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Federal Issues 

Legislat ive 

 

CBO Estimates Impact of Loss of 
Enhanced ACA Tax Credits  
The Congressional Budget Off ice (CBO) 
released a new report  that detai ls how 
mil l ions would lose coverage and face higher 
costs without extension of enhanced premium 
tax credits in the individual market.  
 
What CBO is saying :  “Not extending the 
credit  wi l l  increase the number of people 
without health insurance and raise the 
average gross benchmark premiums for plans 
purchased through the marketplaces.”  
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By the numbers :  CBO estimates mill ions 
would lose coverage and see premiums 
increase by almost 8 percent if  the tax credits 
are not extended permanently. An analysis by 
Oliver Wyman supports these f indings, 
project ing that as many as 5 mil l ion 
Americans wi l l lose their health coverage 
without extension of the tax credits. A KFF 
study also notes how almost all enrollees wi l l 
see premiums rise sharply.  
 
Why this matters :  The broad-based coal i t ion 
Keep Americans Covered (KAC)  also 
highl ighted CBO’s warnings and called on 
Congress to extend the tax credits, which are 
set to expire after 2025.  
 
 

Request for Information (RFI) 

Regarding Individual Coverage Health 

Reimbursement Arrangements (ICHRAs)  

Representat ive Kevin Hern (R-OK-1) released 

an RFI regarding ICHRAs, including how to 

improve ut i l izat ion and accessibi l i ty, 

compliance and administrat ion, and employee 

choice and f lexibi l i ty. Responses to the RFI 

are due on January 3, 2025.  

 

The RFI seeks feedback on a variety of pol icy 

issues related to ICHRAs, including:  

 

•  Uti l izat ion and Accessibi l i ty  

•  Ease of Compliance and Administrat ion  

•  Employee Choice and Flexibi l i ty  

 

 

•  HHS Office of  the General Counsel  
Releases Advisory Opinion on 1115 
Waivers Imposing Work Requirements  

 

State Issues  

New York 

Legislative 

•  Governor Signs and Vetoes Several 
Health Care Bi l ls  
 

Regulatory 

•  Network Adequacy and Access 
Standards for Behavioral  Health 
Services 

 

Industry Trends  

Policy /  Market Trends 

•  Federal Court  Halts ACA Coverage for 
Dreamers 

•  CDC Expands Pneumonia Vaccine 
El igibi l ity to Age 50  
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Federal Issues  
Regulatory 
 
Sanofi Latest Drug Manufacturer to Announce Rebate Model for 340B Entities 
but Government Pushes Back 
Sanof i is the latest pharmaceut ical manufacturer to announce that it  wil l  replace upfront 
340B discounts with backend rebates for 25 of its drugs start ing next month. In a Nov. 22 
letter to 340B covered entit ies, Sanof i said it  would be effectuating 340B d iscounts via 
the new credit  model as of Jan. 6, 2025, for disproport ionate share hospitals, cr it ical 
access hospitals, rural referral centers, and sole community hospitals.  
 
Background:  In August, J&J announced a new pol icy that would fundamentally change 
access to 340B pric ing from an upfront “discount” to a back -end “rebate” for certain 340B 
hospitals on two of their products: Stelara and Xarelto. This new pol icy would require 
340B hospitals to purchase these drugs at a higher price (e.g. ,  wholesale acquisit ion cost 
or group purchasing organizat ion price) and submit certain claims data elements to J&J. 
Upon verif icat ion of that data ( including patient el igibi l i ty),  J&J would  rebate 340B 
hospitals the dif ference between the higher price paid and the 340B price for that  drug. In 
effect,  340B hospitals would be f loat ing dol lars to J&J, while wait ing for J&J to issue a 
rebate.  
 
J&J’s announcement came on the heels of the Centers for Medicare & Medicaid Services’ 
own announcement that the prices for 10 drugs, which included Stelara and Xarelto, had 
been negot iated by the agency as part of the Inf lat ion Reduction Act.  
 
Although the Health Resources and Services Administrat ion (HRSA) was able to 
successful ly halt  J&J’s plans to implement this rebate, the threat of a 340B rebate model 
remains, and more drug companies, part icularly those subject  to Medicare price 
negot iat ions under the IRA, may seek to pursue a similar policy in the future. On Nov. 12, 
J&J sued HRSA, seeking to bar the agency from blocking J&J’s implementation of a 
rebate model. Since then, Eli Li l ly,  Sanofi  and Br istol Meyers Squibb have al l sued HRSA 
to pursue a similar rebate model.  
 
Government action:   Last week, HRSA sent a strongly worded letter to Sanof i,  stat ing 
that the drugmaker’s plan to impose 340B rebates violates federal law and warning 
Sanof i of potential sanctions if  the company proceeds, including referral for c iv i l 
monetary penalt ies (CMPs) or termination of its pharmaceut ical pr ic ing agreement (PPA), 
which could lead to Sanof i losing Medicaid and Medicare Part  B coverage for al l i ts 
drugs. The announcement comes less than a day after hospital industry trade 
associat ions cal led on HRSA to act immediately against Sanofi ’s rebate proposal and to 
take the same f irm stance the agency has taken against other drugmakers’ rebate 
proposals.  
 



HRSA’s communicat ion notes that the Health and Human Services (HHS) Secretary has 
not author ized rebates and informs Sanofi that implement ing rebates without Secretarial 
approval is unlawful under the 340B statute. HRSA also emphasizes that forcing hospita ls 
to purchase drugs at prices above the legal ly establ ished 340B cei l ing price —regardless 
of rebates—violates the program’s statutory requirements. “HRSA expects Sanofi to 
cease implementat ion of its credit  proposal immediately and to inform HRSA no later  than 
December 20, 2024.”  The agency warns that it  expects Sanof i  to cease implementation of 
its unlawful rebate plans and that fai lure to do so could result  in CMPs of up to $7,000 
per violat ion and terminat ion of the company’s PPA, which would cut off  ac cess to 
Medicaid and Medicare Part B markets for its drugs.  
 
Why this matters:   Of signif icant concern is drug manufacturer plans to apply their own 
rules for hospitals subject to the model that wi l l  exclude claims from 340B pric ing using 
criteria that the government has neither publ ished nor author ized. This move represents a 
clear attempt by these manufacturers to i l legally narrow the number of claims that  would 
be el igible for 340B.  
 
304B hospitals applaud HRSA for announcing that it  wi l l  take strong enforcement act ions 
against Sanof i and other manufacturers for these unlawful rebate plans. Hospitals wi l l  
continue pursuing al l  advocacy and legal options to block these rebates from taking 
effect.  

 
 
Deadline Extended for January Coverage on Healthcare.gov  
CMS announced a 3-day extension of the deadl ine to enroll in coverage that begins 
January 1, 2025 for Marketplace consumers in the 31 states that use Healthcare.gov. 
Consumers in these states now have unti l midnight local t ime on December 18, 2025 (no 
later than 5 a.m. EST on Thursday, December 19) to secure coverage that begins 
January 1, 2025.  
 
Marketplace Open Enrol lment runs through January 15 on Healthcare.gov. Consumers 
who enrol l after the December 18 extended deadl ine wil l have coverage start ing February 
1, 2025. Consumers in D.C. and the 19 states that operate their own State -based 
Marketplace can vis i t  their state Marketplace website  for information on deadl ines and 
effect ive dates for coverage.  
 
Nearly 988,000 new consumers who don’t currently have coverage have signed up 
for plan year 2025 coverage through the marketplaces since the start of open 
enrollment on November 1 ,  according to  new data from CMS. Last year, 21.4 mil l ion 
people signed up dur ing open enrollment and those who don’t act ively sign up wi l l be 
automatical ly renewed.  
 
Cumulative 2025 plan selections since November 1:  
 

•  Total:  Al l Marketplace Plans – 5,364,197 
•  New Consumers – 987,869 
•  Returning Consumers – 4,376,328 

https://secure-web.cisco.com/1sDL17lgFOuZPRANkYL5Fw0gLqZrcU6G4isNG4GgDR_3ZWQHFtd16qSCRbcsjp9nuiLFaJwZIgDycEXee4Evq5hY4Ue3mD96FFZv-X6ixe4XLg9mRR2IgzvJ4cS0d7VSbuegFurfgFFmjZKUDyCvvV4LsvKE_k7nOCWHT4inZtUyMwYB-IqstTdf5O0kosfuxVvdT9H-1i_H1UGcOHkHUT45kBo9t0xqhWl11WvTnaeRIMaJO3P7w3D89QxxFoU6WC4Gm22ek5J3rSK1TGZAG3ifnHKjqMWA7SgNMy_C-Ic8RoiInIU84_YFsHndL7lrr/https%3A%2F%2Fwww.healthcare.gov%2Fmarketplace-in-your-state%2F
https://secure-web.cisco.com/1FzqpCc5nGucjdnl7sGHxG2kUux9u7MvHzo4YNXcM9-aWh9OXWNt2ItnbBJ1SxRwxvNUj0nL2Hw5Yq2AWUYqZR8UERVFBs29v3t2xEJduEhkZkJnFFE9xQYNIBEff-QzuaM-qVwhiXgm9UDghhDtTUC-foUN0S-KaewPdFLiGAKdiZyrO-Mfqfg43GyMAaVfLTbOdCzWOOeybbT_xQTvJpJ4-PXCnfYN9-eQU0T_N6M9P4kkD5oRhWpv0mtGRwo3XSpPuxIHSauDpBwyxE2pC4CVzGKVZXXeFwEAn7zSpcTZbqenVNkcFvku6Wj_y5EiS/https%3A%2F%2Fcontent.ahip.org%2Fe3t%2FCtc%2FX%2B113%2Fd2QbSH04%2FVX0G273btpJQW40gRmJ5glGSqW9fbdmV5py80xN7Cq3wC5nR32W69t95C6lZ3mwW7HTXqP8x_t9rN13ztR3Q0b_fN869TR5w2vV6W27-S1M6sj7KfW53T9Y83sqR8ZW5fQsvn78pSJXW55Y07d53jQlvW2pLj4h34DDD-VWmX_15sBbJzW6Qmbrm2j82-QW7kKkn99c46TtW5X4Vd38VNvgzW5t28TW7QzK39V13yhQ6XHRFxW4WM0FH7K2fr0W7hKwk12JfRSzV7326N8RZ2XMVVgbCk7jPHSRMr1HQTnRv-PW7FXytq49FkjZW7bD4Gx6q1wWQN7_RG-ycC864W9lBS--7d9C8TW7DpNcX6tgMBsW3fCKy_2ZFMwXW4zGGMJ1f9-JQW67Fgnj5pwl79W3PGSgz8vpwRwW2mRfwc1ffQtFW1h65313NPwBgW2jJnWx9cV7tZW5VtbXh53jWMzV2J1Jl5QqJzWW4cb9C92z5vJhW28szXN83ykRnW1g0zpV6SNw1rf5FJh3b04


 
Why this matters:  The individual market is working  for mil l ions of Americans. A highly 
competit ive market offers affordable, stable opt ions that provide a record number of 
Americans the health, security, and peace of mind that comes with quality, affordable 
coverage.  
 
Go deeper: Read more about how the enhanced tax credits signif icantly lower costs for 
individuals who purchase coverage on the individual market.  

 
 
Compliance with HIPAA Reproductive Health Privacy Rule Becomes Mandatory 
Dec. 23   
The HIPAA Journal reminds readers the December 23, 2024 deadl ine for compliance with 
the HIPAA Pr ivacy Rule Reproduct ive Healthcare Final Rule is approaching.  
 
Why this matters: This rule, enacted in response to the Dobbs v. Jackson decision, 
protects reproduct ive healthcare information from being used to invest igate or penal ize 
individuals. Covered entit ies must now obtain attestat ions that requests for such 
informat ion are not for prohibited purposes. While a legal challenge is underway in 
Texas, compliance remains mandatory unti l the rule is changed. OCR is act ively 
enforcing the rule, as evidenced by a recent sett lement.  

 

 

CMS Innovation Center Announces Termination of Medicare Advantage VBID 
Model After 2025 
The Centers for Medicare & Medicaid Services (CMS) issued the attached not ice 
announcing that the agency is terminat ing the Medicare Advantage (MA) Value -Based 
Insurance Design (VBID) model at the end of CY 2025 “due to the model’s substantial 
and unmit igable costs to the Medicare Trust Funds, as required by statute.” CMS 
indicates in its related blog post  that “addit ional analyses of model performance and 
pol icy options demonstrated that these substant ial costs were driven in part by increased 
r isk score growth and Part D expenditures and that no viable pol icy modif icat ions could 
address these excess costs .” 
 
In addit ion to the not ice and blog post, CMS has also published an execut ive summary of 
the forthcoming evaluation report  and addit ional analyses of the MA-VBID model r isk 
score impact by intervention and plan type.  
 

 

CMS Issues Guidance on Medicare Advantage Coverage of Part B Drug 
Qalsody  
On December 9, CMS issued an HPMS memo in response to concerns some MA plans are 
inappropr iately denying Part B coverage for Qalsody (tofersen), used for treatment of 
amyotrophic lateral sclerosis or ALS. CMS notes it  is impermissible for MA plans to have 
a blanket coverage pol icy that excludes Qalsody by consider ing it  experimental and 
investigational as it  has obtained accelerated FDA approval and is covered under Part B.  
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Why this matters: CMS expects al l plans that currently c lassify Qalsody as experimental 
and invest igational for treatment of adults with ALS wil l immediately discont inue use of 
those pol ic ies and contact impacted enrollees.   

 

 

CMS Updates and Announcements  

• CMS Issues Guidance Reminding MA and Part D Plans of Legal Obligations to 
Safeguard PHI :  On December 11, CMS issued an HPMS memo reminding MA 
organizat ions and Part D sponsors of their legal obl igat ions to safeguard protected 
health information (PHI) and to maintain business operat ions fol lowing any natural 
or manmade disasters including cyberattacks. CMS specif ical ly cites the Change 
Healthcare cyberattack earl ier this year and notes it  has observed a varying degree 
of cyber resil iency that has been l imited by overreliance on a single vendor and 
overall consol idation within the industry.  
 

• CMS Releases Comprehensive Medicaid Integrity Plan:  Last month, the Center 
for Medicare & Medicaid Services (CMS) released its Comprehensive Medicaid 
Integrity Plan (CMIP) for Fiscal Years 2024-2028. The CMIP outl ines CMS 
init iat ives across f ive key areas of program integr ity oversight: Medicaid managed 
care oversight, access to care and program sustainabi l i ty, high -r isk vulnerabi l i t ies, 
data shar ing and col laborat ion, and education and technical assistance. Managed 
care oversight act iv it ies descr ibed in the report include conducting analyses to 
compare ut i l izat ion and access between fee-for-service and managed care 
arrangements, using Unif ied Program Integrity Contractors (UPICs) to enhance 
oversight of program integr ity act ivit ies, audit ing medical loss rat ios, providing 
technical assistance to states on manage care oversight and reviews of managed 
care contracts, rates and state directed payments. Read More  
 

• CMS Releases Updated Informational Bulletin on HRSN Coverage 

Opportunities:  CMS released an updated informational bullet in outl ining 
opportunit ies available under Medicaid and the Children’s Health Insurance 
Program to provide coverage for cl inically appropriate and evidence -based 
services and supports that address health -related social needs (HRSN). 
States can address HRSN through coverage of clinically appropriate and 
evidence-based HRSN services and supports; care delivery transformations, 
including improvements in data sharing; and performance measurement to 
create accountabili ty for HRSN screening and connecting to needed supports 
as part of successful care management. Read More  
 

• CMS Releases 2024 Medicaid and CHIP Scorecard:  CMS released the 2024 
Medicaid and Children’s Health Insurance Plan (CHIP) Scorecard (MAC Scorecard). 
The MAC scorecard draws from mult iple data sets der ived from state and federal 
report ing efforts, and includes measures related to care del ivery, el igibil i ty and 
enrollment, expenditures, qual ity and more. Read More  
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USPSTF Comment Opportunity on Draft Recommendation on Screening for 
Cervical Cancer 
The U.S. Preventive Services Task Force (USPSTF) released a draft  recommendat ion 
statement and draft evidence review on screening for cervical cancer. The USPSTF 
recommendat ion has an “A” grade and recommends screening for cervical cancer every 3 
years with cervical cytology alone in women ages 21 to 29 years and then every 5 years 
with cl inic ian- or patient-col lected h igh-r isk human papil lomavirus (HPV) pr imary 
screening in women ages 30 to 65 years. As an alternat ive to HPV primary screening for 
women ages 30 to 65 years, the USPSTF recommends continued screening every 3 years 
with cervical cytology alone or screening every 5 years with high-r isk HPV test ing in 
combination with cytology (cotest ing). The USPSTF recommends against screening in 
cervical cancer screening in women younger than age 21 years, women older than age 65 
years or women with a prior hysterectomy and  no cervix.  
 
This recommendation is consistent with the 2018 USPSTF recommendation on screening 
for cervical cancer except that this draft  includes a recommendation that HPV pr imary 
screening every 5 years is the preferred screening strategy start ing at the age of 30 
years and now includes pat ient -col lected HPV screening.  
 
Fol lowing the June 2024 circuit  court rul ing in the Braidwood Management, Inc. v. 
Becerra  case, health plans subject to the ACA prevent ive services mandate wi l l continue 
to be required to cover al l appl icable preventive services recommendations from the 
Health Resources and Services Administrat ion (HRSA), the Advisory Committee on 
Immunizat ion Practices (ACIP) and USPSTF issued before and after 2010 without cost -
sharing.  
 
The USPSTF is accepting publ ic comments unti l Jan. 13.  
 
 

HHS Office of the General Counsel Releases Advisory Opinion on 1115 
Waivers Imposing Work Requirements  
The Department of Health & Human Services (HHS) Off ice of the General Counsel (OGC) 
has released Advisory Opinion 24-01 on Medicaid Sect ion 1115 Demonstrat ions Imposing 
Work Requirements. The Advisory Opinion states that the Secretary of HHS lacks the 
author ity to approve Medicaid 1115 waivers that impose requirements to work, look for 
work, study, volunteer, or undertake related act iv it ies as a condit ion of Medicaid 
el igibil i ty or continued enrollment. I t  reasons that such condit ions conf l ict with the core 
object ive of Tit le XIX of the Social Securi ty Act to furnish medical assistance, 
rehabi l itat ion, and other services to el igible people.  
 
The Advisory Opinion details the statutory background, procedural background, history of 
work requirements, and analysis that supports the opinion. I t  also notes that the Advisory 
Opinion represents the current v iews of the OCG and is not a f inal agency ac t ion or f inal 
order.  
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State Issues  

New York 

Legislat ive 

 

Governor Signs and Vetoes Several Health Care Bills  
Last week, the Governor signed several industry -related bi l ls,  included legislat ion 
mandating coverage of neuropsychological exams for dyslexia ( A.2898-A/S.54841-A) and 
l imit ing cost-sharing for EpiPens (S.7114-A/A.6425A).   
 
The Governor also signed a bi l l  requir ing coverage of scalp cool ing therapies for people 
undergoing cancer treatment (S.2063-A/A.38-A), but the approval was condit ioned on the 
Legislature approving a chapter amendment that wil l  l imit  the new requirements to large 
group pol ic ies. She also approved legislat ion requir ing health plans to report to the 
state’s Physician Profi les database detai ls of health care plan part ic ipation by physicians 
(S.3472/A.7214).  
 

•  The New York Health Plan Associat ion opposed the bi l l  arguing that the information 
for the Physician Profi les, as wel l as plans’ own provider directories, relies on data 
being supplied by the physicians themselves and, therefore, the onus for providing 
informat ion should be placed on providers not health plans.  
 

Governor Hochul vetoed the proposal to l imit co -payments for  physical therapy services 
to no more than a co-payment for a primary care vis it  (S.1470/A.6345).  
 

•  In her veto message, the Governor said, “While I  support the goal of protect ing 
consumers from high cost -shar ing for physician and occupational therapy, this bil l  
would prevent health plans from designing their plans in a way that encourages 
insureds to seek care f irst from their primary care provider or osteopath” and 
acknowledged technical f laws that could have the uni ntended effect of rais ing costs 
for consumers in these instances.  
 

The f inal bi l l  of note for the 2024 legislat ive session is the step therapy bi l l ,  ( S.1267-
A/A.901-A), which was delivered to the Governor ’s off ice on December 12.   There are 
act ive chapter amendments being considered and promoted during the 10 -day 
considerat ion per iod.    
 

 
Regulatory  

 

Network Adequacy and Access Standards for Behavioral Health Services   
The DOH has issued revised-proposed regulations  sett ing forth standards for managed 
care organization (MCO) network adequacy for mental health and substance use disorder 
treatment services, including sub-acute care in a resident ial faci l i ty, assert ive community 
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treatment services, cr it ical t ime intervent ion services, and mobile cr isis intervent ion 
services to improve access to behavioral health services.  
 
The Department of Financial Services has issued revised-proposed regulations  that 
mirror the DOH regulat ion, and wil l apply to “health care plans” to include commercial 
insurers, art ic le 43 corporat ions, art icle 47 municipal cooperat ive benef it  plans, and 
student health plans.  
 
The init ia l proposed regulat ion was posted in the January 10, 2024  issue of the State 
Register.  
 
The revised proposed regulat ion has several mater ial revisions from the earl ier draft .  I t  is 
now subject to an extended comment per iod with comments due by January 27, 2025.  
Public Not ices :  The fol lowing Public Not ices of proposed amendments to the Medicaid 
State Plan were posted in the December 11, 2024  issue of the State Register.  

 

 
Industry Trends 
Policy / Market Trends 
 
Federal Court Halts ACA Coverage for Dreamers   
A North Dakota federal judge has temporari ly blocked the Biden administrat ion's rule 
al lowing Dreamers (undocumented immigrants brought to the U.S. as children) to access 
Affordable Care Act (ACA) subsidies and marketplace coverage, according to a report b y 
The Hil l .  The ruling, granting a prel iminary injunction sought by Kansas and 18 other 
states, argues that the administrat ion overstepped its author i ty by redefining " lawful ly 
present" to include Dreamers. The judge stated that the ACA doesn't  grant CMS the 
power to circumvent congressional intent regarding who qualif ies for benef its. While the 
CMS is reviewing the decision, the rul ing represents a victory for states challenging the 
rule and highl ights ongoing legal batt les surrounding healthcare access for 
undocumented immigrants.  

 
 
CDC Expands Pneumonia Vaccine Eligibility to Age 50   
Scientif ic American reports the CDC has expanded el igibi l i ty for pneumococcal 
pneumonia vaccines to adults aged 50 and older, signif icantly increasing the number of 
people who can benefit  from this preventat ive measure. Pneumonia, a leading cause of 
death in older adults and young chi ldren, is a lung infect ion caused by var ious 
pathogens. While bacterial pneumonia is treatable with ant ibiot ics, vaccines 
targeting Streptococcus pneumoniae  (a common cause) signif icantly reduce severe 
i l lness and hospital izat ion r isk. The new guidelines lower the previous age 
recommendat ion from 65 to 50, addressing health disparit ies and making vaccination 
easier in sett ings l ike pharmacies. Two pneumococca l conjugate vaccines (PCV20 and 
PCV21) are recommended, offering broader protect ion against various strains. While 
long-term effect iveness data is l imited, studies show substant ial protect ion against 
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pneumonia and invasive infect ions, part icularly in younger age groups. Future 

recommendat ions regarding booster shots are anticipated .  
 

 
 

 
 

 

 

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.  
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