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Clinical trial feasibility

• Clinical trials are expensive, time consuming 
and can result in cancelled trials and can have 
costly amendments.

• Using a data-driven approach for feasibility 
allows for an overall understanding of the 
population of interest and characteristics of the 
population by examining inclusion/exclusion 
criteria for the population of interest.

• By enabling the CDM, and OHDSI tools we are 
able to mimic protocol populations using 
observational data to better understand how 
inclusion/exclusion criteria affect the population 
in a timely, concise and reproducible manner. 
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Background

• Clinical trial feasibility analyses address operational questions, 
provide insight in overall population eligibility, impact protocol 
design, and can potentially avoid protocol amendments for a 
clinical trial. At Janssen this utility is provided to clinical teams 
by identifying appropriate protocols and pre-protocol 
documents that may be studied using observational data 
(mainly claims databases). 

• To date we have conducted more than 70 analyses within a 
time span of two and a half years. This analysis is limited to 
30 programs/protocols that are posted on clinicaltrials.gov 
across five therapeutic areas. 

• This study provides an understanding how of observational 
data can inform clinical trial design using the OHDSI 
framework and tools. 
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Methods
• The results of each of the analyses are summarized into a 

dataset which includes therapeutic area, key analysis 
questions, the number of criteria evaluated by domain 
(administrative, condition, drug, measurement, observation, 
and procedure), age distribution, individual results, match 
rates (the proportion of persons to match all criteria in the 
index cohort), data sources, and cohort size were recorded. 

• Statistics were calculated by therapeutic area for various 
metrics, specifically: match rate, data domains of criteria, 
percentage of criteria evaluated/not evaluated which reflect 
the degree to which the criteria from the CT could be 
implemented in the observational data. 
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Results
• In total, 17% represent protocols recruiting from pediatric 

populations, while 7% were mixed adult and child and 76% adult. 

• Table 1 gives the overall statistics of criteria by type and percent 
evaluated. Overall each protocol has on average 33.1 criteria with 
55.59% of criteria that can evaluated through available observational 
data.

Table 1. Overall statistics of evaluated programs using the clinical 
trial feasibility framework
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Results
• The proportion of criteria in a 

protocol vary by domain with 
conditions making up over 30% of 
the protocol criteria across 
domains followed by drugs, 
procedures, observations, 
measurements and administrative 
criteria. 

• In all TA’s conditions make up the 
majority of criteria that is 
evaluated with at least 27% of 
condition criteria evaluated. 

• Administrative data is not 
evaluated in any TA due to the lack 
of this data type, examples 
include: consent to participate or 
adherence to protocol guidelines. 
Measurement data which is mainly 
laboratory data is evaluated for 
less than 1% of criteria due to lack 
of completeness of data for all 
persons in the disease cohorts. 

• The differences in the amount of 
criteria by domain represent 
comorbidities that are relevant to 
individual TA’s, for example 
immunology and oncology have a 
larger proportion of drug criteria 
compared to cardiovascular 
protocols. 
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Results

• The match 
rates vary 
among the TA’s 
and by 
protocol. The 
matching 
population can 
vary from ~3% 
to 70% 
depending on 
the index 
population and 
disease area.
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Conclusions
• Our study demonstrates the value of using the OHDSI tools to support 

generating real-world evidence that can meaningfully inform clinical trial 
design. The observed diversity in match rates and impact of criteria 
demonstrate the need for feasibility to gain additional insights. 

• Clinical trial inclusion criteria can often, but not always, be evaluated in 
observational data.  When these criteria can be evaluated, they are most 
often based on prior conditions and medication history of the patient.  

• The impact of inclusion criteria on the proportion of patients from a target 
population that satisfy all criteria can be evaluated using OHDSI tools, and the 
substantial variability shown in this study demonstrates that different types of 
insights can be obtained in different circumstances.  

• While the use of observational data should be tailored to the particular clinical 
problem and the needs of the decision-making stakeholders, we believe a 
consistent process for applying standardized analytics can be applied to trial 
feasibility to meaningfully inform clinical development. 

• Future research would be to evaluate the results from published trials against 
our implementation to determine the generalizability using observational data. 
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