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THE CRO CROP

Pharmas want a CRO that has similar values and a
convincing project plan. So how do they choose the
cream of the crop? Both sides speak in a recent survey.

The phamlaceutical industry makes
wiclespread use of CROs and, most
hleely, this trend will increase in the
coming years. But little empirical
research exists on why and Eow
pharmaceutical companies select
CROs. Overall, sponsor companies
and CROs have a fairly consistent
view of the criteria used to select
CROS, but there are some notable
differences.

The University of the Sciences in
Phila(lelphia (USP) and TTC, a (lrug
cleveloprnent data company, are
conclucting a multi—year researc
program on the factors associated with
improvecl spee(l and cost effectiveness
in clinical studies. Since outsourcing

to CROs represents an integral part

in clevelopin clrugs, USP and TTC

will also anaFyze how CROs are

selected and used in clinical trials.

Part of this CRO analysis involved a

Web-based survey of sponsor

pharmaceu’cical companies and CROs

to learn:

» Current and expected use of
outsourcing

> Speciﬁc outsourcing processes and
techniques such as roject
Ludgeting, CRO sefection, study
management, bid gricls, and cost
overruns management

» Perceptions of how CROs and
sponsor companies interact in the
areas of business development,
CRO selection, and project
management

» Training needs for inclustry

professional to improve CRO

selection and CRO project oversight.

Previous studies have reported that
in(lustry pro£essionals invoEJecl in
outsourced clinical studies expect the
overall level of outsourcing to continue
to grow. In addition, quality and
timelines of a CRO's work dominate
as the basic selection criteria. This
paper accepts that previous work
quality is a central criterion for
selection and focuses on other issues
that migh’c be involved in the CRO
selection. Set within the an’cicipated
continued growtl'l of CRO usage, this
paper examines these additional 1zey
criteria that individuals Worleing in
drug development use to select CROS,
hi hligh’cing differences between the
selgection criteria that sponsor
companies emphasize and how CROs
thinlz sponsor companies decide.

Pharmaceutical company
participants indicate that
approxima’cely 64 percent of all post
Phase I studies involve the use of
CRO:s for one or more parts of the
stucly. However, when measured Ly
pharmaceutical company size, there
are very 1arge differences in current
outsourcing practices. For example,
within the 20 1a1'gest pharmaceutical
companies, 52 percent of all post
Phase I studies use CROs, a number
that jumps to 88 percent for smaller
companies. These smaller
pharmaceutical companies often do
not have the permanent in—house
staff to conduct all aspects of a



clinical trial, especially when the trial
involves many sites and multiple

countries. The smaller companies
may, for any number of reasons, also
lack the employee headcount or
expertise to carry out clinical trials.

The use of CROs in clinical trials,
while alreacly extensive, will most
lileely to continue to grow. Both
sponsor company and CRO
participants anticipate increased
outsourcing in the next five years.
Very few drug industry professionals
see a decrease in CRO use.

While many inclustry proiessionals
expect the use of outsourcing to
increase, only one—quarter of people
from pharmaceutica companies t ink
that tﬁeir company is better than
competing companies in selecting
CROs, with no signilicant differences
when measured l)y the size of the
companies involved. That is, large
companies are no more lilzely to
think tlley are es ecially goocl at
CRO selection than are small
companies. And there is a general
agreement between the reasons
piarmaceutical companies cite for
selecting an outsourcing organization,

and how CROs think pl'iarmaceutical

companies select tliem. Tllere are
some strilzing differences in the
individual decision criteria.

TOP FIVE CRUCIAL CRITERIA
We tested 17 criteria that arose from
our literature review and preliminary
interviews with in(lustry prolessionals,
and five of these items were deeme

to be especially crucial in the
selection of CROs. The five criteria
are team cliemistry, CRQO experience,
project execution plan, prol)lem
solving processes, and other.

» Team Cliemistry

Both sponsor company and CRO
responclents think that the sponsor
wants to know above all else that it
could work with the CRO. More than
any other single selection criterion,
sponsor companies stressed the
importance of a good relationsliip
between the two company teams.
These teams must work closely with
each other for an extended period of
time, often on projects invo]l)ving
multiple countries and large sums of
money. The sponsor company needs
to know that both its team and the
CRO's team share the same Values,



PERCENT WHO INDICATED A CRITERION WAS VERY IMPORTANT
IN THE DECISION TO SELECT A CRO (N = 398)

Your team's general sense that you can work with this CRO

The project management team to be devoted to the study

The CRO's recent experience in the same indication

A CRO's overall experience in the study's therapeutic area

The backgrounds of the project team members

The project execution plan presented by the CRO in the bidding

process, including such items as resources and site selection

A clear process exists within the CRO to present project problems to
the appropriate senior CRO management

The CRO's geographic reach/presence

The CRO is a preferred, or qualified, provider

CRO staff turnover

The CRO's SOPs

Project references

The CRO's willingness to accept penalty clauses for poor performance
Superior technologies, e.g., site performance tracking

Lowest price

CRO invoicing/billing processes

One of the 20 largest CROs
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work ethics, and general approaches.
CROs also clearly understand the
need sponsors lace on teams that
work well together.

The CRO's project management
team contributes signiﬁcan’cly to the
overall positive sponsor-CRO
rela’cionship. Yet sponsors were far
more 1i12e1y than CROs to stress the
importance of the project
management team as a CRO
selection criterion. While 68 percent
of the pharmaceutical company
participants stressed this criterion in
their selection process, on]y
51percent of the CRO respondents
thought sponsor companies value
this as very important.

» CRO Experience

Sponsor companies as well as CROs
placed great Weigh’c on a CRO's
relevant experience, both in the same
indication as the study and in the
CRO's overall experience in the
appropriate therapeutic area. Sponsor
companies and CROs differed
somewhat on the Weight of the
importance of a project member's
I)aclzground. While only 45 percent
of the pharmaceutical company
participants considered this very
important, 62, percent of the CRO
responclen’ts considered it very
important to sponsor company
decision makers. Sponsor companies
seem more interested in the overall




cohesiveness of the CRO team
members than their vitae. As one
pharmaceu’cical company project
manager put it: “CVs can tafz
only so far. You want to know that
the CRO's team fits with the way you
want things done and the way you

e you

”
want to Worlz.

» Project Execution Plan
Another essential criterion raised ]oy
more than a third of the study's R&D
professionals was the project
execution plan. But no other single
criterion carried a greater difference
between sponsor company and CRO
responses. Fifty—nine percent of
pharmaceu’cicaf’company pro£essionals
considered the execution plan as
fundamental in hiring a CRO; only
28 percent of responients from
CROs placecl the same importance
on the execution plan.

In their responses to this criterion, the
phannaceutical company decision makers
appear to be
emphasizing a
level of project
specifici‘cy that
many of the
CROs may not
appreciate. Far more than the CRO
project team's l)aclzground,
pharmaceu’cical companies want to
see a convincing project execution
plan, including such concrete items
as resources and site selection.
Accor(ling to one pharmaceu’cical
company outsourcing professional:
“Every CRO claims to be customer
orientecl, responsive, and so forth.
Exactly how a CRO roposes to carry
out a project...now that can be
convincing—or not.”

» Problem Solving’ Processes
Sponsor companies are also more

lilzely to value the internal processes
CROs use to make appropriate senior
CRO managers aware of project
problems. Forty—seven percent of the
pharmaceutical company participants
considered this capa ility to be
essential in selecting a CRO. In
contrast, only 34 percent of the CRO
responden’cs thoug t it was essential
for sponsor companies.

» Other Criteria
A smaller number of responclents,
from both sponsor companies an

CROs, considered the CRO's role as
a preferrecl provider and the CRO's
geographic scope to loe very
important. CRO staff turnover was
somewhat more critical to the sponsor
companies than many CROs thought
was the case.

Of the remaining criteria, one in
particular merits its own discussion:
the role of the lowest bidder. Sponsor
companies and CROs differ in how

‘“ Fifty-nine percent of pharmaceutical company
professionals consider the execution plan as
fundamental in hiring a CRO.”

’c}ley view the role of the lowest price.
According to an experienced business
clevelopment manager from a major
CRO: “Pharmaceutical companies
rarely say price is important. But we
know that it reaﬂy is.” Yet in this
s’cudy a mere 7 percent of the
sponsor company responclents
considered the lowest price as decisive
in selecting a CRO. In contrast, 38

ercent of the CROs felt price was a

ndamental selection measure for
sponsor companies.

EUROPE VS. AMERICA
The greatest differences across the



dimensions are associated with
a responclen’c's geographic
location. The components of
the CRO selection criteria are
important to both Europeans
and Americans. However,
Europeans and Americans do
differ on three of the
dimensions. For exampie,
Europeans are far less
interested than others in the
details and mechanics of
identi ing and resolving issues
an(i, u timateiy, in CRO's
wiiiingness to accept accountaioiiity.
Americans are more iiizeiy to
consider execution speciiics and
CRO capabilities important. Tiiey
want to see the details of the
project pian and project
management team devoted to the
stuciy. Tiiey are more interested in
a preierreci provi(ier relationship
with a iarger CRO iiaving
geographic reach.

While Americans stress the
mechanics of the sponsor—CRO
reiationsilip , Europeans tend to
emphasize more intangii)ies. These
ciiﬂzrences i)y a respon(ient's
geogra hic location remain signiﬁcant
even W{ien we use ANOVA to control
for the possii)le influence of other
variables, such as company size and
whether a person works for a CRO or

sponsor company.

SUMMARY

Sponsor companies and CROs have a
generaiiy similar view of how important
each of these dimensions is in seiec’cing

a CRO. One dimension CROs and

sponsor companies differ on quite

cieariy is the speciﬁcs of project
execution. Not surprisin iy, CROs
think considerations such as price piay a
iarger role in the sponsor company's

decision maizing than sponsor
companies state is the situation. Less
expec’ce(ily, CROs may not appreciate
the value that sponsor companies piace
on presenting a convincing execution
pian. People in iarger organizations
are especia]ﬁy iiizeiy to empiiasize a
CRO's size and reia’cionsiiip with the
sponsor company. However, more
tEan company size or whether a person
comes from a CRO or sponsor, a
respon(ient's geographic ﬁ)cation is
often a ieey to the relative importance
of the decision criteria in CRO
selection. ]
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