Accelerate
regulatory filings
with external
control arm studies
Support your label expansion and post-marketing
strategies using retrospective data.
External control arms (ECAs), also referred to
as synthetic controls, are patient-level matched
controls drawn from previously collected
data. In contrast to a traditional randomized
controlled trial (RCT), where all trial participants
are randomized to either a treatment or control
group, an ECA substitutes or supplements the
control group with a matched control built
from real-world data or historical RCT data.
When and why are external control arms used?
ECAs are most commonly used for label expansion and
post-marketing studies, and are most applicable when:
→ Trial recruitment is limited by the number of available patients
→ There are ethical reasons for not offering study treatment
to enrolled patients in a trial control arm
→ The treatment is commonly used outside the study
(e.g. off-label use)

IBM® Watson Health® can guide successful use of
external control arms by offering:

Advisory
services

Implementation
services

Benefits of working with Watson Health:

Ensure the quality and scientific
rigor of your study and increase
probability of ECA success

Navigate interactions
with data vendors and
regulatory authorities

Reduce time and resources
needed for ECA, and save
on costs typically incurred
through traditional RCT

Regulatory authority acceptance of an ECA is determined on
a case-by-case basis and is influenced by the practical need for
an ECA, the availability of appropriately matched control data,
and the rigor of the proposed study protocol.

For more information
To learn more please contact us at WatsonH@us.ibm.com.
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