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Why is the U.S. Market Access Series worth your time?
• Access is the most important factor of success in the U.S. market
• Access can no longer be a commercial imperative but also must be a research
and development imperative
– Target Product Profiles should include the probability of technical, regulatory, and access
success

• A detailed understanding of the evolving U.S. marketplace is needed as an
input to research and development plans as early as Phase 1
– Key decisions include: indication order, indication breadth, payer mix, route of administration,
expected population size, key comparators, and expected list + net pricing
– This understanding must include a point of view for what the access environment will be at the
time of launch

• Failure to properly account for access nuances early will result in access
issues at launch that may be impossible to overcome
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U.S Market Access Series: Overview
Part 1- The Foundation: Providing the basics of
government and commercial coverage, reimbursement
and pricing to set the framework for your market access
strategy
Part 2 - Making it Real: Applying that framework to
hypothetical molecules to see how the framework can
highlight early stage actions to manage risk and better
position the product for commercial success
Part 3 - Future-Proofing: How to prepare for an
evolving market access environment increasingly
focused on value
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Part 1: The Four Foundational Questions
By the end of this session, you will know why these
are the four questions you should ask about every
asset in your pipeline:
Indication Mix and Order: What indications are
you studying for each molecule and in what order?
Payer Mix: What is the payer mix
for each indication?
Dosing: What is the expected dosing
for each indication?
Pricing: What is the pricing strategy
for each indication?

Hogan Lovells | 4

Part 1: Why Those Questions Matter
• Medicare – Parts A, B, and C

• Medicaid

• Commercial Payers and Medicare Part D
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Medicare

U.S. health care prescription drug spending – 2020

Medicare $109.9 billion

Other
- $16.7
billion

Employer
- $140.9 billion

Medicaid
- $34.5 billion
CMS: National Health Spending in 2020 Increases due to Impact of COVID-19 Pandemic (Dec. 2021)

→ Medicare ultimately
sets the standard in the
U.S. for how coverage
and reimbursement is
determined by other
public and private
payers
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Parts of Medicare
Medical Benefit

Pharmaceutical Benefit

Part A

Part B

Part C

Part D

Hospital insurance
benefits for the aged
and disabled

Supplemental
Medical Benefits

Medicare Advantage

Optional Prescription
Drug Benefits

• Covers drugs used in
inpatient settings
• Payment for drugs is
generally bundled into
payment for inpatient
admissions

• Covers physicianadministered drugs in
outpatient settings and
select self-administered
drugs
• Most drugs are separately
reimbursed using average
sales price (ASP)-based
rates

• Managed Care plans that
• Covers drugs not covered
provide Part A and B
by Parts A or B
benefits
• Reimbursement rates are
• Payment methods for drugs
negotiated by each plan
varies by plan

Enrollment as of October 2021: 63,964,675

Enrollment as of October
2021: 49,141,158

Source: CMS, “CMS Releases Latest Enrollment Figures for Medicare, Medicaid, and Children’s Health Insurance Program (CHIP)” (Dec. 21, 2021); available at
https://www.cms.gov/newsroom/news-alert/cms-releases-latest-enrollment-figures-medicare-medicaid-and-childrens-health-insurance-program-chip
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Will the drug be covered by Medicare Part B?

✓ Physician administered drugs
✓ Influenza, pneumococcal, and
Hepatitis B vaccines
✓ Select self-administered drugs:
blood clotting factors,
immunosuppressives,
oral cancer drugs,
oral anti-emetics
✓ Drugs administered at home
through DME
(infusion pumps and nebulizers)
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B vs. D: When is a drug “not usually self-administered by the patient”?
• By the patient: By the Medicare beneficiary, not a caregiver
• Self-administered: How the drug physically enters the body, not whether a physician
watches that process
• Drug: Medicare makes a single determination for the drug as a whole after
considering whether each indication is usually self-administered, and each indication’s
share of total usage
• Usually: More than 50% of the time for all Medicare beneficiaries who use the drug
Oral
Topical
Subcutaneous: chronic condition or frequent administration (≥1/week)

• Not usually:
Intravenous
Intramuscular
Subcutaneous: acute condition or infrequent administration (1/month)
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Medicare Payment for Drugs Varies By Setting
Executive Summary of Medicare Drug Payment Methods – 2022
Hospital Inpatient
(Medicare Part A)*
Physician Office
(Medicare Part B)*

Hospital Outpatient
Departments
(HOPD)
(Medicare Part B)*

Part D Prescription
Drug Benefit

•
•

Drugs are not separately reimbursed; hospital receives one payment for
all services during admission
New drugs might qualify for new technology add-on payment to
cover part of their cost

•

Separately reimbursed at ASP+6%

•

Some drugs are paid separately, others are bundled into
procedure payment
Separately paid drugs:
• With pass-through status: ASP+6%
• Without pass-through status: ASP+6%; ASP-22.5% if purchased under
340B

•

•

Self-administered drugs – Part D plan negotiated rates
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HOPD Packaged Drugs, Biologicals, and Radiopharmaceuticals
• Certain non-pass-through drugs, biologicals, and radiopharmaceuticals are
“policy-packaged”

Contrast
agents

Diagnostic
radiopharmaceutic
als

Drugs, biologicals, radiopharmaceuticals
that function as supplies when used in

Anesthesia
drugs

a diagnostic test or
procedure

a surgical
procedure

• Others are packaged because their per day costs do not exceed a cost threshold
– $130 in 2022
• Payment for all packaged drugs, biologicals, and radiopharmaceuticals is included in
the services and procedures with which they are reported
• Non-opioid pain management drugs with indication for pain management or analgesia
are separately paid in ambulatory surgery center settings
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From reported ASP to reimbursement rate
Single
BLA/
NDA
Single
HCPCS
Code

National Drug
Code (NDC) 1/
Indication 1

Units 1

ASP 1

NDC 2/
Indication 2

Units 2

ASP 2

WeightedAverage
Average Sales
Price (ASP)

106%
(physician
office)
106%*
(hospital
outpatient)

Weighted Average ASP Calculation per HCPCS Code
Units 1

ASP 1

Units 2

Part B **
Payment Limit
(Reimburse
Rate)

•
ASP 2

•
Units 1

Percentage add-on
can changes each
calendar year for
hospital outpatient
claims; currently
set at 106%
** Subject to
sequestration

Units 2

*ASP-22.5% for drugs acquired under the 340B discount program by non-exempt hospitals
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The Four Foundational Questions and Medicare
• Are there different indications planned?
– Will indications be approved under the same NDA/BLA?

• Will there be different dosing regimens, for the single or multiple
planned indications?
– Will those different dosing regimens include a mix of provider-administered vs. selfadministered routes of administration?

• Will there be differential pricing strategies, for any multiple planned
indications?
– Do you plan differential pricing, such as indication-based pricing?
– If a single NDA/BLA, how will those prices impact ASP at the HCPCS code level?
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Medicaid

Medicaid
• Payer of Last Resort: Medicaid is always secondary to Medicare
– Medicaid typically covers most (if not all) of a patient’s Medicaid out-of-pocket (OOP)
obligation

• Full Medicaid Rebate Due:
– Statute gives State right to full (not pro-rated) rebate if “any” payment is made by the
Medicaid program
– That means the rebate can exceed the state expenditure

• If Medicaid is Primary?
– Coverage required for all drugs of a manufacturer that participates in the Medicaid Drug
Rebate Program

– Reimbursement formula can vary by state, but likely tied to
– ASP for Part B drugs
– Pharmacy acquisition costs for Part D drugs
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Medicaid – It’s all about the rebate
• Calculated quarterly and tied to market prices
–

Manufacturers report quarterly “average manufacturer price” and “best price” per product to determine
rebate amount

–

Rebate is paid to state Medicaid programs on every unit paid for, in whole or in part, under FFS and MCO structures

–

No rebate due if product is not paid for separately

• Tied to NDC-9 and launch price
–

Distinct pricing data, and therefore rebate amounts, calculated for each dosage form and strength of
each distinct drug, with distinct NDC-9s as a proxy

–

Rebate amount includes add-on “additional rebate” for price increases that outpace inflation
–

“Base date AMP” is the AMP for first full quarter of sales and is the baseline used for to measure price increases for
the lifetime of the product

–

“Line extensions” of solid oral dosage forms measure those price increases by reference to the launch price of earlier
version(s) of the same drug

• Why your “best price” matters
–

The lower your “best price” to the commercial market, the higher your rebate to Medicaid

Hogan Lovells | 17

The Medicaid Rebate Calculation for NDA/BLA Drugs
Total Unit Rebate Amount (URA)*
Per Dosage Form and Strength Per Distinct Drug (NDC-9)
Additional Rebate***

Basic Rebate

AMP

x

+

Greater of

AMP

*
**
***
****

Curr
CPIU

23.1%
17.1% **

-

BP

AMP

-

Base
AMP

x

Base
CPIU
****

URA is capped at 100% of AMP. Beginning in January 2024, the URA will no longer be capped.
Products approved exclusively for pediatric indications, and clotting factor products
Measured using the Consumer Price Index Urban (CPIU); negative results ignored. Alternative formula applied to products that qualify as line
extensions.
Base CPIU for the month preceding Base AMP quarter
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The Four Foundational Questions and Medicaid
• Are there different indications planned?
– Are any indications eligible for the 17.1% minimum rebate?
– Can the different indications be treated with different dosage forms/strengths/NDC-9s?
– Will any follow-on NDC-9s qualify as line extensions?

• Will there be different dosing regimens, for the single or multiple
planned indications?
– Can the different indications be treated with different dosage forms/strengths/NDC-9s?

• Will there be differential pricing strategies, for any multiple planned
indications?
– Will any differential pricing result in price increases to a single NDC-9 that outpace
inflation?
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Commercial Payers
and Part D

U.S. Payers Have Participated in Significant Consolidation Over the
Last 5 Years
2022

2017

CVS
Health

Aetna

Anthem

Cigna

Express
Scripts

Pharmacy
Benefit
Manager
Health Plan
Specialty
Pharmacy
Retail
Pharmacy

Rebate
Management
Organization1

Prime
Therapeutics

Consolidation

United
Healthcare

United
Healthcare
Emisar

CVS
Health

Anthem

Cigna

Prime
Therapeutics

Zinc Health

Pharmacy Benefit
Manager
Health Plan
Specialty
Pharmacy
Retail Pharmacy
Provider Care
(Primary Care, Urgent Care,
Home Health, Hospice, etc.)

Corporate
Alliance

Top 5 integrated Health Plan + Pharmacy Benefit Manager intermediaries
control ~85% of pharmacy prescriptions and manage ~50% of health plan members
Source: Review of Drug Channels Institute, Forbes, U.S. Census Bureau, and company reports
(1) Rebate Management Organizations are new legal entities that negotiate with manufacturers for discounts on behalf of one or more Pharmacy
Benefit Managers, creating greater negotiating leverage and potentially creating an opportunity for greater retention of discounts and fees received
from manufacturers.
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Decision Making Power within PBMs Generally Falls to Three
Groups, Who Have Distinct Roles and Responsibilities
Clinical Team
Evaluate clinical effectiveness, design clinical programs

Industry Relations Team
Negotiate rebates with manufacturers

Pharmacy & Therapeutics Committee (P&T)
Typically chaired by clinical team leader, consists of mainly
independent, practicing physicians

Business /Economic Impact Committee
Typically chaired by leader of trade relations, consists of
inside senior business leadership

Comprehensive Therapy Evaluation
• Analysis of prior authorizations, step edits, quantity limits
• Project potential rebates and net plan costs
• Divisional leaders develop recommendations for
committees

Final Formulary Recommendations
Final formulary recommendations from clinical perspective
regarding formulary mandate (may not / can / must
add to formulary), copay tier placement, and clinical
program design

Final Formulary Decisions
• Impact on member health
• Impact on client net plan costs
• Impact on sales & marketing
• Impact on organizational profitability

Hogan Lovells | 22

Commercial: The Manner in Which Intermediaries are Measured
by Their Clients Impacts Market Behavior

Medical Insurer:
Manages the “Medical Benefit”

$1,200
Hospital’s “Charge Master” Price
aka “List Price”

$1,200

PBM:
Manages the “Pharmacy Benefit”

Drug’s “WAC” Price
aka “List Price”

$450

($750)
Insurer’s “Contractual Adjustment”
aka “Discount”

($750)
PBM’s Formulary “Rebate”
aka “Discount”

Hospital's Net Billings
aka “Negotiated Price”

$450
PBM’s Net Price for Drug
aka “Negotiated Price”

Ever increasing PBM rebate guarantees can yield
a substantial barrier to access and drag on net price
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Commercial: PBM Rebates and Market Access
$500 List Price & $350 Net Price

$350 List Price & $350 Net Price

$125

$50

Pharmacy
Patient

Pharmacy
Patient

$375
$375

$300
$300

$150
$100
Employer

$100
PBM

Innovator

Employer

PBM

Innovator

Patient

Employer

PBM

Innovator

Patient

Employer

PBM

Innovator

Pays $125

Pays $275

Retains $50

Discounts $150

Pays $50

Pays $200

Loses $100

Discounts $0
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Medicare Part D: Plan Rebates in Excess of Plan Expenditures
Leveraged to Lower Premiums and Attract Members
Benefit Phase:

Patient
Out of Pocket =
5%

Catastrophic
Coverage

$11,000
$10,000

← Patient
pays 5%

Plan
pays 15%

Government pays 80%

Implied Average Catastrophic Coverage
Limit = $10,235*

$9,000

Coverage Gap
(“Doughnut Hole”)

$7,000
$6,000

Patient Average
Out of Pocket =
$2,915*

Patient
pays
25% /
$1,475

Manufacturer
pays 70% / $4,135
Plan pays
5% / $295

$5,000

←

$8,000

Initial Coverage Limit = $4,430

$4,000

Initial Coverage
Period

$3,000
$2,000

Patient
pays on
average
25% / $995

Plan pays on average 75% / $2,990

$1,000

Deductible

$0

Patient pays on average 100% / $445

Deductible = $445

* Value based on a patient that uses no generic medications. Actual limit achieved once patient reaches True Out of-Pocket
Costs (TrOOP) limit of $7,050. Only Patient and Manufacturer payments are credited towards TrOOP.
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The U.S. Access Environment will Remain Under Pressure

Overall U.S.
Healthcare
Expenditures
Stagnate

Net
Prices Decline

Patient
Affordability
Policies

New
Disruptors
Emerge

Politics
of Price
Intensifies

New
Intermediaries
Emerge

Ease of Access
Further
Degrades

Future landscape remains unpredictable → agility key to success
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Ending with the beginning
• Market Access key decisions to consider early:
– Indications: Order and breadth
– Payers: Mix, as well as medical vs. pharmacy benefit
– Dosing: Route of administration

– Pricing: Including considerations for expected population size, and expected list + net
pricing

• Future Proofing: This understanding must include a point of view for
what the access environment will be at the time of launch
• Failure to properly account for access nuances early will
result in access issues at launch that may be impossible to
overcome
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Questions?

Contact us
Alice Valder Curran

Beth Roberts

Partner, Hogan Lovells
Washington, D.C.

Partner, Hogan Lovells
Washington, D.C.

Alice.Valder.Curran@hoganlovells.com

Beth.Roberts@hoganlovells.com

+1 202 637 5997

+1 202 637 8626

Kave Niksefat
General Manager, Inflammation
Business Unit, Amgen
Los Angeles, CA
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