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Based on generics use, the seven major markets may be divided into mature (the
US, Germany and the UK) and immature (France, Italy, Spain and Japan)
markets, both of which present different challenges, making the fast-growing,
high-value emerging markets a tantalizing prospect. In addition to market
expansion, acquisition and closer innovator ties represent key strategies for
industry growth.

Looming patent expiries and empty pipelines have prompted several innovators to edge into the
generics market, by acquisition or collaboration, marking a substantial shift in the innovator-
generic dynamic. However, the two contingents have come under fire for entering into
agreements which could lead to delayed generics market entry in both the US and Europe.
Drug cost-cutting measures, which in the past have driven generics use in more mature
markets, and are now beginning to work against the industry in Germany and the UK, forcing a
change in strategy.

Key findings and highlights

» The global generics market is growing, however it will be the immature and emerging
generics markets which will increasingly drive growth, as competitive pressures in the more
mature markets intensify, and make sustaining revenue growth more difficult here.

» Consolidation continues to be a crucial strategy for generics industry growth, with recent
M&A activity having reinforced the position of some companies, whilst bolstering the ranking
of others. The magnitude of acquisitions has also increased, and given current economic
conditions, such high price-tags may not be sustainable.

* The increasingly close relationship between generics and branded companies—feared by
regulators to delay generics market entry in some cases—has reached an extreme in the
recent acquisitions of generics companies by innovators, a response to the pressures the
latter are under.

Reasons to buy

» Identify the issues are impacting on the generics industry in the seven major markets
» Understand why the emerging markets are increasingly a target for generics companies

» Identify the key strategic trends for the generics industry in the future
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Trends in the Generics Market ) DATAMONITOR

«  Supply/distribution (21 agreements) — the generics company gained the
fight to distribute and market the generic for a specified time, in a specified
territory. The agreements tended not to be exclusive, and occasionally
involved the transfer of market authorizations for a price.

« Patent license (16 agreements) — the generics company was granted a
license to manufacture, market and promote a generic version, in
agreements which were both exclusive and non-exclusive, and occasionally
involved royalty payments from the generics company.

« Market authorization transfer/e
agreements included either a temp
the innovator, in exchange for a

allowed early generics launch, agail The Mature Generics Markets ) DATAMONITOR

«  Combination of the above (39 ag

Most (37) authorized generics were laul

exclusivity period, with the authorized pressure to change its review process. As the need to constrain rising pharmaceutical
the innovator with a means of capt spending in the US grows, the impetus to overhaul the system is likely to come from
following patent expiry and generic ent more sources than the generics industry alone, with the state, and payers to some
more years prior to patent expiry, tend extent, looking to speed generics market entry.

on the market effectively providing a mq
In 2007, ANDA approval times continued to increase, up 2 months from 2006 to a
median review time of 19.3 months, more than triple the FDA's 6-month target (US
generic drug approvals jump in 2007, 2008). The number of ANDAS submitted o the
FDA increased by 7% from 2006 to 882 in 2007. However, while the rate of approvals
outstripped that of new ANDA issions_the ANDA hacklon rose to mare than
1,400 in 2007.

Much of the delay comes from a lag g
itself, despita a change in the way f Emerging Markets as the Next Frontier  » DATAMONITOR
prioritizing those drugs for which no

status is only granted to first-time gen|
often mired in the backlog. One ran|
exclusivity bestowed on first-filers is at

aggressive generics companies which Figure 19 compares the generics markets in developed and emerging economies
subsequent filers. during the 2003-06 period. Western Europe lags behind the others, both in terms of

market growth and operating margin, while the CEE, Asia and Latin America show
The FDA ascribes the delays in AND rapid growth.

Funding for the OGD grew by 74% du
increase in the number of ANDAS subn]
of generic drug review delays, 2008).
approval time, and the Agency is seeki
applicants. The size of the US generics|
be an attractive target, and it is the ne MNorth America
benefit from such help.

ure 19: Generics market size and growth, 2003-06
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The operating margin in North America is surprisingly high, however, it may be a
consequence of the methodology employed to arrive at this figure, with the choice of
company and product type able to significantly skew the data. For example, Watson,
the fifth largest generics company in the world, with revenues derived almost entirely
from the US, announced an operating margin of just 13.6% in Q3 2008, which
actually represents a 3% increase on the previous year (Watson keeps looking
overseas, 2008).
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“...While consolidation has and will continue to be one mechanism for sustaining
revenue growth, the shift in the dynamic between innovator and generics company is
a new and significant development...”

Pam Narang, Generics Series: Generics Trends in the Seven Major Markets and Beyond
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initially profitable mature generics markets into immature ones, have been
instrumental in the current shift towards emerging markets...”

Pam Narang, Generics Series: Generics Trends in the Seven Major Markets and Beyond
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Datamonitor: Your total information solution

Nothing speaks louder than our clients

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.
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“..89% of our clients use Datamonitor research
to develop competitive intelligence...”

Source:

Datamonitor Customer Research
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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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