
FOR OVER A YEAR NOW, I HAVE BEEN sharing my opinions with
you about preclinical outsourcing. Among the topics I have

discussed: the importance of the sponsor–CRO business rela-
tionship, how sponsors can evaluate CROs, and why the coor-
dination of resources is so critical in a preclinical research
environment. As regular readers are aware, I believe this is
one of the more complex and least understood areas of drug
development. It is enjoyable to share experiences from my 28
years in this industry, although I must admit that having to
meet my editor’s deadlines often rekindles memories of writ-
ing book reports as a youth.

As a consultant, I am frequently asked for an opinion regard-
ing the state of the preclinical outsourcing industry. Investment
analysts want to know about industry capacity and if there will
be a glut as CROs race to bring new capacity on-line. CROs
want to know if the demand for preclinical outsourcing will
soften as it did in 2003. Sponsors want to know which CRO
offers the best chance for a successful outsourcing experience.
I respond to these questions based on a compilation of obser-
vations from my own consulting projects and from feedback
from industry veterans. Having spent most of the past year
sharing my experiences and my opinions, it finally occurred to
me that perhaps I should seek another perspective.

Wendel Barr is a Corporate Senior Vice President and the
President of Early Development, North America for Covance.
Covance provides preclinical and clinical development and
commercial service offerings to pharmaceutical and biotech-
nology companies. Mr. Barr joined the company in 2000 and
graciously agreed to be interviewed for this article. Through
telephone and E-mail communications, Wendel shared his
views on preclinical (a.k.a. nonclinical) outsourcing.

Steve Snyder: From your perspective, do you see the demand for
preclinical outsourcing increasing, decreasing, or remaining the
same?  Is Covance seeing any volatility in the demand? 

Wendel Barr: Overall, we see a trend toward a greater demand
for preclinical outsourcing.

There is an emerging paradigm — called “learn and con-
firm” — that is being driven by a substantial number of new
molecules that have been flowing from discovery since the
beginning of this decade, attributed to a well-funded biotech

industry and advances in combinatorial chemistry, high
throughput screening, genomics, and other new sciences. 

Over the last five years, the number of compounds entering
preclinical development has grown at a compound annual
growth rate of 15%.

This new paradigm has driven the industry to more fully
characterize and kill poor new drug candidates as early as pos-
sible before entering the expensive Phase III stage. Drug candi-
dates are more rigorously screened before and during preclini-
cal safety testing. Candidates that make it out of preclinical
now face more rigorous studies in Phase I and IIa in order to
prove the concept. Once the concept is proven, the drugs enter
into Phase III studies to confirm what was learned in the earli-
er stages. 

This new model supports the forecast for increases in both
the number and complexity of preclinical studies.

SS: CRO demand has been traditionally cyclic in nature. What
trends do you watch that you believe are indicative of market
demand?

WB: A significant number of large pharma companies are 
moving away from the traditional transactional model of 
outsourcing and developing a more strategic approach to out-
sourcing their development work. For example, at least one
large pharmaceutical company has targeted an increase in out-
sourcing from 10% to 30%. This is a major shift in development
strategy. As this happens at more companies — and we believe
it will — demand for preclinical services will become less cycli-
cal and more predictable.

SS: Covance has been particularly successful in signing dedicated
space agreements. Can you describe the way these agreements work
for Covance and the sponsor and the benefits of these relationships for
clients?

WB: Pharmaceutical companies are under continual pressure
to improve their development productivity. This pressure, in
turn, is leading these companies to make strategic decisions
about where they will invest their money. Some companies will
decide to find an alternative to adding new preclinical facilities
or replace aging facilities, and invest their funds in other ways.
For those companies, securing long-term access to preclinical
resources is critical to their success. 

We recently signed the largest agreement in our company’s
history, worth a minimum of $187 million, to provide services
to a major pharma company through 2013. Earlier this year, we
signed an agreement with another large pharma company to
provide dedicated support for preclinical development. We are
talking with several other large companies as well.
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The sponsor obtains guaranteed long-term capacity and
infrastructure to run a broad array of preclinical studies,
enabling the future development of its pipeline without logisti-
cal constraints. Due to the increased project visibility from the
strategic relationship, Covance is able to maximize capacity
and resources as well as provide higher levels of quality, speed,
and efficiency.

SS: Because the preclinical outsourcing demand is so great, anecdot-
al accounts of sponsors “double-booking” study start dates at CROs
have been reported. Has Covance encountered this practice?

WB: No.

SS: Many of the CROs are adding capacity to meet the preclinical
outsourcing demand. Can you describe what capacity Covance has
added and what factors do you consider when determining when and
where to add capacity?

WB: We have added capacity in our facilities in several loca-
tions worldwide. As the market leader in many preclinical
services, we look at a number of demand factors, including
overall industry outsourcing growth rates, before we decide to
add capacity. 

Our success developing and executing strategic partner-
ships with several of our large pharma clients is another factor
we consider when we decide to add capacity.

SS: With so many CROs adding new capacity, are you ever con-
cerned that your business or the industry as a whole will be impacted
by an overabundance of capacity?

WB: While many companies are adding capacity, there is also a
significant increase in the outsourcing rates of the medium to
large pharma companies. Additionally, small biotech companies
are becoming an increasingly important source of potential new
drugs. These companies often have little to no internal capabili-
ties for developing these drugs so they must rely on outsourcing. 

Both of these trends are contributing to strong growth in
demand for preclinical outsourcing, so we are not concerned
about an overabundance of capacity in the industry.

The biggest factor for Covance is the interest we are seeing
from large pharma companies in shifting from tactical to strate-
gic outsourcing strategies. This shift has resulted in a number
of sponsor companies expressing interest in developing a long-
term relationship with us, not just for our toxicology services,
but for the full range of preclinical services we can offer. This is
a true benefit to both companies, assuring our sponsors have
access to the services they need to make fast decisions about
their compounds and providing Covance with greater pre-
dictability of the demand for our services.

SS: From your experience, what are the biggest obstacles that a CRO
must overcome to get a sponsor company to select outsourcing over
in-house development and how does Covance address these concerns?

WB: Studies in other industries have identified that perceived

loss of control is a significant issue for companies when they
choose to outsource services. Developing a close relationship
with our clients by understanding and meeting their require-
ments, providing them with 24/7 access to their data through
our online data management tool, StudyTracker®™, and most
importantly, establishing and maintaining clear lines of com-
munication are all key elements in reducing sponsor concerns.

SS: What could sponsor companies do better or differently when
working with Covance to optimize their outsourcing experience?

WB: The responsibility for any relationship is shared by both
parties. The foundation for a successful relationship is trust.
There are several values that we believe have to be embraced
by both sponsor companies and Covance for trust to be estab-
lished and grow.

These values are: 

• Foster teamwork over individual priority

• Remain committed to an open and honest relationship so 
problems do not escalate

• Treat team members as insiders

• Earn trust through performance — meet your commitments

• Most importantly: communicate, communicate, communicate 

SS: Can you describe how your preclinical program management
group functions and how can this group assist sponsors?

WB: Program Management Services provides our clients with
both scientific and logistical support for the preclinical and early
clinical phases of molecule development with Covance. This
service is particularly helpful to small companies that do not
have the internal capabilities to bring their compound to their
desired milestone: IND, First In Human or Proof of Concept.

The expansion of our Phase I capabilities through our recent
acquisition of the Phase I/IIa business of Radiant allows us to
build on our successful Program Management Services with
additional early clinical capacity. This will help us accelerate
our clients’ drug development projects.

Through this integrated offering, we are currently working
with more than 50 different clients representing 90 different
molecules. Thirty-four of the packages we worked on in 2005
led to an IND or CTA. We have now worked on over 200 such
programs. 

SS: Covance offers outsourcing services from preclinical through
clinical trials. Why would clients use all of your services versus those
who selectively choose specific services? 

WB: The “learn and confirm” model will help fuel the growth
in late stage development. For the first time in years, the num-
ber of molecules in Phase III is growing and will be of higher
quality and greater complexity. Phase III market demand is
robust, and our central lab, which we believe touches approxi-
mately one-quarter of all Phase III trials conducted in the
world, has broad access to this growing market. 



The success of CROs will be based on their ability to effectively
and efficiently integrate service solutions for our biotech and phar-
maceutical companies, who are continually looking for ways to
move their pipelines forward. 

SS: There is a lot of attention focused on preclinical outsourcing oppor-
tunities in China and India. What is your view on this trend and does
Covance plan to offer services in these regions? If so, what services and
when?

WB: Covance currently offers clinical and central lab services in
Asia. We will continue to look at preclinical opportunities in this
region. It is too early for us to discuss specifics, but we have activ-
ities ongoing to review the landscape in China and India.

SS: How has preclinical outsourcing changed during the past 
two years?

WB: We have seen a greater demand for the services we provide—
part of that emerging “Learn and Confirm” model. In addition,
large pharma companies are moving toward a more strategic
approach to outsourcing their preclinical work. Both of these
trends have been very favorable for the CRO industry overall, as
well as for Covance.

The largest change by far has been the increasing interest in
large pharma companies in discussing how they can secure long-
term access to preclinical development resources. Within the past
few years, we have worked with several key clients to create a new
model for providing preclinical development services.

Our continued progress with the dedicated space model signals
changing market dynamics that creates significant strategic oppor-
tunities for Covance.

In this article, we have seen that the demand for preclinical out-
sourcing not only remains strong but appears to be growing.
Pharmaceutical and biotechnology companies are bringing more
compounds into development and preclinical studies are increas-
ingly more complicated, so that toxicity concerns can be
addressed earlier in the drug development timeline. 

Outsourcing demand is being driven by a well-funded biotech-
nology industry and by the pharmaceutical industry that is increas-
ingly using CROs for additional capacity or as a cost effective alter-
native to internal resources. Based on this perspective, CROs that
anticipate and are situated to address customer’s needs will be
those that benefit the most from these industry trends.  n
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