
UTILIZING SECONDARY DATA SOURCES IN 
COMBINATION WITH PRIMARY CLINICAL 
DATA TO OPTIMIZE DATA COLLECTION IN 
PROSPECTIVE STUDY DESIGNS

INTRODUCTION
The pressures to control the cost of healthcare mean drug 
developers are looking for ways to create efficiencies and 
cost savings in drug development. A promising advancement 
in the clinical research process is by combining existing data 
from electronic health records (EHR) and claims data with 
prospective clinical data collection, referred to a hybrid study.

Building an optimal real-world evidence (RWE) package

There is no such thing as the perfect evidence package because 
there are always trade-offs between time, cost and utility. 

Three critical factors to consider

1. product differentiation 
2. clinical outcomes in the real world 
3. evidence gaps that crop up suddenly

MODEL

CONCLUSIONS
In the ever-evolving healthcare landscape, stakeholders are demanding more real-world evidence, and 
more real-world evidence is becoming available. That should mean that the demand should be easy 
to satisfy. It isn’t because the real-world evidence is often fragmented, and rarely collected for the 
purpose for which a developer will want it. 

Bridging the gap between what’s needed and what’s possible is never easy, but those companies 
that move up the learning curve the fastest will gain a distinct, and perhaps enduring competitive 
advantage.
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PAREXEL recently completed a landscape 
assessment for a client with a new 
immuno-oncology product. Immuno-
oncology has become a hotly contested 
arena for R&D.

DETERMINE EVIDENCE REQUIREMENTS 
To determine evidence requirements, 
research disclosed patient population 
characteristics, conducted a systematic 
literature review, and assessed current 
data packages (for already-approved 
immuno-oncology drugs). 

ANALYZE RESOURCE UTILIZATION 
Analyze resource utilization, and studied 
defensible endpoints, such as quality 
of life (QoL), and clinical outcome 
assessments/electronic clinical outcome 
assessments (COAs/eCOAs). 

IDENTIFY GAPS 
Once the landscape assessment, was 
complete and gaps were identified. 
The client’s product was well tolerated, 
but it was entering a crowded market 
with many competing players close to 
launching their products. After identifying 
the data requirements, assessment 
indicated whether any HDAs were 
available with the information needed to 
fill gaps, such as incidence, or prevalence 
rates of certain cancer indications. 
Additionally, the assessment resulted 
that no survival data was available in 
the key markets the client wanted to 
enter. Therefore, filling the evidence gap 
would require that the client conduct a 
prospective observational study. 

DEVELOP A COMMUNICATION PLAN

A communication plan was developed 
that could be stored in the company’s 
global value dossier (GVD), electronically 
accessible to all internal project teams, 
among them medical communications, 
regulatory, and market access. The plan 
included a detailed submission calendar 
for abstracts and manuscripts based 
on annual congresses, and the data’s 
expected availability.

Secondary healthcare data assets (HDAs) 
are increasingly accessible due to:

•  Advances in informatics, such as cloud-
based computing

•  New technologies (mobile health 
devices, social media)

•  The steep uptake of EMRs

•  The availability of robust secondary data 
platforms, such as the patient registries 
maintained by Nordic countries 
(accessed directly via petition to health 
authorities)

 
STEP 1 
Determine where the data sources 
are. Fortunately, search tools and data 
asset libraries are improving constantly, 
reducing the time required to find the 
needed data. 

STEP 2 
Assess the data’s quality and relevance. 
In the world of HDAs, you don’t know what 
you have until you examine it up close. 
Some of the best registries in the world 
cannot always be used for valid statistical 
analyses. Secondary data sources often 
have serious shortcomings, such as 
missing data, or a lack of interoperability 
due to non-standardized formats or 
data points. Sophisticated analytical 
techniques can determine the strengths 
and weaknesses of various data sets, and 
help find solutions by combining different 
ones.  

STEP 3 
Turning HDAs into a compelling value 
story requires the ability to deal with 
voluminous and disparate data sources. 
For example, large epidemiology studies 
using population databases are in high 
demand, and the number of healthcare 
databases available to researchers 
worldwide is exploding. Complex research 
questions require researchers to locate 
the appropriate source from amongst 
hundreds, and understand the specific 
nature and characteristics of each; 
that is, their data rigor, the degree of 
risk for spurious results, country- or 
region-specific standards of care, and 
the timeliness of the data, among other 
factors.

REGULATORY RECOMMENDATION 
Randomized Clinical Trials remain 
the gold standard for regulators, but 
agencies increasingly look for hybrid 
studies combining various trial designs 
with secondary data. For example, the 
European Medicines Agency (EMA) 
is actively promoting a gradation of 
evidence generation from clinical trials 
alone to a mix of evidence. The agency 
has advocated for using RWE to support 
lifecycle product development and 
monitoring, and to improve regulator  
and national payer decision making.

In some cases, the EMA is inviting  
payers to sit in on early scientific advice 
sessions with sponsors. That’s important, 
because the evidence collected in a Phase 
III trial should be relevant to payers. 
Similarly, the FDA reportedly is working 
on new guidelines for using RWE to 
support benefit-risk assessments for  
new medical products.1 

COST AND TIME REDUCTIONS 
Leveraging EMR and claims data 
alongside traditional primary research 
reduces the burden of data collection 
from investigative sites, and drives 
cost savings. In fact, recently PAREXEL 
analyzed the potential cost savings of 
conducting a payer-mandated Phase IV 
randomized, active control trial in 1,049 
overactive bladder patients, at 100 sites, 
using hybrid data collection techniques. 
Calculations resulted in the capture of 
selected data points (demographics, prior 
and concomitant medications, and so 
on) through EMRs and claims data could 
save as much as 20% when compared 
to traditional, prospective-only research 
methods. 

CRITICAL DATA CAPTURE 
In order for hybrid studies to be valid 
(and accepted by regulators and payers), 
it’s critical to determine which data can 
be captured at sites (that is, primary 
endpoints, adverse events), and which  
can be collected via EMRs. 

MAP OUT A SOLID 
EVIDENCE STRATEGY

LEVERAGE SECONDARY 
DATA SOURCES

CONDUCT OF 
HYBRID STUDIES

1. FDA Voice, December 2015, entitled 'What we mean when we talk about data'


