ASCO Research QUALITY ASSESSMENT OF CLINICAL TRIAL SITES
Community Forum

— AT A GLANCE —

BOTTOM LINE
15 I i é’ “

Quality management in clinical Exemplary trial sites SOPs establish process ASCOQ’s Research Program
trials is critical to ensuring incorporate value-added flow and responsibilities Quality AssessmentTool helps
patient safety and quality attributes thatexceed GCP and ensure qualityand sites establish or enhance

clinical trials. compliance. consistency. internal quality assessment

Participation in clinicalresearchis animportant part of devel oping new and effective cancertherapies. Currently, less than 5% of
cancer patients participateintrials.! Low clinicaltrial accrual is influenced by many factors, including lack of access to clinical trials
and challenges with developing andimplementing high quality clinical trial programs.

KEYy CONSIDERATIONS, TIPS, AND BEST PRACTICES

.0/.‘ Quality managementinclinical researchensures the protection
of participants’ rights and well-being; the accuracy,
completeness, and verification of trial data; and clinical trial
adherenceto protocol/amendment(s) and federal regulatory
requirement(s) and guidelines.? Well-designed, high-quality
clinical trials also increase research participant access to state-
of-the-art medical care.2 ASCO released a statementin2008to
provide recommendations on developing andimplementing
high-qualityclinical trial programs.3 The ASCO Research Program
Quality Assessment Tool is available to helpsites establishor
enhanceinternal qualityassessment programs andexceed the Attributes of an exemplary clinical trialsite.?
minimum standards of conducting clinical research.*
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Minimum Standards
For minimum standards of research site quality, consider the following:

O A qualityclinical trial research site,at a minimum, fully complies with the International Conference on Harmonisation (ICH) Good
Clinical Practice (GCP) guidelines for designing, conducting, recording, and reporting trialsthatinvolve human participants. The
responsibility of compliance is shared by the trial sponsor, investigator(s), and institution(s).3 Depending on the specific nature of
the trial, the specific regulations and accepted standards for GCP will vary.3

O Standard operating procedures are a way to facilitate consistentquality in site performance, protection of participant rights, and
compliance with GCP.3 Refer to Zon et al., 2008 for a list of suggested topics for SOPs.

Exemplary Attributes

Consider the following key attributes for a quality clinical trial site that exceed GCP compliance’:

O Diversificationofclinical trial site portfolio —A diverse portfolio offers patients a broad range of options and fully utilizes site
resources.

O Highaccrual activity —Establishing site benchmarks for accrual can help measure progress and facilitate goal setting.

O  Participation in the trial developmentprocess —Involvement of all stakeholders in the research process can increase communication
amongstakeholders and facilitate understanding of the trial process andsharing of resourcesand support.

O Formal maintenance of high educational standards—Maintenance of certification, as available, and continuing education for
research staff (e.g., specialty board, certification, etc.) demonstrates staff qualifications and ability to perform to an exemplary
standard.

O Qualityassurance—An internal quality assurance process and routine self-audits are key parts of site quality assurance. Utilization of
tools for continuous improvement, including the plan-do-check-act cycle—a four-step quality model>—Six Sigma, Lean,and Total
Quality Management can help in developing and maintaining a site quality assurance process.® The ASCO Research Program Quality
Assessment Tool is helpful for internal quality assessment programs and establishing a proactive approach to quality control .4

O Multidisciplinary involvement in the clinicaltrials process —Engaging physicians and non-physicians outside of oncology (e.g.,
surgery, radiology, radiation oncology, pathology, primary care, etc.) could increase a site’s capacity for trials.

O Clinical trialawareness program —Developing awareness programs canincrease physician and lay knowledge of clinical trials.
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and suggestions for content revisions, ] about the ASCO Research Community Forum initiatives and to
additional and/or new topicsummaries. s access more resources and tools for oncology research sites.

E Email researchcommunityforum@asco.org with ideas ™y Visit asco.org/research-community-forum to learn more

Disclaimer: This document provides resources that are for informational and/or educational purposes only. This
content is subject to change. ASCO makes no warranties, expressed or implied, as to results obtained by individuals
using the information and is not responsible for any action taken in reliance on the information contained herein.
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Curious about how others address issues with this topic?

Join the ASCO Research Community Forum Online Forum to discuss challenges and
share best practices with colleagues. Visit myconnection.asco.org/rcf.
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