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Impact Health Policy Weekly

Happy Election Eve! After one of the longest, most expensive and least predictable election cycles in
modern history, we are just hours away from election day. This election cycle has been full of surprises
and unprecedented actions. Inthe past several months we have seen a switch in the Democratic nominee,
two assassination attempts on the Republican nominee, and some truly ugly rhetoric. As the nation goes
to the polls tomorrow the election outcome is still very much a toss-up, and we are unlikely to know who
the next President will be for days or even weeks. Furthermore, with several House seats being rated as
a toss-up and recent Democratic momentum in the Texas and Nebraska Senate races, it is increasingly
likely that control of the House and maybe Senate could also be up in the air for a number of days.
Washington has been at a standstill for months awaiting the outcome of this election, and unfortunately,
we may have to wait a little bit longer. Impact Health Policy Partners will be closely watching the election
results and will put out a comprehensive memo as soon as there are definitive results and analyses to
share.

As we have covered over the last several weeks, Congress is scheduled to return next Tuesday, November
12 with a very long list of “to-dos,” all of which are very dependent upon the outcome of the election. At
the top of the list will be:

e Leadership Votes: First on the agenda for both the House and Senate Republicans are leadership
elections, currently scheduled for November 13. Speaker Mike Johnson (R-LA) is hoping to stay
as the leader of House Republicans, though if the Republicans lose the majority his position is
very much in jeopardy. Meanwhile, Senate Republican leader Mitch McConnell is stepping down
and Senators John Thune (R-SD), John Cornyn (R-TX), and Rick Scott (R-FL) are all running to
replace him. Leadership of the House and Senate Democratic caucuses are expected to stay the
same with Hakeem Jeffries (D-NY) and Chuck Schumer (D-NY) keeping their respective positions
as House and Senate Democratic leaders. Once the leaders have been chosen, the party caucuses
will move on to determining the Committee leadership positions. We will cover the leadership
changes and changes in Committee rosters in the weeks to come.

e Government Funding: The Continuing Resolution is going to expire on December 20, leaving
Congress just 6 weeks to pass a budget...five weeks if you take out the Thanksgiving holiday
recess. Not only are the House and Senate over $30 billion apart in their spending packages, but
the House bills contain a plethora of “poison pill” riders that the current Senate will refuse to
accept.

e Disaster Relief: In the five weeks since Congress recessed, two major storms have hit the
southeastern United States and the Federal Emergency Management Agency (FEMA) and the
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Small Business Administration (SBA) are in dire need of replenishing their coffers to deal with
the storms aftermath.

Expiring Authorizations: There is a significant list of key programs that will expire at the end of
the year if Congress fails to act. This includes the popular COVID-19 Telehealth flexibilities; a
delay in a scheduled 2.8 percent payment cut for Medicare providers; the Acute Hospital Care at
Home waiver; a delay to the Medicaid Disproportionate Share Hospital (DSH) payment cuts; and
funding for several health care and public health programs including community health centers,
the National Health Service Corps, the Teaching Health Center Graduate Medical Education
Program, Special Diabetes Program, and National Health Security Extensions.

As we have previously shared, there is potential for additional health policy action in the lame duck,
though it is also entirely dependent on what happens this week.

Regulatory Update

The Office of Management and Budget (OMB) is reviewing the following:

Medicare

Medicare Advantage — The proposed rule would make policy and technical changes to the
Medicare Advantage, Medicare Prescription Drug Benefit, and Medicare Cost Plan Programs, and
PACE for contract year 2026 (September 2024).

Other Topics

Healthcare System Resiliency and Modernization — The would revise and update
national emergency preparedness requirements for Medicare- and Medicaid-participating
providers and suppliers (was set for December 2023).

Retail Pharmacy Standards — The would require pharmacies and vendors to modify the
currently adopted National Council for Prescription Drug Programs (NCPDP) standards to the
Telecommunications Standard Implementation Guide Version F6 (F6); Batch Standard
Implementation Guide version 15; and Batch Standard Subrogation Implementation Guide version
10 (was set for February 2024).

Organ Transplants — The final rule would establish a new mandatory Medicare payment model,
the Increasing Organ Transplant Access Model (IOTA Model), that would test whether
performance-based incentive payments paid to or owed by participating kidney transplant
hospitals increase access to kidney transplants for patients with end-stage renal disease (ESRD)
while preserving or enhancing the quality of care and reducing Medicare expenditures.
Cybersecurity — The proposed rule would make modifications to the Security Standards for the
Protection of Electronic Protected Health Information (the Security Rule) under the Health
Insurance Portability and Accountability Act of 1996 (HIPAA) and the Health Information


https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202404&RIN=0938-AV40
https://www.reginfo.gov/public/do/eoDetails?rrid=343763
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202310&RIN=0938-AU19
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202404&RIN=0938-AU51
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202404&RIN=0945-AA22

1301 K Street NW, Suite 300W

impaCt Washington, D.C. 20005

(202) 309-0796

Technology for Economic and Clinical Health Act of 2009 (HITECH Act). These modifications will
improve cybersecurity in the health care sector by strengthening requirements for HIPAA
regulated entities to safeguard electronic protected health information to prevent, detect, contain,
mitigate, and recover from cybersecurity threats.

Tue. (11/5)

Presidential Election

Wed. (11/6)

1:30pm - HITAC Meeting: Health Equity by Design — The Health Information Technology
Advisory Committee (HITAC) holds a kick-off meeting of the Health Equity by Design (HEBD)
Task Force to discuss program updates. Details.

Thurs. (11/7)

10:00am - HITAC Meeting: Health IT Advisory Committee — HITAC holds a meeting to discuss
program updates, including recommendations to the National Coordinator on the topics of
interoperability, privacy and security, patient access, and use of technologies that support public
health. Details.

1:00pm - Health Affairs Discussion: Financial Integration of Medicare and Medicaid — Health
Affairs holds a discussion on a range of approaches states have taken to promote Medicare and
Medicaid integration and how federal policy can better care for people who are dually eligible.
Details. Note: Health Affairs’ work on integration is supported by AV

Meeting: MedPAC — The Medicare Payment Advisory Commission (MedPAC) meets to discuss
Medicare issues and policy questions. Details.

Fri. (11/8)

Meeting: MedPAC - The Medicare Payment Advisory Commission (MedPAC) meets to discuss
Medicare issues and policy questions. Details.

Additional Multi-Day Events

Nov 4-Nov 5 - CDC Meeting: Infectious Diseases CDC National Centers Priorities — The Centers
for Disease Control and Prevention (CDC) holds a meeting of the Board of Scientific Counselors
Infectious Diseases for updates from and discussions of programmatic priorities of CDC's national
centers that address infectious diseases and will include reports from each of the board's
workgroups. Details.

Nov 6-Nov 7 — CDC Meeting: Clinical Laboratory Improvement — CDC holds a meeting of the
Clinical Laboratory Improvement Advisory Committee (CLIAC) to discuss agency updates, reports
from two CLIAC workgroups, the Biosafety Workgroup and the Next Generation Sequencing
Workgroup, and cybersecurity requirements in the clinical laboratory. Details.

Nov 6-Nov 7 — NIST Meeting: Information Security/Privacy — The National Institute of Standards
and Technology (NIST) holds a meeting of the Information Security and Privacy Advisory Board


https://www.healthit.gov/hitac/events/health-equity-design-task-force-2024-0
https://www.healthit.gov/hitac/events/health-it-advisory-committee-74
https://www.healthaffairs.org/do/10.1377/he20241021.605569/full/
https://www.medpac.gov/meeting/november-7-8-2024/
https://www.medpac.gov/meeting/november-7-8-2024/
https://cdc.zoomgov.com/webinar/register/WN_fHWh_7peSgyUTYagidwsmg#/registration
https://www.cdc.gov/cliac/php/meetings/upcoming.html
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for a briefing on the NIST Security and Privacy Frameworks and a discussion on cybersecurity
metrics and measurements, among other updates. Details.

Nov 6-Nov 8 — CMS Meeting: New HCPCS Code Set Revisions — The Centers for Medicare and
Medicaid Services (CMS) holds a meeting of the Healthcare Common Procedure Coding System
(HCPCS) to discuss CMS' preliminary coding, Medicare benefit category, and payment
determinations, if applicable, for new revisions to the HCPCS Level Il code set for nondrug and
non-biological items and services. Details.

Nov 7-Nov 8 — Census Bureau Meeting: Census Updates — The Census Bureau holds a meeting
of the National Advisory Committee to discuss the decennial census, demographic and economic
statistical programs, field operations and Information technology. Details.

Insights for Impact: the 340B Drug Pricing Program- In the Policy Hub Insight Bank here.
Impact 2024 Election Outlook and 2025 Congressional Preview — In the Policy Hub Insight Bank

here.

Impact Preview of Lame Duck Health Package — In the Policy Hub Insight Bank here.

Impact Chart of PBM Legislation — In the Policy Hub Insight Bank here.

Impact Regulatory Outlook: Spring 2024 Unified Agenda — In the Policy Hub Insight Bank here.
Making Sense of the New Landscape for Health Policy After Recent Supreme Court Decisions

— In the Policy Hub Insight Bank here.

Fri. (11/1)

Lawmakers introduced H.R. 10073, the Medicare Patient Access and Practice Stabilization Act of
2024 and a legislative framework today that explores two “site neutral” policy options that would

cut payments to hospital outpatient departments. Details.

MACPAC convened virtually for day two of its October 2024 public meeting and held sessions

on managed care, transitions of care for children and youth with special health needs, and directed

payments. All Impact session summaries are available on Policy Hub here.

Thurs (10/31)

MACPAC convened virtually for day one of its October 2024 public meeting and held sessions on

OUD, HCBS, and multi-year eligibility for children. All Impact session summaries are available on

Policy Hub here.

Fri. (11/1)

CMS released the CY 2025 Medicare Physician Fee Schedule final rule. Details.
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https://mypolicyhub.com/content_entry/cy-2025-mpfs-final-rule-cuts-payment-by-2-93-includes-new-coding-and-payment-for-an-array-of-services/

1301 K Street NW, Suite 300W

impaCt Washington, D.C. 20005

(202) 309-0796

CMS released the CY 2025 OPPS and ASC Payment System final rule. Details.

Thurs (10/31)

The FNS announced an investment of $29 million to strengthen the workforce supporting WIC.
Details.

Weds. (10/30)

The FNS released a final rule to improve access and parity in food distribution programs. Details.

Tues. (10/29)

CMS released an information collection request (ICR) on the Medicare Transaction Facilitator
(MTF) to be used in 2026 and 2027 in the Medicare Drug Price Negotiation Program. Comments
are due December 27. Details.

USPSTF released a draft recommendation statement and evidence review on behavioral

counseling interventions to support breastfeeding and a draft recommendation and evidence

review focusing on screening for intimate partner violence. Details

Mon. (10/28)

The Biden Administration issued a National Security Memorandum on Artificial Intelligence (Al),

directing federal agencies to adopt Al responsibly in national security and intelligence work, while
building guardrails to mitigate misuse risks. Details
CMS is seeking nominations for a Technical Expert Panel to support the development and

evaluation of Physician Cost Measures and Patient Relationship Codes (PCMP). Nominations are
due November 18. Details.

November 12: CMS released the HHS Notice of Benefit and Payment Parameters for 2026

proposed rule. Details.

November 18: CMS is seeking nominations for a Technical Expert Panel to support the

development and evaluation of Physician Cost Measures and Patient Relationship Codes (PCMP).
Details

December 9: CMMI released an RFl and a sample list of prescription drugs that the agency intends
to include in its $2 Drug List Model. Details.

December 27: HHS, DOL, and the Treasury released proposed rules to expand access to coverage

of recommended preventive services without cost sharing in the commercial market, with a focus

on OTC contraceptives. Details.
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https://urldefense.proofpoint.com/v2/url?u=https-3A__d4Ghwj04.na1.hubspotlinksstarter.com_Ctc_I9-2B113_d4Ghwj04_VVT2nd6PnP-2DHW1QWmfW3tPtKDW3cF4jk5mMbSwN4Mwsgl5kBVqW8wM7ks6lZ3nVW9h77yM8h-2Ddn4W3zb-2DgG6RFh-2DMW65kgP98l-2DKkFN5Ht0QjHkC9kW1JQ10F3XYsSfW2R2xW7958WvfW1sn9-5Fh7M2p7hN7MsHfhKwMm7W3WPVcL85spyLW5vdrwq8-2DH7cHW7cfv8T30wjKNW986jkL6HVqlDW30x51930nxcCV2-5FNwq48LSHWW5xrfvv8JQCTsN6FPJ2TCyMlXW2W0pTY7-2DwQPgW8JYq0X5MQRxHW8s00mg3Rw4q9F3BVhJbxjtvW8d45St6n00V1W8qzQ677pklQgW7kzyWV1gkfslW3LdDT27PmHd4W55ysX25sh-5FZKW3RrQfY83GdhPW8CYXs16CR55ZW3VLCwx2yg59xW4MNDBg15w06wVp-2DZQ82HZ0C5W1xPHfD5vx8sWW30Q4GP8wrN7kW6SyFCS4q8-2DsjW4pgvfx6JpL8sW7b4GBV2xxBVMW6snCS62hkv6tW6k4YYR8VbRYVW6gkjY09f8cQCW6ZqlJX28gdxxW6-5FYz1k7vz68WN3K9RWnrhlq7W2hQm0K5lcD8-2DW3rqbdv3rDChvW2xZ0yt3lgwQFf2ypbY404&d=DwMFaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=XQXiWdKgZqQN_4TSvpY1JqC1vDscm_IP_UQTA7KMJm8&m=IzzZQskZZK54x6VfhWhxHTddObfL6YOuAMgr8mDUBF5Zzfnux2u_soHSC5SyKA8P&s=sjYRcgxZTg3TwIgWz0LHwzpL-QdAO7TPZ9tfX5BKHd0&e=
https://mypolicyhub.com/content_entry/task-force-requests-public-comment-on-draft-recommendations-for-breastfeeding-support-and-screening-for-ipv-and-caregiver-abuse-comments-due-nov-18-and-25/
https://urldefense.proofpoint.com/v2/url?u=https-3A__d4Ghwj04.na1.hubspotlinksstarter.com_Ctc_I9-2B113_d4Ghwj04_VWLMqG32cSjjW1bwyJ092L8MwW9ccHTJ5mKfh8N13dgps7j7nCW69tBBd6lZ3mgW3Sv8SM1tj8HyW2NgqQZ1pngkpW6vx4GQ3zG9xTW20pLyR1VltS9W4Q6pZH8jWLr-5FW5s5s2-5F7LtwMPW8XBWCV3byphtW8lrb143LYvcqW7gLjTN8tymS6W1bLj3n2Px6G1VdpFVT2VMw6KW1q5B4m3R6H-2DhW44j8Nj1z-2DgmHW7-2DXKrw9l92sdW3zwk4m7gt72qW8qNxl5177H-2D7W1pnd0r1zmqxgW6nzFnP6bszWJW17QGj37pG9x4W99l1Yy6zCvJ0V87yZS3sGrRlW3Qc2XZ5-5FcrVKW2RxCqn1Pcf6hW8k3SgZ6SFc3XW72qDbG2KXJjRW46McRG6V006vW2L7-2DXG6qZmspW6XBZYs41TnfkW74sz7b5BZ2l9N6-5FkxDJmNhgtW2qmYpj3Y8f6GW1GzTK56pfRP4W6qLyjN3h3lkcW885xn81-2DFYkjW2cHz-2DR1lX1b6W8Rhx9r7jd3KfW7Tz4Gw2sb0hDW2dcfhg8sfR4WV1RgZx4fBT4VVNhb847HjWg3W1hHTCV31q5-2DmW9lqPjt1JlkJQW4y0vb865wbHwW4bzcr91FZQr6W63P-5Fjt1VGZksW7gZ3nc19CWKQV82JgN5FzpfNW4hDXJb4rRGX6N8VYk8pRnSLvW272b-2DK5jKNznW6CnJKM5lyfYpN8kfHYlZr-5Fv4f1ngl0804&d=DwMFaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=XQXiWdKgZqQN_4TSvpY1JqC1vDscm_IP_UQTA7KMJm8&m=XvtCwFdSbmNq9belnDpa3DK6YBcO37iQ3t02V3wJKumDDU8FUnjgDWuTQO6zRWoI&s=PrqxQtTLH0tw_3OxM39UVQvCpnXdv9seM-f_RJDw5WY&e=
https://mypolicyhub.com/content_entry/administration-issues-national-security-memorandum-on-artificial-intelligence-and-companion-framework-for-ai-governance-and-risk-management/
https://mmshub.cms.gov/sites/default/files/2024-10-16-tep-charter-v2.pdf
https://mypolicyhub.com/content_entry/tep-nominations-to-develop-and-evaluate-physician-cost-measures-and-patient-relationship-codes-due-november-18th/
https://public-inspection.federalregister.gov/2024-23103.pdf
https://public-inspection.federalregister.gov/2024-23103.pdf
https://mypolicyhub.com/content_entry/proposed-rule-for-cy-2026-notice-of-benefit-and-payment-parameters/
https://mmshub.cms.gov/sites/default/files/2024-10-16-tep-charter-v2.pdf
https://mypolicyhub.com/content_entry/tep-nominations-to-develop-and-evaluate-physician-cost-measures-and-patient-relationship-codes-due-november-18th/
https://www.cms.gov/newsroom/press-releases/biden-harris-administration-takes-next-step-proposed-model-lower-prescription-drug-costs-people
https://mypolicyhub.com/content_entry/agency-releases-rfi-and-sample-list-for-the-2-drug-list-model/
https://www.federalregister.gov/public-inspection/2024-24675/enhancing-coverage-of-preventive-services-under-the-affordable-care-act
https://mypolicyhub.com/content_entry/proposed-rules-enhancing-coverage-of-preventive-services-under-aca-with-focus-on-otc-contraceptives-comments-due-late-december/
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o December 27: CMS released an information collection request (ICR) on the Medicare Transaction
Facilitator (MTF) to be used in 2026 and 2027 in the Medicare Drug Price Negotiation Program.
Details.

e February 25: CMMI released an RFA for the Cell and Gene Therapy Access Model. Details.

e February 25: CMMI released a NOFO to apply for Cooperative Agreement funding to support

states’ participation in the Cell and Gene Therapy (CGT) Access Model. Details.


https://www.federalregister.gov/documents/2024/10/28/2024-25009/agency-information-collection-activities-proposed-collection-comment-request
https://mypolicyhub.com/content_entry/proposed-information-collection-request-for-medicare-transaction-facilitator-data-transmission-released-comments-due-december-27/
https://www.cms.gov/files/document/cgt-model-rfa.pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-81ZBVX3goK_nC-cWlk9hyIxlcTeFUO1J3sd4KMgrKCwPqqAWzbfI1wu4nP_cJ17BU217G_
https://mypolicyhub.com/content_entry/innovation-releases-request-for-applications-for-states-for-the-cell-and-gene-therapy-access-model/
https://grants.gov/search-results-detail/354875
https://mypolicyhub.com/content_entry/cooperative-agreement-funding-available-for-cell-and-gene-therapy-access-model-applications-are-due-february-25-2025/

