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To amend titles XVIII and XIX of the Social Security Act to establish
requirements relating to pharmacy benefit managers under the Medicare
and Medicaid programs, and for other purposes.

IN THE SENATE OF THE UNITED STATES

SEPTEMBER 28 (legislative day, SEPTEMBER 22), 2023
Mr. WYDEN introduced the following bill; which was read twice and referred
to the Committee on Finance
DECEMBER 7, 2023
Reported by Mr. WYDEN, with an amendment

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To amend titles XVIII and XIX of the Social Security Act
to establish requirements relating to pharmacy benefit
managers under the Medicare and Medicaid programs,

and for other purposes.

1 Be it enacted by the Senate and House of Representa-

2 twes of the Unated States of America in Congress assembled,
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SECTION 1. SHORT TITLE; TABLE OF CONTENTS:

Medieare part Do
Nees - Promoting transpateney for phatmacies wnder Medienre part D-
Nees e Preventine the use of abusive spread pricthe in Medieaids
Nees 6 Ignsuine deeniate paviients to phatimeies wnder Medieatds

p}aﬁ&&hﬂpﬁeﬂw&eee&%—aﬁ&ehﬁee—

SEC. 2. ARRANGEMENTS WITH PHARMACY BENEFIT MAN-
AGERS WITH RESPECT TO PRESCRIPTION
DRUG PEANS AND MA-PD PEANS.
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Janwary 15 2026+
MANAGERS—ach  contract entered into with a
payment paid by a PDP sponser to a phar-
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4
deemed a ‘bona fide serviee feel # sueh
payment 135 a flat dollar amount; 15 eon-
FOR COVERED PART P BRUGS—Rebates;
price eoneessions are ealenlated as & per-
eentage of a drae’s price; shall not be eon-
stdered a violation of the requirements of
to a PDP sponsor and exelasively used to
this part; eladine m eases where & PPDR
sponser 18 actine a3 a pharmaey benefit
manaeger on behalf of a preseription drne
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eovered part D draes Gneladineg PDPR
weration thder steh arPaheements 18 eoh-

Hot; as determined appropriates
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7
ot & pricthe benehmark other than the
seetton 1847 eH6HB)H of a drue; eal-
July + of each year; beginning i 2026; the
spotsor to Fornat speettied by the See-
with respeet to the previous plan year:
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HEHE 6f Heh-proprietary heatie;
and National Drag Code;

eer the  nttrber of  pre-
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spending by plan enrollees on

E}/H“B Etbh' 0 : ’ 881.1'13 tt &Heea

Sloe) total rebates paid by

“thhk) all other direet or m-
DPIR Report {or any sueeessor re-
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Medienid Serviees:
¢¢ ( T ) %}_}e Hera bgee 18 h A ej;

teek

that 13 o retath mat order; or spe-
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the affthate; sueh as & pharmaey
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manager had a contract or other
arraneement with sueh a eovered
plan:
“HH) Where a drag approved
followine information:

“Han)y A hst of eunrrently

mulary Her or a formulary Her
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the plan for a 30-day supply of
hsted under ttem (a) 18 on & for-
fretary would have patd for a 30-
fae)-
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{as defined i seetion 35HH of the

erenee produet that are not eov-
ered by the plan; are eovered on
reference product; or are subjeet
jeet to-
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the plan for a 30-day supply of
“feer Where a biostmtlar bi-

{aa)r 135 on a formulary Her typt-

that & benefietary would have

patd for a 30-day supply of each



O o0 N N W B W =

[\© TN NO T N T NS I NS R N R T e e T e T e T e T o S Y Y
b A W D= O 0 NN NN B, WD = O

*S 2973 RS

17

YO The total amount retatned
mataeer 1 revente related to withra-
ered part D drues net of rebates; fees;
chisecotnts; or other direet and tdireet
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9 A hst of all brekers; eon-
mitted i a standardized template de-

mn ey Al nl nl hi ooy A 14 Al Rl
FRACHS ©R AGREEMENTS WHHH DRUYG
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econtract or agreement and how
atrel
maey benrefit manager; or an -

“(l)) ﬁ{}}; IVF HI ?IITE‘_

& year; at the request of the PDP sponsor;
ment and the acenracy of mformation re-
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part with respeet to & preseription drag
phety
PP spotser as a result of the fatlure of
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PDP spenser shall farnish to the Seeretary Hn &
to any entity that aequires preseription drags; saeh
as & pharmaey or wholesaler:
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Department of Health and Human Serv-
under the Tnspeetor Genernd Aet of 1978
(seetion 406 of title 5; United States

rlwifa%*. I he .See.l_eﬁ%i AL ﬂ.}e geﬁ}p%l—e-l-}e-l—" - Geﬁeﬁt—l—,
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subparagraph (A) to the publie i a manner
PDP sponser; or plan; or contraet prices; re-
eifte dries i oa manner that may allow the

tare with a pharmaey beneftt manager or PDR
sponsor; or that aets a3 & contractor or agent
bona fide service feel means & fee that i3 reflee-
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i whole or 1 part to a chent or enstomer;
eeaeraph CEHAG
deeistons or the volume or value of any re-
parties to the arrancement; or
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person or entity that; etther diveetly or throueh
an mtermediary; aets as a price negotiator or
eroup prrehaser on behalf of a PDP sponser or
ered part D drtes; or the proviston of related
of whether such persen or entity ealls Hself &
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oinnine on or after January 15 2026; seetion

o

eram Management fkeeount; out of any meney
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7 drtig eosts and priees:

10 and pharmaeyr beneft mataeers related to pre-
12 {&) The extent to which the statuatory and
14 subparagraphs () and (B) overlap and eon-
15 fhet:

16 D) The resourees required by health plans
19 paragraphs (A and B

20 5 Other Htems determined appropriate by
21 the Comptroller General

22 2> Reporr—Not later than 2 years after the
24 ported under seetton 1860DI2HIHC) of the Seo-
25 etal Seernrtty Aet; as added by subseetion {aHd); the
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Comptroller General shall sabmit to Coneress a re-
-

Prarvaey BENERE MAaAeiERs WirH REsPBer 76 PRE-

with respeet to preseription drue plans and MA—PD
A} & deseription of trends and patterns
fotrres for each of the tepes of idbrmmation stb-
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FORMANCE AND QUALITY UNDER MEDICARE
PART B-
or after Janunary 15 2025; a PDP sponser efferine
& preseription drae plan and an MA ereanization of-
other remuneration pard or charged to a pharmaey
that are—
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ps J. J — J
i Al
MEASEHRES—

meastures that may be used by a PDPR
D plan for the purpose of determinine m-
graph (-
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meastres thder this paraeraphs the See-
ated with a plan; pharmaey benefit man-

“( E;) »\/I AP ERNANCER 69}1 S



2 shal tatntat; and pubhsh on a pubhels
3 avatable internet website; a hst of meas
4 twres established or adepted under this
5 paragraph: Steh hst shall mittally be pub-
6 hshed no later than June 15 2024

7 “H Heparp—The Seeretary shall
8 pertodheally evalnate measures; and how
10 atrd update the meastres on the hst under
11 chittse £ <ottt steh theastres treet the
12 reqrirements under subparagraph 6H-

14 TroN Acr—Chapter 35 of title 44; United States
15 Code; shall not apply to any data eolleetion under-
19 eare & Medteatd Services Prooram Manneement Aecount;

22 able untd expended; to earry out the amendment made
23 by subseetion {ax
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UNDER MEDICARE PART D-

nine on or after Janwary 15 2025; & PDP spon-
or steh MA oreanization to a pharmaey for a
nish; upen payine a eaim for a covered part D
drtre from a pharhes to steh pharmaey mfor-
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price the el for a covered part D drae dis-
PHE SBERETARY—A PDP sponser offerme a

tton or otherwise™=
SEC. 5: PREVENTING THE USE OF ABUSIVE SPREAD PRIC-
ING IN MEBICAID-:
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to t Hs paraetaph s o PBMS: of & contraet be-
tiveent the State and o mataeed eare entits or other
whteh—
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reetty;

by the entity or PBM to the pharmaey or
not be reduced or dented retroaetively
prrehased by a eovered entity {as defined
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world have been made by the entity or
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40
eetved; or made by the entity or the PBM; m-

20 aeBER—Seetion 1927HK) of the Soctal Seeurtty Aet (42

21

22 followine new paragraph:

23
24
25

or entity that; etther direetly or throueh an mter-
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mediary; acts as & price negotiator er greup pur-
ehaser on behalf of a State; managed eare entity or
aetre of appeals or ertevanees related to the pre-

O o0 N N W BB W =
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mehrdes any person or entity that earrtes eut 1 or
ealls #self & ‘pharmaey benefit manager—=
20 () in prragraph Ay edH—
21 A by strikine “and (HH” and msertine
22 S
23 B) by mserting before the pertod at the
24 end the followine: 5 and 5 i the entitys or
25 a phariraes beneftt manneer actine on behadf of

e T e T e Y =
O o0 I O W
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the entity under a contract or other arrange-

teft; and

a State with respeet to expenditures inenrred by the State
efrentents of paragraph (M=
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1 SEC. 6. ENSURING ACCURATE PAYMENTS TO PHARMACIES

2 UNDER MEDICAID.
4 enrtty et (42 oS 13960—8H 18 amended—
9

SHON costs—The Seeretary shall eonduet a sur-
11 termine the national average drug aequisttion eost as
12 folovws:
13 “HY sk ooF vENDoR—The Seeretary
14 may eontraet serviees for—
15 “f) with respeet to retat eommuntty
16 pharmactes; the determination of retail
18 aequisttion  eost for eovered outpatient
19 drues that represent a nationwide average
20 of eonsumer purchase priees for sueh
21 draes; net of all diseounts and rebates o
23 sueh diseounts and rebates 15 available)
24 based on a monthly survey of sueh phar-
25 maetes; and
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meet the reqiirement of seetion H902aHo4Hs =
from the State or a managed eare entity or
 seetton F003HHI DY direetly or from a
that has a contract with the State or a man-

*S 2973 RS



O o0 N N W BB W =

[\ I \© R \O I O R N e e e e e e T e e
(USSR =R <N e ) U B O N S =

45
survey eladine a hst of pharmactes not 1
foree non-eomphance with this paragraph by a
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this seetion terke effeet on the fhst das of the fhest greeter
the date of enaetment of this et
SEC. 7. OIG STUDY AND REPORT ON DRUG PRICE MARK-
UPS IN MEDICARE PART D:
Seetion 1860D—2 of the Sovial Security et (42
T 1395w=1521 s amended by adding at the end the

shall conduet & study on the impaet of rekated party
1360D—HdHIHB) patd by part D plan spensers
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48
LY Other issues determined to be rel-
of the House of Representatives a report containine

19 SEC. 8. RESOLVING P&T COMMITTEE CONFELICTS OF INTER-

20
21

EST.

Goeti GOD—d b3 VD of the Soeinl Seet
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SEC: 9. ENHANCING PBM TRANSPARENCY REQUIREMENTS.

FoHorine:

A9 A health benefits plan-
beneftts manaeement services on behalf of a

as & PBMD that manages preseription dreag
coveraee uwhder a contraet with—
“4 a PP sponser of a presertption

*S 2973 RS



O o0 NI O W A~ WD =

NN N RN —m, m ok ke ke ke e
A W N = ©O VOV o0 NN O wnm A W N = ©°

50
atr MAPD phm wmder part Boof e
MHE or
a State whder seetton 131 of the Pattent
SOV ARRHEATE DBRENED—In this seetions the
eontrolled by or related under a common ownership
controlled by the PDP sponser of a preseription
entity s aetine as & priee negotintor or sroup prr-
ahe
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2 paragraph:

3 = Fhe ottt Hr the  aeoteonte ahd
4 cisagereeated by type) of all fees the PBM or an af-
8 the ageregate and disageregated by typer of such
9 fees that are prassed throteh to the ph spotsor o
10 ssuer and

12 seetion:

13 e Advuat REpoRt—The Seeretary shall make
16 sttarires the tretds obsetrved with respeet to date te-
17 ported under sabseetion h)y>=

19 this seetion shedh appls to phitt oF cotrbenet Seats beotiine
20 on or after Janwary 15 2024

23 ments made by this seetion by program nstraetion or oth-

24 erwises
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of 19952 shall not apply to the implementation of the
SEC. 10. FACILITATING MIDYEAR FORMULARY CHANGES
FOR BIOSIMILARS.

(Y . ! ; i
hl mrnis hrs RA hi m k"( / A Al
PERMITTED FOR €ERTARN BIosEMHEAR BIOHOGHCAL

ARS—H & PDP sponser of a preseription

dete phtt tses o fortrthis fhedndine the wse of
biostmiar biologteal produet {defined as & bio-

to o formulary; at any thme after the first 60
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days of the plan year; subjeet to paragraph
biologteal produet at the same or a hicher pre-
ferred status; or to the same or lower eost-shar-
cHANGE—Prior to makine a chanee desertbed
submit to the Seeretary a request to make sueh
or has not provided a deeision to the PDP
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work Reduetion Aet of 19952 shalt not apply to the

SEC. 11 STRENGTHENING PHARMACY ACCESS FOR SEN-

IORS:

and
meets the definition of a hmited ae-
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platt restriets or Hmits aeeess to a Hm-

[N J

v OF INFFOR-
shal sabmit to the Seeretary; at o thne
atdh 1 oa manter speetfred by the See-
steh plan year—

B a hst of all covered part P
drtes that the PDP spenser des-
tenated as & hmited aceess draes

“HHy for eaeh eovered part D
subelatse ) & written rationale for
a Htted aecess drenes

“HE a summary of the require-
inchuding ol editation  recuire-
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maetes; or other dispensthe channels
15 dhispensed throteh a pharmaey that
I2HHAY of & phaemacy benefit
spohsor or steh phats and
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the request of a network pharmaey; & PDP
spenser of & preseription drae plan shal

the House of Representatives a report on
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of suech desienstions on | einey ae-
“H) a deseription of the mfor-
ahder elanse G G a manner that
does not diselose the identity of =
tony: s

Himited aecess drag’ means a eovered part



1 orchhation; or pattent edueation that
2 eannot be met by a network phar
3 o

5 standing any other proviston of laws the
6 Seeretary shall Hnplement this  sabpaea
7 eraph by program tstruetion or otherwise:
10 title 44; United States Code; shall not
11 apply to any data eolleetion undertaken by
12 the Seeretary tnder His subpareaeraph—
13 SEC. 12. BENEFICIARY-FOCUSED LISTENING SESSIONS TO
14 IMPROVE PRESCRIPTION DRUG PLAN TRANS-
15 PARENCY, ACCESS; AND CHOICE.

16 Secttort 1RG22 of the Sochrt Seedrty et (42
17 Hss 1395w—152) as amended by seetion 1 15 aended
I8 by aededine at the ensd the followine new <sphsection:

22 b b ek brber Hhie Peeenther
23 31 2024 the Seeretary shall hold at feast one bene-
25 potetthtt Hhprovettents to the experienee withs and
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(¢

HSTENENG SES-
held under paragraph (1) shall be open to the publie;
including beneficiaries; earegivers of beneficiaries;
for the publie to provide nput to the Seeretary on
preseription drag plans to individuals;

B+ tooks whd trechaistrs fo wsstst errol-
ces of preseription dee plans in navieat
and effeetiveness of steh systems;

Y tooks and mrechatistins to assist bene-

By tooks and mechanisms to assist en-
vollees of preseription dene phins i hevieating
ttiztion tateetient pegtierets of sl
tons
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et and 1 i 4 beneti
tile 42; Code of Federal Reeulations; or any
SEG: 13: REPORTING ON ENFORCEMENT AND OVERSIGHT
OF PHARMACY ACCESS REQUIREMENTS.
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SEG: 14: GAO STUDY ON PRICE-REEATED COMPENSATION

ACROSS THE SUPPLY CHAIN:
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1 SEC. 15. REPORTS ON INAPPROPRIATE PHARMACY REJEC-

2 TIONS.
3 Seetton 1860D—42 of the Secial Seenrity Aet (42
6 “G) Baaveaas REPORT o IErrortes To ADDBRESS
9 b—

10 “HH By erNERAE—Not later than Janvary L
11 2026; and at least onee every 4 vears thereafter; the
13 speetor General of the Department of Health and
14 Human Serviees; shall post; en a publiely available
15 website; & report related to preventing identifving
16 or addressing mappropriate pharmaey rejeetions {as
18 erage dentals {as defined 11 paragraph 2HA)D) under
19 s parts Steh reports shal melude—

20 “EY o desertption of proerams; revtews; or
21 mitiattves underway to prevent; dentifs; or ad-
22 dress sueh rejeetions and dentals; i aceordanee
24 “B & summary of data eoleeted or other
26 tons and dentals; mehadine—
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8 SEC. 16. GAO STUDY ON DRUG SHORTAGES.

13 AcBEs—

14 ) srepy—The ComptroHer Generad of the
16 “Comptroller General) shall eonduet a study on fae-

17 tors contributine to shortages of covered part D

19 chatn: Sueh study shall inelude analysis of—

20 “A) comtnon features of and trends i
21 covered part D drues that have expertenced at
22 least 1 shortage {as defined under seetion 506€
23 of the Federal Food; Drug; and Cosmetie Aet);
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SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TirLE—This Act may be cited as the

“Modernizing and Ensuring PBM Accountability Act”.

(b) TABLE OF CONTENTS.—The table of contents of this

Act 1s as follows:

Sec.
Sec.

Sec.

Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

Sec.

Sec.
Sec.
Sec.
Sec.
Sec.

=~

Short title; table of contents.

Arrangements with pharmacy benefit managers with respect to prescrip-
tion drug plans and MA-PD plans.

Ensuring fair assessment of pharmacy performance and quality under
Medicare part D.

Promoting transparency for pharmacies under Medicare part D.

Preventing the use of abusive spread pricing in Medicaid.

Ensuring accurate payments to pharmacies under Medicaid.

OIG study and report on drug price mark-ups in Medicare part D.

Resolving P&T committee conflicts of interest.

Enhancing PBM transparency requirements.

10. Facilitating midyear formulary changes for biosimilars.
11. Strengthening pharmacy access for seniors.
12. Beneficiary-focused listening sessions to improve prescription drug plan

transparency, access, and choice.

13. Reporting on enforcement and oversight of pharmacy access require-

ments.

14. GAO study on price-related compensation across the supply chain.
15. Reports on tnappropriate pharmacy rejections.

16. GAO study on drug shortages.

17. Report on biosimilar and generic access under Medicare part D.
18. Medicare Improvement Fund.

SEC. 2. ARRANGEMENTS WITH PHARMACY BENEFIT MAN-

AGERS WITH RESPECT TO PRESCRIPTION
DRUG PLANS AND MA-PD PLANS.
(a) IN GENERAL.—
(1)  PRESCRIPTION DRUG  PLANS.—~Section
1860D—-12 of the Social Security Act (42 U.S.C.
1395w—112) 1is amended by adding at the end the fol-

lowing new subsection:

*S 2973 RS



72

“(h) REQUIREMENTS RELATING TO PHARMACY BEN-

EFIT MANAGERS.—For plan years beginning on or after

January 1, 2026:

“(1) AGREEMENTS WITH PHARMACY BENEFIT

MANAGERS.—FEach contract entered wnto with a PDP

sponsor under this part with respect to a prescription

drug plan offered by such sponsor shall provide that

any pharmacy benefit manager acting on behalf of

such sponsor has a written agreement with the PDP

sponsor under which the pharmacy benefit manager

agrees to meet the following requirements:

“(A) NO INCOME OTHER THAN BONA FIDE

SERVICE FEES.—

*S 2973 RS

“(1) IN GENERAL.—The pharmacy ben-
efit manager and any affiliate of such phar-
macy benefit manager shall not derive any
remuneration with respect to any services
provided in connection with the utilization
of covered part D drugs from any entity or
mdividual other than bona fide service fees,
subject to clauses (1) and (i11).

“(i1) INCENTIVE PAYMENTS.—For the
purposes of this subsection, an incentive
payment paid by a PDP sponsor to a phar-

macy benefit manager that is performing
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services on behalf of such sponsor shall be
deemed a ‘Dona fide service fee’ if such pay-
ment 1s a flat dollar amount, s consistent
with faiwr market value, and 1s related to
services actually performed by the phar-
macy benefit manager or affiliate of such
pharmacy benefit manager in connection
with the utilization of covered part D drugs.

“(111) CLARIFICATION ON REBATES AND
DISCOUNTS USED TO LOWER COSTS FOR
COVERED PART D DRUGS.—Rebates, dis-
counts, and other price concessions received
from manufacturers, even if such price con-
cessions are calculated as a percentage of a
drug’s price, shall not be considered a viola-
tion of the requirements of clause (v) if they
are fully passed through to a PDP sponsor
and exclusively used to lower costs for pre-
seription drugs under this part, including
m cases where a PDP sponsor is acting as
a pharmacy benefit manager on behalf of a
prescription drug plan offered by such PDP
SPONSor.

“(iv) EVALUATION OF REMUNERATION

ARRANGEMENTS.—Remuneration — arrange-
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ments between pharmacy benefit managers
or affiliates of such pharmacy benefit man-
agers, as applicable, and other entities in-
volved in the dispensing or utilization of
covered part D drugs (including PDP spon-
sors, manufacturers, pharmacies, and other
entities as determined appropriate by the
Secretary) shall be subject to review by the
Secretary and the Office of the Inspector
General of the Department of Health and
Human Services. The Secretary, in con-
sultation with the Office of the Inspector
General, shall evaluate whether remunera-
tion under such arrangements is consistent
with fair market value through reviews and
assessments of such remuneration, as deter-
maned appropriate.

“(B) TRANSPARENCY REGARDING GUARAN-

TEES AND COST PERFORMANCE EVALUATIONS.—

The pharmacy benefit manager shall—

*S 2973 RS

“(1) define, interpret, and apply, in a
Jully transparent and consistent manner for
purposes of calculating or otherwise evalu-
ating pharmacy benefit manager perform-

ance against pricing guarantees or similar
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cost performance measurements related to
rebates, discounts, price concessions, or net
costs, terms such as—

“(1) ‘generic drug’, in a manner
consistent with the definition of the
term under section 423.4 of title 42,
Jode of Federal Regulations, or a suc-
cessor requlation;

“(II) ‘Drand name drug’, mn a
manner consistent with the definition
of the term under section 423.4 of title
42, Code of Federal Regulations, or a
successor requlation;

“(111) ‘specialty drug’;

“(IV) ‘rebate’; and

“(V) ‘discount’;

“(ir) identify any drugs, claims, or
price concessions excluded from any pricing
guarantee or other cost performance calcula-
tion or evaluation i a clear and consistent
manner; and

“(111) where a pricing guarantee or
other cost performance measure 1s based on
a pricing benchmark other than the whole-

sale acquisttion cost (as defined in section
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1847A(c)(6)(B)) of a drug, calculate and

provide a wholesale acquisition cost-based
equivalent to the pricing guarantee or other
cost performance measure in the written
agreement.
“(C) PROVISION OF INFORMATION.—

“(1) IN GENERAL.—Not later than July
1 of each year, beginning in 2020, the phar-
macy benefit manager shall submit to the
PDP sponsor, and to the Secretary, a re-
port, in accordance with this subparagraph,
and shall make such report available to
such sponsor at no cost to such sponsor in
a format specified by the Secretary under
paragraph (4). Each such report shall in-
clude, with respect to such PDP sponsor
and each plan offered by such sponsor, the
Jollowing information with respect to the
previous plan year:

“(I) A list of all drugs covered by
the plan that were dispensed including,
with respect to each such drug—

“laa) the brand name, ge-
neric or mnon-proprietary name,

and National Drug Code;
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“(bb) the number of plan en-
rollees for whom the drug was dis-
pensed, the total number of pre-
sceription claims for the drug (in-
cluding original prescriptions and
refills,  counted as  separate
clavms), and the total number of
dosage units of the drug dis-
pensed;

“(cc) the number of prescrip-
tion clavms described in item (bb)
by each type of dispensing chan-
nel through which the drug was
dispensed, including retail, mail
order, specialty pharmacy, long
term care pharmacy, home infu-
sion pharmacy, or other types of
pharmacies or providers;

“(dd) the average wholesale
acquisition cost, listed as cost per
day’s supply, cost per dosage unit,
and cost per typical course of
treatment (as applicable);

“lee) the average wholesale

price for the drug, listed as cost
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per day’s supply, cost per dosage
unit, and cost per typical course
of treatment (as applicable);

“(ff) the total out-of-pocket
spending by plan enrollees on
such drug after application of any
benefits under the plan, including
plan enrollee spending through co-
payments, cormsurance, and
deductibles;

“lgg) total rebates paid by
the manufacturer on the drug as
reported under the Detailed DIR
Report (or any successor report)
submatted by such sponsor to the
Centers for Medicare & Medicaid
Services;

“(thh) all other direct or indi-
rect remuneration on the drug as
reported under the Detailed DIR
Report (or any successor report)
submitted by such sponsor to the
Centers for Medicare & Medicaid

Services;
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“(1n) the average pharmacy
revmbursement amount paid by
the plan for the drug in the aggre-
gate and disaggregated by dis-
pensing channel identified in item
(cc);

“0y) the average National
Average Drug Acquisition Cost
(NADAC) for retail community
pharmacies; and

“(kk) total manufacturer-de-
rived revenue, inclusive of bona
Jide service fees, retained by the
pharmacy benefit manager and
any affiliate of such pharmacy
benefit - manager attributable to
the drug.

“(II) In the case of a pharmacy

benefit manager that has an affiliate
that 1s a retail, mail order, or spe-
cialty pharmacy, with respect to drugs
covered by such plan that were dis-

pensed, the following information:

“(aa) The percentage of total

prescriptions that were dispensed
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by pharmacies that are an affil-
wate of the pharmacy benefit man-
ager for each drug.

“(bb) The interquartile range
of the total combined costs paid
by the plan and plan enrollees,
per dosage wunit, per course of
treatment, per 30-day supply, and
per 90-day supply for each drug
dispensed by pharmacies that are
not an affiliate of the pharmacy
benefit manager and that are in-
cluded n the pharmacy network
of such plan.

“(cc) The interquartile range
of the total combined costs paid
by the plan and plan enrollees,
per dosage unit, per course of
treatment, per 30-day supply, and
per 90-day supply for each drug
dispensed by pharmacies that are
an affiliate of the pharmacy ben-
efit manager and that are in-
cluded wn the pharmacy network

of such plan.
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“tdd) The lowest total com-

bined cost paid by the plan and
plan enrollees, per dosage unit,
per course of treatment, per 30-
day supply, and per 90-day sup-
ply, for each drug that is avail-
able from any pharmacy included
m the pharmacy network of such
plan.

“lee) The difference between
the average acquisition cost of the
affiliate, such as a pharmacy or
other entity that acquires pre-
seription drugs, that itially ac-
quires the drug and the amount

reported under subclause (1)(jj)

Jor each drug.

“(ff) A list of covered part D
drugs subject to an agreement
with a covered entity wunder sec-
tion 340B of the Public Health
Service Act for which the phar-
macy benefit manager or an affil-
wate of the pharmacy benefit man-

ager had a contract or other ar-



O© o0 3 O WD B W N

[\© TN NG TN N T NG I NG I N0 B S e e T e e T e T e T T
[ T NG U N N e = NN - BN B o) W ) TR ~S O T NO S e

*S 2973 RS

82

rangement with such a covered en-

tity in the service area of such

plan.

“(I1I) Where a drug approved
under section 505(c) of the Federal
Food, Drug, and Cosmetic Act (referred
to in this subclause as the ‘listed drug’)
18 covered by the plan, the following
mformation:

“laa) A list of currently
marketed generic drugs approved
under section 505(j) of the Federal
Food, Drug, and Cosmetic Act
pursuant to an application that
references such listed drug that
are not covered by the plan, are
covered on the same formulary
tier or a formulary tier typically
associated with higher cost-shar-
g than the listed drug, or are
subject to utilization management
that the listed drug 1s not subject
to.

“(bb) The estimated average

beneficiary cost-sharing under the
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plan for a 30-day supply of the
listed drug.

“lcc) Where a generic drug
listed under item (aa) 1s on a for-
mulary tier typically associated
with higher cost-sharing than the
listed drug, the estimated average
cost-sharing that a  beneficiary
would have paid for a 30-day
supply of each of the generic drugs
described in item (aa), had the
plan  provided coverage for such
drugs on the same formulary tier
as the listed drug.

“(dd) A written justification
Jor providing more favorable cov-
erage of the listed drug than the
generic drugs described in item
(aa).

“lee) The number of cur-
rently marketed generic drugs ap-
proved under section 505(j) of the
Federal Food, Drug, and Cosmetic
Act pursuant to an application

that references such listed drug.
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“(IV) Where a reference product

(as defined in section 351(i) of the
Public Health Service Act) is covered

by the plan, the following information:

“laa) A lst of currently
marketed — Diosimilar — biological
products licensed under section
351(k) of the Public Health Serv-
1ce Acet pursuant to an applica-
twon that refers to such reference
product that are not covered by
the plan, are covered on the same
Jormulary tier or a formulary tier
typically associated with higher
cost-sharing than the reference
product, or are subject to utiliza-
tion management that the ref-
erence product is not subject to.

“(bb) The estimated average
beneficiary cost-sharing under the
plan for a 30-day supply of the
reference product.

“(cc) Where a brosimilar bio-
logical product listed under item

(aa) is on a formulary tier typi-
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cally associated with higher cost-
sharing than the listed drug, the
estimated — average  cost-sharing
that a beneficiary would have
paid for a 30-day supply of each
of the biosimilar biological prod-
ucts described in item (aa), had
the plan provided coverage for
such products on the same for-
mulary tier as the reference prod-
uct.

“(dd) A written justification
Jor providing more favorable cov-
erage of the reference product than
the biosimilar biological product
described wn item (aa).

“lee) The number of cur-
rently marketed biosimilar bio-
logical  products licensed under
section  351(k) of the Public
Health Service Act, pursuant to
an application that refers to such
reference product.

“(V) Total gross spending on cov-

erved part D drugs by the plan, not net
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of rebates, fees, discounts, or other di-
rect or indirect remuneration.

“(VI) The total amount retained
by the pharmacy benefit manager or
an affiliate of such pharmacy benefit
manager i revenue related to utiliza-
tion of prescription drugs under that
plan, mclusive of bona fide service fees.

“(VII) The total spending on cov-
erved part D drugs net of rebates, fees,
discounts, or other direct and indirect
remuneration by the plan.

“(VIII) An explanation of any
benefit design parameters under such
plan that encourage plan enrollees to
Jfill prescriptions at pharmacies that
are an affiliate of such pharmacy ben-
efit manager, such as mail and spe-
cialty home delivery programs, and re-
tarl and mail auto-refill programs.

“(IX) A list of all brokers, con-
sultants, advisors, and auditors that
recewve compensation from the phar-
macy benefit manager or an affiliate of

such pharmacy benefit manager for re-
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ferrals, consulting, auditing, or other
services offered to PDP sponsors re-
lated to pharmacy benefit management
services.

“(X) A lst of all affiliates of the
pharmacy benefit manager.

“XI) A summary document sub-
mitted i a standardized template de-
veloped by the Secretary that includes
such information described in  sub-
clauses (1) through (X).

“(in1) WRITTEN EXPLANATION OF CON-

TRACTS OR AGREEMENTS WITH DRUG MANU-

FACTURERS.—

“(1) IN GENERAL.—The pharmacy
benefit manager shall, not later than
30 days after the finalization of any
contract or agreement between such
pharmacy benefit manager or an affil-
wate of such pharmacy benefit manager
and a drug manufacturer (or sub-
sidiary, agent, or entity affiliated with
such drug manufacturer) that makes
rebates, discounts, payments, or other

financial incentives related to one or
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more prescription drugs of the manu-

Jacturer directly or indirectly contin-

gent upon coverage, formulary place-
ment, or utibization management con-
ditions  on any other prescription
drugs, submit to the PDP sponsor a
written explanation of such contract or
agreement.

“(II) REQUIREMENTS.—A written
explanation — under  subclause (1)
shall—

“laa) include the manufac-
turer subject to the contract or
agreement, all prescription drugs
subject to the contract or agree-
ment and the manufacturers of
such drugs, and a high-level de-
seription of the terms of such con-
tract or agreement and how such
terms apply to such drugs; and

“(bb) be certified by the Chief
Executive Officer, Chief Financial
Officer, or General Counsel of
such pharmacy benefit manager,

affiliate of such pharmacy benefit
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manager, or an ndividual dele-

gated with the authority to sign

on behalf of one of these officers,

who reports directly to the officer.
“(D) AUDIT RIGHTS.—

“(1) IN GENERAL.—Not less than once
a year, at the request of the PDP sponsor,
the pharmacy benefit manager shall allow
Jor an audit of the pharmacy benefit man-
ager to ensure compliance with all terms
and conditions under the written agreement
and the accuracy of information reported
under subparagraph (C).

“(n) Auvupirtor.—The PDP  sponsor
shall have the right to select an auditor. The
pharmacy benefit manager shall not impose
any bLimitations on the selection of such
auditor.

“(111) PROVISION OF INFORMATION.—
The pharmacy benefit manager shall make
available to such auditor all records, data,
contracts, and other information necessary
to confirm the accuracy of information pro-
vided under subparagraph (C), subject to

reasonable restrictions on how such infor-
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mation must be reported to prevent redisclo-
sure of such information.

“(w) TMING.—The pharmacy benefit
manager must provide information under
clause (111) and other information, data,
and records relevant to the audit to such
auditor within 6 months of the imitiation of
the audit and respond to requests for addi-
tional information from such auditor with-
m 30 days after the request for additional
mformation.

“(v) INFORMATION  FROM  AFFILI-
ATES.—The pharmacy benefit  manager
shall be responsible for providing to such
auditor information required to be reported
under subparagraph (C) that is owned or
held by an affiliate of such pharmacy ben-
efit manager.

“(E) ENFORCEMENT.—The pharmacy ben-

efit manager shall—

*S 2973 RS

“(1) disgorge to a PDP sponsor (or, in
a case where the PDP sponsor is an affiliate
of such pharmacy benefit manager, to the
Secretary) any payment, remuneration, or

other amount received by the pharmacy ben-
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efit manager or an affiliate of such phar-
macy benefit manager in violation of sub-
paragraph (A) or the written agreement en-
tered into with such sponsor under this part
with respect to a prescription drug plan;

“(11) revmburse the PDP sponsor for
any cwil money penalty imposed on the
PDP sponsor as a result of the failure of the
pharmacy benefit manager to meet the re-
quirements of this paragraph that are ap-
plicable to the pharmacy benefit manager
under the agreement; and

“(111) be subject to punitive remedies

Jor breach of contract for failure to comply

with the requirements applicable under this
paragraph.

CERTIFICATION OF COMPLIANCE.—Kach

PDP sponsor shall furnish to the Secretary (in a time

and manner specified by the Secretary) an annual

certification of compliance with this subsection, as

well as such information as the Secretary determines

necessary to carry out this subsection.

“(3) RULE OF CONSTRUCTION.—Nothing wn this

subsection shall be construed as prohibiting payments

related to reimbursement for ingredient costs to any

*S 2973 RS
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entity that acquires prescription drugs, such as a
pharmacy or wholesaler.

“(4) STANDARD FORMATS.—Not later than June
1, 2025, the Secretary shall specify standard, ma-
chine-readable formats for pharmacy benefit man-
agers to submit annual reports required under para-
graph (1)(C)(1).

“(5) CONFIDENTIALITY.—

“(A) IN GENERAL.—Information disclosed
by a pharmacy benefit manager or PDP sponsor
under this subsection that is not otherwise pub-
licly available or available for purchase shall not
be disclosed by the Secretary or a PDP sponsor
receiving the information, except that the Sec-
retary may disclose the information for the fol-
lowing purposes:

“(1) As the Secretary determines nec-
essary to carry out this part.

“(1n) To permat the Comptroller Gen-
eral to review the information provided.

“(1w1) To permat the Director of the
Congressional Budget Office to review the

mformation provided.
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“(w) To permit the Executive Director
of the Medicare Payment Advisory Commis-
ston to review the information provided.

“(v) To the Attorney General for the
purposes of conducting oversight and en-
Jorcement under this title.

“(vi) To the Inspector General of the
Department of Health and Human Services
- accordance with its authorities under the
Inspector General Act of 1978 (section 406
of title 5, United States Code), and other
applicable statutes.

“(B) RESTRICTION ON USE OF INFORMA-

TION.—The Secretary, the Comptroller General,

the Director of the Congressional Budget Office,

and the Executive Director of the Medicare Pay-

ment Advisory Commission shall not report on

or disclose information disclosed pursuant to

subparagraph (A) to the public in a manner that

would vdentify a specific pharmacy benefit man-

ager, affiliate, manufacturer or wholesaler, PDP

sponsor, or plan, or contract prices, rebates, dis-

counts, or other remuneration for specific drugs

m a manner that may allow the identification

of specific contracting parties.
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“(6) DEFINITIONS.—For purposes of this sub-

section:

“(A)  AFFILIATE—The term  ‘affiliate’
means any entity that s owned by, controlled
by, or related under a common ownership struc-
ture with a pharmacy benefit manager or PDP
sponsor, or that acts as a contractor or agent to
such pharmacy benefit manager or PDP sponsor,
msofar as such contractor or agent performs any
of the functions described under subparagraph
(C).

“(B) BONA FIDE SERVICE FEE.—The term
‘bona fide service fee’ means a fee that is reflec-
twe of the fawr market value for a bona fide,
itemized service actually performed on behalf of

an entity, that the entity would otherwise per-

Jorm (or contract for) in the absence of the serv-

ice arrangement and that are not passed on in
whole or in part to a client or customer, whether
or not the entity takes title to the drug. Such fee
must be a flat dollar amount and shall not be di-
rectly or andirectly based on, or contingent

upon—

*S 2973 RS



O© o0 3 O WD B W N

[\© TN NG TN N T NG N NG I NS B S e e T e e T e T e e T
[ N N U N N = = N Re - BN B o) W ) TR ~S O B NO S e

95

“(1) drug price, such as wholesale ac-
quisition cost or drug benchmark price
(such as average wholesale price);

“(11) discounts, rebates, fees, or other
direct or andirect remuneration amounts
with respect to covered part D drugs dis-
pensed to enrollees i a prescription drug
plan, except as permatted pursuant to para-
graph (1)(A)(iv);

“(111) coverage or formulary placement
decisions or the volume or value of any re-
ferrals or business generated between the
parties to the arrangement; or

“(iv) any other amounts or methodolo-
gies prohibited by the Secretary.

“(C) PHARMACY BENEFIT MANAGER.—The

term  ‘pharmacy benefit manager’ means any

person or entity that, either directly or through

an ntermediary, acts as a price negotiator or

group purchaser on behalf of a PDP sponsor or

prescription drug plan, or manages the prescrip-

twon drug benefits provided by such sponsor or

plan, including the processing and payment of

clavms for prescription drugs, the performance of

drug utibization review, the processing of drug
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prior authorization requests, the adjudication of
appeals or grievances related to the prescription
drug benefit, contracting with network phar-
macies, controlling the cost of covered part D
drugs, or the provision of related services. Such
term ancludes any person or entity that carries
out one or more of the activities described in the
preceding sentence, irrespective of whether such
person or entity calls itself a ‘pharmacy benefit
manager’.”.

(2) MA-PD PLANS.—Section 1857(f)(3) of the

Social Security Act (42 U.S.C. 1395w-27(f)(3)) s
amended by adding at the end the following new sub-
paragraph:

“(F) REQUIREMENTS RELATING TO PHAR-
MACY BENEFIT MANAGERS.—For plan years be-
ginning on or after January 1, 20206, section
1860D—12(h).”.

(3) FUNDING.—

(A) SECRETARY.—In addition to amounts
otherwise available, there is appropriated to the
Centers for Medicare & Medicaid Services Pro-
gram Management Account, out of any money in
the Treasury mnot otherwise appropriated,

$20,000,000 for fiscal year 2026, to remain
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available until expended, to carry out the

amendments made by this subsection.

(B) OIG.—In addition to amounts other-
wise available, there is appropriated to the In-
spector General of the Department of Health and
Human Services, out of any money in the Treas-
ury not otherwise appropriated, $5,000,000 for
fiscal year 20206, to remain available until ex-
pended, to carry out the amendments made by
this subsection.

(b) GAO STUDY AND REPORT ON CERTAIN REPORTING
REQUIREMENTS.—

(1) Stupy.—The Comptroller General of the
United States (in this subsection referred to as the
“Comptroller General”) shall conduct a study on Fed-
eral and State reporting requirements for health
plans and pharmacy benefit managers related to the
transparency of prescription drug costs and prices.
Such study shall include an analysis of the following:

(A) Federal statutory and regulatory re-
porting requirements for health plans and phar-
macy benefit managers related to prescription
drug costs and prices.

(B) Selected States’ statutory and regu-

latory reporting requirements for health plans
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and pharmacy benefit managers related to pre-

seription drug costs and prices.

(C) The extent to which the statutory and
requlatory reporting requirements identified in
subparagraphs (A) and (B) overlap and conflict.

(D) The resources required by health plans
and pharmacy benefit managers to comply with
the reporting requirements described in subpara-
graphs (A) and (B).

(E) Other items determined appropriate by
the Comptroller General.

(2) REPORT.—Not later than 2 years after the
date on which information s first required to be re-
ported under section 1860D—12(h)(1)(C) of the Social
Security Act, as added by subsection (a)(1), the
Comptroller General shall submit to Congress a report
containing the results of the study conducted under
paragraph (1), together with recommendations for leg-
wslation — and — administrative  actions  that  would
streamline and reduce the burden associated with the
reporting requirements for health plans and phar-
macy benefit managers described in paragraph (1).

(¢) MEDPAC REPORTS ON AGREEMENTS WITH PHAR-

24 mACcY BENEFIT MANAGERS WIiTH RESPECT TO PRESCRIP-

25 110N DRUG PLANS AND MA-PD PrLANS.—The Medicare
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1 Payment Advisory Commission shall submat to Congress the

2 following reports:

3

© o 9 o W A

10
11
12
13
14
15
16
17
18
19
20
21

(1) Not later than March 31, 2027, a report re-
garding agreements with pharmacy benefit managers
with respect to prescription drug plans and MA-PD
plans. Such report shall include—

(A) a description of trends and patterns, in-
cluding relevant averages, totals, and other fig-
ures for each of the types of information sub-
matted;

(B) an analysis of any differences in agree-
ments and their effects on plan enrollee out-of-
pocket spending and average pharmacy reim-
bursement, and any other impacts; and

(C) any recommendations the Commission
determanes appropriate.

(2) Not later than March 31, 2029, a report de-
seribing any changes with respect to the information
described in paragraph (1) over tvme, together with
any recommendations the Commission determines ap-

propriate.
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SEC. 3. ENSURING FAIR ASSESSMENT OF PHARMACY PER-

FORMANCE AND QUALITY UNDER MEDICARE

PART D.
(a) STANDARDIZED PHARMACY PERFORMANCE MEAS-
URES.—Section 1860D-2 of the Social Security Act (42

US.C. 1395w—102) is amended by adding at the end the

Jollowing new subsection:

“(f) APPLICATION OF STANDARDIZED PHARMACY PER-
FORMANCE MEASURES.—

“(1) MEASURES.—For plan years beginning on
or after January 1, 2025, a PDP sponsor offering a
prescription drug plan and an MA organization offer-
g an MA-PD plan shall, for purposes of incentive
payments, price concessions, or any fees or other re-
muneration pard or charged to a pharmacy based on
performance measures, only use measures that are—
“(A) established or adopted by the Secretary
under paragraph (2) and included on the list de-
seribed in subparagraph (B) of such paragraph;

and
“(B) relevant to the performance of such
pharmacy based on the type of pharmacy (in-
cluding retail, mail order, specialty, long term
care, and home infusion or other types of phar-

macies), drugs dispensed by such pharmacy, and
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pharmacy services used to dispense and manage

drugs by such pharmacy.

“(2) STANDARDIZED PHARMACY PERFORMANCE

MEASURES.—

*S 2973 RS

“(A) MEASURES.—

“(1) IN GENERAL .—Notwithstanding
any other provision of law, the Secretary
shall establish (or adopt pursuant to clause
(11r)) standardized pharmacy performance
measures that may be used by a PDP spon-
sor offering a prescription drug plan and
an MA organization offering an MA-PD
plan for the purpose of determining incen-
tive payments, price concessions, or fees or
other remuneration described in paragraph
(1).

“(i) REQUIREMENTS.—The measures
under clause (1) shall focus on pharmacy
performance and quality of care based on
the type of pharmacy, as determained by the
Secretary. Such measures shall be evidence-
based, feasible, appropriate and reasonable.

“(iie) ADOPTION OF MEASURE.—In
liew of establishing some or all of the meas-

ures under this paragraph, the Secretary
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may adopt measures that are endorsed by
one or more multi-stakeholder consensus or-
ganizations (such as the Pharmacy Quality
Allvance), that has participation from phar-
macies (including retail and specialty phar-
macies not owned or affiliated with a plan,
pharmacy benefit manager, or other phar-
macy), health plans, pharmacy benefit
managers, and the Centers for Medicare &
Medicard Services. Any measure adopted
under this clause shall be deemed to meet
the requirements under clause (11).

“(B) MAINTENANCE OF LIST.—

“(1) IN GENERAL.—The Secretary shall
maintain, and publish on a publicly avail-
able internet website, a list of measures es-
tablished or adopted under this paragraph.
Such list shall nitially be published no
later than June 1, 2024.

“(11) UprPDATE—The Secretary shall
periodically evaluate measures, and how
measures are applied by type of pharmacy
and update the measures on the list under
clause (1) so that such measures meet the re-

quirements under subparagraph (A)(i1).
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“(3) NONAPPLICATION OF PAPERWORK REDUC-

TION ACT.—Chapter 35 of title 44, Unated States

Code, shall not apply to any data collection under-

taken by the Secretary under this subsection.”.

(b) FUNDING.—In addition to amounts otherwise
available, there is appropriated to the Centers for Medicare
& Medicaid Services Program Management Account, out of
any money in the Treasury not otherwise appropriated,
$4,000,000 for fiscal year 2025, to remain available until
expended, to carry out the amendment made by subsection
(a).

SEC. 4. PROMOTING TRANSPARENCY FOR PHARMACIES
UNDER MEDICARE PART D.

(a) TRANSPARENCY FOR PHARMACIES.—Section
1860D-2(f) of the Social Security Act (42 U.S.C. 1395w-
102(f)), as added by section 3, is amended by adding at
the end the following new paragraph:

“(4) TRANSPARENCY FOR PHARMACIES.—

“(A) IN GENERAL.—For plan years begin-
ning on or after Janwary 1, 2025, a PDP spon-
sor offering a prescription drug plan and an MA
organization offering an MA-PD plan, with re-
spect to payment made by such PDP sponsor or
such MA organization to a pharmacy for a cov-

ered part D drug dispensed by such pharmacy
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during a plan year, shall promptly furnish,
upon paying a claim for a covered part D drug
from a pharmacy, to such pharmacy information
related to such claim, such as the Network Reim-
bursement ID, fees, pharmacy price concessions,
discounts, incentives, or any other forms of re-
muneration that affect payment and pricing of
the claim.

“(B) STANDARDIZED FORMAT.—The PDP
sponsor and the MA organization shall furnish
the information described in subparagraph (A)
m a standardized format (as specified by the
Secretary) that includes all fields needed to price
the clavm for a covered part D drug dispensed by
such pharmacy.

“(C) AVAILABILITY OF INFORMATION TO
THE SECRETARY.—A PDP sponsor offering a
prescription drug plan or an MA organization
offering an MA-PD plan shall make the informa-
tion described in subparagraph (A) available to
the Secretary upon request.

“(D) IMPLEMENTATION.—Notwithstanding
any other provision of law, the Secretary shall
vmplement this paragraph by program instruc-

tion or otherwise.”.
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(b) FUNDING.—In addition to amounts otherwise
available, there is appropriated to the Centers for Medicare
& Medicaid Services Program Management Account, out of
any money in the Treasury not otherwise appropriated,
$2,000,000 for fiscal year 2025, to remain available until
expended, to carry out the amendment made by subsection
(a).

SEC. 5. PREVENTING THE USE OF ABUSIVE SPREAD PRIC-
ING IN MEDICAID.

(a) IN GENERAL.—RSection 1927(e) of the Social Secu-
rity Act (42 U.S.C. 1396v8(e)) is amended by adding at
the end the following:

“(6) TRANSPARENT PRESCRIPTION DRUG PASS-
THROUGII PRICING REQUIRED.—A contract between
the State and a pharmacy benefit manager (referred
to i this paragraph as a ‘PBM’), or a contract be-
tween the State and a managed care entity or other
specified entity (as such terms are defined in section
1903(m)(9)(D) and collectively referred to in this
paragraph as the ‘entity’) that includes provisions
making the entity responsible for coverage of covered
outpatient drugs dispensed to indwviduals enrolled
with the entity, shall requive that payment for such
drugs and related administrative services (as applica-

ble), including payments made by a PBM on behalf
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of the State or entity, is based on a transparent pre-

seription  drug  pass-through pricing model under

which—

“(A) any payment made by the entity or

the PBM (as applicable) for such a drug—

*S 2973 RS

“(1) 1s limated to—
“(I) ingredient cost; and
“(11) a professional dispensing fee
that is not less than the professional
dispensing fee that the State plan or
wawver would pay if the plan or waiv-
er was making the payment directly;
“(11) 1s passed through in its entirety
by the entity or PBM to the pharmacy or
provider that dispenses the drug (and shall
not be reduced or denied retroactively under
post-adjudication processes); and
“(111) 1s made 1 a manner that is con-
sistent  with  sections 447.502, 447.512,
447.514, and 447.518 of title 42, Code of
Federal Regulations (or any successor regu-
lation) as if such requirements applied di-
rectly to the entity or the PBM, except that
any payment by the entity or the PBM for

the wngredient cost of such drug purchased
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by a covered entity (as defined in subsection
(a)(5)(B)) may exceed the actual acquisi-
tion cost (as defined i 447.502 of title 42,
Code of Federal Regulations, or any suc-
cessor requlation) for such drug if—

“(I) such drug was subject to an
agreement under section 3408 of the
Public Health Service Act;

“(II) such payment for the ingre-
dient cost of such drug does not exceed
the maxivmum payment that would
have been made by the entity or the
PBM for the ingredient cost of such
drug if such drug had not been pur-
chased by such covered entity; and

“(I11) such covered entity reports
to the Secretary (in a form and man-
ner specified by the Secretary), on an
annual basis and with respect to pay-
ments for the ingredient costs of such
drugs so purchased by such covered en-
tity that are i excess of the actual ac-
quisition costs for such drugs, the ag-

gregate amount of such excess;
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“(B) payment to the entity or the PBM (as

applicable) for administrative services performed
by the entity or PBM s limited to the fair mar-
ket value of such services;

“(C) the entity or the PBM (as applicable)
shall make available to the State, and the Sec-
retary upon request, all costs and payments re-
lated to covered outpatient drugs and accom-
panying administrative services incurred, re-
cewved, or made by the entity or the PBM, in-
cluding ingredient costs, professional dispensing
fees, administrative fees, post-sale and post-in-
voice fees, discounts, or related adjustments such
as direct and ndirect remuneration fees, and
any and all other remuneration; and

“(D) any form of spread pricing whereby
any amount charged or clavmed by the entity or
the PBM (as applicable) that exceeds the amount
pard to the pharmacies or providers on behalf of
the State or entity, including any post-sale or
post-invoice fees, discounts, or related adjust-
ments such as direct and wndirect remuneration
fees or assessments (after allowing for an admin-

wstrative fee as described in subparagraph (B)) is
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not allowable for purposes of claiming Federal
matching payments under this title.”.

(b) DEFINITION OF PHARMACY BENEFIT MANAGER.—

Section 1927(k) of the Social Security Act (42 U.S.C.

1396v—8(k)) 1s amended by adding at the end the following

new paragraph:
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“(12) PHARMACY BENEFIT MANAGER.—The term
‘Dharmacy benefit manager’ means any person or en-
tity that, either directly or through an intermediary,
acts as a price negotiator or group purchaser on be-
half of a State, managed care entity or other specified
entity (as such terms are defined n section
1903(m)(9)(D)), or manages the prescription drug
benefits provided by such State, managed care entity,
or other specified entity, including the processing and

payment of clavms for prescription drugs, the per-

Jormance of drug utilization review, the processing of

drug prior authorization requests, the managing of
appeals or grievances related to the prescription drug
benefits, contracting with pharmacies, controlling the
cost of covered outpatient drugs, or the provision of
services related thereto. Such term includes any per-
son or entity that carries out 1 or more of the activi-

ties described in the preceding sentence, irrespective of
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1 whether such person or entity calls itself a ‘pharmacy
2 benefit manager’.”.

3 (¢) CONFORMING AMENDMENTS.—Section 1903(m) of
4 such Act (42 U.S.C. 1396b(m)) is amended—

5 (1) wn paragraph (2)(A)(xiii)—

6 (A) by striking “and (II1)” and inserting
7 “(I11)”;

8 (B) by inserting before the period at the end
9 the following: *, and (IV) if the entity, or a
10 pharmacy benefit manager acting on behalf of
11 the entity under a contract or other arrangement
12 between the entity and the pharmacy benefit
13 manager, performs any of the activities described
14 m section 1927(k)(12), such activities shall com-
15 ply with the requirements of section 1927(e)(6)”;
16 and

17 (C) by moving the left margin 2 ems to the
18 left; and

19 (2) by adding at the end the following new para-
20 graph:
21 “(10) No payment shall be made under this title to

22 a State with respect to expenditures incurred by the State
23 for payment for services provided by an other specified enti-
24ty (as defined in paragraph (9)(D)(111)) unless such services

25 are provided in accordance with a contract between the
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State and such entity which satisfies the requirements of
paragraph (2)(A)(xi).”.

(d) EFFECTIVE DATE.—The amendments made by this
section apply to contracts between States and managed care
entities, other specified entities, or pharmacy benefit man-
agers that have an effective date beginning on or after the
date that 1s 18 months after the date of enactment of this
Act.

SEC. 6. ENSURING ACCURATE PAYMENTS TO PHARMACIES
UNDER MEDICAID.

(a) IN GENERAL.—Section 1927(f) of the Social Secu-
rity Act (42 U.S.C. 1396r-8(f)) is amended—

(1) by striking “and” after the semicolon at the
end of paragraph (1)(A)(1) and all that precedes it
through “(1)” and inserting the following:

“(1) DETERMINING PHARMACY ACTUAL ACQUISI-
TION COSTS.—The Secretary shall conduct a survey of
retarl community pharmacy drug prices to determine
the national average drug acquisition cost as follows:

“(A) USE or VENDOR.—The Secretary may
contract services for—

“(1) with respect to retail community

pharmacies, the determination of retail sur-

vey prices of the national average drug ac-

quisttion cost for covered outpatient drugs
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that represent a nationwide average of con-
swmer purchase prices for such drugs, net of
all discounts and rebates (to the extent any
mformation with respect to such discounts
and rebates 1s avarlable) based on a month-
ly survey of such pharmacies; and’;

(2) by adding at the end of paragraph (1) the

Jollowing:

“(F) SURVEY REPORTING.—In order to
meet the requirement of section 1902(a)(54), a
State shall requirve that any retail community
pharmacy in the State that receives any pay-
ment, revmbursement, administrative fee, dis-
count, or rebate related to the dispensing of cov-
ered outpatient drugs to individuals receiving
benefits under this title, regardless of whether
such payment, reimbursement, administrative
fee, discount, or rebate is received from the State
or a managed care entity or other specified enti-
ty (as such terms are defined in section
1903(m)(9)(D)) directly or from a pharmacy
benefit manager or another entity that has a
contract with the State or a managed care entity

or other specified entity (as so defined), shall re-
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spond to surveys of retail prices conducted under

this paragraph.

“(G) SURVEY INFORMATION.—Information

on national drug acquisition prices obtained

under this paragraph shall be made publicly

available and shall include at least the following:

“(1) The monthly response rate to the
survey mcluding a list of pharmacies not in
compliance with subparagraph (F).

“(11) The sampling frame and number
of pharmacies sampled monthly.

“(111) Information on price concessions
to the pharmacy, including discounts, re-
bates, and other price concessions, to the ex-
tent that such information may be publicly
released and has been collected by the Sec-
retary as part of the survey.

“(H) PENALTIES.—The Secretary may en-

Jorce non-compliance with this paragraph by a

pharmacy through the establishment of penalties

or the suspension of payments under this title, in

Jull or an part, until compliance with this para-

graph has been completed.”;

(3) in paragraph (2)—
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(A4) in subparagraph (A), by inserting
meluding payment rates under Medicaid man-
aged care entities or other specified entities (as
such — terms  are  defined  in  section
1903(m)(9)(D)),” after “under this title”; and

(B) in subparagraph (B), by inserting “and
the basis for such dispensing fees” before the
semicolon; and
(4) in paragraph (4), by nserting *, and

$5,000,000 for fiscal year 2024 and each fiscal year

thereafter,” after “2010”.

(b) EFFECTIVE DATE.—The amendments made by this
section take effect on the first day of the first quarter that
begins on or after the date that is 18 months after the date
of enactment of this Act.

SEC. 7. OIG STUDY AND REPORT ON DRUG PRICE MARK-UPS
IN MEDICARE PART D.

Section 1860D—42 of the Social Security Act (42

URS.C. 1395w—152) is amended by adding at the end the

Jollowing new subsection:

“(e) OIG STUDY AND REPORT ON DRUG PRICE MARK-

UPS UNDER THIS PART.—
“(1) Stupy.—The Inspector General of the De-
partment of Health and Human Services (in this sub-

section referred to as the ‘Inspector General’) shall
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conduct a study on the vmpact of related party trans-
actions within select vertically integrated entities on
the megotiated price (as defined in section 1860D—
2(d)(1)(B)) pard by part D plan sponsors for covered
part D drugs. Such study may include an analysis
of the following:

“(A) Acquisition costs by the affiliate with-
m such vertically integrated entities that ini-
twally acquires the prescription drug for a sam-
ple of covered part D drugs, including at least
5 generic drugs, brand drugs, specialty brand
drugs, and specialty generic drugs.

“(B) The methodologies and mnegotiation
processes used to calculate transfer prices or
other transactions between related parties with
respect to such covered part D drugs.

“(C) The wvmpact of the transactions de-
seribed in subparagraph (B) on the negotiated
price, net of direct and indirect remuneration,
Jor such covered part D drugs.

“(D) The margin captured by different af-
Jiliates within such vertically integrated entities
through the transactions described in subpara-

graph (B).
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“(KE) An assessment of the impact of the

transactions described in subparagraph (B) on

costs to individuals enrolled in a prescription

drug plan or an MA-PD plan and program
spending on prescription drugs under this part.

“(F) Other issues determined to be relevant
and appropriate by the Inspector General.

“(2) REPORT.—Not later than 3 years after the
date of enactment of this subsection, the Inspector
General shall submit to the Committee on Finance of
the Senate and the Committee on Energy and Com-
merce and the Committee on Ways and Means of the
House of Representatives a report containing the re-
sults of the study conducted under paragraph (1), to-
gether with recommendations for such legislation and
administrative action as the Inspector General deter-
mines appropriate.

“(3) FUNDING.—In addition to amounts other-
wise available, there is appropriated to the Inspector
General, out of any money in the Treasury not other-
wise appropriated, $5,200,000 for fiscal year 2024, to
remain  available until expended, to carry out this

subsection.”.
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SEC. 8. RESOLVING P&T COMMITTEE CONFLICTS OF INTER-

EST.

Section 1860D—4(b)(3)(A)(1)(1) of the Social Security
Act (42 U.S.C. 1395w—104(D)(3)(A)(11)(1)) s amended by
wmserting the following before the semicolon: “(and, for 2025
and each subsequent year, any pharmacy benefit manager
acting under contract with such sponsor offering such
plan)”.
SEC. 9. ENHANCING PBM TRANSPARENCY REQUIREMENTS.

(a) IN GENERAL.—RSection 11504 of the Social Secu-
rity Act (42 U.S.C. 13200-23) 1is amended—

(1) by striking subsection (a) and inserting the
Jollowing:

“(a) PROVISION OF INFORMATION.—

“(1) IN GENERAL.—The following entities shall
provide the information described in subsection (b) to
the Secretary and, wn the case of an entity described
m subparagraph (B) or an affiliate of such entity de-
seribed in subparagraph (C), to the health benefits
plan with which the entity 1s under contract, at such
times, and n such form and manner, as the Sec-
retary shall specify:

“(A) A health benefits plan.
“(B) Any entity that provides pharmacy

benefits management services on behalf of «a

health benefits plan (in this section referred to as
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a ‘PBM’) that manages prescription drug cov-

erage under a contract with—

“(1) a PDP sponsor of a prescription
drug plan or an MA organization offering
an MA-PD plan under part D of title
XVIII; or

“(1n) a qualified health benefits plan
offered through an exchange established by a
State under section 1311 of the Patient Pro-
tection and Affordable Care Act.

“(C) Any affiliate of an entity described in
subparagraph (B) that acts as a price negotiator
or group purchaser on behalf of such PBM, PDP
sponsor, MA organization, or qualified health
benefits plan.

“(2) AFFILIATE DEFINED.—In this section, the
term ‘affiliate’ means any entity that is owned by,
controlled by, or related under a common ownership
structure with a PBM (including an entity owned or
controlled by the PDP sponsor of a prescription drug
plan, MA organization offering an MA-PD plan, or
qualified health benefits plan for which such entity is
acting as a price negotiator or group purchaser).”;

(2) in subsection (b)—
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(A4) wn paragraph (2), by inserting “and
percentage” after “and the aggregate amount’;
and
(B) by adding at the end the following new
paragraph:

“(4) The amount (in the aggregate and
disaggregated by type) of all fees the PBM or an affil-
wate of the PBM recewves from all pharmaceutical
manufacturers in connection with patient utilization
under the plan, and the amount and percentage (in
the aggregate and disaggregated by type) of such fees
that are passed through to the plan sponsor or
issuer.”; and

(3) by adding at the end the following new sub-
section:

“le) ANNUAL REPORT.—The Secretary shall make
publicly available on the Internet website of the Centers for
Medicare & Medicaid Services an annual report that sum-
marizes the trends observed with respect to data reported
under subsection (b).”.

(b) EFFECTIVE DATE.—The amendments made by this
section shall apply to plan or contract years beginning on
or after January 1, 2027.

(¢) IMPLEMENTATION.—Notwithstanding any other

provision of law, the Secretary may implement the amend-
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ments made by this section by program instruction or other-
wise.

(d) NON-APPLICATION OF THE PAPERWORK REDUC-
TION AcT.—Chapter 35 of title 44, United States Code
(commonly referred to as the “Paperwork Reduction Act of
19957), shall not apply to the implementation of the
amendments made by this section.

SEC. 10. FACILITATING MIDYEAR FORMULARY CHANGES
FOR BIOSIMILARS.

(a) IN GENERAL.—RSection 1860D—-4(b) of the Social
Security Act (42 U.S.C. 1395u—104(b)) is amended by add-
g at the end the following new paragraph:

“(5) MID-YEAR CHANGES IN FORMULARIES PER-

MITTED FOR CERTAIN BIOSIMILAR BIOLOGICAL PROD-

UCTS AND THE REFERENCE PRODUCT OF SUCH

BIOSIMILARS.—If a PDP sponsor of a prescription

drug plan uses a formulary (including the use of

tiered cost-sharing), the following shall apply:

“(A) IN GENERAL—For plan year 2025,
and subsequent plan years, in the case of a cov-
ered part D drug that is the reference biological
product (as defined in section 351(1) of the Pub-
lic Health Service Act) with respect to a bio-
similar biological product (defined as a biologi-

cal product licensed under section 351(k) of such

*S 2973 RS



O© o0 3 O WD B W N

| \O JEE \© R O R \O N O R e e e e T e T e e e e
A LW PO = O VWV 0 N O R WD = O

121
Act), the PDP sponsor may, with respect to a

Jormulary, at any time after the first 60 days of
the plan year, subject to paragraph (3)(E),
change the preferred or tiered cost-sharing status
of such reference biological product if such PDP
sponsor adds, before or at the same time, to such
Jormulary such biosimilar biological product at
the same or a higher preferved status, or to the
same or lower cost-sharing tier, as that of such
reference biological product ymmediately prior to
such change.

“(B) REQUEST FOR  APPROVAL  OF
CHANGE.—Prior to making a change described
wm subparagraph (A), the PDP sponsor shall sub-
mit to the Secretary a request to make such
change. If the Secretary approves the request or
has not provided a decision to the PDP sponsor
regarding such request within 30 days of receiv-
mg such request, such PDP sponsor may make

such change.”.

(b) ADMINISTRATION.—

(1) IMPLEMENTATION.—Notwithstanding any

other provision of law, the Secretary of Health and

Human Services may implement the amendment
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1 made by subsection (a) by program instruction or
2 otherwise.

3 (2) NON-APPLICATION OF THE PAPERWORK RE-
4 DUCTION ACT.—Chapter 35 of title 44, United States
5 Code (commonly referred to as the “Paperwork Re-
6 duction Act of 19957), shall not apply to the imple-
7 mentation of the amendment made by subsection (a).
8 SEC. 11. STRENGTHENING PHARMACY ACCESS FOR SEN-
9 IORS.

[a—
)

Section 1860D—-4(b)(1) of the Social Security Act (42
11 US.C. 1395w—-104(b)(1)) is amended by adding at the end

12 the following new subparagraph:

13 “(F) LIMITED ACCESS DRUGS.—

14 “(1) LIMITATION ON RESTRICTIONS OR
15 LIMITS ON ACCESS.—For each plan year
16 (beginning with plan year 2026), a PDP
17 sponsor offering a prescription drug plan—
18 “(I) may not restrict or limit ac-
19 cess to any covered part D drug to a
20 subset of their network pharmacies,
21 other than with respect to a limited ac-
22 cess drug, as defined in clause (v); and
23 “(II) shall document the rationale
24 Jor why a covered part D drug meets
25 the definition of a limited access drug
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under clause (v), if such plan restricts

or limits access to a limited access

drug to a subset of metwork phar-
macies.

“(in) ANNUAL SUBMISSION OF INFOR-
MATION TO THE SECRETARY ON LIMITED
ACCESS DRUGS.—For each plan year (be-
ginning with plan year 2026), each PDP
sponsor offering a prescription drug plan
shall submit to the Secretary, at a time and
m o a manner specified by the Secretary,
with respect to each prescription drug plan
offered by the sponsor during such plan
year—

“(I) a lUst of all covered part D
drugs that the PDP sponsor designated
as a limated access drug;

“(I1) for each covered part D drug
mcluded i the list deseribed in sub-
clause (1), a written rationale for why
such drug meets the definition of «a
limated access drug;

“(II1) a summary of the require-
ments 1mposed on network pharmacies

(including all accreditation require-
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ments, if any) to ensure appropriate
handling and dispensing of each cov-
erved part D drug included in the list
described in subclause (1);

“(1V) the percentages of each cov-
erved part D drug included in the list
described wn subclause (I) that is dis-
pensed through retail pharmacies, spe-
cialty pharmacies, mail order phar-
macies, or other dispensing channels as
defined by the PDP sponsor, respec-
tively;

“(V) the annual percentage of
each covered part D drug included in
the list described in subclause (I) that
18 dispensed through a pharmacy that
18 affiliated with the plan or is an af-
filiate (as defined in section 1860D—
12(h)(4)(A)) of a pharmacy benefit
manager acting on behalf of such spon-
sor or such plan; and

“(VI) any other information de-
termined appropriate by the Secretary.

“(111) PHARMACY ACCESS TO LIMITED

ACCESS DRUG  INFORMATION.—For plan
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years beginning with plan year 2026, upon
the request of a network pharmacy, a PDP
sponsor of a prescription drug plan shall
provide such pharmacy, not later than 14
days after receiving such request, with the
wmformation  described n  subclauses (1),
(I1), and (III) of clause (i1).

“(iv) HHS ANNUAL REPORT ON LIM-
ITED ACCESS DRUGS.—Not later than De-
cember 31, 2028, and annually thereafter,
the Secretary shall submit to the Committee
on Finance of the Senate, and the Com-
mittee on Ways and Means and the Com-
mittee on Energy and Commerce of the
House of Representatives a report on com-
pliance by PDP sponsors with the require-
ments under this subparagraph. Each such
report shall include—

“(I) a description of the patterns,
trends, variations, and rationales for
the designation by PDP sponsors of
certain covered part D drugs as lim-
tted access drugs, and the implications
of such designations on beneficiary ac-

cess to such covered part D drugs;
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“(I1) a description of the informa-
tion submatted to the Secretary under
clause (11) (in a manner that does not
disclose the identity of a pharmacy, a
PDP sponsor, a prescription drug
plan, or pharmacy benefit manager, or
any proprietary pricing information);
and

“(I11) any other information de-
termined appropriate by the Secretary.
“(v) LIMITED ACCESS DRUG DE-

FINED.—In this subparagraph, the term
Timated access drug’ means a covered part
D drug that meets at least one of the fol-
lowing:

“(I) The Food and Drug Adminis-
tration has restricted distribution of
such covered part D drug to certain fa-
cilities or physicians.

“(I1) The dispensing of such cov-
eved part D drug requires extraor-
dimary special handling, provider co-
ordination, or patient education that
cannot be met by a mnetwork phar-

macy.”’.
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“(vin) IMPLEMENTATION.—Notwith-
standing any other provision of law, the
Secretary shall tmplement this subpara-
graph by program instruction or otherwise.
“(virt) NONAPPLICATION OF PAPER-
WORK REDUCTION ACT.—Chapter 35 of title
44, United States Code, shall not apply to
any data collection undertaken by the Sec-

retary under this subparagraph.”.
SEC. 12. BENEFICIARY-FOCUSED LISTENING SESSIONS TO
IMPROVE PRESCRIPTION DRUG PLAN TRANS-

PARENCY, ACCESS, AND CHOICE.

Section 1860D—-42 of the Social Security Act (42
URS.C. 1395w-152), as amended by section 7, is amended
by adding at the end the following new subsection:

“(f) BENEFICIARY-FOCUSED LISTENING SESSIONS TO
IMPROVE PRESCRIPTION DRUG PLAN TRANSPARENCY, AC-
CESS, AND CHOICE.—

“(1) IN GENERAL.—Not later than December 31,

2024, the Secretary shall hold at least one beneficiary-

Jocused listening session to receive imput on potential

vmprovements to the experience with, and trans-

parency of, prescription drug plans under this part,

as described in paragraph (2).
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“(2) BENEFICIARY-FOCUSED LISTENING SES-
SIONS.—Any beneficiary-focused listening session held
under paragraph (1) shall be open to the public, in-
cluding beneficiaries, caregivers of beneficiaries, con-
sumer and patient advocacy organizations, health
care providers, and other interested parties. Any such
listening sessions may include an opportunity for the
public to provide input to the Secretary on potential
improvements to—

“(A) the information wmade available by
prescription drug plans to individuals;

“(B) tools and mechanisms to assist enroll-
ees of preseription drug plans in navigating
plan complaint systems, as well as the efficiency
and effectiveness of such systems;

“(C) tools and mechanisms to assist bene-
ficiaries in selecting a prescription drug plan;

“(D) tools and mechanisms to assist enroll-
ees of prescription drug plans in navigating uti-
lization management requirements of such plans,
such as step therapy and prior authorization;

“(E) access to, and effectiveness and utiliza-
tion of, electronic real-time benefit tools (as de-
seribed in section 423.160(b)(7) of title 42, Code

of Federal Regulations, or any successor regula-
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tion) and beneficiary real-time benefit tools (as

described in section 423.128(d)(4) of title 42,

Code of Federal Regulations, or any successor

requlation);

“(F) formulary management and oversight
by prescription drug plans; and
“(G) other subjects, as determined appro-
priate by the Secretary.”.
SEC. 13. REPORTING ON ENFORCEMENT AND OVERSIGHT
OF PHARMACY ACCESS REQUIREMENTS.
Section 1860D-42 of the Social Security Act (42
U.S.C. 1395w—152), as amended by section 12, 1is amended
by adding at the end the following new subsection:
“(g) BIENNIAL REPORT ON ENFORCEMENT AND OVER-
SIGHT OF PHARMACY ACCESS REQUIREMENTS.—

“(1) IN GENERAL.—Not later than 2 years after
the date of enactment of this subsection, and at least
once every 2 years thereafter, the Secretary shall pub-
lish a report on enforcement and oversight actions
and actiwvities undertaken by the Secretary with re-
spect to the requirements wunder section 1860D—
4(b)(1).

“(2) LIMITATION.

A report under paragraph

(1) shall not disclose—
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“(A) identifiable information about individ-
uals or entities unless such information is other-
wise publicly available; or
“(B) trade secrets with respect to any enti-
ties.”.
SEC. 14. GAO STUDY ON PRICE-RELATED COMPENSATION
ACROSS THE SUPPLY CHAIN.

Section 1860D-42 of the Social Security Act (42
U.S.C. 1395w—152), as amended by section 13, is amended
by adding at the end the following new subsection:

“th) GAO STUDY AND REPORT ON PRICE-RELATED
COMPENSATION AND PAYMENT STRUCTURES IN THE PRE-
SCRIPTION DRUG SUPPLY CHAIN.—

“(1) Stupy.—The Comptroller General of the

Unated States (in this subsection referred to as the

‘Comptroller General’) shall conduct a study describ-

g the use of compensation and payment structures

related to a prescription drug’s price within the retail

prescription drug supply chain in this part. Such

study shall  summanrize information from Federal

agencies and industry experts, to the extent available,
with respect to the following:

“tA) The type, magnitude, other features

(such as the pricing benchmarks used), and prev-

alence of compensation and payment structures
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related to a prescription drug’s price, such as

calculating fee amounts as a percentage of a pre-

seription drug’s price, between intermediaries in

the prescription drug supply chain, including—

*S 2973 RS

“(1) pharmacy benefit managers;

“(i) part D plan sponsors;

“(111) drug wholesalers;

“(w) pharmacies;

“(v) manufacturers;

“(v1) pharmacy services administrative
organizations;

“(vir) brokers, auditors, consultants,
and other entities that advise part D plan
sponsors about pharmacy benefits or review
part D plan sponsor contracts with phar-
macy benefit managers; and

“(viie) other service providers that con-
tract with any of the entities described in
clauses (1) through (vii) that may use price-
related compensation and payment struc-
tures, such as rebate aggregators (or other
entities that negotiate or process price con-
cessions on behalf of pharmacy benefit man-

agers, plan sponsors, or pharmacies).
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“(B) The primary business models and
compensation structures for each category of
mtermediary described in subparagraph (A).

“(C) Variation in price-related compensa-
tion structures between affiliated entities (such
as entities with common ownership, either full or

partial, and subsidiary relationships) and unaf-

filiated entities.

“(D) Potential conflicts of interest among
contracting entities related to the use of prescrip-
tion drug price-rvelated compensation structures,
such as the potential for fees or other payments
set as a percentage of a prescription drug’s price
to advantage formulary selection, distribution, or
purchasing of prescription drugs with higher
prices.

“(E) Notable differences, if any, in the use
and level of price-based compensation structures
over time and between different market segments,
such as under this part and the Medicaid pro-
gram under title XIX.

“(F) The effects of drug price-related com-
pensation structures and alternative compensa-
tion structures on Federal health care programs

and program beneficiaries, including with re-
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spect to cost-sharing, premiums, Federal outlays,

biosimilar and generic drug adoption and utili-

zation, drug shortage risks, and the potential for
fees set as a percentage of a drug’s price to ad-
vantage the formulary selection, distribution, or
purchasing of drugs with higher prices.

“(G) Other issues determined to be relevant
and appropriate by the Comptroller General.

“(2) REPORT.—Not later than 2 years after the
date of enactment of this subsection, the Comptroller
General shall submit to Congress a report containing
the results of the study conducted under paragraph
(1), together with recommendations for such legisla-
tion and administrative action as the Comptroller
General determines appropriate.”.

SEC. 15. REPORTS ON INAPPROPRIATE PHARMACY REJEC-
TIONS.

Section 1860D—42 of the Social Security Act (42
U.S.C. 1395w—152), as amended by section 14, is amended
by adding at the end the following new subsection:

“(1) BIENNIAL REPORT ON EFFORTS TO ADDRESS IN-
APPROPRIATE ~ PHARMACY REJECTIONS AND INAPPRO-
PRIATE COVERAGE DENIALS UNDER MEDICARE PART D.—

“(1) IN GENERAL.—Not later than January 1,

2026, and at least once every 4 years thereafter, the
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Secretary, in consultation with the Office of the In-
spector General of the Department of Health and
Human Services, shall post, on a publicly available
website, a report related to preventing, identifying, or
addressing inappropriate pharmacy rejections (as de-
Jined in paragraph (2)(B)) and inappropriate cov-
erage denials (as defined in paragraph (2)(4)) under
this part. Such reports shall include—

“(A) a description of programs, reviews, or
matiatwes underway to prevent, identify, or ad-
dress such rejections and denials, i accordance
with existing authorities;

“(B) a summary of data collected or other
mformation available with respect to such rejec-
tions and denials, including—

“(1) standards (if any such standards
have been adopted) used by the Secretary

Jor adentifiying PDP sponsors and MA orga-

nizations with relatively high rates of such

rejections or denials; and

“(11) motable longitudinal trends or
other patterns, as determined appropriate
by the Secretary;

“(C) an overview of corrective actions taken

and technical assistance provided by the Sec-
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1 retary in response to violations of existing re-
2 quirements with respect to such rejections and
3 denials; and

4 “(D) a description of barriers, if any, pre-
5 venting the Secretary from taking administrative
6 actions sufficient to identify and address such re-
7 jections and denials.

8 “(2) DEFINITIONS.—For purposes of this sub-
9 section:

10 “(A) INAPPROPRIATE COVERAGE DENIAL.—
11 The term “inappropriate coverage denial’ means
12 a denial of coverage of a covered part D drug
13 clavm that violates the requirements of this panrt.
14 “(B) INAPPROPRIATE PHARMACY REJEC-
15 TIONS.—The term ‘“inappropriate pharmacy re-
16 jection” means a rejection of a covered part D
17 drug claim that violates the requirements of this
18 part, such as through the application of utiliza-
19 tion management requirements that the Sec-
20 retary has not approved.”.

21 SEC. 16. GAO STUDY ON DRUG SHORTAGES.
22 Section 1860D-42 of the Social Security Act (42
23 U.N.C. 1395w—152), as amended by section 15, is amended

24 by adding at the end the following new subsection:

*S 2973 RS



136
“(j) GAO StUDY AND REPORT ON DRUG SHORT-
AGES.—

“(1) Stubpy.—The Comptroller General of the
Unated States (in this subsection referred to as the
‘Comptroller General’) shall conduct a study on fac-
tors contributing to shortages of covered part D drugs
across the outpatient prescription drug supply chain.
Such study shall include analysis of—

“(A) common features of and trends in cov-
ered part D drugs that have experienced at least
1 shortage (as defined under section 506C of the
Federal Food, Drug, and Cosmetic Act);

“(B) patterns, trends, and variations in the
duration of shortages experienced by covered part
D drugs;

“(C) patterns, trends, and variations in the
proxvmate causes and other potential causes of
shortages experienced by covered part D drugs;

“(D) effects of such shortages on bene-
ficiaries enrvolled in  prescription drug plans
under this part, including with respect to access
to covered part D drugs and out-of-pocket costs;
and

“(E) other issues determined appropriate by

the Comptroller General.
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“(2) REPORT.—Not later than 2 years after the

date of enactment of this subsection, the Comptroller
General shall submat to Congress a report containing
the results of the study conducted under paragraph
(1), together with recommendations for such legisla-
tion and administrative action as the Comptroller

General determines appropriate.”.

SEC. 17. REPORT ON BIOSIMILAR AND GENERIC ACCESS

UNDER MEDICARE PART D.

Section 1860D-42 of the Social Security Act (42

U.S.C. 1395w—152), as amended by section 16, is amended

by adding at the end the following new subsection:

“(k) OIG REPORT ON BIOSIMILAR AND GENERIC AC-

CESS UNDER PART D.—

“(1) Strupy.—The Office of the Inspector Gen-
eral of the Department of Health and Human Serv-
1ces (referred to in this subsection as the ‘Office of the
Inspector General’) shall conduct a study on bio-
similar and generic drug access and adoption under
preseription drug plans offered under this part, in-
cluding with respect to barriers to increased adoption
and utibization of lower-priced biosimilar and generic
utilization, plan features that discourage or encourage

the utilization of these products, and the gross and

*S 2973 RS
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1 net spending effects of policies that increased adoption
of these products under this part.
“(2) REPORT.—Not later than 1 year after the

date of enactment of this subsection, the Office of the

2
3
4
5 Inspector General shall publish a report on the study
6 conducted under paragraph (1).”.

7 SEC. 18. MEDICARE IMPROVEMENT FUND.

8 Section 1898(D)(1) of the Social Security Act (42
9 U.S.C. 139511(b)(1)) 1s amended by striking “during and
10 after fiscal year 2022, $180,000,000” and inserting the fol-

11 lowing: “during and after

12 “(A) fiscal year 2022, $180,000,000; and

13 “(B) fiscal year 2028, $1,947,000,0007.
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