THINGS TO CONSIDER WHEN SELECTING A CRO
Evaluating a Contract Research Organization (CRO) for your clinical project may
seem like a daunting task. You may begin with the internal assessment of the
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Also, project team turnover generates additional
expense and inefficiency. What metrics can the CRO
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DELIVERY OF SERVICES
Take time to understand how the CRO delivers their
services and evaluate how their systems will integrate
into those of your company.
Who are the CRO team members who will work on
your project, what are their responsibilities and who at
the CRO is ultimately responsible for your project?
Will that person be your primary point of contact?

INFRASTRUCTURE
Appropriate CRO infrastructure is essential to support
your project requirements. Does the CRO have
adequate facilities and staff to handle your project
requirements? What software is used to track project
performance? How is the clinical information system
organized? Is clinical data maintained in accordance
with 21 CFR Part 11? What steps must be taken to
export data maintained at the CRO into your
company’s system? What mechanism does the CRO
provide to facilitate sponsor review of clinical study
data? How does the CRO manage essential study
documentation?

What is the planned communication schedule

QUALITY ASSURANCE

between the CRO and your company?

Quality assurance is essential to good clinical

Does the CRO have a comprehensive checklist of

research practices. Decisions regarding product

tasks required for clinical trials? Have you had a

safety and efficacy are based on the assumption of

chance to meet and talk with the key person(s) who

study integrity.

would be working on your project to verify

What methods does the CRO use to implement their

assumptions and general plans? What monitoring

services and confirm the quality of their work? What

and tracking reports can the CRO provide?

experience does the CRO have with FDA or other

TRACK RECORD – BUDGET/SCHEDULE
“How does a project get to be a year behind
schedule? One day at a time.”1 Because of the
uncertainties associated with conducting human
clinical trials, project budgets and schedules may be
revised after project initiation. How does the CRO
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Giving careful consideration to these issues and

interview client references to get additional data about

preparing a checklist relevant to your program needs

the CRO’s performance in this area.

before initiating the review process will streamline
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your evaluation of prospective CROs. This should
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increase your confidence that the CRO you select will
TRACK RECORD - CLIENT SATISFACTION
Client satisfaction is important data for evaluation of
the CRO’s performance; however, be careful not to
base your entire assessment on feedback from only
one client. Does the CRO have a formal method for
monitoring client satisfaction across projects? If so,

be well suited for your project.

