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Understanding the Art and Science

of CRO Selection

ED BILLER

ndustry Standard Research (ISR) has been col-

lecting data on CRO selection and performance

for nearly 15 years. We've watched the industry

grow, service offerings expand, and providers
consolidate and spin off. Through it all, we have been
surveying industry decision makers to keep a finger on
the pulse of how CRO selections are made and how pro-
viders have performed for their recent customers. This
e-book examines the rationale behind how CROs are se-
lected, why they are retained, and why sponsors opt for
one provider or outsourcing model versus another.

“Company Size And PPAs - Peeling The Layers Of
Phase 2/3 Service Provider Selection” (pp. 6-7) exam-
ines Phase 2 and Phase 3 outsourcing through the lens
of organizations with and without benefit of a preferred
provider agreement (PPA). While a preferred provider
has been thoroughly vetted and has a contract in place,
very few small companies, per recent CRO benchmark-
ing results, have PPAs in place for Phase 2/3 services. So
how do these segments proceed with provider selection
when they don’t have that luxury?

“What To Prioritize When Selecting A Phase 1 CRO”
(pg. 8) is an infographic exploring the decision-mak-
ing process behind sponsors’ service provider selec-
tion for Phase 1 partnerships. Building on the previous
article, the infographic takes into account the impact
(or absence) of PPAs while keying in on three common,
desirable attributes: operational excellence, therapeu-
tic excellence, and access to patient populations.

“Finding A Glass Slipper Service Provider To Fit Your
Phase 2/3 Outsourcing Needs” (pp. 9-11) looks deeply into
why certain sponsors prefer certain types of service pro-
viders. For example, the clinical operations director at a
large pharma company may prefer to partner only with
large CROs for Phase 3 studies, while the seasoned proj-
ect manager at a non-large sponsor company considers
a midsize CRO her go-to for Phase 2 trials. By looking at
the top benefits associated with different kinds of service
providers, one can gather a sense of where each one excels.

“Too Hot, Too Cold - Finding the Clinical Develop-
ment Outsourcing Model That Is Just Right” (pp. 12-
14) compares seven clinical development outsourcing
models common to the industry. About one-third of
survey respondents indicated they have not found

the model(s) that work(s) best for their companies.
They also indicated a willingness to explore out-
sourcing options to ensure success of their clinical
development programs, citing a variety of triggers
that would prompt their companies to change out-
sourcing models. This article analyzes why sponsors
gravitate toward particular outsourcing models, as
well as what it would take for those sponsors to ex-
plore something slightly — or drastically — different.
Finally, “Outsourcers Send A Consistent Message In
Phase 2/3 CRO Selection” (pp. 15-16) investigates why
outsourcers seek certain providers for Phase 2 and
Phase 3 studies — from efficient operation and past pos-
itive experiences with that provider to experience with
similar studies and demonstrating strong data quality.
The article is based on findings from two online surveys
(one focused on the Phase 1 space and another focused
on the Phase 2/3 space), evaluating the performance of
50 CROs across 20+ attributes, intended for sponsors to
gain improved understanding of which service provid-
ers may be good fits for their needs and priorities.
Regardless whether a study is Phase 1, 2, or 3, CRO
selection is a complicated exercise. As Sherry Hub-
bard-Bednasz notes in “Company Size And PPAs -
Peeling The Layers Of Phase 2/3 Service Provider Se-
lection,” “there is no wish list that fits all. Too many
factors prevent the proverbial ‘easy button.” Still,
insight into different types of service providers’ ap-
parent strengths and shortcomings, combined with
revelations into sponsor decision-making processes
around the industry, can help sponsors to explore their
outsourcing options with greater confidence. OO®
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About ISR Reports

The pharmaceutical industry needs higher-quality
market research. We fill that need.

Our industry reports utilize primary market research, which enables us to provide our customers with novel data
on topics that, until now, were only attainable through custom research.

For our custom research services, we leverage years of industry experience and a global proprietary Health Panel of
over 3,000 healthcare and pharmaceutical professionals to provide our customers with endless innovative possibilities.

What makes ISR different?

We understand that you're looking for confidence in your market research. With ISR, you’ll consistently receive:

Focused Domain Expertise — We’ve operated in pharmaceuticals for over 15 years and because it’s our sole focus,
our domain expertise brings value to the work that “generalist” researchers can’t deliver.

Genuine Research Expertise — Our market research experience has developed over 20 years in many dynamic
industries. We capture appropriate sample sizes, given the research objectives, and we use appropriately
sophisticated statistics to uncover everything that’s real and to give you confidence in your decisions.

Transparency — If you're like many, you’ve been disappointed more than once by research providers who fail to live
up to their promises, providing you with their “professional judgment” in place of sound data and suspect contacts
instead of real decision makers. We deliver the beliefs, attitudes, and intentions of people who matter - and we’ll
prove it by showing you the titles of your respondents.

For additional questions about any of our reports or custom research services,
please contact us at info@ISRreports.com.

reports

Smarter questions .« Smarter answers
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6 Company Size And PPAs
COMPANY SIZE AND PPAS - PEELING THE LAYERS
OF PHASE 2/3 SERVICE PROVIDER SELECTION
If only there were an easy button for service provider selection. Indeed, this process continues to evolve and
grow in complexity as clinical trials do the same. Layer in factors such as company size and preferred provider
agreements (PPAs) and you can find yourself quickly overwhelmed by provider options and service offerings.

8 Priorities
WHAT TO PRIORITIZE WHEN SELECTING A PHASE 1 CRO

A critical factor when examining service provider selection is the existence of preferred provider agreements.
Keeping this in mind, ISR asks respondents to share their selection criteria in a way that demonstrates these
agreements’ impacts on the decision-making process.

9 Fitting Your Needs
FINDING A GLASS SLIPPER SERVICE PROVIDER
TO FIT YOUR PHASE 2/3 OUTSOURCING NEEDS
In a recent ISR study, we asked 121 respondents involved with outsourcing activities if the choice were

completely up to them, what type of service provider(s) would they choose to help their organizations conduct
clinical trials. Respondents were asked their preferences for Phase 1,2,3, and 4 trials.

12 Outsourcing Models

TOO HOT, TOO COLD -
FINDING THE CLINICAL DEVELOPMENT OUTSOURCING MODEL THAT IS JUST RIGHT

Let’s take a trip down memory lane - the good old days of original straightforward outsourcing. Have a gap
in capacity? Outsource. Need access to research experience? Outsource. Pluck that card off the Rolodex and
make the call to secure high quality at the best price. (Maybe we’re overstating the simplicity of the good old
days a bit, but that’s what people do.)

1 5 CRO Performance
OUTSOURCERS SEND A CONSISTENT MESSAGE IN PHASE 2/3 CRO SELECTION
Industry Standard Research (ISR) has been collecting data on CRO selection and performance for nearly 15
years. We’ve watched the industry grow, service offerings expand, and providers consolidate and spin off.

Through it all, we have been surveying industry decision makers to keep a pulse on how CRO selections
are made and how providers have performed for their recent customers.
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Company Size And PPAs - Peeling The Layers

Of Phase 2/3 Service Provider Selection

SHERRY HUBBARD-BEDNASZ Market Research Director, Industry Standard Research

If only there were an easy button for service provider selection. Indeed, this process
continues to evolve and grow in complexity as clinical trials do the same. Layer in
factors such as company size and preferred provider agreements (PPAs) and you can
find yourself quickly overwhelmed by provider options and service offerings.

or good or bad, if you have PPAs in place,

those providers are “in waiting.” Got a tri-

al to run? Check with your PPA list first.

Whether pleased or displeased with your
preferred providers, the fact is, you have a start-
ing point. A preferred provider has been thoroughly
vetted; a contract is in place. There is a transparen-
cy about what they can and can’t do. You can assess
whether a preferred provider can meet 20% or 80% of
your trial needs checklist. For many small and emerg-
ing pharma companies, this first step is simply not
available. Very few small companies, per recent CRO
benchmarking results, have PPAs in place for Phase
2/3 services.

Let’s take a closer look at the 237 respondents who
participated in the Phase 2/3 CRO benchmarking sur-
vey. Of those, 52 respondents work at small compa-
nies (R&D less than $100M) and 185 respondents work
at midsize or large companies (R&D greater than
$100M). Of the 52 respondents at small companies, a
whopping 92% do not have PPAs in place vs. 8% who
do. Of the 185 respondents at midsize/large compa-
nies, 31% do not have PPAs vs. 69% who do.

How do these segments go about provider selection
when they don’t have the luxury of PPAs? What tops their
checklists as they search for the best-suited provider?
The two charts on the next page compare the top five se-
lection drivers for small pharma and midsize/large phar-
ma. At least two-thirds of each subset’s Most Important
picks are captured in the Top 5. Some standout parallels
and differences can be found between the two. In terms
of parallels, having had a Prior positive experience with
service provider is equally important to both segments

(~20% Most Important, ~43% Top 5). Therapeutic exper-
tise also resonates with both segments at about the same
rate (~10% Most Important, ~45% Top 5).

Stark differences lie with the other attributes. Inter-
estingly, Operational excellence is notably more crit-
ical as a selection driver to small pharma (27% Most
Important) compared to midsize/large pharma (16%
Most Important). Experience with similar study types
and Low cost captured the third and fifth positions,
respectively, with small pharma yet were not on the
Top 5 radar for midsize/large pharma. Likewise, Ex-
pectations for data quality and Metrics for meeting
overall project timelines captured the fourth and fifth
positions, respectively, for midsize/large pharma but
did not make the Top 5 cut for small pharma.

The charts on the next page reflect what respondents
consider most important in their selection process at
the present moment. How do respondents see this pro-
cess changing, if at all? What is going to shape their
selection decisions in the future? The charts show
respondents’ top picks for those attributes gaining
importance. Again, we see parallels and differences
among these two subsets in the decision-making sce-
nario of not having PPAs in place. Not surprisingly, Pa-
tient recruitment strategy and Operational excellence
still hold as important future drivers for both subsets.

The most striking difference is small pharma’s top
- and unique - pick of Responsiveness (33% of respon-
dents). Occasionally, we will come across a respon-
dent comment that alludes to this subset wanting
CROs to be more attentive to their needs, both in turn-
around time and priority. Small pharma’s role in driv-
ing drug innovation is increasing, as is their reliance
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Top Selection Drivers, No PPAs - Small Pharma

Operational excellence
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Drivers Gaining Importance, No PPAs - Midsize/Large Pharma

Patient recruitment strategy
Operational excellence
Therapeutic expertise

Up-front contingency planning, risk management

. 31%
I 24%
I 22%
I 21%

Experience with similar study types NN 16%
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on strong vendor partnerships. Also unique to the top
five selected by respondents at small companies are
the attributes of Prior positive experience with ser-
vice provider (19%) and Project manager quality (17%).
Likewise, respondents at midsize/large companies
said three attributes are gaining in importance: Ther-
apeutic expertise, Up-front contingency planning,
risk management, and Experience with similar study
types (each capturing about one-fifth of respondents).

Peeling the layers on provider selection reveals
this simple fact: There is no wish list that fits all.

10% 20%

% of Respondents

30% 40%

Too many factors prevent the proverbial “easy but-
ton.” Even so, a slight pattern does emerge for these
two subsets that do not have PPAs at their disposal.
Small pharma is looking for a personal touch - there
is an underlying desire to secure the human aspect
of clinical trials. Get the people, relationships, and
customer service right and the project work will fol-
low. Midsize/large pharma does share in this, how-
ever, the mechanics of clinical trials - data quality,
metrics, knowledge, risk management - seem to rise
a bit more to the top. OO

ISRREPORTS.COM CRO SELECTION 2022

7



By Industry Standard Research

WHAT TO PRIORITIZE WHEN SELECTING A PHASE 1 CRO
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What To Prioritize
When Selecting A Phase 1 CRO

INDUSTRY STANDARD RESEARCH

critical factor when examining service provider selection is the existence of preferred provider agreements.
Keeping this in mind, ISR asks respondents to share their selection criteria in a way that demonstrates
these agreements’ impacts on the decision-making process. Three attributes are prevalent in all three
scenarios: Operational Excellence, Therapeutic Excellence, and Access To Patient Populations. @©®

Hoay,

Expectations For
Data Quality
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Finding A Glass Slipper Service Provider
To Fit Your Phase 2/3 Outsourcing Needs

SHERRY HUBBARD-BEDNASZ Market Research Director, Industry Standard Research

It’'s Monday morning. The office is buzzing with chatter about the new clinical trial
your company is going to sponsor. It’s a big one, but the checklist of niche needs is
long, including a complex indication, specialized patient recruitment, and risk-
based monitoring. You have some ideas about which CROs you think would fit the
bill for outsourcing needs, but it will be a difficult decision. And so the provider

selection process begins...

hat if you were the sole decision maker

in this situation? We at ISR like to ask

survey respondents this very question

when it comes to key outsourcing de-
cisions. Such decisions are rarely made by a single indi-
vidual; however, an aggregate measure of provider pref-
erence can be an important piece to understanding the
larger puzzle of how these decisions are made. Let’s say
a clinical operations director who works at a large phar-
ma company says he prefers to partner with only large
CROs for Phase 3 studies. Conversely, a seasoned proj-
ect manager who works at a non-large sponsor compa-
ny says a midsize CRO is her go-to for Phase 2 trials. In
these scenarios, size stands out as a correlating factor.
Large favors large, non-large favors non-large. Do we
see this pattern among clinical outsourcers?

In a recent ISR study, we asked 121 respondents in-
volved with outsourcing activities if the choice were
completely up to them, what type of service provider(s)
would they choose to help their organizations conduct
clinical trials. Respondents were asked their preference
for Phase 1, 2, 3, and 4 trials. The charts below provide
evidence of the relationship between company size and
provider type preference for Phase 2 and 3 studies.

There are notable differences in preference nearly
across the board for Phase 3 trials. More than half of re-
spondents (54%) at large sponsor companies prefer large
CROs for Phase 3 work compared to one-third of respon-
dents (32%) at non-large sponsors. Three-quarters of re-
spondents (74%) at non-large companies prefer midsize
CROs compared to half of respondents (49%) at large

companies. Likewise, one-third of respondents (32%) at
non-large companies prefer small CROs compared to
one-fifth of respondents (18%) at large companies.

Provider preference tightens up a bit for Phase 3 stud-
ies. Large CROs were the top provider choice by respon-
dents at both large and non-large sponsor companies for
Phase 3 trials (78% and 68%, respectively). More respon-
dents at non-large companies favor midsize full-service
CROs (53%) versus one-third of respondents (35%) at large
companies. Likewise, preference for small CROs resonates
slightly more with respondents at non-large companies.

There’s no denying it. Size plays a part in provider
preference but it’s not the only thing. The service pro-
vider market is vast and the provider selection process
is complex. While a handful of large CROs account for
about half of the CRO services market share, other ser-
vice providers continue to carve out their piece. Do pro-
vider types vary in terms of perceived advantages over
others? In a word: absolutely.

In another recent ISR study, we asked 146 respondents
what unique benefits, if any, do they associate with us-
ing four types of providers for Phase 2/3 services: large
full-service CROs; midsize multi-service CROs; small
niche service CROs; and academic medical centers. The
charts on the next page highlight the top five benefits
reported by respondents for each provider type.

The dominance of large CROs is hard to ignore. Sev-
eral attributes, according to respondents, are exclusive
to large CROs - no other provider type claimed Global
footprint (88%), Breadth of services (84%), and Patient
recruitment (71%) as a top five benefit. Nearly two-
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Provider Type Preference - Phase 2 Studies
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Top 5 Benefits of Different Provider Types

Large, full-service CROs
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Midsize, multi-service CROs
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Project management [N 62%
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thirds of respondents (62%) said Quality is a top five :
benefit associated with midsize CROs, and exclu- | :
sively so. Both large and midsize providers, however,
tout Capacity/resource availability and Project man-
which to strategically position its clinical develop-

Specialized focus is a top five benefit exclusive to :
small CROs and academic medical centers, per 71% : :
and 56% of respondents, respectively. Low cost (57%)
is associated with small CROs as a top five benefit : :
but not with others. Several top five benefits are ex- : !
clusive to academic medical centers, including KOL : i
access and Strong investigator relationships (53%
each) and Specialized facilities/equipment (49%).
Both small CROs and academic medical centers, :

agement as shared top five benefits.

% of Respondents

however, share Local knowledge as a top five benefit.
Midsize and small CROs share two attributes: Flexi-
bility and Customer service.

Clearly, each provider type has a few gold stars on

ment services offering. Granted, many attributes
were selected by at least one-third of respondents
across provider types, perhaps evidence of service
providers’ efforts to become more agile. By looking
at the top five benefits, however, one can gather a
sense of where different service providers shine.
Such information helps to make that glass slipper -
or in today’s clinical trials, a pair of steel-toe boots -

: just a little easier to find. @O @
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Too Hot, Too Cold -

Finding The Clinical Development
Outsourcing Model That Is Just Right

SHERRY HUBBARD-BEDNASZ Market Research Director, Industry Standard Research

Let’s take a trip down memory lane - the good old days of original
straightforward outsourcing. Have a gap in capacity? Outsource. Need access
to research experience? Outsource. Pluck that card off the Rolodex and make
the call to secure high quality at the best price. (Maybe we’re overstating the
simplicity of the good old days a bit, but that’s what people do.)

owadays, the reasons to outsource ex-

tend well beyond a single need for a sin-

gle project. Gone are the easy buttons and

linear decision-making. A significantly
reduced in-house development infrastructure means
a heavy reliance on external resources. And with that
comes challenges in managing those external rela-
tionships and expectations.

Despite the intricacies of outsourcing, the trend con-
tinues to hold. Industry Standard Research learned in a
recent survey that 61% of clinical development work is
currently outsourced, on average. This metric is specific
to the outsourcing community; those involved with in-

house only activities are not included in this figure.

Let’s say you are sponsoring a novel clinical study
that requires therapeutic expertise not available in-
house, specific geographies, and remote/risk-based
monitoring. In the past, this scenario would have been
rare. Today, not so much. Let’s also say this study is one
of several in your pipeline. Are companies engaging
more than one outsourcing model to meet their needs?
Yes, and with a little trial and error.

We asked 121 respondents about their use of seven
clinical development outsourcing models common to
the industry. For the purposes of the survey, models
were defined as the following:

Compound or
Program-Based

A sponsor outsources all or most development for a specific compound or program of compounds to one provider

Fee-For-Service

A sponsor outsources clinical development projects on a trial-by-trial basis (traditional CRO outsourcing)

Functional Service
Provider (FSP)

A sponsor outsources all or most of one function (data management, monitoring) or therapeutic area or work in a geography to a service provider

Hybrid Full-
Service and FSP

A sponsor uses outsourced resources for a project that are specific to that study and those from an established FSP pool of resources; these
resources do not have to come from the same provider

In-Sourced

Personnel are brought in from a staffing agency or other service provider and placed under the sponsor's management for a defined period of time

Preferred Provider

A sponsor selects a few service providers and these providers are awarded most of the sponsor’s outsourced clinical development work

Sole-Source

A sponsor selects one partner for all its outsourced clinical development work

12
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We found that all but one model surveyed some-
what missed performance expectations when ratings
were assigned point values. The In-Sourced model
was the only one that performed slightly above ex-
pectations. Moreover, one-third of respondents dis-
agreed with the statement that they have found the
model(s) that work(s) best for their companies.

So what outsourcing models are companies using?
The chart below shows the utilization of each mod-
el by large (R&D spend of $1B or more) and non-large
(R&D spend of $100M-$999M) companies. At least 10%
of clinical development work was required to be con-
ducted per a given model to be counted toward utili-
zation of that model.

The Preferred Provider model is utilized most over-
all; however, a greater percentage of respondents from
large companies (82%) reported use of this model com-
pared to respondents at non-large companies (57%).
Conversely, a greater percentage of respondents from
non-large companies reported use of the Fee-For-Ser-
vice model (47%) and Compound or Program-Based
model (53%) compared to respondents at large compa-
nies (39% and 38%, respectively). Non-large sponsors
may be less inclined to lock into formal preferred pro-
vider contracts, allowing them to shop around for the
best-suited CRO and/or competitive bids.

All but one outsourcing model in the chart above are
utilized by at least one-quarter of respondents. This tells
us that companies have options, and they are exploring

OUTSOURCING MODELS

them. Another aspect to consider is this: What a model
may offer on paper versus how the model is executed by
a provider may not line up. Indeed, the advantages and
disadvantages to using these models differ.

We asked respondents to choose from a pick list the
benefits and drawbacks they experience from using
a given outsourcing model. Some models share sim-
ilarities, and some, like the three in the table below
- Preferred Provider, Fee-For-Service, and In-Sourced
- substantially differ from each other. While the Pre-
ferred Provider model cultivates established partner-
ships, the Fee-For-Service model fills gaps regarding
expertise, skills, and technology. The In-Sourced mod-
el optimizes staffing needs. Downsides are unique as
well; however, a high price tagis shared. In fact, all sev-
en models flagged high cost as a top three drawback.

In addition to capturing pick list pros and cons, we
learned in respondents’ own words why they use a
particular model for outsourcing clinical develop-
ment work. Such comments are a window into spon-
sors’ actual situations and needs.

One respondent shared this reason for why they
use the Fee-For-Service model: “We are a small com-
pany (700 employees) with various compounds in
multiple therapeutic areas. This approach lets us
find the best providers with specific therapeutic ex-
perience.” Contrast this with another respondent’s
reason for using the Compound or Program-Based
model: “Large programs centered around one com-

Outsourcing Models Conducting Clinical Development Work

. 82%
: ; ; 47%
Functional Service Provider (FSP) _ 49%
N M Large companies (R&D spend
38% of $1B or more, n=74)
°  HMNon-large companies (R&D
38% spend of $100M-$999M, n=47)
. . (¢]
Hybrid Full-Service and FSP -4%
24%
11%
Sole-Source - 13%
0% 20% 40% 60% 80% 100%
% of Respondents
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Top Benefit 2nd Benefit 3rd Benefit Top Drawback 2nd Drawback 3rd Drawback

Vendor consolidation,  Improved service
Preferred Provider fewer relationships to  provider relationships/
maintain deeper partnerships

Access to specific
= 5 4 Increased resource s b
Fee-For-Service skills/expertise not

flexibility available internally

Access to additional
Increased resource y

In-Sourced flexibilit core resources
o (tie 2™)

pound can cross-fertilize easily with this outsourc-
ing; information is not diluted or lost in communica-
tion within one single organization.”

The second most utilized model, Functional Ser-
vice Provider (FSP), also garnered distinct reasons
for use, including remote work and cost savings. One
respondent shared: “Some activities lend themselves
to hiring a specialized workforce, especially for work
that can be done remotely and/or is very objective
in nature. The FTE costs are far lower than for in-
house staff” Another respondent reflected on sce-
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nario-specific needs met by this model: “For niche
studies where we have a lot of DNA sampling or bio-
markers evaluation, especially in rare disease trials
or mega outcome studies conducted globally, prefer-
ence is to go for a functional service provider.”
Comments like these point to the increasing com-
plexity of today’s trials. And companies are willing to
explore their outsourcing options to ensure success
of their clinical development programs. Many respon-
dents cited a variety of triggers that would prompt
their companies to change outsourcing models. Cost
implications, shift in workload, and quality of service
were collectively mentioned by half of respondents.
Sorting through the options and finding a model that
works is indeed a work in progress for many. @O0
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Outsourcers Send A Consistent Message
In Phase 2/3 CRO Selection

REBECCA MCAVOY VP of Market Research, Industry Standard Research

Industry Standard Research (ISR) has been collecting data on CRO selection

and performance for nearly 15 years. We’ve watched the industry grow, service
offerings expand, and providers consolidate and spin off. Through it all, we have
been surveying industry decision makers to keep a pulse on how CRO selections
are made and how providers have performed for their recent customers.

hrough two online surveys, one focused

on the Phase 1 space and another focused

on the Phase 2/3 space, recent custom-

ers have evaluated the performance of 50
CROs across 20+ attributes. For the CRO Leadership
Awards, data for each CRO are aggregated across
Phase1and Phase 2/3 services (when applicable) and
compared to the performance of other CROs in the
study. Leadership Awards are given to top-perform-
ing CROs in 10 different categories, so that sponsors
can gain an understanding of which service provid-
ers may be good fits for their needs and priorities,
and CROs can better understand how their recent
customers view their performances.

While the performance data is critical for spon-
sors to make informed provider selections, it is also
important for decision makers at sponsor organiza-
tions to assess how much value they place on per-
formance or expertise in a variety of areas based on
internal needs. For example, one sponsor may need
a high degree of therapeutic expertise from its CRO
while a selection team at another sponsor may in-
stead require a low-cost CRO or a provider with spe-
cific regulatory knowledge.

Because CRO selection environments can differ
among and even within companies, ISR collects re-
spondent insights into CRO selection in a few differ-
ent situations. Respondents share how they select
CROs 1) among a list of preferred providers, 2) when a
preferred provider list exists, but they are selecting an
off-list provider, and/or 3) when no preferred provid-

er list exists. Some selection attributes are important
across all three scenarios while others are only con-
sidered top attributes in one or two of the scenarios.

2022 PHASE 2/3 CRO SELECTION
To give a high-level perspective on Phase 2/3 CRO se-
lection, we have aggregated the selection data across
the three above-mentioned decision-making sce-
narios. As shown in the chart on p. 16, one attribute
stands out at the top of the chart. Operational excel-
lence was selected as the most important attribute by
one-fifth of respondents this year, selected at nearly
double the rate of the second attribute. The size of
this gap demonstrates the importance that industry
outsourcers place on operational excellence when as-
sessing service providers for their Phase 2/3 studies.
Therapeutic expertise sits in the second position, be-
ing chosen as the most important CRO selection attri-
bute by 11% of respondents. Then, the attributes start
to get closer together; prior positive experience with
service provider is in third position (selected by 8% of
respondents), followed by expectations for data quality
(6%) and several other attributes in the 4-5% range.

PHASE 2/3 CRO SELECTION OVER TIME

The chart compares the importance of various at-
tributes for Phase 2/3 CRO selection in 2022. How-
ever, ISR has been collecting these data for quite a
while now, so we have taken a look back to ascer-
tain whether or not these top selection factors have
changed over time.

By R. McAvoy

OUTSOURCERS SEND A CONSISTENT MESSAGE IN PHASE 2/3 CRO SELECTION
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By R. McAvoy

OUTSOURCERS SEND A CONSISTENT MESSAGE IN PHASE 2/3 CRO SELECTION

CRO PERFORMANCE

Most Important Phase 2/3 CRO Selection Attributes (2022)

Operational excellence

Therapeutic expertise

Prior positive experience with service provider
Expectations for data quality

Metrics for meeting overall project timelines
Low cost

Experience with similar study types

Network of sites/investigators

Global footprint

Patient recruitment strategy

We compiled the importance rankings of selection at-
tributes going back to 2016 to understand the degree of
consistency there has been in how sponsors are choos-
ing their CROs. The story these data tell about the very
top decision-making criteria is quite clear. Operational
excellence has been chosen as the most important at-
tribute by those outsourcing Phase 2/3 work every year,
without exception, while therapeutic expertise and pri-
or positive experience with service provider have typi-
cally traded off second and third positions.

We start to see some variation over time after the top
three attributes. As can be seen in the 2022 chart, this
is the point in the data where we get into the tightly
grouped attributes that 4%-6% of respondents are con-
sidering as most important, so some variation is ex-
pected. Experience with similar study types and ex-
pectations for data quality have featured among the
top-ranked attributes in many years, but not as consis-
tently as the previously mentioned attributes. Expec-
tations for data quality has risen in the rankings over
the past few years, so this may be an area that warrants
increased attention from service providers. Metrics for
meeting overall project timelines squeaked into the
top five attributes for the first time this year, perhaps
partly due to the uncertainty and stress around time-
lines during the COVID-19 pandemic. ISR will contin-
ue to watch this attribute to understand if this year is
an anomaly, or if meeting project timelines remains
among the top considerations over the coming years.
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Analyzing this historical data shows that outsourcers
of Phase 2/3 clinical trial work have been sending a con-
sistent message over time. They seek providers that can
operate effectively and efficiently, know their therapeutic
areas well, and that they have had positive experiences
with in the past. Showing experience with similar stud-
ies and demonstrating strong data quality are likely in a
second tier of consideration. CROs should feel confident
in focusing their efforts on these key criteria, ensuring
that their capabilities and knowledge are robust and that
they communicate their strengths and prior experiences
in these areas to prospective buyers. @@

Survey Methodology: Industry Standard Research is a
full-service market research provider to the pharma and
pharma services industries. ISR’s CRO Quality Bench-
marking research is conducted annually via an online
survey. For the 2022 CRO Awards data, 50 service provid-
ers were evaluated on 20+ different performance metrics.
Research participants were recruited from biopharma-
ceutical companies of all sizes and are screened for de-
cision-making influence and authority when it comes
to working with CROs. Respondents only evaluate
companies with which they have worked on an out-
sourced project within the past 18 months. This level
of qualification ensures that quality ratings come from
actual involvement with a business, and that companies
identified as leaders are backed by experiential data.

For more information, please visit www.ISRreports.com.
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WE'VE DONE THE WORK.
YOU MAKE THE DECISIONS.

Whether you need to better understand the competitive landscape,
outsourcing drivers, or important selection criteria, our experts
analyze first-hand data from industry peers to equip you with
valuable market insight and compelling recommendations.

IS

Q. (919) 301-0106 @ ISRreports.com & info@ISRreports.com reports



Six Questions to Ask About

Your Market Research

How do you guarantee the research you buy will give you confidence in your decisions? Here's
how we ensure you're getting the value you should expect from quality market research.

How Many Participants Take the Study?
Understanding your margin of error gives you accurate
expectations, making you more likely to hit your
performance metrics. We provide a vast sample of
participants from our proprietary Health Panel to

make sure our studies reach the correct number of
participants needed for accurate analysis.

When Were the Data Collected?

This should be the first question you receive during a
presentation and saying “l don't know" doesn’t sound
so good. In all our research products, we collect up-to-
date data relevant to the project at hand.

What is the Responsibility Profile for

the Participants?

Nothing stops a presentation faster than management
questioning the basis of your research. Confidently
project the research knowing that we pull information
from key decision-makers.

Where Did the Participants Come From?
Eliminating sample bias translates into accurate
competitive information and improves service quality
by ensuring your decisions are the right ones. Our
Health Panel provides an array of participants from all
company sizes within the pharmaceutical industry.

Who Sponsored the Research?

We're an independent, third-party data source. We
provide clean unbiased data and clean data means
you can confidently stand behind your analysis and
presentations.

What is the Background of the Analyst Who
Managed the Project and Reporting?

We have experienced analysts with hands-on industry
knowledge. Their insights can quickly be turned

into fit-for-purpose recommendations for your
organization.



