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» The materials and information provided in this presentation are for informational purposes
only and not for the purpose of providing legal advice. The information contained in this
presentation is a brief overview and should not be construed as legal advice or exhaustive
coverage of the topics. You should contact your attorney to obtain advice with respect to any
particular issue or problem. Statements, opinions and descriptions contained herein are based
on general experience of Frier Levitt attorneys practicing in pharmacy law and are not meant to
be relied upon by anyone. Use of and access to this presentation or any of the materials or
information contained within this presentation do not create an attorney-client relationship
between Frier & Levitt, LLC (or any of its attorneys) and the user or viewer.

* All product and company names are trademarks™ or registered ® trademarks of their
respective holders. Any use of such marks is for educational purposes and does not imply any
affiliation with or endorsement by them.
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Harini Bupathi, Esq. is an associate in Frier Levitt’s Life Sciences practice
group. Harini’s practice focuses on counseling different types of pharmacy
providers, including dispensing physician providers, on their relationships
with Pharmacy Benefit Managers (PBMs) and other similar payors. She
advises clients in a wide range of PBM-related matters including network
access, audits, termination, wrongful recoupment actions, and fraud,
waste, and abuse investigations. Harini utilizes her knowledge and
experience to counsel on strategies and best practices to avoid any
adverse action from payors and PBMs and to prevent action from
regulatory agencies.
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LEARNING OBJECTIVES

:I"’:?'?'f-?-j 1 Discuss the current pharmacy benefits landscape to identify
____barriers to entry for various PBM networks

2. ldentify payor network admission criteria for various PBM
networks and understand the legal tools providers can leverage

3. Examine PBM-imposed terms and conditions, including
reimbursement and DIR fees

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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GLOSSARY

- “Disp'ensing Physician Practices’ refers to practices that
______dispense medication pursuant their plenary medical license,
_where permitted by law. They do not hold a pharmacy license.

_» “Physician-Owned Pharmacies’ refers to practices the dispense
medication through a licensed retail pharmacy. The licensed
retail pharmacy may be the same entity as the medical practice.

» “Community Oncology Practices’ refers broadly to both
Dispensing Physician Practices and Physician-Owned Pharmacies.

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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NETWORK ACCESS
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PBM PAYOR PROBLEMS

- Common “slow-rolling” of network applications to PBM networks

(i.e. CVS Caremark)

-‘I(Dlomplete barriers of entry into PBM networks (i.e. Medimpact and
rime)

. FEP-BCBS Switch to CV5S Caremark and Exclusion of Community
Oncology practices

» New York Medicaid FFS Carve Out and Exclusion of Dispensing
Physicians

» TRICARE reimbursement rates and provider network terminations

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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Federal Employee Program (FEP)-BCBS

L hsof January 1, 2022, CVS Caremark took over administration of specialty
__and mail order pharmacy for FEP-BCBS

. Hlstorlcally, community oncology practices (including PDPs) were able to
participate in general networks and could dispense LDDs, particularly were
__Walgreens + Prime Alliance did not have access.

» Now, there has been an increase in denials and/or directing of patients to
CV5 Specialty.

» In response, CVS Caremark has claimed that under FEP guidelines,
dispensing physician practices cannot be added to FEP networks and can be
considered “"Non-Preferred Providers.”

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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Express Scripts and TRICARE

~ Express Scripts entered into a new 3-year contract with the Department of
____Defense to serve as PBM for the TRICARE program.

» As aresult, in late July 2022, Express Scripts sent notices to network
pharmacies and PSAOs about new network terms and conditions, including
reimbursement rates. Express Scripts provided a limited time period to
accept the terms.

» Express 5cripts has been notifying patients of providers that did not accept
the new rates that their provider is no longer in TRICARE networks as of
October 24, 2022 and should obtain pharmacy services from Accredo.

» Approximately 15k pharmacies will no longer participate in TRICARE’s
networks.

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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United States
Healthcare System

types of coverage
as of Summer 2017
Total Pop.: ~323.5M*

Exch g h d( bsidized)

Basic Health Program

Individual Market
(ACA exchanges, subsidized)

ACA Medicaid Expansion
(newly covered)

ACA Expansion
(prev. covered)

CHIP (children)

Children
(traditional)

MEDICAID/
CHIP: ~74.4M

(~9M dual eligibles)

(*category total higher due to
some people having more
than 1 type of coverage)

Charles Gaba/ACASignups.net

Adults (traditional)

DUAL ELIGIBLES
(Medicare + Medicaid)

<65
<65 traditional ~—
traditional 65+ 3
w/MediGap MC Advantage 65+
traditional
w/MediGap

M ED'CARE: Lo 5 7 M (~9M dual eligibles)

65+
traditional

1 eligible for Medicaid

2 eligible for CHIP

3 caught in Medicaid Gap

4 undocumented immigrants
5 eligible for some tax credits
6 ineligible for any tax credits

Large Employers
(large group market)

EMPLOYER

(group)
MARKET:

~155M

Small Employers
(small group market)

Public Employees
(FEHB/state/local)

Military

(TriCare/VA)
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Type of Plan Impacts
What Law Applies
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FEDERAL ANY WILLING PROVIDER LAWS

Federal Any Willing Provider Law - 50 States &
Washington D.C. (Medicare Part D)

Federal Freedom of Patient Choice Law
50 States & Washington D.C.
(Medicare Part D)
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State Any Willing Provider Laws

State Anti-Mandatory Mail Order Laws

w
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NEW JERSEY ANY WILLING PROVIDER LAWS

-" New Jersey law requires that insurance companies allow subscribers
_ to select a pharmacy or pharmacist of their choice

« New Jersey Any Willing Provider Law mandates that “[N]o pharmacy...shall be
denied the right to participate as a preferred provider or as a contracting
provider, under the same terms and conditions currently applicable to all
other preferred or contracting providers’ if the pharmacy accepts the terms
and conditions. i.e. N.J. Stat. Ann. § 17:48-6]

» New Jersey s AWPL is applicable to Commercial insurance and

Medicaid Plans alike

» Limitation on dispensing does not apply to dispensing in the
oncological context N.J.5.A. 45:9-22 .11

Copyright 2022 Frier Levitt LLC
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MANDATORY WHITE BAGGING

. In mid-2020, several larse payors took virtually identical conduct to require that in-office
_infused medications be filled at the Payor’s wholly-owned specialty pharmacies or
___removing the ability altogether of providers to source and seek reimbursement for
____medications administered in their facilities.

» S0me states have express ' Anti-Patient Steering Laws’ which generally prohibit healthcare
providers from agreeing to send prescriptions to a particular pharmacy. New Jersey law
'- Erovides that "[i}t shall be unlawful for a pharmacist to enter into an arrangement with a
ealth care practitioner who is licensed 1o issue prescriptions, or any institution, facility, or
entity that provides health care services, for the purpose of directing or diverting patients to
or from a specified pharmacy or restraining in any way a patient’s freedom of choice to select
a pharmacy.” N.J. Admin. Code 8 13:39-3.10

Practices must
demand PBM
adherence to

the law

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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COVERAGE
AND

REIMBURSEMENT
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DEPARTMENT OF HEALTH & HUMAN SERVICES
s odaca. tedicasd .

NTER FOR MEDICARE

TO: All Presciiption Drug Plan and Medicare Advantage-Prescniption Drug Plan
Sponsors
Cyntlua G. Tudor, Ph.D.. Durector, Medicare Drug Benefit and C&D Data Group
RE: Medicare Presciption Drug Benefit Manual — Chapter 5

DATE: September 20, 2011

CMS 1s pleased to release updated Chapter 5 of the Medicare Prescription Drug Benefit Manual
(Benefits and Beneficiary Protections). The revisions to Chapter 5 reflect changes previously
released in the final regulations published in the Federal Register on Apnl 2010 and 2011
and 1n the Calendar Year 2012 Medicare Advantage Capitation Rates and Medicare Advantage
and Part D Payment Policies and Final Call Letter released on Apnl 4, 2011

Specifically, CMS

Added the defimtions of “Apphcable beneficiary.” “Apphicable drug. “Coverage Gap.  and
Non-applicable drugs™ to the definition section.

Updated the description of Standard Prescription Drug Coverage and Alterative

Prescniption Drug Coverage to address comsurance m the coverage gap.

Clanified exasting policy with respect to “Free first fill programs™ by specifying that, for a

new prescription, such programs must apply to both a beneficiary switch from a brand-name

medicaton

Supulated in the section Enhanced Altemative Gap Coverage that sponsors wall no longer

indicate their level of gap coverage in the Plan Benefit Package (PBP) software, but rather,

CMS wll quantify each plan’s gap coverage and assign appropnate descriptions

Clanfied existing policy 1n the section Restnictions on the Offening of Enhanced Altemative

Coverage by MA Orgamizations to ensure that MA orgamzations offer at least one option for

Part D coverage for supplemental premuum at the cost of basic prescription drug coverage

and announcing that two questions have been added to the PBP to help ensure thus

requirement 1s bemng met

Added a new section Coverage Gap Coinsurance

Clanfied and updated exasting policy regarding dispensing fees to reflect the long-term care

dispensing requurements effective January 1, 2013

Updated the section Ensunng Meanngful Differences i1 Approved Bids to reflect that CMS

wall only approve a bid subnutted by a sponsor if its plan benefit package or cost structure 1s

meanmgfully different from other plan offermgs by the sponsor w the same service area with

respect to key charactenstics

www irierlevitt com
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CMS stated that “offering pharmacies
unreasonably low reimbursement rates for
certain ‘specialty’ drugs may not be used to
subvert the convenient access standards. In
other words, Part D sponsors must offer
reasonable and relevant reimbursement
terms for all Part D drugs” as required by the
AWPL
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MEDICARE PRESCRIPTION DRUG BENEFIT
MANUAL, SECTION 5.50.3
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“WILLYARD ANALYSIS” - THE IMPACT OF IMPROPER
ADHERENCE MEASUREMENTS ON DIR FEES

PBMs use “adherence’” measurements to
calculate DIR fees

« Poor adherence increases DIR fees

THE DIR LABYRINTH: HOW CONFLICTING » Dr. Darrell Willyard article: PBMs use patient
ADHERENCE RULES HAMPER MID CLINICS / /
s - adverse events and appropriate drug holidays, to

@ H inappropriately hurt "adherence rating”

» Failure to accurately measure true adherence
violates provider contracts and applicable law

» Providers can successfully challenge DIR fees
based on flawed adherence measurements

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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2020 CVS CAREMARK MEDICARE PART D PERFORMANCE
NETWORK PROGRAM™: TRIMESTER 3 REPORT

20 CVS Caremark Medicare Part D Retail Performance Network Program™: Trimester 3 Report

Network

s =ty _ How Does Caremark Calculate the Final Overall

72 B(7.5-9.5)

ensoten Performance Score (FOPS)?

How Does C(Caremark Calculate the Variable
73 B (10.0-12.0) 445,690 Rate/DIR Fee %?

What Portion of Your FOPS is Based on Your Data?

What is the Impact of Blank Cells and Mean
Imputation?

How does Caremark Calculate Specialty Medication
Adherence for Specialty Providers? What Does
Caremark Not Measure?

www irierlevitt com Copyright 2022 Frier Levitt LLC
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EXPRESS SCRIPTS DIR FEES

DIR Fees collected prior to payment as adjustments

. P_i?ogram based on opaque performance metrics that
___may not be relevant to specialty oncology providers

+ DIR Fees based on a percentage of Average Wholesaler Price "‘tﬁ
. 2 g verag \9

(AWP)

» Up 1o 6% of AWP and is more consequential to specialty providers
dispensing high priced medications

» Potential return of DIR Fees, but only for the top 1% of providers
Express scripts deems “high performers’

» Not anticipated to include specialty providers due to utilization of
Inapplicable metrics

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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RECENT UNSEALED DIR FEE CASE VICTORIES HIGHLIGHT
UNFAIRNESS OF PERFORMANCE METRICS

Senderra Rx Partners, LLC v. CVS Health Corporation et al., No. 2:19-cv-05816 (D. Ariz.)
___» 531 million award returning DIR Fees to the pharmacy, along with attorneys’ fees, interest, and costs

» Laremark et al. v, AIDS Healthcare Foundation, No, 2:21-¢cv-01913 (D. Ariz.)

_ » 573 million award including 100% of DIR Fees, reasonable attorneys’ fees and costs

: » Caremark has not paid this award, and instead has sought to vacate the judgment

Mission Wellness Pharmacy, LLC v. Caremark, LLC et al., No. 2;22-cv-00967 (D. Ariz.)

» 53 6 million award including 100% of DIR Fees, pre-judgement interest, attorneys’ fees and costs

_» Laremark has not paid this award, and instead has sought to vacate the judgment (Caremark also unsuccessfully fought
ettorts to unseal the federal court proceedings)

PBMs employ a variety of tactics to suppress any effort to hold them accountable:

s Confidential arbitrations

» Prohibitions on class, coordinated, consolidated or even multiparty actions

Fee shifting provisions (including requirement for providers to place $50,000 or more into escrow to initiate a dispute)

Panel of three arbitrators costs of which must be borne equally by provider

Discovery limitations (including limitations on depositions and paper discovery, and prohibitions on seeking discovery on other
disputes with other providers)

6-month statute of limitation to bring claims

Contractual attempts to limit damages and interpretation of laws (including any willing provider law)

wwwirierlevitt. com Copyright 2022 Frier Levitt LLC
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QUESTIONS?
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Let's continue the conversation

ite: frierlevitt.com

. _ Harini Bupathi, Esq.
kedin: linkedin.com/company/frier-levitt-llc hbupathi@frierlevitt.com
N 1t or: @Ffié_rLé e 973.618.1660
\ Offlce :'84"Bl0(')mfield Ave, Pine Brook, NJ 07058
_NYC_Ofﬁée: 101 Greenwich Street, Suite 8B,
___New York, NY 10006

_ 'Www.fr_ierlevitt.com



