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• In-depth analysis of global pricing and
reimbursement controls, examining which
are important in the US market both
currently and in the future

• Best-practice recommendations to help
drugs companies capitalize on pricing and
reimbursement opportunities to maximize
drug ROI



Pricing and Reimbursement in the US: Innovation and robust pharmacoeconomic analysis are key
DMHC2192

For more information...
Contact Joanna Chertkow, Analyst

tel: +44 20 7675 7293 fax: +44 20 7675 7016            email: hcmarketing@datamonitor.com

Introduction
The US is the leading global drugs market in terms of sales and profit margin.
However, drug companies are facing an unprecedented number of challenges in
maintaining revenue growth: fewer drugs are being approved, a wide number of
blockbusters are facing patent expiry, and payers are implementing stringent
cost-containment policies in the face of sky-rocketing healthcare costs. 

With overall healthcare spending set to continue to rise, payers are targeting rising drug costs
due to their high visibility and negative press in the US. Cost containment in this area is making
pricing and reimbursement increasingly important. As a result, this is contributing to the shift
towards prioritizing innovation, and implementing strategies to maximize revenue in the face of
a wide range of drug pricing and reimbursement controls.

Key findings and highlights
• US drug developers need to prioritize pricing and reimbursement as an important factor in

drug development, and in particular should place significant emphasis on performing robust
pharmacoeconomic analysis to strengthen the case for setting a strong launch price and
securing adequate reimbursement.

• Drug developers should increasingly focus on securing strong pricing and reimbursement
justification before green-lighting me-too drugs. If it is not possible to clearly differentiate the
drug, then the developer should carefully assess potential ROI, and consider discontinuing
development if necessary to optimize resource allocation.

• To capitalize on changes to the pricing and reimbursement environment, drugs companies
must optimize pricing and reimbursement team interaction both internally with other teams
such as brand management, and externally with payer decision-makers.

Reasons to buy
• Review P&R trends in the US, based on Datamonitor analysis and primary research

conducted with key stakeholders in the industry

• Benchmark company performance against best practice P&R recommendations to develop
stronger P&R strategies

• Gain insight into how P&R fits into drug company strategy in the US and identify specific
opportunities and threats within this area
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Sample pages from the report

US Pricing and Reimbursement Key Opinion Leader, Pricing and Reimbursement in the US  

“...If, as an industry, we become much more efficient in innovation then the issue of
pricing and reimbursement disappears, in that the market will reward innovation...”
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EXECUTIVE SUMMARY
• Scope of the report

OVERVIEW OF THE US DRUGS MARKET:
IDENTIFYING WHY PRICING AND REIMBURSEMENT IS
IMPORTANT AND WHERE IT FITS IN
• Introduction: why is drug pricing and

reimbursement important?
• Pharma is facing a reduction in productivity
• Blockbuster patent expiries are also damaging Big

Pharma
• Pharma pipeline strategy needs to adjust to market

demands
• Public and private payers exert pressure on profit

margins
- Pressures on drug developers rise because

healthcare expenditure is set to continue to
increase

- Although drugs make up a relatively small
percentage of healthcare spending, they are a
highly visible target

- Spending on drugs is set to rise
• The drugs industry is being squeezed on drug

pricing and reimbursement

THE US HEALTHCARE SYSTEM
• Introduction
• There is a wide range of P&R stakeholders in the

US healthcare system
• An overview of private and public healthcare in the

US
- Private healthcare insurance dominates US

healthcare provision
- Public healthcare in the US covers a significant

percentage of the elderly and disabled
- A small but significant percentage of the US

population are uninsured
- A summary of the US Healthcare System

DRUG PRICING IN THE US
• Introduction
• Setting the price for a new drug
• An overview of pricing controls

- Drug pricing controls in the US
• An overview of government-led price controls

- Cost-plus pricing is not used in the US

- The use of profit controls is more of a European
measure than a US strategy

- Implicit reference pricing is set to be incorporated
into US cost containment strategies

- Price ceilings are used in the US but are not a key
pricing control

- Price cutting and price freezing do not play a
significant role in US cost containment

- Linking pricing with Consumer Price Index
• The use of pharmacoeconomics (PE) in US pricing

controls
- Using healthcare economics, outcomes research

and pharmacoeconomics to justify pricing
- Methodologies of pharmacoeconomic evaluation
- The use of pharmacoeconomics in HTAs
- Issues with pharmacoeconomic analysis

• Discounts and rebates have a significant impact
on US pricing
- The use of discounts and rebates in the public

arena
- Private payers in the US

• Modulating pricing while the drug is on the market

DRUG REIMBURSEMENT IN THE US
• Introduction
• Reimbursement favours innovation-focused drug

development
• A wide range of factors influence reimbursement

- Controlling doctors budgets is used in Europe but
is not widely used in the US

- Volume and expenditure limitations is not a key
reimbursement control in the US

- Tiered co-pay and formularies are key
reimbursement controls in the US

- Formulary access and Positive/Negative lists are a
popular cost containment tool in the US

- Taxes on reimbursed drugs
- Some countries require drugs to be included on

reimbursement lists of a number of countries
before reimbursement is granted

- Pharmacoeconomics and risk-sharing agreements
are increasingly important in the US

- Step therapy or fail first plays a central role in cost
containment in the US

- The role of restricting pharmacy networks in the
US
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US Pricing and Reimbursement Key Opinion Leader, Pricing and Reimbursement in the US

“...If we focus on large market 'me-toos' we will in the short term be probably fairly
successful - in the long run, we will be cutting our own throats...”

- Enforcing a switch to OTC status is another
reimbursement restriction tool

THE FUTURE OF PRICING AND REIMBURSEMENT IN
THE US: BEST PRACTICE RECOMMENDATIONS
• Introduction
• Best practice recommendations

- Recommendations focusing on improving how
P&R is carried out internally in a company

- Recommendations focusing on enhancing how the
company carries out P&R activities externally in
the marketplace

- Drug-specific recommendations
• The future of pricing and reimbursement in the US

APPENDIX : SUPPORTING DATA

TABLES
Table 1: NGO stakeholders in US healthcare
Table 2: Categories of Medicare coverage
Table 3: Quality improvement programs for PDPs and

MA-PDs
Table 4: Examples of macroeconomic pricing controls

used globally
Table 5: Advantages and disadvantages to CUA
Table 6: Examples of pharmacoeconomic analysis
Table 7: Examples of reimbursement controls used

globally
Table 8: Key recommendations to improve the use and

effectiveness of PE data in clinical trials

FIGURES
Figure 1: Key pressures facing drugs developers
Figure 2: NME & BLA approvals, compared to PhRMA

company R&D spend, 1990-2004
Figure 3: Biotechnology companies are set to show a

stronger 2004-10 CAGR than pharmaceutical
companies

Figure 4: The percentage of BLAs approved is falling,
while the percentage of NMEs is rising, 1990-
2004

Figure 5: Generic risk facing leading pharmaceutical and
biotech companies is rising through to 2010

Figure 6: Biotechnology drugs targeting therapeutic
areas related to an ageing population set to
experience stronger growth

Figure 7: US health expenditure set to rise steadily
through to 2010, at a higher rate than GDP
growth

Figure 8: Medical goods account for a relatively small
percentage of total healthcare expenditure in
the US, 2003

Figure 9: A large number of stakeholders makes the US
healthcare market highly complex

Figure 10: Private healthcare insurance dominates US
healthcare provision

Figure 11: PPOs were the most popular form of managed
care in 2005 in terms of the percentage of
patients offered different types of plans in 2005

Figure 12: Increase in US health insurance premiums
vastly outstrips increases in the rate of inflation
and earnings

Figure 13: Medicare spending, by type of provider, 2005
Figure 14: Part D enrollment is dominated by United

Healthcare, April 2006
Figure 15: Standard Part D Benefit Design for a higher-

income patient in 2006
Figure 16: Standard Part D Benefit Design for a lower and

middle-income patients, 2006
Figure 17: A number of factors impact on the IPPS

reimbursement, 2006
Figure 18: Factors influencing DRG weighting
Figure 19: Factors affecting drug pricing
Figure 20: A number of public and private bodies impact

drug pricing in the US
Figure 21: Different US pricing levels and schemes

command different drug discount levels, 2003
Figure 22: Globally, a number of factors can affect the

price of the drug following launch
Figure 23: A low percentage of drugs approved by the 

FDA undergo priority reviews
Figure 24: Best Practice Recommendations for P&R in the

US
Figure 25: PE tasks to carry out in each drug development

phase
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3M
Abbott
Accenture
Alcon Labs
Allergan
Almirall-Prodesfarma
Altana Pharma AG
Amersham
Amgen
Amrad
Angelini Acraf
Astellas
AstraZeneca
AT Kearney
Baxter
Bayer Healthcare AG
Beaufour Ipsen
Biochemie
Biogen Idec
Boehringer Ingelheim

Boots
Bristol-Myers Squibb
Cantab
Caremark International
Chiesi
Chiron
Chugai
CMC Co
Daiichi
Deutsche Morgan
Grenfell
Elan
Eli Lilly
Esteve
Flamel
Fournier
Gehe
Genzyme
Gilead
Gist Brocades

GlaxoSmithKline
IBM
Immuno AG
Johnson & Johnson
Jouveinal
LEK
Lipha
Lundbeck
Merck KGaA
Merck & Co
Millennium
Pharmaceuticals
Nabi Biopharmaceuticals
Novartis
Novo Nordisk
Pfizer
Pharmachemie
Pierre Fabre
Pliva
Procter & Gamble

Ranbaxy
Recordati
Sankyo
sanofi-aventis
Schering AG
Schering-Plough
Schwarz Pharma AG
Serono
Shire Pharmaceuticals
Solvay Pharmaceuticals
Takeda
TAP Pharmaceutical 
Teva
UCB
Uriach
Vernalis
Viatris
Wyeth
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“...89% of our clients use Datamonitor research
to develop competitive intelligence...”

Datamonitor: Your total information solution
Datamonitor is a premium business information company helping 5,000 of the world's leading
companies across the Automotive, Consumer Markets, Energy, Financial Services, Healthcare
and Technology sectors.

Our products and services are specifically designed to support our clients’ key business
processes – from corporate strategy to competitive intelligence. We provide an independent and
trustworthy source of data, analysis and forecasts to improve these processes and ultimately, to
help grow your business.

Corporate Strategy
& Business Planning

Product Development
& Commercialization

Targeting &
Influencing the Market

Market & 
Competitive Intelligence

Quality
Data

Expert
Analysis

Future
Forecasts

HELPING
TO GROW

YOUR
BUSINESS

Make more effective strategic
and business decisions

Accelerate delivery 
of commercial success

Assess and influence your
commercial and market

environment

Maintain or obtain critical
competitive advantage

Nothing speaks louder than our clients
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Subscribe to Healthcare Monitor
A monthly update of the latest Healthcare products, events, news and special offers from Datamonitor delivered to you
by email. To subscribe email your contact details to hcmonitor@datamonitor.com with subscribe in the subject line.

Interested in this topic?
Datamonitor’s 21st Century Insight portfolio provides access to detailed
research and analysis on a comprehensive range of strategic issues within the
global pharmaceutical industry, with actionable recommendations to support your
strategic decision-making.

-  Sales and Marketing

-  R&D and Licensing

-  Pricing and Pharmacoeconomics

-  Business Development.
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Global Generics Guide: Part 2 - Benchmarking country markets and strategic issues
An overview of generics in the seven major markets, with a review of policies and strategies
being implemented to promote generic use. Also examines key strategic issues in the market,
including M&A, authorized generics, and an update on biosimilars.
Published: Jun-06 Product code: DMHC2216

Parallel Trade in Europe and the US: Global Generics Guide: Part 1 - Benchmarking the
key players
Provides profiles of the leading companies in the generics industry, with an overview and
assessment of the various business model structures, and analysis of the leading companies'
performance in 2005 using a number of benchmarking measures. 
Published: Apr-06 Product code: DMHC2169 

The challenges facing pharma
Detailed analysis of the present situation and the future of parallel trade of prescription drugs in
Europe (between EEA countries) and in the US; an evaluation of strategies that pharma
companies can use to tackle the issue is also provided. 
Published: Apr-06 Product code: DMHC2187 

Medicare Part D - Its impact on US drug pricing issues and role as a driver towards
European style pricing mechanisms 
An evaluation of Medicare Part D and the impact it will have on US drug pricing trends, its role
as a driver towards a closer relationship with the private sector and as a potential driver for
European style pricing mechanisms to be used in the US. 
Published: Dec-05 Product code: DMHC2153                                                            
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