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Overview: Notable Updates

e EOM participants announced
e Site neutral payments
e 340B Proposed Rule
e Appendix
e PBM reforms

e Biden Administration’s
“Persistent Poverty Initiative”
to Combat Cancer Inequities

e Oncology drug shortages

e EOM: additional context

e Special Session Update
e Update on Texas Abortion Ban



Federal Update




| EOM Timeline

Oct. 10, 2022

e Applications due
to CMMI (non-
binding)

April 12, 2023

. Providers received
agreements
e Raises new questions, as
practices expected to use
the data from CMMI to
inform their decision
e  Clarification that EOM
practices can leave during
EOM with (undefined)

penalties
e Provider Insight: “There is
some confusion over how
ADVI this works; we’ve reached

out to CMMI for clarity”

May 19, 2023

Practices received
data
“Data is out, but
not what was
expected to make
decisions.”

June 1, 2023

Deadline:
Participant
agreement due to
CMMI (list not
public)
Provider Insight:
“We had been told
the deadline
would be July 1st,
so this is
unfortunate”

June 27, 2023

e CMMI announced
67 practices will
participate
e Multiple reports of
CMMI inaccuracy

July 1, 2023

5-year model
begins with
mandatory
2-sided risk on Day
1



| EOM Participating Practices Announced

However, errors raised as practices cou ed multiple times and practices that withdrew are reflected on the list (AJMC, link)

On June 27th, CMS announced information about practices who have committed to participating in the Enhancing Oncology Model (EOM) launching July 1, 2023.

Per CMMI, 67 practices will participate in EOM
e Participating practices span across 37 states, including 600
sites of care and 3,000 unique practitioners

o ~15% of participating practices are in rural/small town
areas

Of important note, ~50% of practices that will participate in
EOM did not participate in the Oncology Care Model (OCM)

OCM Experience New M
10,

New practices may have a steeper learning curve as they

adjust to the mandatory two-sided risk model

“Not only has CMMI ignored all of COA’s efforts to collaborate and suggestions to strengthen the EOM to attract participants, but it has

also failed to respond to a serious flaw our analysts recently identified in the EOM methodology dealing with breast cancer treatment.

This has left practices that want to participate in the EOM struggling with a decision that could be detrimental to patient care and

possibly damaging to practice survival...The EOM should have been a successful oncology model attracting all participants from the prior

CMMI OCM but instead unfortunately looks to be a failure from the start”. I 5

ADVI Source: CMS Email “CMS Announces Model Participants for the Enhancing Oncology Model (EOM)” June 27, 2023 --COA Executive Director Ted Okon



https://www.ajmc.com/view/unknown-number-of-practices-drop-from-eom-as-deadline-nears-billing-flaw-questioned

Participating Practices

SPAARY Source: CMMI List on June 27 of Participating Practices (link)
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Source: Centers for Medicare & Medicaid Services


https://innovation.cms.gov/media/document/eom-participants
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| EOM Participating Practices

Southern Cancer
Center

The Oncology Institute
TX

Mount Sinai Medical
Center

Mercy Clinic Joplin

Tri-County Hematology
and Oncology
Associates

University Medical
Associates of the
Medical University of
South Carolina

University of Alabama
Health Services
Foundation

Torrance Health
Association

Stuart Oncology
Associates

Bozeman Health
Deaconess Hospital

TriHealth H

Ballad Health

Mercy Clinic Fort Smith
Communities

Rocky Mountain
Cancer Centers

Woodlands Medical
Specialists

Vidant Medical Group

Oncology Associates of
Oregon

Tennessee Oncology

Virginia Oncology
Associates

Arizona Oncology
Associates

Starling Physicians

The Longstreet Clinic

Capital Health System,
Inc Sole MB

Allegheny Clinical
Medical Oncology

West Clinic

Source: CMMI List on June 27 of Participating Practices (link)

University of Vermont
Medical Center

HonorHealth
Ambulatory

American Oncology
Partners

Illinois Cancer
Specialists

Comprehensive Cancer
and Hematology
Specialists

Alliance Cancer
Specialists

Oncology Hematology
Consultants, PA dba
The Center for Cancer
and Blood Disorders

Compassionate Cancer
Care Medical Group

Cancer Care Centers of
Brevard

Appalachian Regional
Healthcare

Hackensack Meridian
Health Medical Group
Specialty Care

Bryn Mawr Medical
Specialists

South Texas
Hematology and
Oncology

Northwest Cancer
Specialists PC, dba
Compass Oncology

Northwest Medical
Specialties

PMK Medical Group

Cancer Specialists

Sidney Kimmel
Comprehensive Cancer
Center

Noah Lindenberg PC

Cancer Care Associates
of York

Texas Oncology

Sierra Hematology &
Oncology, Medical
Center

Cleveland Clinic -
Martin Memorial
Health Center

Cancer and
Hematology Centers of
Western Michigan

Regional Cancer Care
Associates

MUSC Community
Physicians

Oncology &
Hematology Assoc. of
Southwest Virginia

Edwards

Comprehensive Cancer
Center@ Cabell

Huntington Hospital

The Oncology Institute
CA

Cleveland Clinic Florida

Trinity Health IHA
Medical Group
Hematology Oncology

Christus St. Vincent
Hospital

Prisma Health dba
Prisma Health
University Medical
Group

Shenandoah Oncology

The Oncology Institute
FL

Indian River Health
Services

Minnesota Oncology
Hematology

New Mexico Oncology
Hematology
Consultants

Self Medical Group

Virginia Cancer
Specialists



https://innovation.cms.gov/media/document/eom-participants

Site Nevutral Payment Update: House EEAW Comm. Ly
Advance Bipartisan Healthcare Package

WORKFORCE

On July 12, 2023, the House Education and Workforce advanced transparency-related bills to the House floor

Bill Ad-I:rr:scssed Bill Summary

H.R. 4509, « Prohibits group health plans from paying hospitals for items and services provided at an off-campus outpatient
Transparency in Transparency department unless the submitted claim includes a separate unique health identifier indicating the department

Billing Act _ where the services were furnished.

Site-Neutral " ) I : : : : e
Payment e Prohibits hospltals fro.m submlttl.ng claims W|thout.a separate unique health |<.:Ient|f|‘er.
« HHS may issue penalties to hospitals for noncompliance: $5,500/day for hospitals with more than 30 beds, $300/
day for hospitals with less than 30 beds.

H.R. 4527, Health  Amends ERISA to ensure that plan fiduciaries can access de-identified claims, including information related to cost

DATA Act Transparency and quality. Applies to contracts with group health plans and other entities, such as PBMS.

e Requires fiduciaries of group health plans to annually submit attestations to the HHS Secretary.

Requires PBMs to disclose fee and compensation information to plan sponsors, including:

» Fees, rebates, alternative discounts, co-payment offsets, and other remuneration

« Amount of fees, discounts, and price concessions expected to be passed on to the plan sponsor or beneficiaries
H.R. 4508, Hidden Transparency + Compensation received (1) as a result of paying less for a drug than patient cost-sharing, (2) due to spread pricing,
Fee Disclosure Act PBMs (3) from drug manufacturers/ third parties in exchange for certain activities

Requires to PBMs to submit annual reports to plan fiduciaries including above information and total drug spending,

I clawbacks.


https://www.congress.gov/bill/118th-congress/house-bill/4509
https://www.congress.gov/bill/118th-congress/house-bill/4527
https://www.congress.gov/bill/118th-congress/house-bill/4508

| 340B: Hospital OPPS Remedy for CY 2018-2022

On July 7, 2023, CMS released a Hospital OPPS Proposed Rule (340B Program) and an accompanying fact sheet (link).

Background

*CMS responds to the Supreme
Court’s (June 15, 2022) ruling on
American Hospital Association v.
Becerra regarding 340B OPPS
payment rates:

*The reimbursement change for
3408 drugs was unlawful
because HHS failed to conduct a
survey of hospitals’ drug
acquisition costs under the
relevant statute

¢CMS Proposes:

*A one-time lump sum remedy
payment to affected 340B
covered entity hospitals,
inclusive of foregone beneficiary
copayment amounts.

A corresponding offset for non-
drug items and services, by
decreasing the OPPS conversion
factor to all OPPS providers
except new providers by 0.5%..

'\»\"A | Source: ADVI Instant (link)

Lump Sum Payments to Affected
Providers for 340B-Acquired
Drugs

eSome CY2022 340B drug claims
have already been reprocessed at
ASP +6%, those providers have
already received $1.5 billion of
the $10.5 billion.

¢CMS proposes a one-time lump
sum of the remaining $9.0 billion
to affected providers within 60
days of receipt of MAC
instruction.

Beneficiary Copayments

*The $9.0 billion payment
includes $1.8 billion attributable
to what the affected covered
entities would have collected
from beneficiaries, if the 340B
payments were subject to
beneficiary copayments.

*CMS emphasizes that 340B
covered entity hospitals may not
bill beneficiaries for coinsurance
on remedy payments, regardless
of the adjustment.

Prospective Offset for Higher

Payments for Non-Drug Items
and Services from CY 2018-2022

*CMS estimates that hospitals
were paid $7.8 billion more for
these non-drug items and
services between CY 2018-2022

*To reduce future payments by
decreasing the OPPS conversion
factor to all OPPS providers
except new providers by 0.5%
starting in CY 2025, until the until
full $7.8 billion is offset

CMS

CENTERS FOR MEDICARE & MEDICAID SERVICES

New Providers

*To exclude providers that did not
enroll in Medicare until after
January 1, 2018, from the
proposed prospective rate
reduction.
*“New providers” did not fully
benefit from the increased
payment for non-drug items and
services from CY 2018-2022
e Approximately 300 of the 3,900
OPPS providers will meet this
definition

*CMS is soliciting comments on
its proposed definition of “new
provider”


https://mailchi.mp/advi/cms-releases-the-hospital-opps-remedy-for-the-340b-acquired-drug-payment-policy-for-cy-2018-2022-proposed-rule?e=7471be4fba
https://www.federalregister.gov/public-inspection/2023-14623/medicare-program-hospital-outpatient-prospective-payment-system-remedy-for-the-340b-acquired-drug
https://www.cms.gov/newsroom/fact-sheets/hospital-outpatient-prospective-payment-system-remedy-340b-acquired-drug-payment-policy-calendar

State Update

HILLCO

é% I 10




| Special Session Update

e The legislature was called into an immediate special session after the regular session adjourned
e The goal was to address property tax relief which wasn’t provided during the regular session
e After a first special session ended in failure the Governor called a second special session for the same purpose

e Earlier this week both chambers announced an agreement and that they would be working this week to pass the
relief package.

e The $18B package will accomplish the following:
= Provide about $0.10 in ISD M&O rate compression reducing tax rates across the state

=« Provide an increase in the residential homestead exemption from S40k to $100k

= Establish a 20% pilot program for three years ensuring non-homestead residential properties and all commercial properties valued below
S5M will not be taxed on appraisal increases of more than 20%; the S5M threshold will be indexed to inflation

» Increase the franchise tax exemption from $1M to $2.47M

« The chambers are expected to send te package to the Governor’s desk today and adjourn.

e Another special session is expected to be called upon completion of the Senate’s Paxton trial to address school choice
and other school finance-related issues
I 11




Update on Texas Abortion Ban

« In the most recent legislative session, Rep. Ann Johnson (D-Houston) and Sen. Bryan Hughes (R-Mineola)

quietly passed House Bill 3058.
« HB 3058 provides a partial solution to the grey area surrounding situations when doctors can provide
services to pregnant women who are experiencing life-threatening conditions.

« The bill provides legal protections for doctors in two situations:

« Ectopic pregnancies, and
o Premature rupture of membranes, or when a mother’s water breaks early in the pregnancy




Appendix




¢ 1/31: Sens. Cantwell (D-WA)
and Grassley (R-1A) re-
introduced S. 127, “PBM
Transparency Act”

¢ 1/31: Sen. Grassley (with
Cantwell, others) introduced S.
113, “Prescription Pricing for
the People Act”

¢ 2/16: Senate Commerce
hearing, “Bringing
Transparency and
Accountability to Pharmacy
Benefit Managers”

¢ 3/1: House Oversight Comm.
launched a PBM investigation

e Chairman Comer (R-KY) sent
letters to OPM, CMS, and the
TRICARE seeking “documents
and communications to
determine the extent PBMs’
tactics impact healthcare
programs administered by the
federal government.”

¢ 3/17: Rep. Carter (D-GA)
introduced H.R. 317, “The Drug
Price Transparency in Medicaid
Act” to ban PBM spread pricing
with Medicaid MCOs

¢ 3/30: Senate Finance hearing,
“PBMs and the Prescription
Drug Supply Chain: Impact on
Patients and Taxpayers”

2023 Federal Scrutiny of PBMs

¢ 4/13: Express Scripts
announced new transparency
efforts and
“Copay Assurance Program”

® 4/20: Senate Finance
Committee release framework
for PBM legislation

¢ 4/26: House E&C Committee
hearing, “Lowering
Unaffordable Costs: Legislative
Solutions to Increase
Transparency and Competition
in Health Care”

® 4/27: Rep. Spanberger (D-VA
introduced H.R. 2816, “PBM
Sunshine and Accountability
Act” to increase reporting
requirements for PBMs

¢ 5/10: Senate HELP hearing,
“The Need to Make Insulin
Affordable for All Americans”

¢ 5/11: Senate HELP advanced
several PBM and Rx bills to
Senate Floor

e 5/11: State Insurance
Commissioners seek meeting
with FTC on PBM investigation

® 5/17: FTC widens its PBM
investigation to include group
purchasing organizations.

¢ 5/23: House Oversight
Committee hearing, “The Role
of Pharmacy Benefit Managers
in Prescription Drug Markets
Part |: Self-Interest or Health

¢ 5/24: House E&C Committee
advanced PBM and Rx bills to
House floor

¢ 5/25: House Oversight
Committee Chair Comer (R-KY)
states that he plans to work
with E&C committee to pass
PBM reforms

¢ 5/31: CVS executive states that
company will find ways to

¢ 6/21: House Education and
Workforce HELP Subcommittee
hearing, “Competition and

Transparency: The Pathway
Forward for a Stronger Health
Care Market”

® 6/22: Sens Menendez (D-NJ)
and Lankford (R-OK)
introduced S.2129, the
“Ensuring Access to Lower-Cost
Medicines for Seniors Act”.
While the bill applies to MA-
PDs and PDPs, the sponsors
frame the goal of the bill as
combatting PBM practices.
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https://edworkforce.house.gov/calendar/eventsingle.aspx?EventID=409276
https://edworkforce.house.gov/calendar/eventsingle.aspx?EventID=409276
https://edworkforce.house.gov/calendar/eventsingle.aspx?EventID=409276
https://edworkforce.house.gov/calendar/eventsingle.aspx?EventID=409276
https://www.congress.gov/bill/118th-congress/senate-bill/2129/text
https://www.congress.gov/bill/118th-congress/senate-bill/127?q=%7B%22search%22:%5B%22S.+127%22%5D%7D&s=1&r=1
https://www.congress.gov/bill/118th-congress/senate-bill/113?q=%7B%22search%22:%5B%22S.+113%22%5D%7D&s=3&r=1
https://www.congress.gov/bill/118th-congress/senate-bill/113?q=%7B%22search%22:%5B%22S.+113%22%5D%7D&s=3&r=1
https://www.commerce.senate.gov/2023/2/bringing-transparency-and-accountability-to-pharmacy-benefit-managers
https://www.commerce.senate.gov/2023/2/bringing-transparency-and-accountability-to-pharmacy-benefit-managers
https://www.commerce.senate.gov/2023/2/bringing-transparency-and-accountability-to-pharmacy-benefit-managers
https://www.commerce.senate.gov/2023/2/bringing-transparency-and-accountability-to-pharmacy-benefit-managers
https://www.commerce.senate.gov/2023/2/bringing-transparency-and-accountability-to-pharmacy-benefit-managers
https://www.help.senate.gov/hearings/the-need-to-make-insulin-affordable-for-all-americans
https://www.help.senate.gov/hearings/the-need-to-make-insulin-affordable-for-all-americans
https://www.help.senate.gov/hearings/s-1067-s-1114-s-1214-s-_-pharmacy-benefit-manager-reform-act
https://insidehealthpolicy.com/inside-drug-pricing-daily-news/state-insurance-commissioners-seek-meeting-ftc-pbms
https://www.ftc.gov/news-events/news/press-releases/2023/05/ftc-deepens-inquiry-prescription-drug-middlemen?utm_campaign=the_readout&utm_medium=email&_hsmi=258868962&_hsenc=p2ANqtz-_kH-OazE35HPfhTCg51f7b4Toow2pGPwtSqfNB9eteqLN5OduUL7ufHMhFFpIG1b1TULFAM_vk2KhtD5UFmRWn1tVWinQRlxDRlS-WAHh8ZO0AEnI&utm_content=258868962&utm_source=hs_email
https://oversight.house.gov/hearing/the-role-of-pharmacy-benefit-managers-in-prescription-drug-markets-part-i-self-interest-or-health-care/?utm_source=briefing&utm_medium=email&utm_campaign=health_am&utm_content=052123
https://oversight.house.gov/hearing/the-role-of-pharmacy-benefit-managers-in-prescription-drug-markets-part-i-self-interest-or-health-care/?utm_source=briefing&utm_medium=email&utm_campaign=health_am&utm_content=052123
https://oversight.house.gov/hearing/the-role-of-pharmacy-benefit-managers-in-prescription-drug-markets-part-i-self-interest-or-health-care/?utm_source=briefing&utm_medium=email&utm_campaign=health_am&utm_content=052123
https://oversight.house.gov/hearing/the-role-of-pharmacy-benefit-managers-in-prescription-drug-markets-part-i-self-interest-or-health-care/?utm_source=briefing&utm_medium=email&utm_campaign=health_am&utm_content=052123
https://oversight.house.gov/hearing/the-role-of-pharmacy-benefit-managers-in-prescription-drug-markets-part-i-self-interest-or-health-care/?utm_source=briefing&utm_medium=email&utm_campaign=health_am&utm_content=052123
https://docs.house.gov/Committee/Calendar/ByEvent.aspx?EventID=116022
https://insidehealthpolicy.com/inside-drug-pricing-daily-news/house-oversight-pursue-pbm-solutions-ec-passes-pbm-reform
https://www.statnews.com/2023/05/31/cvs-pbm-reforms-rebates-spread-pricing/?utm_campaign=the_readout&utm_medium=email&_hsmi=260706930&_hsenc=p2ANqtz-8_97UnnRFk0SE_fMxPOe8y8BhOdkYYgiU2KBr7ANuX6_R_4fqdeoDetFhwvf1MRCPsjqJyulsA3-hyIbbCORosnGqBPVSCQujGRtzjLlWoztm7ptQ&utm_content=260706930&utm_source=hs_email
https://www.prnewswire.com/news-releases/express-scripts-further-advances-transparency-and-affordability-for-consumers-and-clients-301796363.html
https://www.finance.senate.gov/imo/media/doc/042023%20SFC%20Framework%20for%20Rx%20Supply%20Chain%20Modernization.pdf
https://energycommerce.house.gov/events/health-subcommittee-legislative-hearing-1
https://energycommerce.house.gov/events/health-subcommittee-legislative-hearing-1
https://energycommerce.house.gov/events/health-subcommittee-legislative-hearing-1
https://energycommerce.house.gov/events/health-subcommittee-legislative-hearing-1
https://energycommerce.house.gov/events/health-subcommittee-legislative-hearing-1
https://www.congress.gov/bill/118th-congress/house-bill/2816
https://oversight.house.gov/release/comer-launches-investigation-into-pharmacy-benefit-managers-role-in-rising-health-care-costs%EF%BF%BC/
https://nam10.safelinks.protection.outlook.com/?url=https://r20.rs6.net/tn.jsp?f=001W5E3eqHb38R5Rd7JUQ5jyHQCncW7GikOwL88_RsdED-r-Cku_m57qwhVfjKYrmNndeYuRHQyrKKFInpWRjZrCKQTqlYKHccApMupL6BE_63OBWoaTyf_AjSx6VuGiX6cD217aHxjfQvHbM9FHX8y2zIn1k2kzQoymHV2NIc6Lecfz7C5YJGr4gYpgaxzItao6jOxjB9xY0cCdGAGo-k5z2IEwPd2vrkR&c=UGD24iHIn2IPhDYagY6TKJIlIsv_ysk7xnbrkn1oL1BfIG1byAM2jw%253D%253D&ch=pWa3_V6bKMuy4IQjs0ZNtI8D9GiMlGT8IIcloe5SxOK7rpWNJUBgng%253D%253D&source=email&data=05%7C01%7Clindsay.greenleaf@advi.com%7C12d7b37aff5a48cfb65f08db1a7a53e8%7Cfbbfe9f580ef4abfa3e0227812547840%7C0%7C0%7C638132884946217577%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0=%7C3000%7C%7C%7C&sdata=TcIUg5KqLXBYevZc6K8CvvsIkz1bJgJ9kOvd6yhuYAI=&reserved=0
https://nam10.safelinks.protection.outlook.com/?url=https://r20.rs6.net/tn.jsp?f=001W5E3eqHb38R5Rd7JUQ5jyHQCncW7GikOwL88_RsdED-r-Cku_m57qwhVfjKYrmNng4D_KlSxo9ikwzemAYT5l-crHgDjjbrLRdNOL5680jol5u4b1atveTbY9-raxlYEdk4GdM2Ns69acIUlqgMBWlMneYm9Hg0vfpKzxb0bWZzzDWwINboZ3l4SwHXzlqc1FxNoVo6VQ4i2YAsAvXYOQcO8udd2awZH&c=UGD24iHIn2IPhDYagY6TKJIlIsv_ysk7xnbrkn1oL1BfIG1byAM2jw%253D%253D&ch=pWa3_V6bKMuy4IQjs0ZNtI8D9GiMlGT8IIcloe5SxOK7rpWNJUBgng%253D%253D&source=email&data=05%7C01%7Clindsay.greenleaf@advi.com%7C12d7b37aff5a48cfb65f08db1a7a53e8%7Cfbbfe9f580ef4abfa3e0227812547840%7C0%7C0%7C638132884946217577%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0=%7C3000%7C%7C%7C&sdata=MU2v6EgjDzzyyofCm7Sv7fGsOln5wBViarK9gJO5yrs=&reserved=0
https://nam10.safelinks.protection.outlook.com/?url=https://r20.rs6.net/tn.jsp?f=001W5E3eqHb38R5Rd7JUQ5jyHQCncW7GikOwL88_RsdED-r-Cku_m57qwhVfjKYrmNnFje-DJZ_4dVoUg8AuiGvMJIyMqhtaBfN842MAqvFWq4E7owhO2qnadDZJVYy78NYdgbSbtA3BGgatGCyWTWhQjV1hr9sZjJHLBtO6oqgHBwAyYA1r3srZBL316YBmLSARLDj28UZ5Z3PtFNcnGQhlf5GDBU3rWiaRH_Vzc5FJHU%253D&c=UGD24iHIn2IPhDYagY6TKJIlIsv_ysk7xnbrkn1oL1BfIG1byAM2jw%253D%253D&ch=pWa3_V6bKMuy4IQjs0ZNtI8D9GiMlGT8IIcloe5SxOK7rpWNJUBgng%253D%253D&source=email&data=05%7C01%7Clindsay.greenleaf@advi.com%7C12d7b37aff5a48cfb65f08db1a7a53e8%7Cfbbfe9f580ef4abfa3e0227812547840%7C0%7C0%7C638132884946217577%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0=%7C3000%7C%7C%7C&sdata=XxBBUOgztDlXPKyZPO3ebZxyeuC9W/IRNdMem9s3usE=&reserved=0
https://www.congress.gov/bill/118th-congress/house-bill/1613/cosponsors?s=2&r=1&q=%7B%22search%22:%5B%22%5C%22The+Drug+Price+Transparency+in+Medicaid+Act%5C%22%22%5D%7D

PBM Reforms At-a-Glance: Pending Legislation

Transparency efforts have highest likelihood for enactment

Delinks PBM
Compensation
from Drug
Prices/Rebates

Requires 100%

Pass-Through Mandates

Prohibits Requires Prohibits | Regulates PBM

Fees (besides
Clawbacks | transparency)

Regulates
Formulary
Practices

Requires Likelihood
Last Updated of

Enactment

Spread Disclosure | Disclosure Report/ Certain

w of Rebates to
Pricing Plans to Plans to HHS Study

S.1339, Pharmacy
Benefit Manager
Reform Act

Commercial

S.127, Pharmacy Benefit
Manager Transparency All
Act

S.113, Prescription
Pricing for the People NA
Act

TBD, Senate Finance

TBD
Proposal

H.R.2679
PBM
Accountabi
lity Act

Commercial

H.R.3561 H:R.1613
Drug Price

Transparen
cyin
Medicaid
Act

Medicaid

X**

X*

X*

X**

X**

X
(upon
request)

*Excepts PBMs that pass through 100% of rebates to plans and disclose certain information.
**Senate Finance Framework only contains potential proposals, details of future legislation unclear.

X**

June 22, 2023
Placed on Senate
calendar

March 22, 2023
Committee
markup,
APPROVED

March 1, 2023
Placed on Senate
calendar

April 20, 2023
Framework
released by
committee

May 24, 2023
Committee
markup,
APPROVED

May 24, 2023
Committee
markup,
APPROVED

Senate
Floor

Senate
Floor

Senate
Floor

Release
bill text

House
Floor

House
Floor

Note: studies may apply to broader markets than those indicated.

Low

Low

High

TBD

High

Moderate
to
Low
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https://www.congress.gov/bill/118th-congress/senate-bill/1339
https://www.congress.gov/bill/118th-congress/senate-bill/127
https://www.congress.gov/bill/118th-congress/senate-bill/113
https://www.finance.senate.gov/imo/media/doc/042023%20SFC%20Framework%20for%20Rx%20Supply%20Chain%20Modernization.pdf
https://www.congress.gov/bill/118th-congress/house-bill/3561
https://www.congress.gov/bill/118th-congress/house-bill/2679
https://www.congress.gov/bill/118th-congress/house-bill/1613

PBM Reforms At-a-Glance: Pending Legislation

Transparency efforts have highest likelihood for enactment

o Requires 100% . . o Delinks PBM
Prohibits Requires Requires Mandates Prohibits | Regulates PBM .
Compensation

Pass-Through Regulates Likelihood
from Drug

Formulary Last Updated of

Spread Disclosure Disclosure Report/ Certain Fees (besides
o of Rebates to : Enact t
Pricing to Plans to HHS Study Clawbacks | transparency) Practices nactmen

Plans Prices/Rebates

H.R.2816, PBM Part D April 25, 2023

Sunshine and Individual X X X Referred to E&C M—?Elgjp High
Accountability Act Employer and W&M
S.1967, Patients Before Part D X X Jlg;?elr‘rlég?g?’ Markup  Moderate
Middlemen Act Finance 8D
S.2129, Ensuring Access
) oM Eost Part D XH** th?l?‘ezrfég (’353 Markup  noderate
Medicines for Seniors Finance T8D
Act
; July 12, 2023 Seeking
S Med'ca.r? PELY] Part D X X X Discussion Draft ~ Commen High
Accountability Act Released t
H.R.4508, Hidden F i aa0e
.R. idden Fee Committee House
Disclosure Act Employer X markup, Floor
APPROVED
***While the bill does not explicitly apply to PBMs (applies to MA-PDs and PDPs), the accompanying Note: studies may apply to broader markets than those indicated 16

press releases repeatedly state that the legislation is aimed at combatting PBM practices.
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https://www.congress.gov/bill/118th-congress/house-bill/2816
https://www.congress.gov/bill/118th-congress/senate-bill/1967
https://www.congress.gov/bill/118th-congress/senate-bill/2129/text
https://www.cortezmasto.senate.gov/imo/media/doc/medicare_pbm_accountability_act_discussion_draft.pdf
https://www.congress.gov/bill/118th-congress/house-bill/4508

1of2

Biden Adminisiration Launches “Persistent Poverty
Initiative” to Combat Cancer Inequities

On June 26, 2023, the Biden Administration announced $50 million in awards as part of the new Persistent Poverty Initiative, which aims to

address the structural and institutional factors of persistent poverty in the context of cancer.

Program Overview .
= Each center will:

e Coordinated by the National e NCl awarded S50 million to _ _
Cancer Institute (NCI), the five new “Centers for Cancer »  * Work with targeted low-income
Persistent Poverty Initiative Control Research in Persistent commun|t|es to |mplemen'F and measure the
3ims to “alleviate the Poverty Areas” effectiveness of structural interventions for
Ty i e Each center is located in a cancer control'and preventlon, follow-up
persistent poverty on cancer “persistent poverty area”, care, and surV|vor§h|p. .
outcomes” by: Sefed 56 B ares ke 207 e Conduct research in areas such as reducing
o Building research capacity or more of the population obesity, improving nutrition, increasing
e Fostering cancer prevention have lived below the poverty SINBIEE] CIETIRY, [P PECT GUiE
research line for the last 30 years. smoking, and improving living conditions
B o through supplemental income.
* Promoting the : . : :
i Iemer:gtation of e Train a pipeline of early-career investigators
corrr)1munity-based ST to work with underserved communities.

Source: NIH (6/26/23, link) 17
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https://www.nih.gov/news-events/news-releases/biden-harris-administration-launches-initiative-improve-cancer-outcomes-low-income-areas
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Biden Adminisiration Launches “Persistent Poverty
Ini’ria’rive” to Combat Ccmcer Inequi’ries

Acres Homes Cancer
Prevention
Collaboration

The Center for
Cancer Control in
Persistent Poverty
Areas

The Upstream Center

The Center for Social
Capital

HOPE & CAIRHE
2gether

University of Texas MD
Anderson Cancer
Center, Houston

University of Alabama
at Birmingham

Stanford University,
Palo Alto

Weill Cornell Medicine
and Columbia
University, New York
City

University of Utah, Salt
Lake City

Source: NIH (6/26/23, link)
ADVI

Black/African American and Hispanic
communities in northwest Houston

Black/African American communities in Jefferson
County, Alabama

Hispanic and Asian American communities in
Santa Clara and Yolo Counties in northern
California

Black/African American, Caribbean American, and
Hispanic communities in the South Bronx, north-
central Brooklyn, Washington Heights, and
Western Queens in New York City

Hispanic communities in Utah and American
Indian communities in rural areas of Montana,
Oregon, South Dakota, and Wisconsin

Evaluate interventions in nutrition and physical activity to help
prevent obesity and obesity-related cancer

Evaluate interventions aimed at reducing cancer disparities by
improving living environments and promoting healthy activities.
Test diet and exercise interventions for cancer survivors.

Assess how state programs for guaranteed basic income affect
cancer outcomes.

Test whether the earned income tax credit promotes the
adoption of healthy behaviors related to reducing colorectal
cancer risk.

Test the effectiveness of cancer education and tobacco
cessation programs in promoting multigenerational health.

Test interventions for commercial tobacco cessation and obesity
prevention.

|18


https://www.nih.gov/news-events/news-releases/biden-harris-administration-launches-initiative-improve-cancer-outcomes-low-income-areas

Oncology Drug Shortages: Recent FDA and

¢ FDA announced that it
will allow temporary
importation of cisplatin
from China-based Qilu
Pharmaceuticals, which is
not currently approved to
distribute in the US

¢ FDA will also allow Intas
Pharmaceuticals to
resume distribution
under a strict verification
process.

FDA Authority

e Throughout the shortages, FDA has
also asked Congress for additional
authority to require:

e Manufacturers to report increases
in demand

e Companies include the original
manufacturer of a product’s active

pharmaceutical ingredient on its
label

ADVI

Congressional Activity

e In a statement, Ranking
Member Pallone (D-NJ)
noted that his
disappointment that E&C
Republicans have not
included Democratic bills
focused on alleviating
shortages in the
Pandemic and All-Hazards
Preparedness (PAHPA)
Act reauthorization.
These include:

e H.R. 3008, Drug Shortage
Prevention Act of 2023

e H.R. 2500, Protecting
Americans from Unsafe
Drugs Act of 2023

e H.R. 3810, Drug Origin
Transparency Act of 2023

e H.R. 3793, Ensuring
Access to Lifesaving Drugs
Act of 2023

e H.R. 3807, Medical
Device Shortage
Reduction Act of 2023

June 12

® Republican leadership
issued a request for
information from all
stakeholders on the
shortages and potential
solutions.

June 15

June 26

e Sens. Peters (D-Ml) and
Ernst (R-1A) introduce
S.1961, the
Pharmaceutical Supply
Chain Risk Assessment
Act

e The bill would require
HHS, DoD, DHS, and the
White House Office of
Pandemic Preparedness
and Response to
conduct a risk
assessment of the
pharmaceutical supply
chain to determine how
potential shortages can
impact national security
and broader public
health

e Ranking Member Pallone

(D-NJ) issues another

statement pushing E&C

Republicans to include
bills addressing drug
shortages in PAHPA,
calling it the “only
realistic pathway for
Congress to swiftly
address drug shortages.”

E&C Chair Rep. McMorris
Rodgers (R-WA) has said
she intends for the
committee to address
drug shortages outside of
PAHPA.


https://www.finance.senate.gov/imo/media/doc/drug_shortage_rfi.pdf
https://www.finance.senate.gov/imo/media/doc/drug_shortage_rfi.pdf
https://www.finance.senate.gov/imo/media/doc/drug_shortage_rfi.pdf
https://insidehealthpolicy.com/sites/insidehealthpolicy.com/files/documents/2023/jun/he2023_1691.pdf
https://democrats-energycommerce.house.gov/newsroom/press-releases/pallone-blasts-ec-republican-leaders-for-failing-to-address-drug-and-device
https://www.congress.gov/bill/118th-congress/house-bill/3008?q=%7B%22search%22:%5B%22h.r.3008%22%5D%7D&s=6&r=1
https://www.congress.gov/bill/118th-congress/house-bill/2500
https://www.congress.gov/bill/118th-congress/house-bill/3810
https://www.congress.gov/bill/118th-congress/house-bill/3793
https://www.congress.gov/bill/118th-congress/house-bill/3807
https://www.congress.gov/bill/118th-congress/senate-bill/1961
https://endpts.com/fda-to-import-versions-of-common-cancer-drug-cisplatin-to-alleviate-shortage/

| Current Drug Shortages by Therapeutic Area

By Unique Generic Name By "Drug"

I Anesthesia*
Endocrinology/Metabolism*

Cardiology/Cardiovascular*
Endocrinology/Metabolism*
Anesthesia*

— Cardiology/Cardiovascular*
Anti-Infe Ctive™ | Gastroenterology™ I
Gastroenterology* e —— Anti-Infective* ————
Oncology* m——————— Analgesia/Addiction* = ———
Other/Blank  m————— Oncology* m——
Ophthalmology* Psychiatry  m—
Analgesia/Addiction* Neurology* s —
Neurology* m— Rheumatology* e
Hematology*  m— Other/Blank  m—
Rheumatology* m— Ophthalmology*
Psychiatry — m— Dermatology*
Medical Imaging®  e— Hematology*  mm
Urology Pulmonary/Allergy* m
Pulmonary/Allergy* s Renal m
Dermatology* s Medical Imaging* ®
Transplant s Urology
Total Parenteral Nutrition s Total Parenteral Nutrition 1
Reproductive Transplant
Renal Reproductive
Antispasmodic; Anticholinergic === Antispasmodic; Anticholinergic
0 5 9 14 18 0 100 200 300 400
B Injection/Infusion B Oral Other B Injection/Infusion B Oral Other

N

eConfirms claims that drug shortages are less of a problem for oral/small molecule drugs, as they account for a little less than 20% of current shortages
¢ In oncology, oral drugs account for closer to 10% of current shortages

20

Source: FDA Drug Shortages List (link), accessed June 29, 2023
*Indicates a therapeutic area that rolls up like-therapeutic areas. See slide in Appendix for sub-therapeutic areas



https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm

| Current Oncology Drug Shortages
\ - \

e Capecitabine Tablets » Capecitabine tablets W o ThvE AES T T EEes (e

e Amifostine Injection » Amifostine injection G) additional drugs in

e Azacitidine for Injection * Azacitidine injection @) shortage (all injectable)

e Carboplatin Injection  Carboplatin injection GC) The ACS list appears to be

e Cisplatin Injection « Cisplatin injection

e Cytarabine Injection  Cytarabine injection — ﬁstsevsh?QhAasstPif?c::)er:ige

e Dacarbazine Injection » Dacarbazine injection kq_) par:ameters than that of

e Fludarabine Phosphate Injection  Fludarabine phosphate injection .“: the FDA

e Leucovorin Calcium Injection . !_e.uco.vorin calcium lyophilized powder for -c B P e oy v [FEY

e Lutetium Lu 177 Vipivotide Tetraxetan Injection = ASHP shortage parameters
(Pluvicto) Injection . Lutet'ium I?u.177' vipivotide tetraxetan W) are detailed on the ASHP

e Streptozocin (Zanosar) Sterile Powder (Pluvicto) injection : s (link)

« Streptozocin (Zanosar) sterile powder
» Dexamethasone sodium phosphate

injection "
. . . . Additional Resources
» Hydrocortisone sodium succinate injection

» Methotrexate injection
» Pentostatin-injection

e NCCN recently surveyed their members on
the impact of shortages

e NCCN Statement

® Injection/Infusion m Oral Other

e NCCN Survey Results

ADVI Source: FDA Drug Shortages List (link), accessed June 29, 2023; MedScape article (05/18/23; link)


https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
https://www.medscape.com/viewarticle/992144
https://www.ashp.org/drug-shortages/current-shortages/fda-and-ashp-shortage-parameters
https://www.nccn.org/docs/default-source/oncology-policy-program/NCCN-Statement-on-Anti-Cancer-Drug-Shortages.pdf
https://www.nccn.org/docs/default-source/oncology-policy-program/NCCN-Drug-Shortage-Survey.pdf

EOM Participation




EOM Participating Practices Announced - Updated
July 12th

On June 27th, CMS announced information about practices who have committed to participating in the Enhancing Oncology Model (EOM) launching July 1, 2023
After the initial participant list was released, many practices commented publicly that they were no longer participating. CMS released an updated list on July 12th,

44 practices will participate in EOM
» Participating practices span across 26 states
e The original list of practices had:

e 67 practices

o 37 states

Of important note, ~34% of practices that will participate in
EOM did not participate in the Oncology Care Model (OCM)

New practices may have a steeper learning curve as they
adjust to the mandatory two-sided risk model

ADVI Source: CMS Email “CMS Announces Model Participants for the Enhancing Oncology Model (EOM)” June 27, 2023
Source: AJIMC Article “Unknown Number of Practices Drop From EOM as Deadline Nears; Billing Flaw Questioned” June 30, 2023

Participating Practices (link) I 23


https://innovation.cms.gov/media/document/eom-participants

Participating Practices

© EOM Participants’ Sites of Care

ADV| Participating Practices (link)

Source: Centers for Medicare & Medicaid Services


https://innovation.cms.gov/media/document/eom-participants

| EOM Participating Practices

Practices who participated in the Oncology Care Model

University of Alabama
Arizona Oncology Associates

HonorHealth Ambulatory
PMK Medical Group

Sierra Hematology & Oncology Medical
Center

Rocky Mountain Cancer Centers
Starling Physicians
American Oncology Partners

Cancer Specialists
Longstreet Clinic

Illinois Cancer Specialists

ADVI

Cancer and Hematology Centers of
Western Michigan

Comprehensive Cancer and Hematology
Specialists

Regional Cancer Care Associates
Christus St. Vincent Hospital
Oncology Associates of Oregon

Bryn Mawr Medical Specialists
Prisma Health University Medical Group

Tennessee Oncology

West Clinic

Texas Oncology

Oncology & Hematology Associates of
Southwest Virginia

Shenandoah Oncology

Virginia Cancer Specialists

Virginia Oncology Associates

Northwest Cancer Specialists/Compass
Oncology

Northwest Medical Specialists

Edwards Comprehensive Cancer Center



| EOM Participating Practices

Practices who DID NOT participate in the Oncology Care Model

Mercy Clinic Fort Smith Communities
The Oncology Institute CA

The Oncology Institute FL

The Oncology Institute TX

Torrance Health Association

University Medical Associates of the Medical
University of South Carolina

Appalachian Regional Healthcare

Trinity Health IHA Medical Group
HemOnc

Minnesota Oncology Hematology

Mercy Clinic Joplin

Bozeman Health Deaconess Hospital

Vidant Medical Group

Capital Health System

Tri-County Hematology and Oncology
Associates

MUSC Community Physicians

Self Medical Group



| EOM Participating Practices

US Oncology Practices in EOM

Arizona Oncology Associates
Rocky Mountain Cancer Centers
lllinois Cancer Specialists

Regional Cancer Care Associates

practices participated in
Shenandoah Oncology OCM

Virginia Cancer Specialists
Virginia Oncology Associates

Minnesota Oncology Hematology

Northwest Cancer Specialists/Compass Oncology
ADVI
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EOM Participating Practices

OneOncology Practices in EOM

Cancer and Hematology Centers of Western
Michigan

Tennessee Oncology

West Clinic

Note: All 3 OneOncology
practices participated in
OoCM
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