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WHAT YOU WILL LEARN

How you can use this report

One of the primary challenges to successfully completing 
a clinical study is estimating the medical, clinical, logistical, 
and regulatory feasibility of the trial. Within the clinical trial 
feasibility process, sponsors, CROs and sites evaluate the 
possibility of conducting a clinical trial within a specific 
geographic region with the overall objective of completing 
the project with targeted patients and within defined 
timelines and costs. Thorough feasibility analyses that 
implement best practices will assist sponsors in delivering 
successful site start-ups and trials with data from the 
right patients while finishing on-time and on-budget. ISR 
gathered opinions from key stakeholders—sponsors, CROs 
and sites—to identify the best practices within the feasibility 
analysis process.
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VALUABLE FOR

• The percentage of trials that require a feasibility analysis and whether 
the analysis is conducted in-house or outsourced

• Objectives for conducting a feasibility analysis, the data sources 
utilized and site selection strategies

• Awareness of feasibility analysis service providers, frequency of use 
and how well providers performed with respect to client expectations

• Implement the top techniques and innovations identified by sponsors 
and CROs for conducting a feasibility analysis  

• Improve the accuracy of your own feasibility analyses by learning which 
characteristics and activities contribute to a predictive feasibility estimate 

• Understand the potential value to be gained by engaging a specialized 
feasibility analysis firm under specific circumstances

FOR PHARMA

FOR SERVICE PROVIDERS 

Compare feasibility analysis practices with industry peers to identify areas 
to improve the accuracy of internal and/or outsourced estimations as 
well as satisfaction with service providers 

Refine your company’s approach to conducting feasibility analyses by implementing 
the top techniques, innovations and best practices identified by the industry
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Objectives when conducting a 
feasibility analysis 
 
Every component of the analysis has an underlying objective designed to answer the question, “What 
decisions will sponsors, CROs, or sites be able to make once the analysis is complete?”   
 
Sponsors and CROs differ on what they see as the primary objective underlying a feasibility analysis.  
Sponsors cite Determine patient recruitment timelines most often as the primary objective (38%). CROs, 
however, point to Test the protocol achievability as the primary objective (45%).   
 
In other words, having designed a protocol and having confidence that protocol can and will be 
executed, sponsors want to know how long the patient recruitment process will take. CROs, on the other 
hand, want to determine whether a study using the sponsor’s protocol can be successfully completed.   
 
“What are your objective(s) when conducting a feasibility analysis, by which we mean the process by 
which a clinical study sponsor or clinical research organization can forecast and manage the number of 
patients per site per month for a specific protocol and determine realistic parameters for site enrollment 
months?  Please select all that apply.” (Sponsors n=60, CROs n=20) 
 
“What is your primary objective when conducting a feasibility analysis?  Please select one.” (Sponsors 
n=60, CROs n=20) 
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Objectives when conducting a 
feasibility analysis
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Sponsors and CROs differ on what they see as the primary objective underlying a feasibility analysis�  
Sponsors cite Determine patient recruitment timelines most often as the primary objective (38%)� 
CROs, however, point to Test the protocol achievability as the primary objective (45%)�   
 
In other words, having designed a protocol and having confidence that protocol can and will be 
executed, sponsors want to know how long the patient recruitment process will take� CROs, on the 
other hand, want to determine whether a study using the sponsor’s protocol can be successfully 
completed�  
 
“What are your objective(s) when conducting a feasibility analysis, by which we mean the process by which a 

clinical study sponsor or clinical research organization can forecast and manage the number of patients per site 

per month for a specific protocol and determine realistic parameters for site enrollment months?  Please select all 

that apply.” (Sponsors n=60, CROs n=20) 

 

“What is your primary objective when conducting a feasibility analysis?  Please select one.” (Sponsors n=60, CROs 

n=20)
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ANALYSIS 
OBJECTIVES

Sponsors and CROs differ on 
what they see as the primary 
objective underlying feasibility 
analysis.

C L O S E R  L O O K

<< CROs are more likely 
than sponsors to state 
the primary objective 
of a feasibility study is 
to Test the protocol 
achievability.

Data available in the full 
report, which can be 
found at: 

www.ISRreports.com
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Characteristics of a predictive 
or accurate feasibility estimate – 
unprompted
Sponsors report the most predictive and accurate feasibility estimates are driven by Prior results in 
similar clinical studies (45%)� CROs and sites mention this characteristic as well, but less often than 
having Clear and achievable inclusion and exclusion criteria (45% CROs and 43% sites) upon which to 
base the feasibility estimate� Furthermore, sites mention having a Clear and detailed protocol as the 
most predictive characteristic (48%)�  
 
“In your experience, what makes for a predictive or accurate feasibility estimate?  This is one of the key questions 

of the study.  Please be as specific as possible in your answer.  Thank you.”  
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Characteristics of a predictive or 
accurate feasibility estimate – 
unprompted 
 
Sponsors report the most predictive and accurate feasibility estimates are driven by Prior results in similar 
clinical studies (45%). CROs and sites mention this characteristic as well, but less often than having Clear 
and achievable inclusion and exclusion criteria (45% CROs and 43% sites) upon which to base the 
feasibility estimate. Furthermore, sites mention having a Clear and detailed protocol as the most 
predictive characteristic (48%).  
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Best techniques and innovations for 
feasibility analysis – unprompted

Sponsors
“In terms of a feasibility analysis, what are some of the best techniques or innovations you have experienced?  

Please be as specific as possible.  Thank you.” (n=60)
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Best techniques and innovations 
for feasibility analysis – 
unprompted 
Sponsors 
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FEASIBILITY ANALYSIS — UNPROMPTED
This page shows unprompted responses from sponsors on the best techniques and 
innovations utilized in their experience with feasibility analysis.

The full data is available in the report, which can be downloaded from www.ISRreports.com.
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