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A major goal of creating Clinical Translational Science Award (CTSA)
Programs across the United States was to provide standard infrastructure for the
effective and efficient conduct of clinical research across Academic Medical Centers
(AMCs). This represented opportunities for novel process approaches. It was a way
for the National Institutes of Health (NIH) to assist institutions and investigators
alike in the transformation of the clinical research enterprise in order to meet the
demands of contemporary society!. It is within this context that awardee
institutions created regulatory knowledge and support components within their
CTSA infrastructure. These components have been charged with finding ways to
reduce investigator regulatory burden as well as finding novel approaches that lend
themselves to standardization across other AMCs and CTSA programs2.

An important area within the regulatory knowledge and support components
is the protection of human subjects in research through ethical principles for human
subject research3. The intent of these protections have always been that
independent review committees should review research to ensure respect for
participant rights while minimizing risks in relation to anticipated benefits*. In
order to accomplish this Institutional Review Boards (IRBS) must have mechanisms
to consider a study’s scientific quality and operational feasibility in order to ensure
that protocols can be completed while achieving goals and objectives to answer
study question(s) and ensure that the fewest number of participants are exposed to
risk. Additionally, study question(s) must be deemed worthwhile to answer>.
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Recently, 12 CTSA programs collaborated to study scientific quality and
feasibility reviews, as part of the ethics review process, and the results of their
research were published in Clinical Translational Science earlier this year®. This
work emanated out of the CTSA Scientific Review Committee (SRC) Consensus
Group where standardization of the SRC process was deemed critical to support
investigators and institutions in their overall translational science missions. Overall,
the goal of this study hypothesized that implementing the Consensus Group
recommendations would improve the scientific quality of biomedical research
protocols without a meaningful change in overall duration of ethics review.

The study assessed SRC feasibility and standardization at CTSA-affiliated
AMCs using a mixed method approach. Initially 10 AMCs were assessed pre/post
intervention. Intervention was an attempt to implement SRC recommendations at
each participating site. Pre-intervention, four AMCs did not have SRC processes and
six had SRC processes that were in need of re-alignment based on working group
consensus recommendations. These data were collected via qualitative interviews.

It was found that broad-based communication, senior-level organizational
support, external motivations (i.e., grant funding, prestige, etc.), and committed SRC
reviewers by discipline all facilitated successful implementation of SRC
recommendations. However, limited resources including staffing, operational
variability by organizations with local mandates, limited SRC decision authority, and
lack of anticipated benefits of SRC review were recurring barriers of successful
implementation of SRC recommendations.

Additionally, this study looked at research protocol quality, which did not
significantly change between pre and post-implementation of SRC
recommendations. However, SRC and IRB administrators suggested improved
quality post-implementation. IRB turnaround time was not impacted in 40% of the
protocols reviewed based on SRC recommendations, but for 60% of the protocols in
the study sample, review time increased, at least in part due to SRC
recommendations, if the protocol review time exceeded 3 weeks.

Study conclusions included recommendations for further design of locally
effective SRCs, increased attempts are needed to build buy-in either through
improved communication or senior-level organizational mandates. Additionally,
there was a renewed call for the sharing of best practices, improved workflow
between SRC and IRB reviews, and a call for additional planning time for
implementation of SRC review recommendations. Therefore, the CTSA SRC
Consensus Group recommendations appear actionable and feasible. However, more
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work on standardization of processes and consideration of local institutional
variables are needed for continued implementation of SRC recommendations on a
broader national level.

The Clinical Translational Science Collaborative at Case Western Reserve
University participated in both the pre and post-implementation phases of this SRC
study as well as with manuscript preparation, editing, and publication.



