I1zzvBpRKk-mwfj_BaqIti/pubhtml?gid=1338440210&single=true

