ACRO

Summary Report

A 5-year survey project of ACRO member company CROs shows how
risk-based approaches are used in clinical trials



Overview of Trials in the Survey & Adoption Over Time:

In early 2024, ACRO conducted the fifth consecutive year of its annual landscape survey, and this report highlights key findings. The aim of the survey
is to answer ACRO member companies’ and global regulators’ interest in understanding how risk-based monitoring (RBM) and the larger framework
of risk-based quality management (RBQM) are being adopted across the clinical trial industry. Conversations with FDA helped inform survey content
and development. You can find an in-depth discussion on how ACRO member companies are adopting some of these practices in ACRO’s December

2024 publication, Risk-Based Quality Management: A Case for Centralized Monitoring. This paper will walk you through a case example of how you can
implement an effective centralized monitoring strategy within your organization.

In 2023, 88% of clinical trials had at least one RBM or RBQM component included, a massive

improvement from 2019, when this figure was only 53%.
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Over the past five years,
ACRO members have seen
an increase in the number
of trials that utilized remote
or risk-based components.

2019 Landscape 2020 Landscape 2021 Landscape 2022 Landscape 2023 Landscape
“Traditional” clinical trials are
being phased out in favor of

more efficient and

effective approaches. n = 6,513 ongoing n = 5,987 ongoing n = 4,889 ongoing n = 4,958 ongoing n = 4,552 ongoing
studies in 2019 studies in 2020 studies in 2021 studies in 2022 studies in 2023

Study Size Study Phase Customer Type Customer Size

37%

[] small = <300 participants [ Phasel [] Biopharma ] small

[ Mid-size = 300-999 participants [ Phasell [] Medical Device [ Mid-size
I Large/mega = 1,000+ participants W Phasell Il Unreported B Large

[] Unknown [ Phaselv [ Unreported
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Adoption of components in ongoing trials:

The following graph shows how each RBM or RBQM component was adopted in ongoing clinical trials in each year 2019-2023:

100%

2019 ongoing studies (n=3,044 trials)

2020 ongoing studies (n=4,615 trials)
ACRO’s dataset shows that sponsors are more

likely to reduce SDR and SDV on mid-size or large 2021 ongoing studies (n=4,295 trials)
studies comapred to smaller studies 2022 ongoing studies (n=4,119 trials)

2023 ongoing studies (n=4,003 trials)
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Adoption of components in new study starts:

The same analysis was run based on new study starts each year.

100%

A tipping point for these three components,
they are now being used in more than
half of all new studies
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7%
21%

2019 new study starts (n= 709 trials)
2020 new study starts (n= 934 trials)
2021 new study starts (n= 1,270 trials)
2022 new study starts (n= 1,004 trials)

2023 new study starts (n= 900 trials)

41%

32%32%
27%

Reduced SDR Reduced SDV




Why are risk assessments not on every study?

We believe risk assessments are happening on every study.
The reason our data does not show 100% risk assessment
rates is because it is only reflective of when CROs conduct
the risk assessment. If a sponsor does the risk assessment
in-house, but outsources other parts of a clinical trial, that

risk assessment would not show up in our CRO dataset.
Thanks to ICH E6(R2) and recognition from the industry of
risk assessments as a best practice, we do believe they are
being used consistently.

Centralized monitoring is the key to quality:

Centralized monitoring gives sponsors and CROs a better
view of the data compared to 100% SDR/SDV. This makes
it possible to analyze the data in real-time, increasing
trial efficiency and participant safety. Read more about
how centralized monitoring can be implemented in
ACRO’s publication, Risk-Based Quality Management:

A Case for Centralized Monitoring.

To learn more about how you can apply central monitoring techniques to increase RBQM adoption within your organization, click here to read
ACRO’s latest publication “Risk-Based Quality Management: A Case for Centralized Monitoring.”
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