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erformance shortfalls in an absolute

sense are always a problem, but perfor-

mance shortfalls relative to expectations are
usually worse. The pharmaceutical outsourcing
industry currently finds itself at odds with both
its own expectations and those of their
investors.

The slowdown in demand for contract ser-
vices, which we have been tracking for at least a
year now, continues to spread. Demand for pre-
clinical testing, which experienced robust
growth during 2001 and 2002, has softened in
recent months, and providers of CMC develop-
ment and testing services, both for drug sub-
stances and drug products, are now feeling a
cold wind as well. The pharmaceutical chemical
industry is now two years into a slump that is
expected to continue for several more years.

The business slowdown has caught many
contractors off guard, and the failure to fore-
see it has hurt them with investors. In March,
Inveresk Research Group Inc. (Research
Triangle Park, NC) saw its stock price drop
25% after warnings of volatility in demand for
preclinical services at its Montreal laborato-
ries, caused in part by the devaluation of the
US dollar versus the Canadian dollar. The
company said the volatility would negatively
impact first-quarter financial results. The
warning came just two weeks after Inveresk
management issued a glowing report on the
company’s 2002 results and announced a sec-
ondary offering of 10 million shares, which
had to be withdrawn after the price drop.
Inveresk management expressed confidence
that 2003 would still be a strong year, overall,
but the warning undermined investor expec-
tations about near-term performance.

The stock price of contract dose manufac-
turer Patheon (Toronto, Canada) also was hit
hard in early March when the company an-
nounced first-quarter results that fell below
market expectations, even though both rev-
enues and profits were up relative to 2002. Es-
pecially surprising was the performance of the
manufacturer’s development services business,

82  Pharmaceutical Technology ApriL 2003

whose revenues were up just 9% in the quarter
after having grown more than 30% in 2002.
Patheon’s stock price dropped 20% after equity
analysts lowered their recommendations.

The recent market softness is no surprise to
anyone watching current trends in the pharma-
ceutical industry. The problems in the pharma-
ceutical pipeline have been well-documented
(including regular discussions in “Outsourcing
Outlook”) and include the curtailment of many
biopharmaceutical development programs be-
cause of a lack in funding and the weakness in
the new-product pipelines of many major phar-
maceutical companies. While some clinical
CROs learned to cope with lean times during
the 1999-2000 clinical research downturn, most
preclinical and CMC services companies and
the people who invested in them have enjoyed
mostly good times over the past five years, and
past expectations are just catching up to current
realities. Some of those companies may just be
learning how to incorporate recent market
trends such as demand volatility and foreign ex-
change movements into their projections.

The industry picture should not be painted
too negatively, however. It is easy to lose sight
of the fact that even in the current industry
slowdown, revenues continue to grow. Patheon
reported top-line and bottom-line growth, just
not as much as investors expected, and Inveresk
is still expecting a strong year. Even the battered
API manufacturing sector will still achieve
3-5% revenue growth this year, according to
many industry observers. However, even for
CROs and CMOs with a solid base of core
clients, the last 5-10% of revenues can make the
difference between a healthy profit and a loss,
this is especially so in sectors such as manufac-
turing and laboratory services, where most op-
erating costs are fixed.

In light of the uncertain business conditions,
it is not surprising that industry consolidation
is underway. For companies wishing to be play-
ers in the long-term, strategic intent and man-
agement vision must be coupled with the finan-
cial capacity to ride-out difficult times,
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rebuild their sales
and marketing

maintain customer confidence, and con-
tinue capital investment. In the chemical
industry, companies with a marginal in-
terest in the pharmaceutical sector are
selling out, shutting down capacity, or
abandoning their costly CGMP infra-
structure to focus on lower cost seg-
ments. Even those expecting to stay in
for the long haul are shuttering excess
capacity to cut costs.

In the clinical CRO space, where low
capital requirements have opened the
doors to hundreds of small companies,
consolidation is also underway. We esti-

mate that the top 11 CROs already ac-
count for more than 50% of clinical re-
search outsourcing, and we expect that
the larger CROs will continue to grow
faster than the industry overall. Acquisi-
tions are being announced regularly, es-
pecially among the smaller companies
trying to become more competitive.

Contractors who want to remain in
business must rebuild their sales and
marketing skills. Today, the companies
getting new projects are those that have
expended the effort over the years to de-
velop leads and build relationships, even
when those leads promised no immedi-
ate pay-off. Business development pro-
fessionals are trying everything they can,
including free seminars and networking
with venture capitalists to get in front of
people who might have projects in the
next two years.

Contractors may have to reconsider
their basic selling proposition as well.
Most CROs have tried to position their
services as “adding value” relative to in-
house operations or other contractors, as
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a means of commanding a higher price
or favorable competitive position. The
basis for the “value-added” claim hasn’t
always been clear, but it is strongest when
supported by some truly unique technol-
0gy or processing capacity or experience
(e.g., micronization know-how or drug
delivery formulation). Soft markets can
put the value-added claim to the test, and
CROs could find that the ability to per-
form basic services such as stability test-
ing or clinical trial material (CTM) pack-
aging at a competitive price may have
stronger appeal. PT

Continued from page 62
the properties of final capsules, it is likely
that the problem of cross-linking can be
eliminated to a large extent.

The authors are presently working to
search out other types of efficient stabi-
lizers that can be added into gelatin films.
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