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SESSION PROPOSAL 28
OPERATIONAL INNOVATIONS IN ACADEMIC DATA ANALYSIS AND COORDINATING CENTERS
Lauren C Balmert, Department of Preventive Medicine - Biostatistics, Northwestern University

Description of Session:
This session will focus on interdisciplinary, operational innovations within data analysis and coordinating centers,
coalescing expertise and experience from diverse perspectives. Connecting project managers, data managers,
programmers, and biostatisticians from academic institutions across the country, the session will highlight operational
innovations in data quality assurance, regulatory document management, and medical coding and adverse event
reporting. Speakers with various coordinating center roles will contribute their expertise, emphasizing the importance
of these innovations in preserving trial integrity amidst emerging challenges.
The outline for the session is as follows:
Introductions and session overview (3 minutes) Led by Lauren Balmert
Talk 1 (15 minutes): Ensuring high-quality data through collaboration Speaker: Logan Sirline Summary: Ensuring
high quality data is a complex and critical component of clinical research and requires interdisciplinary collaborations
between Principal Investigators, Data and Project Managers, Statisticians, Monitors and Programmers. This
discussion will provide strategies for enhancing data quality through building and maintaining these relationships at
an academic data management center. These stakeholders provide the backbone for quality data and provide input as
new ideas and errors arise. Conversations regarding the collection of high-quality, reliable data should start at trial
design and continue through study close-out with resources focused on critical risks including outcomes and human
subjects’ protection. When designing bio-sample tracking modules and imaging tracking, it is imperative to protect
the safety of the trial and the participants. By creating interfaces and databases that are sustainable through challenges
and an ever-changing environment, having high quality data is not a goal to achieve, rather it is inherent to the
process.
Talk 2 (15 minutes): An electronic Master Regulatory File (eMRF) Speaker: Kaleab Z. Abebe Summary: Appropriate
management of regulatory documents in clinical trial is crucial for any entities whose responsibilities involve the
organization and/or oversight of study-, site-, and personnel-specific regulatory documentation. However, this is a
very time-consuming task which takes time, effort, and focus away from the most important aspect of the lead
coordinator and site coordinator’s role—monitoring the safety of the study subjects enrolled in the trial. In this talk,
we describe the motivation for and the development and implementation of a regulatory management system, the
electronic Master Regulatory File (eMRF), which is in keeping with ICH E6 GCP guidelines. The eMRF provides: 1)
a secure, web-based system to facilitate document submission and retrieval, 2) automated email alerts indicating
pending expiration of essential documents, 3) a platform to facilitate electronic signatures on key documents, and 4)
the ability to track and disseminate IRB-related documents within sites. Each of the participating sites will be able to
upload to the eMRF and view site- and participant-level documents specific to their site. They will also be able to
view shared documents such as the study protocol, MOP, and case report forms. Additionally, we developed the
eMRF to serve as the starting point for all RCTs that the CCDC coordinates. This involves the “registration” of a trial
by the CCDC, the designation of a “registrar” at the clinical coordinating center (or lead clinical site), and subsequent
designation of registrars at the remaining clinical sites. This allows registrars to upload personnel-level information,
documentation, and training prior to study access and ultimate study activation. Lastly, we highlight how the eMRF
facilitates remote close-out of clinical trials, which can save time and money.
Talk 3 (15 minutes): Medical coding and adverse event reporting Speakers: Debbie Felton and John Nichols
Summary: Safety monitoring in clinical trials is required to protect the safety of research participants and to identify,
evaluate, minimize, and appropriately manage risk. The U.S. Study to Protect Brain Health through Lifestyle
Intervention to Reduce Risk (U.S. POINTER) Data Coordinating Center has developed a comprehensive Safety
Tracking System (STS) for the reporting and assessment of adverse events reported during the trial and during
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U.S.POINTER ancillary studies. Development of the system required balance of the functional implementation by the
programmer while incorporating feedback from interdisciplinary researchers with expertise in participant safety. This
talk will address the team’s challenges and considerations in development of the U.S. POINTER STS. It will
demonstrate the capabilities of a multifaceted STS that must incorporate a variety of roles, access, and tasks into a
seamless interface, balancing ease of use with restricting access to specific functions of the system based on the
user’s role. It integrates the reporting of events through three distinct methods, allows assessment of these events at
multiple levels including local site study clinicians and centrally by the U.S. POINTER Safety Officer, as well as
central MedDRA coding of all events. The result is an STS that allows for reporting and assessment of adverse
events in a timely manner while ensuring that all participants are able to participate safely in the trial and its ancillary
studies.
Discussion and Q&A with all panel members (12 minutes) Led by Denise Scholtens, Jody Ciolino, and Lauren
Balmert
Contributors:
Logan Sirline, Medical University of South Carolina
Kaleab Z Abebe, University of Pittsburgh
Debbie Felton, Wake Forest School of Medicine
John Nichols, Wake Forest School of Medicine
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