
Issues for the week ending November 29, 2024 

Federal Issues 

Regulatory 

Fourth Drugmaker Pushes for 340B 
Rebates  
The drugmaker Br istol Myers Squibb (BMS) is 
asking a federal court to enable the company 
to impose a 340B rebate model for one of its 
drugs. BMS fol lows Johnson & Johnson 
(J&J), El i Li l ly,  and the drug industry vendor 
Kalderos in suing the government over the 
340B rebate issue. Sanofi also is pursuing its 
own model but to date has not f i led a lawsuit 
regarding its attempt to require rebates.  

BMS said it  informed the Health Resources & 
Services Administrat ion (HRSA) last month 
that it  planned to replace upfront discounts 
for its anticoagulant drug Eliquis  with back-
end rebates for al l covered entit ies (CEs) 
start ing in early 2025. The agency rejected 
that plan, as it  did with similar rebate 
proposals from J&J and Lil ly,  because the 
drugmaker had not received approval from 
the Health and Human Services (HHS) 
secretary for the model. The BMS lawsuit 
asks the U.S. Distr ict Court for the Distr ict of  
Columbia to declare that HRSA is taking an 
unlawful posit ion, set aside the agency’s
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disapproval of BMS’s rebate plan, and block 
any federal enforcement act ions against  the 
drugmaker for pursuing rebates.  
   
In its complaint,  BMS makes similar 
arguments to those of the other drug 
companies attempt ing to impose 340B 
rebates. The drugmaker claims the 340B drug 
discount program is “r ife with abuse” and that 
the rebates are necessary to combat 
diversion, dupl icate discounts, and instances 
in which mult iple CEs claim 340B pricing on 
the same unit .  BMS also says the only way to 
ensure nonduplicat ion of 340B pric ing and 
the maximum fair pr ice (MFP) under the 
Inf lat ion Reduction Act (IRA) would be to 
implement rebates.    
 
Hospitals and other covered entit ies believe 
the BMS legal arguments, l ike the others,  are 
completely merit less, and strongly deny the 
program abuse allegations, and instead insist 
the drug manufacturers are simply putt ing 
prof its over patients.  
 
Why this matters:   Bristol Myers Squibb, l ike 
J&J, Eli Li l ly and Sanofi,  does not have the 
legal author ity to change how the 340B 
payment model works. Moving to a rebate 
scheme would violate the 340B statute’s 
requirement that drugmakers provide el igible 
drugs ‘for purchase at or below the 
applicable cei l ing pr ice’ and would confl ict 
with HRSA’s longstanding interpretat ion of 
that language as requir ing upfront discounts.  
 
This unlawful rebate scheme undermines the 
very foundation of the 340B program, which 
is designed to provide discounted pr icing at 
the t ime of purchase. What’s more, this shif t  
would impose massive f inancial and 
administrat ive burdens on 340B hospitals, 
which serve vulnerable patients and 
underserved communit ies.  
 
Hospitals will  continue to strongly oppose 
drugmaker 340B rebates  and advocat ing 
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that HRSA use its enforcement author ity to 
block any such rebates from taking effect.   

 

  

 
 
CMS Establishes New Model for Kidney Transplant Programs  
The Centers for Medicare & Medicaid Services (CMS) last week f inal ized a rule 
establishing a new, six -year mandatory model that aims to increase access to kidney 
transplants, improve qual ity, and reduce disparit ies among patients undergoing the 
process to receive a kidney transplant.   The program begins on July 1, 2025.  
 
Background:   The Biden administrat ion released a new mandatory model for transplant 
hospitals that seeks to “spur innovat ion nationwide by evenly distr ibut ing the model’s 
effects across the nation while engaging more specialists in value -based care.”  
 
The administrat ion has stated it  wants to update the transplant model, with nearly 90,000 
people on the wait ing l ist and only 28,000 organs procured.   Key pr ior it ies include care 
coordinat ion, bui lding “patient -centeredness in the process of  being wait l ist ed for and 
receiving a kidney transplant,” and greater access.  
 
The new model provides “two -sided r isk management,” offering an incentive to perform 
more transplants and a dis incent ive to perform fewer.   I t  also includes performance 
measures around eff ic iency (rates of accepting organs offered) and post -transplant 
outcomes.  
 
CMS is select ing half  of the donat ion service areas (DSA) in the country and al l el igible 
kidney transplant hospitals within those DSAs to part icipate in the model, for a total of 
103 kidney transplant hospitals.  
 
Why this matters:   Fol lowing feedback on the proposed rule — including comments from 
the hospital community—CMS delayed the model start date to July and increased the 
maximum amount a t ransplant hospital can receive through its upside r isk payment from 
$8,000 to $15,000 per Medicare kidney t ransplant.  
 
The agency also removed three qual ity measures and adjusted the transplant target to 
ref lect the average number of deceased or l iv ing donor transplants dur ing the baseline 
years rather than the highest count. I t  also removed the requirement for providers t o 
review organ offers declined on behalf of  the attr ibuted pat ient.  
 
The final rule  and a fact sheet  are avai lable online.  
 

https://www.federalregister.gov/public-inspection/2024-27841/medicare-program-alternative-payment-model-updates-and-the-increasing-organ-transplant-access-model
https://www.cms.gov/files/document/iota-model-fs.pdf


 

CMS’ 2026 Medicare Advantage/Part D Proposed Rule Includes Coverage of 
Anti-Obesity Medications & New Prior Authorization Requirements  
CMS released the Contract Year (CY) 2026 Medicare Advantage (MA) and Part D 
proposed rule.  
 
Key proposals include:  
 

•  Anti-obesity medication coverage  –  Reinterprets the statute to provide Part D 
coverage of ant i -obesity medicat ions when used for weight loss or chronic weight 
management for the treatment of obesity.  This reinterpretat ion would also apply to 
the Medicaid program.  
 

•  Prior Authorization rules  –  Establishes addit ional requirements for Medicare 
Advantage plans, including restr ict ions on reopening approved author izat ions for 
inpatient hospital admissions.  
 

Next steps:  Comments are due to CMS by January 27, 2025. The rule was proposed 
under the Biden Administrat ion, but the Trump Administrat ion wi l l make the decision on 
what, if  any, provisions wil l be f inal ized.  
 
Go deeper:  View the proposed rule, CMS fact sheet, and CMS press release.  
 
 

DEA Extends Tele-Prescribing of Controlled Substances through 2025  
The Drug Enforcement Agency (DEA) announced it  would extend f lexibi l i t ies that al low for 
tele-prescribing of certain controlled substances through December 31, 2025.   
 
Background:  The f lexibi l i t ies, which have been in place since 2020, al low for Schedule I I  
-  V control led substances to be prescr ibed by a pract it ioner without the need for an in -
person medical evaluation.   
 
Why this matters:  The f lexibi l i t ies al low prescribing of medications, including those to 
treat opioid use disorder (OUD). AHIP submitted comments to DEA in support of 
expanding access to care through telehealth, with appropr iate guardrai ls. The extension 
enables the DEA and HHS to cont inue to consider publ ic feedback and permanent 
rulemaking.  

 
 
CMS Payment Year 2018 Risk Adjustment Data Validation (RADV) Audits  
On Nov. 15, CMS released its audit  methods and instruct ions for MAOs with contracts 
selected for a PY 2018 contract -specif ic RADV audit.  CMS also publ ished a Q&A 
document to address general and payment year specif ic quest ions about the MA RADV 
program and the current audit  process.  
 
Why this matters: Included in the Q&A is a ful l l ist ing of plans selected for the audits. 
Plans selected should expect to be issued a formal not ice from CMS. These notices 
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fol low the issuance of CMS’s  f inal rule (88 Fed. Reg. 6643 (Feb. 1, 2023) , amending 42 
C.F.R. 422.310(e) . Pursuant to the rule, CMS has the author i ty to extrapolate audit  
f indings for PY 2018 and beyond. CMS has noted the extrapolat ion methodology it  adopts 
for RADV audits wi l l  be focused on MAO contracts that, through stat ist ical model ing 
and/or data analyt ics, are identif ied as being at the highest r isk for improper payments. I f  
imposed, CMS wil l share with MAOs its extrapolat ion methodology.   

 
 
DOL, Treasury, and HHS Extend Certain ERISA-Related Deadlines for Helene 
and Milton Impacted Areas 
On November 8, 2024, the Departments of Labor (DOL) and Treasury issued guidance 
extending deadl ines (through May 1, 2025) related to ret irement, health, and welfare 
plans in response to recent hurr icanes and tropical storms. The Department of Health and 
Human Services (HHS) fol lowed with a similar bul let in on November 14, 2024. The 
guidance covers the fol lowing:  
 

•  EBSA Disaster Rel ief Notice 2024-01 extends the t ime for plans to furnish required 
notif icat ions and provides that a plan wi l l  not be in violat ion of the Employee 
Retirement Income Act of 1974 (ERISA) if  there is a good faith effort to furnish the 
documents as soon as possible.  
 

•  Final Regulat ions suspends part icipant Consol idated Omnibus Budget 
Reconcil iat ion Act (COBRA), Health Insurance Portabi l i ty and Accountabi l i ty Act 
(HIPAA) special enrollment, and claims/appeal -related deadl ines.  
 

•  FAQs for Part icipants and Benef ic iaries  aids part ic ipants impacted by the storms in 
understanding their r ights under ERISA.  
 

•  Insurance Standards Bul let in Series  encourages health insurance issuers and non -
federal governmental plans to also extend part ic ipant deadlines and provides non -
enforcement rel ief.   
 

 
 

Industry Trends 
Policy / Market Trends 
 
Data Show Two Years of Cuts to MA Cause Higher Costs, Reduced Benefits for 
Seniors 
Two consecutive years of cuts to MA payment rates have resulted in fewer opt ions, 
higher out-of-pocket costs and reduced supplemental benef its for seniors and individuals 
with disabil i t ies in 2025, according to several recent analyses highl ighted by AHIP.   
 
Fewer Options:  Fol lowing the cuts to MA, seniors have fewer MA offerings to choose 
from and, in some cases, MA plans have had to exit  the market, causing over 1 mil l ion 
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benef ic iar ies to lose their current coverage and forcing them to choose new coverage for 
2025.  
 
Higher Out-of-Pocket Costs:  While nat ional average premiums wil l fal l sl ight ly in 2025 
(to $17, down from $18.23 in 2024, according to CMS), enrol lees in some states wil l see 
signif icant premium increases. Cost sharing for services wi l l also increase.   
 
Reduced Supplemental Benefits:  The vast majority of plans wi l l cont inue to include 
dental,  vis ion, and hearing coverage. However, payment cuts have resulted in reductions 
in other supplemental benefit  offer ings for 2025.  
 
Go deeper:  Cl ick here to view the full data and click here to view an infographic 
highl ight ing the value of MA over fee -for-service Medicare.  

 
 
 
Interactive Map: Positive Impact of Enhanced Tax Credits by State, 
Congressional District  
More than 21 mil l ion Americans –  including families, entrepreneurs, ear ly ret irees,  gig 
workers and farmers –  choose to enroll in affordable, high -qual ity health care coverage 
through the Marketplace. The broad-based coalit ion Keep Americans Covered launch ed 
an interact ive map with state- and congressional distr ict - level data demonstrat ing the 
posit ive impact of enhanced premium tax credits that help mil l ions of Americans afford 
coverage through the individual market.  
 
What’s included:  
 

•  The number of enrollees  current ly receiving premium tax credits.  
 

•  How much higher, on average, premiums  would be this year without enhanced tax 
credits.  
 

•  One-pagers  for each congressional distr ict with local ized data that shows how 
premiums would increase on average without enhanced tax credits.  
 

 Why this matters: Without act ion by Congress, the enhanced tax credits wil l  expire at 
the end of 2025.  
 
Go deeper: Learn more about how the tax credits are helping del iver health, security and 
peace of mind for individuals with chronic condit ions, Americans l iv ing in rural 
communit ies, and entrepreneurs and small business owners .  

 
 
 
Health Equity Index Part C & D User Group Call   
On Nov. 20, CMS held a Part C & D user group cal l to discuss the methodology of the 
health equity index reward factor being implemented for 2027 Star Rat ings. While 
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materials weren’t  shared, a recording of the cal l was posted here. Key takeaways from 
our perspective are:  
 

o  There is no intention to publ ish HEI industrywide data, but CMS committed to 
sharing updated contract - level reports using data from the 2024 and 2025 Star 
Ratings in HPMS by the end of the year; they also ment ioned sharing addit ional 
guidance via HPMS.  
 

o  Other FAQs were addressed including CMS’ conf irmation that the percentage of 
enrollees with social r isk factors (SRFs) is determined using December 
enrollment for the most recent of the two measurement years (MYs); how the 
two years of data wi l l be combined; the most up to date measures to be included 
in the HEI are already posted on HPMS but wi l l  be not iced annually in the 
Advance Notice/Rate Announcement; and other quest ions submitted in advance.  

 
o  CMS shared f indings from their HEI simulat ion summary cit ing that,  

▪  Most contracts had no change in their highest Star rat ing (up or down) - 
83% of MA-PD and 80% of PDP contracts had no change  
 

▪  Roughly the same number of contracts qual if ied for a hypothetical HEI 
reward as qual if ied for the current reward factor in the 2024 Star Rat ings - 
32% of MA-PD contacts qualif ied for a hypothet ical HEI reward compared 
to 36% that qual if ied for the histor ical reward factor  

 
▪  The average HEI reward was similar for large (>1.5 enrol lees across a 

contract) and small parent organizat ion  
 

▪  CMS’ conclusion sl ide included the statement that this is an upside -only 
reward 

 
 
CMS Publishes Marketplace 2025 Open Enrollment Period Report: National 
Snapshot 
On November 22, 2024, CMS publ ished a fact sheet highlight ing open enrol lment data so 
far for plan year (PY) 2025. They report that 496,000 consumers without current health 
care coverage and more than 2.5 mil l ion exist ing consumers have signed up for coverage 
in 2025. The fact sheet provides further breakdowns by state and platform.  
 
 
 

https://secure-web.cisco.com/18i9eNSaJSGax4xjH2KtUW2LpMLVxm4V9RS0Dv452WgxLbz_hh6UXeP7lvFCd5TVZH2BdWGlL1RVcfvK-IR8HHvjiDPc6vcxec-OfAEOacAtCIXiTThKm_l-wbGADTOkZk-tBGWae8x-v2srYBpmaHbFnDFJU-zXBiujXntdZYXxFtzq0ejKzI5F_Ur-3QmLLx1xSq60aOZyZOxw1Mv9czkxAo-ytRgIuqQjpuStV_5rvQxI3_GbvhAFMyhnJDVdqixmjQalJ1NyhdeEQp0mRzuZOhuIEIbnlg7Lwie81_vPWXuIaEoRzn2SKifFaHOK2/https%3A%2F%2Fwww.mscginc.com%2Fcmspartcd%2Fmaterials.aspx
https://secure-web.cisco.com/1rCsV3MH6Wlbiv11PGnRDjJ2Bo6OMuy3yFD48s5618eYY2688ezc6mVAqLi3_4_p4jTJfS0JLUwBIOoHW8iT5sxqskaokfPS7IF_5BPOMc_IUGAcECWKEMsiCwjpBohvLyovfP01ZV21c1au9tq8aOutkUM6Y4HtWCsRPURhVnGmzzKoXuG_m5xkG5bBGzdYLCxKHJSfUu4ZExNxp1hwrg3NYXGhyDyK9-4alHum1tnzl5yfpTlQB39ighJBd2XdaXq0itP-aGK2-2SioIm_aDh-4XKTkOdoTEV4futBrQiiryc9zklz9FfPuHTFI4OVy/https%3A%2F%2Fwww.cms.gov%2Fnewsroom%2Ffact-sheets%2Fmarketplace-2025-open-enrollment-period-report-national-snapshot


 

 
 

I f  you have any quest ions regarding informat ion inc luded in Government Affa irs 

Capito l Hi l l  Repor t ,  please contact any of  the fo l lowing indiv iduals :  

Highmark Inc.  

SVP, Government 

Affairs 

Michael G. Warfe l  

Federal Legislation Gregory  P.  Englert  

Federal Regulat ions Amy M. Sawyer  

Delaware Pamela V.  Pr ice  

Pennsylvania Michael A.  Yant is,  T i ja  Hi l ton -Phi l l ips ,   

Stephen J . Wojnarosk i ,  Wi l l  Freeman 

New York Alfred J . Wr ight  

Highmark Health/AHN  

Pennsylvania and 

Federal Issues 

Betsy H. Tay lor,  Angela M. Bertugl i  Spece,  Derek E.  

Uber  

 

 

Interested in reviewing a copy of a bill (s)?   Access the following web sites:  
 
Delaware State Legislation: http:/ /legis.delaware.gov/ .  
New York Legislation:  https:/ /nyassembly.gov/leg/  
Pennsylvania Legislation:  www.legis.state.pa.us . 
West Virginia Legislation:   http:/ /www.legis.state.wv.us/  
For copies of congressional bi l ls, access the Thomas website –  
http://thomas.loc.gov/.    

The content  o f  th is  emai l  is  conf ident ia l  and in tended for  the  rec ip ient  spec i f ied only .  I t  is  

s t r ic t ly  forb idden to  share any par t  o f  th is  message wi th  any th i rd  par ty ,  wi thout  a  wr i t ten 
consent  o f  the sender .  I f  you received th is  message by mis take,  p lease rep ly  to  th is  message 

and fo l low wi th  i ts  de le t ion,  so that  we can ensure such a mis take does not  occur  in  the 
fu ture.  

 

http://legis.delaware.gov/
https://nyassembly.gov/leg/
http://www.legis.state.pa.us/
http://www.legis.state.wv.us/
http://thomas.loc.gov/

