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Figure 1. Grouping Trials into Specialty Datasets (adapted with permission by Tasneem, ACRT 2011)
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Background Results

ClinicalTrials.gov is one of the largest databases of
clinical research in the world, comprising over
120,000 trials in 175 countries. With over 50 million
page views a month, it 1s also the most utilized
source for clinical trial information worldwide. As of
2007, registration was mandated for clinical trials
expected to contribute to an FDA submission. In
addition, the International Committee of Medical
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A dataset comprising 96,346 clinical trials was
downloaded from ClinicalTrials.gov on
September 27, 2010 in XML format and a
database for the Aggregate Analysis of
ClinicalTrials.gov (AACT) was created to
facilitate analysis.

A subset of trials was 1dentified, corresponding to
the FDA enactment of mandatory registration in

A process was developed to annotate and validate
disease conditions in order to create specialty

01 40,970 interventional studies registered
between October 2007 and September 2010,
8942 (22%) focused on oncology, the highest
among all specialties represented.

108 RCC trials studied treatment agent(s) which
were registered and initiated in the defined

timeframe.
48% assessed agents included in the NCCN RCC

18% studied FDA-approved treatments that were
not included in the guidelines. 34% of trials

» The ClinicalTrials.gov database provides a
unique opportunity to understand the breadth of
interventional trials in oncology.

=  Optimizing clinical research includes increasing
studies of novel therapeutics and improving the
comparative effectiveness research portfolio by
increasing utilization of pragmatic designs,
registries and late-phase trials.

The findings identify strengths and weaknesses
in trial design, patient populations, and evidence
development that need to be carefully considered
in an era of increasing focus on research design
and comparative effectiveness research.

The majority of new studies and accrual in RCC
assess questions of treatment sequence and
setting for established therapies, many of which

analyses are needed for other cancer types.
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