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Key Factors
In CRO Selection

A recent survey uncovers key
criteria that influence a sponsor’s
decision when selecting a CRO.

verall, sponsor companies and CROs have a fairly consistent
view of the criteria used to select CROs, although there are
some notable differences. The pharmaceutical industry makes
widespread use of CROs and, most likely, this trend will
increase in the coming years. But little empirical research
exists on why and how pharmaceutical companies select CROs.

The University of the Sciences in Philadelphia (USP) and TTC, a drug
development data company, are conducting a multiyear research program on
the factors associated with improved speed and cost effectiveness in clinical
studies. Since outsourcing to CROs represents an integral part in developing
drugs, USP and TTC will also analyze how CROs are selected and used in
clinical trials. Part of this CRO analysis involved a Web-based survey of spon-
sor pharmaceutical companies and CROs to understand the following:

e Current and expected use of outsourcing
¢ Specific outsourcing processes and techniques, such as project budgeting,

CRO selection, managing studies, bid grids, and managing cost overruns
e Perceptions of how CROs and sponsor companies interact in the areas of

business development, CRO selection, and project management
¢ Training needs for professionals to improve CRO selection and CRO project

oversight.

Previous studies have reported that industry professionals involved in
outsourced clinical studies expect the overall level of outsourcing to con-
tinue to grow. In addition, quality and timelines of a CRO’s work dominate as
the basic selection criteria.l2 This article accepts that previous work quality
is a central criterion for selection and focuses on other issues that might be
involved in the CRO selection. Set within the anticipated continued growth of
CRO usage, the article examines these additional key criteria that individu-
als working in drug development use to select CROs, highlighting the differ-
ences between the selection criteria that sponsor companies emphasize and
how CROs think sponsor companies decide.

Using factor analysis, we also determined that the individual elements
used to select CROs can be summarized within a set of five broader dimen-
sions: Processes for Issue Identification and Resolution; the Specifics of



Project Execution; Team Chemistry; CRO Experience; and
CRO Capabilities.

Outsourcing up close

Pharmaceutical company participants indicate that approxi-
mately two thirds (64%) of all post Phase I studies involve the
use of CROs for one or more parts of the study. However, when
measured by pharmaceutical company size, there are very
large differences in current outsourcing practices. For exam-
ple, within the largest 20 pharmaceutical companies, half (52%)
of all post Phase I studies use CROs, a number that jumps to

Sponsor companies seem more
interested in the overall
cohesiveness of the CRO team
members than in their vitae.

88% 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 where the trial
involves many sites and multiple countries. The smaller com-
panies may, for any number of reasons, also lack the employee
headcount or expertise to carry out clinical trials.

While many industry professionals expect the use of out-
sourcing to increase [see Table 1], only one quarter of people
from pharmaceutical companies think that their company is
better than competing companies in selecting CROs, with no
significant differences based on the size of the companies
involved. That is, large companies are no more likely to think
they are especially good at CRO selection than are small com-
panies. Similarly, there are no appreciable differences based
on a participant’s geographic location, whether it be North
America, Europe or other locations worldwide. There is a
slight but statistically insignificant difference in the age of

Predictions for Future CRO Use
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Figure 1. Surveyed pharmaceutical companies’
expected use of CROs over the next five years.

individuals who think their company is better than others in
selecting CROs—they are a year older, but have the same
number of years of industry experience.

Reasons for selection

There is a general agreement between the reasons pharma-
ceutical companies cite for selecting an outsourcing organiza-
tion and how CROs think pharmaceutical companies select
them. There are also some striking differences in the individ-
ual decision criteria. Survey participants evaluated 17 individ-
ual considerations often used in selecting a CRO and rated
each item on a scale ranging from very important to not
important at all [the 17 criteria arose from our literature
review and preliminary interviews with industry profession-
als]. Five of these 17 items were deemed to be especially cru-
cial in the selection of CROs—that is, specified by at least half
of all the study participants.

Team chemistry. The most important overall quality in selec-
tion is a sense of positive sponsor—-CRO project team relation-
ship. Both sponsor company and CRO respondents think that
the sponsor wants to know above all else that they could work
with the CRO. More than any other single selection criterion,
sponsor companies stressed the importance of a good rela-
tionship between the two company teams. These teams must
work closely with each other for an extended period of time,
often on projects involving 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, work ethics,
and general approaches. CROs also clearly understand the
need sponsors have for teams that work well together.

The CRO’s project management team contributes signifi-
cantly to the overall positive sponsor—-CRO project team rela-
tionship. Yet sponsors were far more likely than CROs to
stress the importance of the project management team as a
CRO selection criterion. While more than two thirds (68%)
of the pharmaceutical company participants stressed this
criterion in their selection process, only half (51%) of the
CRO respondents thought sponsor companies valued this as
very important.

CRO experience. Sponsor companies and CROs placed great
weight on a CRO’s relevant experience, both in the same indi-
cation as the study and in the CRO’s overall experience in the
appropriate therapeutic area. Sponsor companies and CROs
differed somewhat on the importance of a project member’s
background. While only 45% of the pharmaceutical company
participants considered this very important, 62% of the CRO
respondents considered it very important to sponsor com-
pany decision makers. Sponsor companies seem more inter-
ested in the overall cohesiveness of the CRO team members
than their vitae. A vitae may be a constructive starting point,
but positive sponsor—CRO project team relationship is vital to
the project’s success. As one pharmaceutical company project
manager put it: “CVs can only take you so far. You want to



CRO Selection: Who Does it Better?
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Figure 2. How survey respondents rated
themselves compared to their competitors in terms
of their ability to select CROs to do projects.

know that the CRO’s team fits with the way you want things
done and the way you want to work.”

Project execution plan. Another essential criterion (i.e.,
raised by more than a third of the study’s R&D professionals),
was the project execution plan. On no other single criterion,
though, was there a greater difference between sponsor com-
pany and CRO responses. Fifty-nine percent of pharmaceuti-
cal company professionals considered the execution plan as
fundamental in hiring a CRO; only 28% of respondents from
CROs placed the same importance on the execution plan.

In their responses to this criterion, the pharmaceutical com-
pany decision makers appear to be emphasizing a level of proj-
ect specificity that many of the CROs may not appreciate. Far
more than the CRO project team’s background, pharmaceuti-
cal companies want to see a convincing project execution plan,
including such concrete items as resources, countries, and site
selection. According to one pharmaceutical company out-
sourcing professional: “Every CRO claims to be customer ori-
ented, responsive, and so forth. Exactly how a CRO proposes
to carry out a project...now that can be convincing—or not.”

Problem solving processes. Sponsor companies are also more

Top Five Criteria to Look for in a CRO

likely to value the internal processes CROs use to make
appropriate senior CRO managers aware of project problems.
Forty-seven percent of the pharmaceutical company partici-
pants considered this capability to be essential in selecting a
CRO. In contrast, only a third (34%) of the CRO respondents
thought it was essential for sponsor companies.

Other criteria. A smaller number of respondents, from both
sponsor companies and CROs, considered the CRO’s role as a
preferred provider and the CRO’s geographic scope to be 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 dis-
cussion: the role of the lowest price bidder. Sponsor companies
and CROs differ in how they view the role of the lowest price.
According to an experienced business development manager
from a major CRO, “Pharmaceutical companies rarely say price
is important. But we know that it really is.” But in this study,
fewer than one in 10 (7%) of the sponsor company respondents
considered the lowest price as decisive in selecting a CRO. In
contrast, more than a third of the CROs (38%) felt price was a
fundamental selection measure for sponsor companies.

Dimensions of selection

There were major differences in the importance the survey
participants placed on the 17 individual items. People rarely
make decisions using one consideration at a time. Rather,
they relate one consideration to another and decide what’s
best. Companies follow the same process in selecting CROs.
In fact, as mentioned earlier, sponsor companies use five gen-
eral dimensions in evaluating and selecting a CRO:

e Processes for Issue Identification and Resolution

e Specifics of Project Execution

e Team Chemistry

e CRO Experience

e CRO Capabilities.

The study used factor analysis to distill these five dimensions
from the 17 individual survey items.

Factor analysis only provides a mathematical solution to
how the various items relate to each other and how they relate
to any underlying dimensions. Factor analysis does not label
the individual factors. Items heavily associated
with a factor are said to “load on” that factor.
Items that load more heavily than others have a

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

Total bigger explanatory role in understanding the
63 communality of the items associated with that
62 factor. Only a review of the items associated
61 with a given factor can provide a rationale for
57 what the individual items may have in common.

The backgrounds of the project team members

51 (*) The individual factors appear in the order of

*p= .05
Source: University of the Sciences in Philadelphia and TTC, llc.

Table 1. Percent of respondents who indicated that the criterion listed

was very important in the decision to select a CRO (n = 398).

the variance they explain, which is often a func-
tion of the number of individual items “loading
on” that factor. That order does not necessarily
mean that a given factor’s explanatory impor-
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Survey Methodology

In constructing the data collection questionnaire, the
project team conducted a series of interviews with
drug development professionals. We pretested the
questionnaire with several individuals involved in
selecting and managing CROs, incorporating their
suggestions into the final document.

The survey included 419 people from 116 compa-
nies. Seventy percent of the respondents came from
pharmaceutical sponsor companies, 30% from
CROs. More than half (53%) of the participants
from sponsor companies indicated that they were
employed by one of the largest 20 companies,
while 29% of CRO participants reported that they
worked for one of the largest 20 CROs. European-
based respondents comprised 45% of the sample.
U.S.-based respondents represented another 40%,
with the remaining 15% coming from other coun-

tance is more or less than the factors before or after it. [Table 2,
available on the Applied Clinical Trials Web site, summarizes
which of the individual selection criteria load on each factor; a
more complete matrix can also be found on the Web site.]

In this survey, five items load heavily on the first factor,
Processes for Issue Identification and Resolution. The individ-
ual items all concern the same general issue area: processes
used to identify and resolve project and financial issues. Three
items are associated with the second factor, the Specifics of
Project Execution. Critically, price is inversely related to the

Sponsors value the quality of the
execution plan far more in
selecting an outsourcing partner
than many people in CROs realize.

other criterion in this factor. The more participants stress the
other two items of the factor—quality of the project team and
the project execution plan—the less likely they are to empha-
size price. Conversely, those who stress price put less weight
on the quality of the other items in the factor. The third factor
covers the Project Team’s Chemistry, including the individu-
als, their backgrounds, staff turnover rates, and the sponsor
company’s sense that they can work with the CRO’s person-
nel. Two items, both related to relevant CRO experience, load
on the fourth factor: CRO Experience. The fifth factor
addresses items associated with a CRO’s Capabilities, includ-
ing the CRO’s relationship to the sponsor company.

The factor analysis provides a score for each individual for
each factor. The higher the score for an individual participant
on a factor, the more prominent that dimension is to the indi-

tries around the world. Both sponsor company and
CRO survey participants averaged 13 years of phar-
maceutical industry experience.

Throughout the discussion, unless otherwise noted,
differences observed in the responses between partic-
ular subgroups (e.g., CRO and sponsor company) are
statistically significant at the .05 level or stronger.
Depending on the type of data, we use different sta-
tistical techniques. For instance, when the dependent
variable is metric and the independent variable cate-
gorical, we use analysis of variance (ANOVA). When
the data are all metric, we draw upon the Pearson
Correlation Coefficient. And when the variables are
ordinal, we use Gamma tests. To determine the
underlying structure of how the various individual
CRO selection criteria fit together in a broader con-
text, we employ factor analysis.3

vidual. The relative importance of these five decision-making
dimensions differs within key groups involved in selecting
and using CROs. For example, sponsor companies and CROs
view the importance of one dimension, the Specifics of Project
Execution, quite differently.

As we have seen, sponsor companies value the quality of
the execution plan far more in selecting an outsourcing part-
ner than many people in CROs realize. CRO personnel tend to
think that price plays a larger role in the selection process
than sponsor companies do. There is also one important dif-
ference that relates to an organization’s size. Participants
from the 20 largest organizations, whether they are sponsor
companies or CROs, differ from individuals in smaller organi-
zations on one decision-making dimension: CRO Capabilities.

Larger pharmaceutical companies and CROs give more
weight to a CRO’s size, geographic reach, and relationship
with the sponsor companies. Large organizations, both spon-
sor companies and CROs, may be more comfortable working
with one another as large organizations, especially for bigger
studies requiring extensive geographical coverage.

Differences by geography

The greatest differences across the dimensions are associ-
ated with a respondent’s geographic location. The compo-
nents of the CRO selection criteria are important to both
Europeans and Americans. However, Europeans and Ameri-
cans do differ on three of the dimensions.

For example, Europeans are far less interested than others
in the details and mechanics of identifying and resolving issues
and, ultimately, in a CRO’s willingness to accept accountability.
Americans are more likely to consider Execution Specifics and
CRO Capabilities important. They want to see the details of the
project plan and project management team devoted to the



study. They are more interested in a preferred provider rela-
tionship with a larger CRO having geographic reach.

While Americans stress the mechanics of the
CRO/sponsor company relationship, Europeans tend to
emphasize more intangibles. These differences by a respon-
dent’s geographic location remain significant even when we
use ANOVA (analysis of variance) to control for the possible
influence of other variables, such as company size and
whether a person works for a CRO or sponsor company.

Selection skill levels
Most of the pharmaceutical companies surveyed believe that
they are on the same skill level as their competitors in select-
ing CROs, although a few believe that they are more adept at
the process. Interestingly, there is no difference in the selec-
tion criteria between those companies who believe they are
better at CRO selection and those who do not. No matter how
well a survey participant’s company believes they handle
CRO selection, there is no difference when it comes to the five
dimensions of selecting a CRO.

In later research we will examine in more detail the impact
of geography in how people approach CRO selection. In addi-

tion, we will also present the profiles of companies who do
consider themselves better at selecting and managing CROs.
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