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Impact Health Policy Weekly 
 
Donald J. Trump was inaugurated yesterday as the 47th President of the United States and wasted no time 
issuing a plethora of Executive Orders focused on immigration, energy and government reform policies, 
and rescinding most of President Biden’s policies and orders.  Among the most high-profile actions 
include:  

• Declaring a national emergency to deploy the military to the border and putting a pause on 
allowing asylum seekers into the country. 

• An end to birthright citizenship for the children of noncitizens, which has already been countered 
by a lawsuit;   

• Directing the federal government to only recognize two sexes-males and females including on all 
government documents, such as passports and visas. 

• Reversing all of President Biden’s federal DEI initiatives. 
• Withdrawing from the World Health Organization (WHO).   
• Ordering a hiring freeze across the federal government until the completion of a broader plan for 

reducing the federal work force. He also required that all federal employees return to in person 
work five days a week.  

• Rescinding Biden Administration COVID-19 executive orders including revoking a mandate that 
federal employees be vaccinated against COVID. 

• Rescinding an October 2023 artificial intelligence (AI) executive order deploying federal agencies 
to study AI’s risks and benefits. 

• Withdrawing from the Paris Climate accords.  

It is clear that this Administration is not wasting any time, and further actions are expected in the coming 
days and weeks.   
 
The House and Senate are both in session this week as both the House and Senate are expected to vote 
on their versions of the Born-Alive Survivors Protection Act, which requires health practitioners to exercise 
all medical actions necessary to save the fetus of a failed abortion or attempted abortion.  The Senate will 
also continue to work to confirm President Trump’s nominees, though we are still waiting for a hearing to 
be scheduled for HHS Secretary nominee RFK, Jr.  Committees in the House and Senate will also continue 
to hold organizing meetings for the 119th Congress.   
 
HHS Leadership: President Trump named Dorothy Fink to be the Acting Secretary of HHS until his 
nominee, RFK, Jr., is confirmed.  Ms. Fink currently directs the HHS Office on Women’s Health.  It is further 
expected that Sara Brenner will be named acting commissioner of the FDA until Dr. Marty Makary is able 
to be confirmed.  Last week, the Trump Administration announced a slew of appointees for the 
Department of Health and Human Services.  Impact Health Policy will soon be putting out a 
comprehensive guide to the new appointees.  
 
This Week in Health Policy 
 

https://www.congress.gov/bill/119th-congress/senate-bill/6?q=%7B%22search%22%3A%22S.6%22%7D&s=1&r=2
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Mon. (1/20) 
• Federal Holiday – Martin Luther King, Jr Day 

 
Tue. (1/21)  

• 10:00am – Hearing: VA Nomination – The Senate Veterans’ Affairs Committee holds a hearing 
to examine the nomination of Douglas A. Collins, to be Secretary of Veterans Affairs. Details.  

• 10:00pm – HITAC Meeting: Interoperability Standards – The Health Information Technology 
Advisory Committee (HITAC) holds a meeting of the Interoperability Standards Workgroup to 
discuss program updates. Details.  

• 2:00pm – GovExec Discussion: Digital Technologies/Health Care – The Government Executive 
Media Group holds a discussion on how digital technologies are reshaping patient care and 
operational efficiency, and actionable strategies for fostering innovation in health care 
organizations. Latriece Prince Wheeler, Acting deputy chief digital health officer at the Veterans 
Health Administration, and Andrea Fletcher, Chief digital strategy officer at the Centers for 
Medicare and Medicaid Services (CMS) will participate. Details.  

 
Wed. (1/22)  

• 10:00am – Hearing: Committee’s Tax Jurisdiction – The House Ways and Means Committee 
holds a hearing on “Matters Within the Committee’s Tax Jurisdiction.” Details.  

• 10:00am – Markup: Transportation Nomination – The Senate Commerce, Science, and 
Transportation Committee holds a hearing to examine the nomination of Sean Duffy, to be 
Secretary of Transportation. Details.  

• 10:00am – Hearing: OMB Nomination – The Senate Budget Committee holds a hearing to 
examine the nomination of Russell Vought, to be Director of the Office of Management and 
Budget (OMB). Details.  

• 10:15am – Hearing: Veterans Community Care – The House Veterans’ Affairs Subcommittee on 
Health holds a hearing titled “Restoring Focus: Putting Veterans First in Community Care.” 
Details.  

• 12:00pm – NIH Meeting: Biomedical Imaging/Bioengineering – The National Institutes of Health 
(NIH) holds a meeting of the National Institute of Biomedical Imaging and Bioengineering for a 
report from NIBIB Director Bruce Tromberg, council members and other institute staff. Details.  

• 1:30pm – HITAC Meeting: Health Equity by Design – HITAC holds a meeting of the Health Equity 
by Design (HEBD) Task Force to discuss program updates. Details.  

 
Thurs. (1/23)   

• 10:00am – Markup: VA Nomination – The Senate Veterans’ Affairs Committee holds a hearing 
to examine the nomination of Douglas A. Collins, to be Secretary of Veterans Affairs. Details.  

• 10:00am – Hearing: Agriculture Nomination – The Senate Agriculture, Nutrition, and Forestry 
Committee holds a hearing to examine the nomination of Brooke Rollins, to be Secretary of 
Agriculture. Details.  

https://www.veterans.senate.gov/2025/1/nomination-of-the-honorable-douglas-a-collins-to-be-secretary-of-veterans-affairs
https://www.healthit.gov/hitac/events/interoperability-standards-workgroup-45
https://events.govexec.com/integrating-technology-for-better-outcomes/home/
https://waysandmeans.house.gov/event/member-day-hearing-on-matters-within-the-committees-tax-jurisdiction/
https://www.commerce.senate.gov/2025/1/full-committee-markup_11
https://www.budget.senate.gov/hearings/the-nomination-of-the-honorable-russell-t-vought-of-virginia-to-be-director-of-the-office-of-management-and-budget
https://veterans.house.gov/calendar/eventsingle.aspx?EventID=6617
https://www.nibib.nih.gov/about-nibib/advisory-council
https://www.healthit.gov/hitac/events/health-equity-design-task-force-2024-7
https://www.veterans.senate.gov/2025/1/nomination-of-the-honorable-douglas-a-collins-to-be-secretary-of-veterans-affairs/468566d9-2454-4376-ad92-5749e3b18782
https://www.agriculture.senate.gov/hearings/nomination-hearing-01-23-2025
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• 12:00pm – AEI Discussion: Medicare Prescription Drug Benefit – The American Enterprise 
Institute for Public Policy Research (AEI) holds a discussion on drug pricing challenges regarding 
the Medicare Prescription Drug Benefit. Nolan Ahers, Senior Policy Adviser from the Office of 
House Majority Whip Tom Emmer (R-MN) and Brian Miller, Commissioner from the Medicare 
Payment Advisory Commission (MedPAC) will be participating. Details.  

• Meeting: MACPAC – The Medicaid and CHIP Payment and Access Commission (MACPAC) holds 
a public meeting to discuss Medicaid and CHIP payment and policy issues. Details. 

 
Fri. (1/24)  

• Meeting: MACPAC – MACPAC holds a public meeting to discuss Medicaid and CHIP payment 
and policy issues. Details. 

 
Additional Multi-Day Events 

• Jan 23-Jan 24 – Families USA Discussion: Health Action Conference – Families USA holds its 
annual Health Action Conference 2025, convening hundreds of health advocates cutting across 
policy, communications, organizing, and government relations who come together annually for 
policy discussions, skill-building sessions, speaker panels, and presenters. Includes sessions on 
how to protect from potential health cuts, caps, repeals, and rollbacks; strengthening the 
Medicare program; drug pricing; reproductive health and gender-affirming care; and medical debt 
community solutions. Details.  

 

Featured Analysis 

 
• Policy Round-Up: CBO, GAO Reports on ACA Premium Tax Credits; DACA Marketplace 

Eligibility – Available here.  
• Impact Budget Reconciliation Primer – In Policy Hub Insight Bank here. 
• Impact Medicaid Outlook: Threats and Opportunities – In the Policy Hub Insight Bank here. 
• 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. 

Congressional Lookback  
 
Fri. (1/17) 

• MedPAC convened its January 2025 meeting to vote on payment adequacy updates, discuss 
status reports for Part D, Medicare Advantage, and ASCs, and sessions on eliminating coverage 
limits in IPFs and reducing beneficiary cost-sharing. All MedPAC summaries can be found here.  

 

Regulatory Lookback 
 
Fri. (1/17) 

https://www.aei.org/events/the-future-of-the-medicare-prescription-drug-benefit/
https://www.macpac.gov/meeting/january-2025-public-meeting/
https://www.macpac.gov/meeting/january-2025-public-meeting/
https://www.healthactionconference.org/hac2025/home
https://mypolicyhub.com/content_entry/policy-round-up-cbo-gao-reports-on-aca-premium-tax-credits-daca-marketplace-eligibility/
https://mypolicyhub.com/content_entry/budget-reconciliation-what-it-is-how-its-been-used-recently-how-it-might-be-used-in-2025/
https://mypolicyhub.com/insights/medicaid-risks-opportunities-in-the-incoming-administration-policy-pathways-for-enacting-them/
https://mypolicyhub.com/insights/insights-for-impact-the-340b-drug-pricing-program/
https://mypolicyhub.com/content_entry/2024-election-outlook-and-2025-congressional-preview/
https://www.medpac.gov/meeting/january-16-17-2025/
https://mypolicyhub.com/source/medicare-payment-advisory-commission/
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• CMS announced the selection of 15 additional Part D drugs for the Medicare Drug Price 
Negotiation Program for the initial price applicability year (IPAY 2027). Details.  

• The FTC has announced a proposed consent order with private equity (PE) firm Welsh Carson to 
resolve allegations of anticompetitive practices related to its role in the consolidation of the Texas 
anesthesiology market. Details.  

  
Thurs. (1/16) 

• HHS unveiled its AI Strategic Plan, a comprehensive roadmap aimed at fostering innovation, 
ethical implementation, and equitable access to artificial intelligence (AI) technologies across 
various health care domains. Details.  
 

Weds. (1/15) 
• The DEA and SAMHSA  jointly issued a final rule that addresses COVID-19 telemedicine 

flexibilities for the prescription of controlled medications for the treatment of opioid use disorder. 
Details.  

• The DEA issued a proposed rule that would establish a new special registration for the 
prescription of a controlled substance via telemedicine. Comments are due March 15. Details.  

• HHS released a report synthesizing insights from over 2,000 public comments submitted in 
response to a tri-agency request for information (RFI) on the impacts of corporate ownership in 
health care. Details. 

• The Department of Agriculture (USDA) announced a new grant opportunity for nutrition 
incentives and notified the public about an opportunity for feedback on reports about alcohol and 
health. Details.   
 

Tues. (1/14) 
• The Tri-Departments withdrew a proposed rule intended to expand access to coverage of 

recommended preventive services without cost sharing in the commercial market. Details.  
• The FTC released a second interim report as part of an ongoing inquiry launched in June 2022 

into the practices of  PBMs. Details.  
• The Tri-Departments and OPM released frequently asked questions (FAQs) regarding the No 

Surprises Act (NSA) and Gag Clause Prohibition Compliance Attestation. Details.  
 
Mon. (1/13) 

• CMS released the HHS Notice of Benefit and Payment Parameters for 2026 final rule. Details.  
• The FTC recently announced updated jurisdictional thresholds and a revised filing fee schedule 

for reporting transactions under the Hart-Scott-Rodino (HSR) Act, effective February 10, 2025. 
Details.  

 

Comment & Application Deadlines 
   

• January 27: CMS released the CY 2026 Policy and Technical Changes to the MAand Part D 
Medicare Cost Plan Program, and Programs of All-Inclusive Care for the Elderly (PACE) proposed 
rule. Details.  

https://www.cms.gov/newsroom/press-releases/hhs-announces-15-additional-drugs-selected-medicare-drug-price-negotiations-continued-effort-lower
https://mypolicyhub.com/content_entry/agency-announces-15-part-d-drugs-selected-for-drug-price-negotiations-program-provides-next-steps-for-future-years-of-the-program/
https://www.ftc.gov/news-events/news/press-releases/2025/01/ftc-secures-settlement-private-equity-firm-antitrust-roll-scheme-case
https://www.ftc.gov/system/files/ftc_gov/pdf/2010031USAPWelshCarsonOrder.pdf
https://mypolicyhub.com/content_entry/ftcs-proposed-settlement-with-welsh-carson-limits-future-acquisitions-in-texas-anesthesia-market/
https://urldefense.proofpoint.com/v2/url?u=https-3A__d4Ghwj04.na1.hubspotlinksstarter.com_Ctc_I9-2B113_d4Ghwj04_VWn2sf6BkgVJW6bs2nX7r5fc2W4sKGqD5qVR2hN6L2Zqz5kBVqW50kH-5FH6lZ3nnW6GdH-5F423gxrTW4bcJ2G10bwprW631Zsw5dTS-2DDW5F7-2DXr621sFjN8k9HhxcsbbNW6g6g-5FY3ZrNWcW1-2D8NM690CQHfW1qDYDZ3N1rk9W3Z3hF34M1cgYW6kkBnF4LRYL5W5FfCYf24C9wRW3zRvM-5F5H-5FBSgW6NShYq1Qdb-5F5W59bp953GWTyPN5bqPsBlWFt-2DW7WW6Vn8DdV6KW2wB4mY8z9t7pVS14zF5s3NFxW7rn15-5F36D4PXW2msFzM2MWcnzW4b6b-5FF72S3yKW6kf8Fl31hQLnW2nQDYs44tZfwN6CsvFW9C4K-5FW37CQMW2sg-5FdsW2xN6qD30pLGpW3tqdGM8r2jPdW3K6Gdm54sKC8W6Bd6Lj3XkrPsVwbg-2Dz2g8hNKW1TMnYD34SpGjW8m4XH82k5K53d-2Dd-2DWW04&d=DwMFaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=XQXiWdKgZqQN_4TSvpY1JqC1vDscm_IP_UQTA7KMJm8&m=upsq1IAwkr4wnGQ4YzBgJYWawVaL8hYEvxPm16Iirqpv0fqFCuaEgvNvPZP4Npvc&s=5R7XXDoSrJEghlHuZMHbVEBPrCtD-ApnY3UZyxIUOfY&e=
https://mypolicyhub.com/content_entry/department-unveils-strategic-ai-plan-to-advance-health-human-services-and-public-health-innovation/
https://public-inspection.federalregister.gov/2025-01049.pdf
https://mypolicyhub.com/content_entry/agency-issues-two-rules-establishing-policies-for-prescribing-controlled-substances-via-telemedicine/
https://public-inspection.federalregister.gov/2025-01099.pdf
https://mypolicyhub.com/content_entry/agency-issues-two-rules-establishing-policies-for-prescribing-controlled-substances-via-telemedicine/
https://www.hhs.gov/sites/default/files/hhs-consolidation-health-care-markets-rfi-response-report.pdf
https://public3.pagefreezer.com/browse/HHS.gov/02-01-2025T05:49/https:/content.govdelivery.com/attachments/USDOJOPA/2024/03/05/file_attachments/2803589/DOJ-FTC-HHS%20HCC%20RFI%20-%2003.04.24%20-%20FINAL.pdf
https://mypolicyhub.com/content_entry/hhs-report-highlights-the-impact-of-consolidation-and-private-equity-on-health-care-costs-access-and-quality/
https://mypolicyhub.com/content_entry/opportunities-for-federal-nutrition-involvement-gusnip-and-alcohol-guidelines/
https://public-inspection.federalregister.gov/2025-00774.pdf
https://mypolicyhub.com/content_entry/departments-withdraw-proposed-rule-to-require-over-the-counter-contraceptive-coverage-scotus-agrees-to-hear-aca-challenge/
https://www.ftc.gov/news-events/news/press-releases/2025/01/ftc-releases-second-interim-staff-report-prescription-drug-middlemen?utm_source=govdelivery
https://www.ftc.gov/news-events/news/press-releases/2022/06/ftc-launches-inquiry-prescription-drug-middlemen-industry
https://mypolicyhub.com/content_entry/ftc-releases-second-report-on-pbms-highlights-significant-markups-for-specialty-drugs/
https://www.dol.gov/agencies/ebsa/about-ebsa/our-activities/resource-center/faqs/aca-part-69
https://mypolicyhub.com/content_entry/departments-release-faqs-on-no-surprises-act-gag-clause-prohibition/
https://public-inspection.federalregister.gov/2025-00640.pdf
https://mypolicyhub.com/content_entry/agency-finalizes-reforms-to-aca-marketplace-for-2026-higher-user-fees-safeguards-against-fraud-simplified-plan-choice-and-more/
https://www.federalregister.gov/documents/2024/01/22/2024-00929/revised-jurisdictional-thresholds-for-section-8-of-the-clayton-act
https://mypolicyhub.com/content_entry/ftc-announces-new-hsr-thresholds-and-filing-fees-for-2025-effective-february-10/
https://public-inspection.federalregister.gov/2024-27939.pdf
https://public-inspection.federalregister.gov/2024-27939.pdf
https://mypolicyhub.com/content_entry/cy-2026-ma-and-part-d-policy-and-technical-changes-proposed-rule-includes-coverage-of-anti-obesity-medications-additional-prior-auth-and-ai-guardrails-pharmacy-network-transparency-and-beneficiary/


1301 K Street NW, Suite 300W 

Washington, D.C. 20005 

(202) 309-0796 

 

 

5 
 

• February 2: The FDA released draft guidance entitled “Notifying FDA of a Permanent 
Discontinuance in the Manufacture or an Interruption of the Manufacture of an Infant Formula. 
Details.  

• February 10: CMS announced the Advance Notice of Methodological Changes for Contract Year 
(CY) 2026 for Medicare Advantage (MA) Capitation Rates and Part C and Part D Payment 
Policies (press release, fact sheet) and the Draft CY 2026 Part D Redesign Program Instructions.. 
Details.  

• February 25: CMMI released an RFA for the Cell and Gene Therapy Access Model. Details.  
• 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.  
• March 7: HHS OCR issued a proposed rule to update the HIPAA Security Rule to enhance 

cybersecurity protections. Details.  
• March 10: The FDA released draft guidance on accelerated approval and considerations for 

determining whether a confirmatory trial is underway. Details.  
• March 15: The DEA issued a proposed rule that would establish a new special registration for the 

prescription of a controlled substance via telemedicine. Details.  
• April 7: The FDA issued draft guidance on considerations for the use of artificial intelligence (AI) 

to support regulatory decision-making for drug and biological products. Details.  
• April 7: The FDA released draft guidance on artificial intelligence (AI)-enabled device software 

functions (AI-DSFs): lifecycle management and marketing submission recommendations. . 
Details.  

• July 1: The CDC seeking nominations for membership on the Clinical Laboratory Improvement 
Advisory Committee (CLIAC). Details.  

 

https://www.fda.gov/media/183873/download
https://mypolicyhub.com/content_entry/draft-guidance-issued-on-notifying-fda-of-a-permanent-discontinuance-in-the-manufacture-or-an-interruption-of-the-manufacture-of-an-infant-formula-comments-are-due-february-2/
https://www.cms.gov/files/document/2026-advance-notice.pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://www.cms.gov/files/document/2026-advance-notice.pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://www.cms.gov/files/document/2026-advance-notice.pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://www.cms.gov/newsroom/press-releases/cms-releases-proposed-2026-payment-policy-updates-medicare-advantage-and-part-d-programs?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://www.cms.gov/newsroom/fact-sheets/2026-medicare-advantage-and-part-d-advance-notice-fact-sheet?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://www.cms.gov/files/document/draft-cy-2026-part-d-redesign-program-instructions.pdf?utm_source=hs_email&utm_medium=email&_hsenc=p2ANqtz-9GLsER3ffrFXOi5sZ15r6juXO03i_9LL7ARzwOd5d08wuDMxKna4fIBypqzW9udmO-R9vT
https://mypolicyhub.com/content_entry/cy-2026-ma-and-part-d-advance-notice-proposes-to-increase-payments-to-plans-by-4-33-percent-and-continues-part-d-redesign-implementation-comments-due-february-10th/
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/
https://urldefense.proofpoint.com/v2/url?u=https-3A__d4Ghwj04.na1.hubspotlinksstarter.com_Ctc_I9-2B113_d4Ghwj04_VWRnmv7-5F-5FpmFV7dnfL1cwhRTW6y9Q695qxNf7N8kT-5FCv3m2ndW8wLKSR6lZ3mBW3SfFmp8k7BlQW80ry858Jcm4FW6nh2vR2l79SYW2-2Dnnty6cSQ-5FJW8stq6q8P-2DdvwN1QGRNxf2g0rN3QjBTKjsRjSN7Kh2cmlHM6YW5dPJT74Qynp7W7dMWml2KtBpzW9bjSmQ52Nhj7W2S1k8n7tbdDLW1x8Zwq8m6y0PW4NvH0Q1pKvtwW32yrsJ5k7JSSN71FNrsN2PTLW7kpFt390YdMKN2BtJWv94SvVW8FnFgs5Xy6TSW3spkXJ8bj3x6W4mZ6Rw94HWtMVcRHp83s2GNfW1Gxp9r1hZLMRVWsHbl8DbrMTW3q-2Dt1p7fLNgsVkqdbT85X6MsW2qrhQ142SH3mW8dZ9p65kc68-5Ff5Y0CcT04&d=DwMFaQ&c=euGZstcaTDllvimEN8b7jXrwqOf-v5A_CdpgnVfiiMM&r=XQXiWdKgZqQN_4TSvpY1JqC1vDscm_IP_UQTA7KMJm8&m=yE4Tqiar_r4XWLIOtpSqikCD5iWYX1W8BSMKfYA0eH4rMQZHNZtHlTE8T5v6lseq&s=EYGK5lir9ZqOcHjqGjMaTm3ZSgOhYu45V0JOx_cH9GE&e=
https://mypolicyhub.com/content_entry/office-for-civil-rights-proposes-changes-to-hipaa-security-rule-comments-due-march-7/
https://www.fda.gov/media/184831/download
https://mypolicyhub.com/content_entry/draft-guidance-issued-on-accelerated-approval-and-considerations-for-determining-whether-a-confirmatory-trial-is-underway-comments-due-march-10/
https://public-inspection.federalregister.gov/2025-01099.pdf
https://mypolicyhub.com/content_entry/agency-issues-two-rules-establishing-policies-for-prescribing-controlled-substances-via-telemedicine/
https://www.fda.gov/media/184830/download
https://mypolicyhub.com/content_entry/draft-guidance-issued-on-considerations-for-the-use-of-artificial-intelligence-to-support-regulatory-decision-making-for-drug-and-biological-products/
https://www.fda.gov/media/184856/download
https://mypolicyhub.com/content_entry/draft-guidance-issued-on-artificial-intelligence-enabled-device-software-functions-comments-due-april-7/
https://public-inspection.federalregister.gov/2024-29646.pdf
https://mypolicyhub.com/content_entry/cdc-seeking-nominations-for-clinical-laboratory-advisory-committee-due-july-1-2025/

