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By Jae Chung

While risk management efforts in drug 
development have focused mostly on 

post-marketing drug safety, the clinical tri-
als process has its own mix of potential risks 
waiting to derail a company’s multimillion 
dollar development programs. These risks 
include patient enrollment issues, site staff-
ing shortages, drug supply logistical prob-
lems, and regulatory delays. Risk-based 
challenges are escalating as clinical trials be-
come more global and complex, and as mar-
ket pressures keep rising for new therapies at 
an ever-increasing pace.

Both the FDA and EMA state that risk-
based methodologies should begin at the start 
of a trial.

Site selection, traditionally manually inten-
sive, is a critical step in getting clinical trials 
off to a good start, yet poorly performing sites 
have long been a tough challenge for the in-
dustry. Half of investigative sites under-enroll, 
11% of sites fail to enroll a single patient and 
a mere 13% exceed their enrollment target. In 
addition, phase II-IV study timelines often 

have to be extended to almost twice their orig-
inal length to achieve enrollment goals.

Site selection and feasibility tools can help 
by combining internal and external data 
sources so a complete target site profile can 
be created, mitigating risk factors for recruit-
ment and retention by finding the optimum 
alignment of top-performing sites with sub-
stantial patient databases, and quickly as-
sessing which sites have performed best in 
similar studies. This data-driven approach 
to site selection also facilitates communica-

tions and fosters a foundation of trust and 
commitment.

There are numerous steps involved in start-
ing clinical trials, and without risk manage-
ment planning, each has potential for causing 
delays, and ultimately, jeopardizing the study. 
To mitigate this situation, technology provid-
ing risk management capabilities is a critical 
improvement over traditional manual pro-
cesses. This level of process improvement can 
help keep studies on track and within budget 
and speed new therapies to market.

Refocusing on Risk Mitigation in Starting Clinical Trials

Jae Chung is the founding visionary of goBalto. A startup evangelist, he 
works with Rock Health to mentor healthcare technology startups. He 
previously co-founded Celltrion, a leading biopharmaceutical manufacturing 
company and was a strategy consultant with McKinsey & Company.
www.gobalto.com


