[bookmark: _MailOriginal][bookmark: _Hlk26178051][bookmark: _Hlk3800550][bookmark: _Hlk77573863][bookmark: _Hlk83633237][bookmark: _Hlk65489015]
This Week in Health Policy, Congressional Lookback, Regulatory Lookback, Comment & Application Deadlines
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Over the weekend, Senate Democrats successfully passed a modified version of the Inflation Reduction Act, including priority provisions such as Medicare drug negotiations and an extension to the Affordable Care Act (ACA) premium subsidies. This comes after Democrats faced major hurdles before the final vote, including rulings from the Senate Parliamentarian on which provisions could be included in a budget reconciliation package, as well as a whirlwind vote-a-rama in which Republicans raised several failed amendments to the bill. 

The legislation differs in only a few though substantial ways from what Senate Democrats introduced just over a week ago:

· Inflation Rebates: The Senate Parliamentarian ruled against extending the inflation rebate provisions to the private market, limiting them instead to Medicare sales.  
· Insulin: Senate Democrats added a provision that would cap copays for monthly supplies of insulin at $35 for Medicare beneficiaries. Democrats had originally intended to implement a similar cap in private markets, though Republicans successfully voted against such a change. 
· Taxes: To garner Sen. Krysten Sinema (D-AZ)’s vote, Senate Democrats agreed to the removal of a provision that would narrow the carried interest loophole for some investment income – a provision would have saved approximately $14 billion. 
· Rebate Rule: Democrats moved to delay implementation of the Trump Administration rebate rule until 2032 rather than fully repealing it as under previous versions. 

Aside from these changes, the signature provisions of the legislation remained in tact, including the mentioned drug negotiations program and ACA subsidy extensions, as well as provisions to redesign the Medicare Part D benefit, changes to address climate change and clean energy, and tax reform. 

Our full summary of the updated Inflation Reduction Act is available here.

Next Steps: The House is expected to return from recess and vote on the legislation as soon as this Friday and is expected to pass.

Monkeypox

Following the Biden Administration declaring monkey a public health emergency, we could see additional announcements on how the Department of Health and Human Services (HHS) is supporting states and jurisdictions. As of August 4, HHS delivered more than 602,000 doses of Bavarian Nordic’s JYNNESO vaccine for the prevention of monkeypox and smallpox, to support local response efforts. Details on the amount of JYNNEOS vaccine that has been allocated, requested, and shipped to jurisdictions nationwide is available here. The Centers for Disease Control and Prevention (CDC) has also ramped up the release of guidance and resources on monkeypox. 

COVID-19 PHE

It is expected that the Biden Administration will again extend the COVID-19 PHE declaration for another 90-day period, though those close to the situation have cautioned that this could change leading up until the date by which the Administration must provide notice that it will allow the PHE declaration to expire.
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Mon. (8/8)
· 12:00pm – SAMHSA Meeting: Substance Abuse – The Substance Abuse and Mental Health Services Administration (SAMHSA) holds a meeting of the Center for Substance Abuse Prevention National Advisory Council to discuss program updates. Details.
Tue. (8/9)
· 9:00am – CDC Meeting: CDC Advisory Committee – The Centers for Disease Control and Prevention (CDC) holds a meeting of the Advisory Committee to the Director to discuss data modernization, laboratory quality, and health equity. Details.
· 10:30am – ONC Meeting: Adopted Standards – The Office of the National Coordinator of Health Information Technology (ONC) holds a meeting of the Health Information Technology Advisory Committee (HITAC) Adopted Standards Taskforce to make recommendations on ONC-adopted standards and implementation specifications. Details.
· 2:00pm – NQF Meeting: EHR – The National Quality Forum (NQF) holds a meeting of the Electronic Health Record (EHR) Care Coordination Committee to discuss updates to the final report. Details.
Wed. (8/10) 
· 10:00am – HRSA Meeting: Nursing – The Health Resources and Services Administration (HRSA) holds a meeting of the National Advisory Council on Nurse Education and Practice to discuss program updates. Details.
· 12:00pm – NQF Meeting: Opioids and Behavioral Health – NQF holds a meeting of the Opioids and Behavioral Health Committee to discuss updates to the final report. Details.
Additional Multi-Day Events
· August 10-August 11 – 3:00pm – CMS Webinar: Digital Quality Measurement – The Centers for Medicare and Medicaid Services (CMS) holds a webinar titled, “Strategic Roadmap for Advancing Digital Quality Measurement.” Details.

FEATURED WHG ANALYSIS 

· *NEW* Blog on President Biden’s Executive Order Protecting Access to Reproductive Health Services – On the Commonwealth Fund’s To the Point here. 
· *NEW* WHG Roundup of Recent Telehealth Policy – In the Policy Hub Insight Bank here. 
· WHG Regulatory Outlook – Summer 2022 Update – In the Policy Hub Insight Bank here.
· WHG Issue Brief on the Nutrition Policy Landscape – In the Policy Hub Insight Bank here.
· WHG A Suite Of Potential Executive Actions For A Post-Roe World – In the Policy Hub Insight Bank here.
· WHG Round-up of Recent Actions Related to the PHE Declaration – In the Policy Hub Insight Bank here.
· WHG Tracker of COVID-19 PHE Flexibilities – In the Policy Hub Insight Bank here.
· WHG Memo on PBM Regulatory and Legislative Landscape – In the Policy Hub Insight Bank here.
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Congressional Lookback 

Mon. (8/1)
· The House Ed and Labor Committee marked up the Healthy Meals, Healthy Kids Act of 2022 (H.R. 8450). Details. 

Regulatory Lookback

Fri. (8/5)
· CMS released updated information on strategies that the agency has approved to facilitate the COVID-19 PHE unwinding and subsequent Medicaid redeterminations. Details. 

Thurs. (8/4). 
· [bookmark: Deadlines][bookmark: _Hlk500342427]President Biden signed an Executive Order on Securing Access to Reproductive and Other Healthcare Services. Details. 
· HHS announced two new reports that examine Long COVID. Details. 

Mon. (8/1)
· CMS released the FY 2023  IPPS and LTCH PPS final rule. Details. 
· CMS released the FY 2023 2023 SNF PPS final rule. Details.
· CMS released guidance on a new Medicaid home health benefit for children with medically complex conditions. Details. 
· The White House released a fact sheet outlining two new actions the Administration is taking to address youth mental health. Details.  
· CMS released the projected Part D average premium for 2023. Details. 

Comment & Application Deadlines

· August 12: CMS is seeking nominations for a Technical Expert Panel (TEP) related to the development of a HQRP and HHQRP health equity structural composite measure. Details. 
· August 15: The FDA issued a request for nominations for voting and nonvoting consumer representatives to serve on advisory committees and panels. Details.
· August 16: CMS issued the cycle year (CY) 2023 home health prospective payment system and rate update proposed rule. Details.
· August 23: The FDA issued draft guidance on considerations for rescinding breakthrough therapy designation (BTD). Details. 
· August 27: CMS released its CY 2023 ESRD prospective payment system (PPS) proposed rule. Details.  
· August 29: CMS issued a proposed rule that would establish conditions of participation (CoPs) for rural emergency hospitals (REHs) and make updates to the CoPs for critical access hospitals (CAHs). Details. 
· August 31: The FDA announced the extension of the comment period for the draft guidance on risk management plans to mitigate the potential for drug shortages. Details. 
· August 31: CMS issued a RFI on ways to strengthen and improve Medicare Advantage. Details. 
· September 1: The CDC seeks nominations for the National Center for Injury Prevention and Control (NCIP) Board of Scientific Counselors (BSC). Details. 
· September 6: The CDC released a notice of grant funding to establish and fund regional Tuberculosis (TB) Centers of Excellence (COE). Details. 
· September 13: CMS released the CY 2023 Hospital OPPS and ASC Payment System Proposed Rule. Comments are due September 13. Details. 
· September 17: The CDC issued a request for nominations for members to serve on the  Healthcare Infection Control Practices Advisory Committee (HIPAC). Details.
· September 19: The FDA issued draft guidance on the evaluation of therapeutic equivalence. Comments are due September 19. Details. 
· September 19:  HHS announced it is seeking nominations for individuals to participate as either a voting or non-voting member on the Presidential Advisory Council on Combating Antibiotic-Resistant Bacteria. Details. 
· September 29: The FDA issued draft guidance entitled: Patient Focused Drug Development: Selecting, Developing, or Modifying Fit-for-Purpose Clinical Outcome Assessments (COAs). Details. 
· September 30: The CDC is seeking nominations for the Clinical Laboratory Improvement Advisory Committee (CLIAC). Details. 
· September 30: CMMI announced a new demonstration model aimed at improving oncology care. Details. 
· October 1: The CDC seeks nominations for the CDC/Health Resources & Services Administration (HRSA) Advisory Committee on HIV, Viral Hepatitis, and STD Prevention and Treatment (CHACHSPT). Details. 
· October 26: The FDA issued a proposed rule to establish requirements for a nonprescription drug product with an additional condition for nonprescription use (ACNU). Details.
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