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Article Summary

This article provides a brief strategic overview of the
types of constraints that manufacturers must overcome in
order to implement a successful global product launch
and determine the optimum price.
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ESCALATING HEALTHCARE COSTS, increasing
sophistication of insurers and regulators, and heightened
investor expectations continue to compel pharmaceutical
manufacturers to become more effective at pursuing all
available sources of revenue. These pressures are emerg-
ing globally, with countries seeking a variety of conces-
sions from pharmaceutical manufacturers. Effective glob-
al launch of a new pharmaceutical therapy must account
for reduced pricing freedom and a tangle of country-spe-
cific regulations. Efforts to rationalise regulatory regimes
and promote international trade further contribute to an
environment in which pharmaceutical manufacturers
must manage product launches globally in order to meet
revenue and profit expectations.

There are many rewards to reap from effective global
launches, but today’s approach requires strategic consider-
ations that might differ fundamentally from past experi-
ences. Successful global strategies must negotiate prof-
itable prices in a fragmented and idiosyncratic environ-
ment, predict proper launch timing, mitigate parallel
import losses, minimise the effects of reference-based
pricing, and establish consistency in pricing and reim-
bursement levels across markets and time. An acknowl-
edged effective approach to global launches allows the
development of potentially valuable global brands, gener-
ates in-licensing opportunities and maximises global prof-
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Of course, this tension is merely the first of many hur-
dles faced by manufacturers pursuing global product

launches. Others include price maintenance, unilateral reg-
ulatory price changes, managing price negotiations, and
sequential launch timing. Underlying all of these con-
straints is the spectre of parallel imports, which can mag-
nify the scope of price concessions by eroding sales in
profitable markets.

DETERMINING THE GLOBAL LAUNCH STRATEGY

A successful global launch strategy includes far more than
determining price. As shown in Figure 2.1, the typical
launch issues, including product positioning, price deter-
mination and reimbursement negotiations, must include
an evaluation of the factors that affect the launch and life
cycle of the new therapy. For example, a profitable global
launch strategy must:

* Demonstrate the clinical attributes of the therapy
against products

* Protect against the possibility of a generic or new
competitive entry

* Incorporate each country’s healthcare system and
physician prescribing patterns

* Cater to country-specific regulatory environments
while successfully negotiating profitable prices.

Price determination should be the culmination of
demand analysis based on market research, account seg-
mentation, health outcomes analysis and evaluation of
regulatory constraints. The significance of different deter-
minants of launch prices varies by geography; emphasis
on health outcomes analysis and the risks of parallel trade
is pronounced in Western Europe whereas the impor-
tance of managed care and account segmentation analysis
is dominant in the US. Figure 2.2 provides a summary of
these pricing factors, each of which is described in detail
below.

Figure 2.1 - Strategic considerations for global product launch
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Figure 2.2 - Determining optimal global price
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DEMAND ANALYSIS

Understanding the dynamics of prescription use is of
critical importance to developing an optimal pricing strat-
egy. Across different countries and physician types, the
propensity to use a particular therapy and, as a result, the
willingness to pay for a therapy, vary greatly. Demand
analysis focuses on three critical questions:

* Who ate the key decision makers for the use of this
therapy?

* How do the price sensitivities of key decision makers
affect use?

* How do prescribing preferences vary across markets
of interest?

KEY DECISION MAKERS

A fundamental truth underlies all prescriptions and pro-
vides constancy when considering global product launch:
physicians know which therapeutic options ate best for
their patient. Provided a new pharmaceutical offers clini-

of therapy begins in the hospital). Further, the reimburse-
ment decision allows differential support across therapies;
not only can a payer exclude some drugs from considera-
tion, but that payer can also demonstrate preferences
among covered drugs by altering the degree or ease of
reimbursement, as is the case with multi-tiered formula-
ries in the US.

Patients can play a significant role in the prescribing deci-
sion, especially for certain types of therapies under cer-
tain healthcare systems. Granted, patients often defer to
their physicians when considering therapeutic options, but
with the increase in ‘lifestyle’ products, the broader avail-
ability of health information and direct-to-patient market-
ing initiatives, patients increasingly express a preference
for a particular therapy. In certain markets (e.g., the US),
patients also have a direct financial incentive to guide
their drug decisions, as cost-sharing requirements can
result in higher costs for certain therapeutic options.

PRICE SENSITIVITIES

As noted above, key decision makers might be price
insensitive, depending on the regulatory structure of the
market. Some countries, such as Japan, have regulatory
systems that provide economic incentives for physicians
to use certain therapies. Some European markets discout-
age physicians from higher priced therapies by establish-
ing physician budgets for prescriptions. Similatly, coun-
tries vary greatly in the degree to which patient price sen-
sitivity is encouraged or structured in local regulations.
Payer price sensitivity, of course, is a redundant phrase as
payers are universally interested in methods to reduce
prices. Pharmaceutical managers should have a firm
understanding of the local dynamics among these three
parties when establishing a launch strategy. Integrating the
results of these analyses would reinforce a tailored
approach to maximise returns.
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in clinical guidelines. Which guidelines are followed, the
extent to which guidelines encourage the use of particular
products and the speed with which guidelines are adopted
provide significantly different prescription patterns across
countries.

MARKET RESEARCH: IDENTIFYING THE DEMAND FOR
PHARMACEUTICALS

The goal of demand analysis is to craft a research agenda
that speaks to all three research questions, while also pro-
viding insight into segmentation and health outcome
strategies. Market research provides the raw information
to address these concerns, but only if designed well and
fielded correctly. Effective market research must provide
information on all key decision makers. In general, market
research should evaluate the share response to changes in
the status of competing products; the share response to
clinical attributes, indications, efficacy and patient profiles;
price responsiveness; physician response to financial
incentives and disincentives for prescribing; and patient
awareness and willingness to pay.

The particular market research design used to provide
competitive information for a new product launch
depends greatly on the therapy, existing and expected
competitors, key decision makers and clinical factors.
However, there are a number of practical suggestions that
apply to market research in general. First, key decision
makers must be placed in realistic trade-off situations.
Not only does this provide the most accurate forecast of
market demand, but it also keeps the respondent engaged
in the survey process. Physicians asked to consider an
unfeasible collection of product attributes, or patients
asked about their willingness to pay an exceptionally high
cost, are likely not only to provide poor responses, but
their frustration regarding poor scenario construction will

available alternatives. The particular type
research employed (e.g. monadic, discrete choice
affect the extent to which respondents can manipulate
market research to bias the results.

Finally, the third characteristic of effective market
research is short, focused survey instruments. The instru-
ment needs to focus on the ‘need-to-know’ issues (identi-
fied eatlier in the analysis of strategic options for the
launch) and not be hijacked to satisfy a myriad of ‘nice-
to-know’ questions. There is an implicit trade-off when
considering the length of a survey instrument: collecting
more data from each individual respondent risks respon-
dent fatigue against the higher cost of a larger sample size
(the ‘no data versus bad data’ scenario).

Armed with effective market research data, manufacturers
can understand the dynamics of prescription patterns for
a new product and its competitors. Market research allows
construction of share, revenue, profit-maximisation and
competitor-reaction curves for each global market and
market segment. The results of market research analysis
can be evaluated at the subgroup level to inform segmen-
tation analyses and health outcome trial designs, and
aggregated across groups to the national or pan-European
level.

ACCOUNT SEGMENTATION

A fundamental first step in determining an optimal price
is to prioritise the opportunities available from those who
might purchase or use the therapy, including patients,
physicians and payers. Not all purchasers will have the
same sensitivity to price, and not all will purchase similar
volumes. The goal of an optimal pricing strategy is to
accurately predict the price sensitivity, willingness to pay
and expected purchase volumes of customer groups.
Effective segmentation analysis will answer four questions
across the global customer population:

* Which segments of the market are price sensitive?

segmentation
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HEALTH OUTCOMES AND PHARMACOECONOMICS

The value of health outcomes and pharmacoeconomic
analysis depends largely on the structure of the local
healthcare system. In countries where governments nego-
tiate reimbursement levels (e.g. France, Spain and
Australia), health outcomes research is essential to
demonstrate the cost effectiveness of a new therapy. In
countries where reimbursement is traditionally negotiated
with non-government payers (e.g. the US), health out-
comes analysis has traditionally played a less important
role (though health insurers in the US increasingly recog-
nise the value of health outcomes research).

An effective global launch strategy must incorporate
health outcomes research. Not only can an effective
health outcomes strategy help to demonstrate the efficacy
of a new therapy, compelling health outcomes research
can speed time to market by anticipating the clinical or
cost-effectiveness concerns of regulators. To achieve this
end, manufacturers must conduct a basic evaluation of
health outcomes needs in the principal countries for com-
mercialisation well in advance of regulatory filing, In fact,
clinical trials data used in health outcomes research
should be structured to include endpoints of interest to
countries of interest. Such anticipatory planning requires
that manufacturers identify issues and endpoints of inter-
est sufficiently far in advance to structure the clinical trials
to include these endpoints.

Such foresight is often elusive, but the pay-off is often
worthwhile. Anticipatory data collection can obviate the
need for costly follow-up trials. Addressing country-spe-
cific concerns in advance can avoid costly delays in the
time to market for new product launch or restrictive
product labeling. Finally, compelling cost-effectiveness
data can constitute a powerful tool in price and reim-
bursement negotiations with regulators and private payets.

PARALLEL TRADE

The risk of parallel trade, not to mention the court of
public opinion, requires that a profitable global launch
strategy explicitly consider price differentials across mar-
kets. Parallel trade describes the process in which large
price differences among country markets makes it prof-
itable for an arbitrageur to purchase pharmaceuticals in
one country market and sell them in another. Parallel
imports are particularly prominent in the EU, where trade
liberalisation efforts have minimised the costs associated
with trade while disparate regulatory policies have encour-
aged price differentials across markets. Expected enlarge-
ment of the EU will only exacerbate the range of price
variability.

Parallel trade diverts additional product revenues from the
manufacturer to those who move the pharmaceuticals

from one market to another. Spain is a standard example.
Low prices have led arbitrageurs to purchase pharmaceu-
ticals in Spain and export them to countries with higher
prices, such as Germany or the UK. In such a transaction,
the manufacturer loses the value of the sale in the
importing country, realising only the lower priced sale in
Spain.

In addition, parallel trade imposes other costs on manu-
facturers, including market forecasting, liability assessment
and mitigation, and volatile manufacturing requirements.
The liability assumed by the manufacturer when a prod-
uct packaged in one country and distributed in another
(which might have a different national language) is often
unclear, leaving manufacturers to assess and address
potential claims. Manufacturers must also forecast the
sales for both exporting and importing countries in order
to minimise the risk of product shortages or unexpected
production runs. Manufacturers can work with local gov-
ernments to address some of these concerns. For exam-
ple, some countries are experimenting with ‘clawback’
policies intended to recoup some of these profits accru-
ing to parallel traders, but these benefits accrue to payers
(or patients) rather than pharmaceutical manufacturers.

Understanding the potential effects of parallel trade is
complicated by several emerging trends. First, the increas-
ingly extensive price negotiation required in some country
markets generates uncertainty regarding the eventual price
band for the new product. More troubling is that many
countries use reference pricing policies, which potentially
increases the number of markets from which parallel
trade exports could ensue by basing reimbursement on
countries with the lowest prices/reimbursement levels.
Each of these issues is now explored in detail.

PRICE NEGOTIATIONS

A stark and immediate consideration for pharmaceutical
manufacturers used to launching pharmaceuticals in the
US, UK or Germany is that few other global markets
allow free pricing, Instead, there is often a period of time
between regulatory or technical approval and commercial-
isation, during which manufacturers negotiate with regula-
tors to establish the price at which the new product will
be marketed, or at least reimbursed.

Price negotiations are often protracted. In France, price
negotiations have an average duration more than twice
that for the rest of Europe. In addition to price, these
negotiations might also require other concessions by
manufacturers. In the UK, for example, manufacturers are
constrained by a specified level of profitability. Other
countries, such as Spain, require manufacturers to commit
to predetermined sales targets. Manufacturers are held
accountable for recouping the/cost of sales that exceed



volume commitments, either by reducing prices or by
directly paying back profits.

There are well-documented cases of manufacturers rush-
ing negotiations in order to launch as quickly as possible,
only to realise that the gains from a quick commercialisa-
tion did not outweigh the cost of reduced reimbursement
levels resulting from abbreviated negotiations. Cleatly,
manufacturers must approach these negotiations with care
and careful preparation. Quick commercialisation is not
always ruled out, however. In some countries, such as the
UK and France, effective strategies often hasten negotia-
tions not by acceding to price reductions, but instead by
agreeing to labeling and use limitations on their products.
Once a quick launch is achieved, at a favourable reim-
bursement rate, subsequent clinical trials can expand
product labeling. Manufacturers anticipating this strategy
can even prepare the subsequent clinical trial framework
before negotiations begin.

REFERENCE PRICING

The concentration of purchasing power to payers (often
government agencies) in global markets is of little conse-
quence to optimal pricing without other regulatory con-
straints. As has become well publicised, though, many
regulatory agencies have pursued a host of methods
intended to limit the prices that a pharmaceutical manu-
facturer can charge. One example of these policies is ref-
erence pricing. Under a reference pricing framework the
price of a pharmaceutical therapy is affected by the price
of a reference drug, The reference product might be
another drug in the same therapeutic class; it might be a
drug with the same clinical indications; and it may or may
not be available in the country of interest. Canada, for
example, sets drug prices by comparing with prices
charged for that drug in the US and several European

REFERENCE PRICING EFFECTS ON TIMIN

Retroactive reference pricing may place further re

tions on pricing strategy, limiting some of the rationale
that used to support a sequential entry strategy for a

global launch. Unless a sequential strategy is mandated by
regulatory requirements, intellectual property concerns, or
production or distribution capacity constraints, retroactive
reference pricing can limit the cost of an immediate roll-
out in every market of interest. For a country that practis-
es retroactive reference pricing, a subsequent launch in
another country at a lower price may force the manufac-
turer to reduce the price in the first country and refund
the difference between the price charged initially and the
new, lower price.

REFERENCE PRICING EFFECTS ON PRICING STRATEGY
In completing regulatory dossiers to seck clinical or tech-
nical approval in global markets, manufacturers often
have the opportunity (and perhaps obligation) to report
the anticipated prices, sales volumes, reference products
and clinical indications of their therapy. There are obvi-
ous strategic issues inherent in the approach taken in
these dossiers, where manufacturers have the chance to
affect regulatory consideration of their therapy. While
these dossiers are usually country specific, they often
share a core of information (such as clinical trials data)
that is common across countries. The extent to which
clinical trials and health outcomes analysis anticipates
global launches and incorporates this information into the
structure of the studies (e.g trial location and demo-
graphic populations, or health outcome endpoints of par-
ticular interest) will affect the latitude enjoyed by the
manufacturer in addressing idiosyncratic concerns of
individual regulators.

Pharmaceutical manufacturers have two strategic choices
affected by reference pricing, assuming that the necessary
clinical and regulatory information is available. First, man-
ufacturers can choose a limited number of countries in
which they would like to commercialise their product.
o L
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manufacturer from realising the highest global profit lev-
els. For instance, in Figure 2.3, the single price is too high
to maximise profits in Spain and too low to maximise
profits in Germany (the profit-maximising price corre-
sponds to the highest point on the profit curves of
Figure 2.3 for each country). Alternatively, wide price
bands allow some differences in prices across countries.
Such price differences might allow for some negative
effects due to parallel trade or reference pricing, but they
also provide additional latitude to reach the profit-max-
imising price in more markets. Figure 2.4 demonstrates
that a 15% price band would allow a manufacturer in
these circumstances to charge a different profit-maximis-
ing price specific to each of the five country markets.

While they provide a useful heuristic tool for the evalua-
tion of pricing strategy, price bands face limitations. The
degree of success attainable from a price band strategy
depends on the willingness of a manufacturer to walk
away from reimbursement discussions that do not comply
with the global strategy. In a manufacturer’s favour, a
demonstrable price band strategy might provide support
for requested prices in reimbursement discussions. Just as
likely, however, a price band strategy increases the rele-
vance of each negotiation, effectively increasing the bar-
gaining power of regulators, many of whom already enjoy
significant advantages as near-monopoly purchasers.

Figure 2.3 - Price bands: no variation
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Figure 2.4 - Price bands: increasing price discrimination
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CONCLUSION

Manufacturers that have grown accustomed to the pricing
freedom afforded by certain markets such as the US are
likely to encounter severe strategic challenges when
attempting a global product launch. Price restrictions,
including reference pricing, profit limits, price reductions
and other measures combine to create a global market
with price constraints growing increasingly numerous.
Launching in any country may have immediate ramifica-
tions in other countries, and unfortunate pricing decisions
can spread to several markets despite the best efforts of
the manufacturer. In this increasingly complex global
marketplace, manufacturers must use segmentation analy-
sis, health outcomes resezp:'ch, parallel trade evaluation and
demand analysis to craft a coherent global pricing strategy
that ant1c1p cs regul ory entanglements While difficult,

“
[E

bell(@crai.com

rincipal who directs
ts in Europe (London). Tel:

email: twilsdon@crai.co.uk.
appeated in The Pharmacentical Pricing
C A Practical Guide to the Pricing and
Rezmbursement of Medicines. Reprinted with the express
permission of Urch Publishi ho owns the copyright.
a, A ;| PN
g TS LA




ABOUT CHARLES RIVER ASSOCIATES (WWW.CRAI.COM)

Founded in 1965, Charles River Associates is an economics, finance, and business consulting firm that
works with businesses, law firms, accounting firms, and governments to provide a wide range of services.
CRA combines economic and financial analysis with expertise in litigation and regulatory support, business
strategy and planning, market and demand forecasting, policy analysis, and engineering and technology man-
agement. In thousands of engagements, CRA has distinguished itself by its corporate philosophy of provid-
ing responsive, top-quality consulting; an interdisciplinary team approach; unsurpassed economic, financial,
and other analytic skills; and pragmatic business insights.

Our business consulting practice provides services directly to companies seeking assistance with strategic
issues that require sophisticated economic or financial analysis, and which typically require “mission-critical”
decisions for the client, such as positioning and pricing a new product or developing new technological
processes. We apply a highly analytical, quantitative approach, helping companies analyse and respond to
market forces and competitive pressures that affect their businesses. Our engagements often result in client-
specific decision support tools. Our consultants possess in-depth industry knowledge and are able to pro-
vide insightful, value-added advice by challenging conventional approaches and avoiding predetermined
solutions for methodologies. CRA has always been a leader in developing and translating advanced analytic
techniques into practical solutions for clients.

The global Pharmaceuticals practice at Charles River Associates provides consulting services to leading
firms in the pharmaceutical, biotechnology, and medical device industries around the world. Our emphasis
is new product launch strategy, product pricing and contracting, and strategic responses to new market
entrants. We specialize in the economics of business strategy, and our recommendations are based on quan-
titative analyses using game theory, marketing science, finance, and econometrics.
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