
 

Issues for the week ending November 22, 2024  

 

Federal Issues 

Regulatory 

 

Sanofi Becomes Third Drugmaker to 
Push Illegal 340B Rebates  
Last week, the drug company Sanofi 
announced its intent ion to impose a rebate 
pric ing model for 340B-eligible drugs. This 
wi l l  make Sanof i the third drugmaker, 
fol lowing Johnson & Johnson (J&J) and Eli 
Li l ly,  to attempt to uni lateral ly overhaul the 
340B program in a way that violates the 
program’s statute and undermines its mission 
to support safety-net providers.  
   
Sanof i released a notice stat ing that start ing 
early next year, it  wi l l  offer 340B discounts 
only through post -purchase rebates for 25 of 
its drugs, contingent upon the submission of 
extensive pharmacy and medical c laims data. 
The drugmaker says its “340B Credit  Model” 
wil l take effect Jan. 6, 2025, for 
disproport ionate share (DSH) hospitals, 
cr it ical access hospitals (CAHs), sole 
community hospitals (SCHs), and rural 
referral centers (RRCs). Sanofi wi l l  require 
consol idated health centers (CHs) to use the 
model start ing March 1, 2025.  
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Sanof i ’s model imposes its own “pat ient 
definit ion” rules for hospitals it  is subject ing 
to the rebate model. Fai lure to comply with 
these rules may result  in denial of the 340B 
rebate, which the hospital can try to overturn 
by submitt ing addit ional informat ion. Sanofi 
plans to require hospitals to submit specif ic 
health care encounter data to prove that 
Sanof i ’s cr iter ia are met.  
 
Sanof i does not state in the notice whether it  
has sought approval from the Health 
Resources and Services Administrat ion 
(HRSA) to implement its rebate model. HRSA 
has made it  clear that implement ing such a 
model without secretarial approval would 
violate the 340B statute, which currently 
operates as an upfront discount program. The 
agency emphasized that “any uni lateral 
action to impose rebate models would 
signif icantly and uni lateral ly alter the 
administrat ion of the program.” HRSA also 
has not disclosed whether Sanofi has 
communicated its plans to the agency or 
asked for federal permission to implement 
rebates.  
   
This announcement fol lows lawsuits against 
HRSA from J&J and Li l ly as part of their 
efforts to push similar rebate schemes. In 
response to J&J’s earlier attempt to 
implement a rebate model, HRSA threatened 
to revoke the company’s access to Medicaid 
and Medicare markets unless the drugmaker 
withdrew the plan. J&J ult imately paused 
implementat ion of its rebate proposal, but  the 
company and Li l ly have since f i led lawsuits 
against HRSA, signaling a broader industry 
effort to erode 340B protect ions.  
   
Why this matters:   Sanof i,  l ike J&J and Li l ly,  
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 appl icab le 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.  

 

  

 
DEA Extends COVID-19 Telemedicine Prescribing Flexibilities  
The Drug Enforcement Administrat ion (DEA) released a third temporary extension of 
COVID-19 telemedicine f lexibi l i t ies for the prescr ibing of control led medications. This 
extends the ful l set of telemedicine f lexibi l i t ies regarding prescript ion of controlled 
medications put in place dur ing the COVID–19 Publ ic Health Emergency (PHE), through 
Dec. 31, 2025. This extension author izes al l DEA -registered pract it ioners to prescr ibe 
schedule I I -V control led medications via telemedicine through that date.  
 
This fol lows the Notices of Proposed Rulemaking (NPRM) on Telemedicine Controlled 
Substance Proposed Rule and Induct ion of Buprenorphine via Telemedicine Encounter , 
both of which were released in March 2023 by the DEA in concert with the Department of 
Health and Human Services (HHS).  
 

Administration Releases Resources on Medicaid Eligibility Renewals  
The Administrat ion released several new resources related to Medicaid el igibi l i ty 
renewals:  

1. CMS released new guidance and an accompanying sl ide deck detai l ing the future 
availabil i ty of Medicaid unwinding-related waivers. MCO-related notes in the 
guidance include:  

o  The MCO renewal support strategy wi l l continue as an optional State Plan 
strategy.  

o  The MCO auto-reenrol lment strategy back to 120 days wil l be discontinued; 
states may use the regular authority of automatic reenrollment for two 
months or less.  

1. CMS approved 1,115 demonstrat ion amendments  to provide addit ional years of 
continuous eligibi l i ty for children and individuals leaving incarcerat ion 
in Colorado, Hawaii,  Minnesota, New York, and Pennsylvania.  

2. ASPE released a report  on the impact streamlined ex parte  renewal strategies.  
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https://secure-web.cisco.com/1zDqdmKrc4l36qHk6sFZM-lmkDu43DdhqY3xW_4w1S9VSpyVlQ-WA1dMMlvWtskQOIBfirlB_h3y5HN4qe2fFj0GH5YMwNmCLpaCNI6jLMvytofvEFgfleM6lhNXl0ABcfiKNGFVDgg14Q2zqB20GkMPLxCMcHb5hbysMAaE86DkTPSBxyyXGkDZjk9zSVGjVUbWVU6tLtyBj7TMxKtmeVZ2e-73AGx9MGX1fpQd1YYAhm4XD-AG5ZLqViAknrtR6RSNbho9yhVLgeLb81tpAJizZUow60vgfKTtGuu6GnJSkKiAwTRmor2NO8NaZ4s0B/https%3A%2F%2Fcontent.ahip.org%2Fe3t%2FCtc%2FX%2B113%2Fd2QbSH04%2FVWf77c6G_Nr7W7Zl_fm1bs5QFVNrtzX5nK82lN4CDgd65nR32W5BWr2F6lZ3lfW7V7Vq95lzcyrW6L_w9T5Cn6gCW613Rzy16TT-CW7WSjGC8zTp9pMQPphyklC-wW1Z6fC425-3PJW101Xmd99_c8dW6rk7RL34GlWMW5V8Tqd26qpDTN8zJ4wHP-n8rW2bd8Fw39TPSVW6Qslc65R6sZJW3CC6cQ3YJ8fDVGgWS741_Rv8W7YD6tP1MtLrvW4pXF2z8k7fvSW7RDPv48ChVNqN6TVtyrdfN95W2qNJzq6zy5CNW3_hXq28QmckyW4TlgrZ1Q43kJW1jVtMQ1zVdSNW8SghvK3ysw1fW6nJj9H6_ltp7W2GhM1m1-lhlKW3-Vqz513wdLCW6-CfFd7-fMmmW5qBnWw8GFDPKW6K4ZKk1c_N65W35JhB34HdJwwW9bWfgW1CrkTbW7Ndhjp67tnLTW6RYxq83D7HytW7QtKFJ7ZwmjMf2qWCwT04


Go deeper:  NORC also released an analysis examining the Medicaid unwinding’s impact 
on dual el igibles, f inding that 17% of dual eligibles lost coverage dur ing redeterminations 
and 2.1% have lost coverage and re -enrol led in Medicaid so far during the unwinding.  
 

CMS Releases Tip Sheet for Agents/Brokers When Calling the Marketplace 
Call Center 
On November 21, 2024, CMS released a t ip sheet containing t ips and best pract ices for 
agents and brokers when cal l ing the Marketplace Cal l Center. The t ip sheet highl ights 
recent changes to Agent/Broker processes, what to expect when speaking with the 
Marketplace Cal l Center, avai lable language servic es, and the consumer disclosure and 
author izat ion process.  
 

USPSTF Comment Opportunity on Draft Recommendation on Screening for 
Syphilis Infection in Pregnant Persons 
The U.S. Preventive Services Task Force (USPSTF) released a draft  recommendat ion 
statement and draft evidence review on screening for syphil is infect ion in pregnant 
persons. The USPSTF recommendat ion has an “A” grade and recommends early 
screening for syphil is infect ion in al l asymptomatic pregnant persons. This 
recommendat ion is consistent with the 2018 USPSTF recommen dat ion on screening for 
syphil is infect ion in asymptomatic pregnant persons.  
 
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 Dec. 23.  
 

 

State Issues 

 

New York 

Legislat ive 
Legislative 

Legislation Vetoed Regarding Physician Assistants’ Role in Medicaid  
Governor Hochul vetoed legislat ion (A.7725/S.2124) that would have al lowed physician 
assistants to act as primary care providers for Medicaid patients.    
 
The Health Plan Associat ion (HPA) opposed the bi l l  and urged the Governor to veto it ,  
saying that whi le physician assistants play an important role in providing pr imary care 
services and seek to provide high-quality primary care services to Medicaid managed 
care members, physician collaborat ion remains an important part of how PAs pract ice. 
Moreover, HPA noted that many community -based pr imary care pract ices already ut i l ize 

https://secure-web.cisco.com/1oLdyiSJ0xdFOlbXvIXjPtOXc2WL93TYcqJjHvNCBDjTcxcoq5X1UqvfTFBCmzCP4oE5XoKpIXK12LQlq9GVONvk8bxr1_EFn3OR8211BLJG6hvUtD7BPg75fzTDK7aobb6fBFr9oURcSVa1gDbktqrYmFE9dnmNX8q3iFhpjhIFAoKo5Rmbl8Sj7DkVd35ZT0xzwac62c3nuTWOgXTkynZHIGflUGKxiGfcsoX9TF6-EoxUGYgJ7v3ldL7WiioOKReP0mc8VZoEi6IZwQrSStHTcZj9INQ-g7w2W8LUWxvq_EfRNXuJu-zGd1WXtyQUu/https%3A%2F%2Fcontent.ahip.org%2Fe3t%2FCtc%2FX%2B113%2Fd2QbSH04%2FVWf77c6G_Nr7W7Zl_fm1bs5QFVNrtzX5nK82lN4CDgdq5nR32W69t95C6lZ3pCW6S2p1B2m21R0W8SzJ5Q5_yh67W1mQjk9913K5TW43F8SJ23fj-gN8HxNdtJrQgJW6JVtl9638pZzW8ThkRj7WQJfGW3l6hks9hYdm0W5gBrH71Zh3ttW84VRpt7KMTkCW3t6FF07RGXLbW388Xhx5rgqbZW6WPNPr5s0pyTW5gRqFG64v_5PW4N_DBq4jhRBYW7MkkQp4FGzMqW58C5YR6dK-CmM5fVcnxp3ZgMb9pDLjWK2rW3zHtXL5SpPSlW756Sws1Ws6kxW6jVRWv2WSbB6W1zrMqR5Jw0ZHMjR41-lXw0YW7RRPgJ8Hplf-W5mN9w02WlxGdW9kLKLD41CDD-W3CTm6X5kT1HTW6W1PDb3RPzRsW7W6vpq3qvK3sW5YTPjh5WcGLRW9hVsgn7K-2T4W2yLlQl6LXKMrW34PLd86yWs_SW26R4QQ95Pt_tW2QxVmy67kJ-Ff3sfNy604
https://secure-web.cisco.com/1BjCDh4rF00Bf8_1fknoW22LXFk0AO5r_bXFXyq0RckzGRxr8yFwSiL8Jk_wODzu1xKmeIbm4MnhCXGhLszMWX1cpbEZ_gPLzcalIGmmC-Kb5XKkhMC91wi5LP5w5NiSgMfczFTqXjQ7Yw-ZlLWY0vGJDlvuv1E2o-s6RiJEC8dlQxpXjoeS6-91wEXKIiBFCpgLmFawLd_ifeBtFwASyDz_E4UyuEAwUNGL_4l54Y7M2QAxJKgGFUMvruIkys8KtkBOGv2VFqHE6xRHubGHO3r0OEeH0oMYwtVPl0Avtc7MLufC__29nRVue-az3Izf1/https%3A%2F%2Fwww.cms.gov%2Ffiles%2Fdocument%2F2024-11-20call-center-tip-sheet.pdf
https://secure-web.cisco.com/1vRwt72L5uZoDcCOojIZJzeZtwa-YYqEQo6749sqLR3mq82u0hcloXU0NCQdzLLsM5cXMbtHogixP5jvFuQI9q5lkM8_iOhjoP20D2AcE8T0FXiGtQvEHrYEr7M1P19Wnjq6tP8NgPpLamDZSbTSpriwT3OOd_pcAuIHAFku-Y-ce3AYlxTx4ARZdxzpzsriWs6Fov-G3qo9oy3wXjuIYk_pL3cOlHx3Xu4iPLdTplTJSR0kJURoWnvDyi_NN3awWIU8VUiyGgG0iTfYS7djWU9S9xlrxKNhqwH497szq6z4p1--82o2c0ooXPhjRpNDP/https%3A%2F%2Fwww.uspreventiveservicestaskforce.org%2Fuspstf%2Fdraft-recommendation%2Fsyphilis-infection-pregnant-persons
https://secure-web.cisco.com/1vRwt72L5uZoDcCOojIZJzeZtwa-YYqEQo6749sqLR3mq82u0hcloXU0NCQdzLLsM5cXMbtHogixP5jvFuQI9q5lkM8_iOhjoP20D2AcE8T0FXiGtQvEHrYEr7M1P19Wnjq6tP8NgPpLamDZSbTSpriwT3OOd_pcAuIHAFku-Y-ce3AYlxTx4ARZdxzpzsriWs6Fov-G3qo9oy3wXjuIYk_pL3cOlHx3Xu4iPLdTplTJSR0kJURoWnvDyi_NN3awWIU8VUiyGgG0iTfYS7djWU9S9xlrxKNhqwH497szq6z4p1--82o2c0ooXPhjRpNDP/https%3A%2F%2Fwww.uspreventiveservicestaskforce.org%2Fuspstf%2Fdraft-recommendation%2Fsyphilis-infection-pregnant-persons
https://secure-web.cisco.com/18Wr7P-F9WFHvkF3T2169IVsp01mzxkk_a4lOknFiFbifNZq1xaE1z_5dFyxhaXODWnlwp_WXpkYKS-OJRW4O67jZF289X2Arvgwt4lENdx-RQ72wfa8L41fP6dt6neb8Uc-y4M6LGH1PJNmP8j5w9gOJUs1lZ1dXdR__PSXn6mPOtLoi7j42z7qTlwZtHNZZ7wHkk5GhkpDdQ1rj_ROW1aqYWw7b1anbFy-MiP8aNmH0Cp0_f7eSmtiQ48YpyPiAo1ePGsCuiXWZ4eXcAvfKHqOZXVoUSUXADrxnaV30ZGGW9lm4KAXv_iYEM96dbf6O/https%3A%2F%2Fwww.uspreventiveservicestaskforce.org%2Fuspstf%2Fdocument%2Fdraft-evidence-review%2Fsyphilis-infection-pregnant-persons
https://secure-web.cisco.com/18e_k1jAqjpAuTHTUNJWk5IkMhdJlWECARiV024B3eM1bUGj9V6WHVXeEY2MsjPj4reIj8u1mu7UCEg64z8q5BUPylAvOfzmgiE5DcSUclrEVgCx7iRQ1LHLim-eXV4otJT-2jrHBSHTVTlcARgPfTIc-I2wJJqHwZngIGAYrEipErycxp6lRw0jVylpcoMi2_R6uAynoapImi8rYeVOEPlyclm8ktxEB2OOs5Aq3Txa7YMfQ5GMOJLZ4H4uQzxyqJ624as5NRip76F2CpC3VxitPcMBu732s0YOv3CO-oQ0V1pdNLqlLeIAkU7dcWcfA/https%3A%2F%2Flitigationtracker.law.georgetown.edu%2Fwp-content%2Fuploads%2F2023%2F04%2FBraidwood_2024.06.21_OPINION.pdf


physician assistants to increase their panel s ize, with appropr iate physician oversight, 
making this legislat ion unnecessary.  

•  x  
 

Regulatory  

 

Final PBM Regulation Issued 
The Department of Financial Services issued the f inal regulat ion related to l icensure 
standards of pharmacy benef it  managers (PBMs).   According to DFS, the regulation 
requires the following:    
 

•  Allow Home Delivery.  Prohibit  PBMs from barring any in -network pharmacies from 
providing mail order or del ivery services, which wi l l increase patients’ access to 
home delivery from their community pharmacy;   

•  List Pharmacy Directories.  Increase transparency to consumers and employers by 
requir ing PBMs to l ist  formularies and pharmacy directories onl ine, and prohibit ing 
PBMs from punishing a consumer who relies on said information;   
 

•  Address Consumer Inquiries.  Require PBMs to post a telephone number and 
email address for consumers to direct their questions to, and PBMs must respond 
in a reasonable amount of t ime;   
 

•  Prohibit Steering.  Prohibit  ant i -competit ive pract ices that steer consumers away 
from their community pharmacy to larger pharmacies aff i l iated with the PBM;   
 

•  Treat Pharmacies Fairly.  Prohibit  PBMs from unfair ly passing losses onto 
pharmacies when the PBM mistakenly approved dispensing a drug and then seeks 
to retroactively deny reimbursement to the pharmacy;   
 

•  Allow Electronic Submissions.  Reduce administrat ive burdens and costs on small 
pharmacies by al lowing them to submit information to and receive informat ion from 
PBMs electronical ly;  and   
 

•  Apply Same Standards.  Prevent the abuse of audits against small pharmacies who 
are not aff i l iated with a PBM by requir ing PBMs to apply the same audit standards 
across al l in-network pharmacies.   

 

 

CMS Approves 1115 Waiver re: Medicaid & CHP  
The NYS Department of Health announced the Centers for Medicare and Medicaid 
Services (CMS) recent approval of an 1115 Medicaid Redesign Team (MRT) waiver 
amendment to offer chi ldren under age six cont inuous el igibi l i ty in Chi ld Health Plus and 
Medicaid.    
 
The waiver amendment revises the state’s current MRT 1115 waiver by modify ing exist ing 
el igibil i ty cr iter ia for chi ldren in Medicaid and Chi ld Health Plus, to allow them cont inuous 
enrollment even if  the chi ld’s family c ircumstances change.  

https://www.dfs.ny.gov/system/files/documents/2024/11/rf-ins-a3reg219-text.pdf


 
The full 1115 Waiver Amendment approval letter, issued by CMS on November 14,  2024, 
can be found here.  

 

 

 

 
 

 

 

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.  

 

https://www.health.ny.gov/health_care/medicaid/redesign/med_waiver_1115/docs/draft_amend_request.pdf
http://legis.delaware.gov/
https://nyassembly.gov/leg/
http://www.legis.state.pa.us/
http://www.legis.state.wv.us/
http://thomas.loc.gov/

