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Advancing the Use of Multisite Clinical
Research Corporations (MCRCs)

The traditional approach to clinical trials relies on multiple independent sites and
Principal Investigators (Pls). The scattered nature of this historical model poses
significant challenges for Sponsors and Contract Research Organizations (CROs)
since it leads to varied processes at site level, delayed start-up timelines,
excessive administrative burdens on Sponsors and sites, and high rates of
burnout among clinical personnel across the trial ecosystem.

For Sponsors and CROs, these inefficiencies cause prolonged delays, frequent
frustrations with trial execution and increased costs. Four in five studies fall short
of enroliment targets and timelines, and around 80% don't finish on time'. With
estimates from Tufts University putting the daily cost of delay at $540,000
($500,000 in lost prescription sales and $40,000 in daily clinical trial costs), this
is a significant financial burden for Sponsors?.

These issues have become more pronounced as the clinical pipeline has grown
and diversified. The number of distinct drugs in development topped 6,100 in
2022, almost double that of 2012 (3,200), and nearly 14% now use modalities
validated in the last decade?.

Against this backdrop, the divide between sites that deliver well and
underperformers is also widening. The top 16% of sites typically contribute over
50% of the patient population for trials, with one-fifth of sites contributing just 3%
collectively?.

The Association of Multisite Corporations (AMRC) aims to address these
systemic issues by championing multisite clinical research corporations
(MCRCs), highlighting their ability to address critical industry challenges and the
benefits this offers to Sponsors, CROs, and patients. Through advocacy,
education, and collaboration, we aim to engage Sponsors and CROs to advocate
for industry-wide best practices and ultimately drive improved efficiency,
speeding up the development of novel therapies.

"Standardizing systems, simplifying operations and enhancing data quality is
exactly what the FDA is looking for. Multisite trials have the opportunity to improve
efficiency, enhance patient relationships, and reduce burnout, ultimately ensuring
clinical trial professionals know what they're doing."

David Burrow, FDA, Director, Office of Scientific Investigations

1 https://www.jmir.org/2020/11/€22179/

2 https://www.appliedclinicaltrialsonline.com/view/how-much-does-a-day-of-delay-in-a-clinical-trial-really-cost-

3 McKinsey & Company, Accelerating clinical trials to improve biopharma R&D productivity. January 2024.
4 Phesi SCOPE Presentation February 2023
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OUR MISSION OUR VISION
To serve as a dedicated advocate and Build a future where MCRCs are
interface between MCRCs, sponsors, recognized by policymakers,
CROs, regulators, and patients, regulators, sponsors, and CROs for
ensuring that the unique advantages advancing clinical trial research
of multisite organizations are through enhanced data quality,
understood and leveraged to advance improved patient safety, and
clinical research. streamlined operations.
o J . J
Industry Challenges
Operational Independent sites' standalone structure requires repetitive contracting, training,
Inefficiency and setup, resulting in delays and increased costs for Sponsors and CROs.

Burnout and
Workforce
Instability

Increased
Complexity,
Fragmented
Systems and Data
Management

This model leads to inconsistent quality, excessive administrative burdens, trial
delays, and increased costs to the clinical development system.

Administrative burdens on Principal Investigators (Pls) and other site staff are
often excessive, contributing to high levels of burnout and a ‘one and done'
phenomenon, with around two-thirds® of Pls participating in a single trial and then
opting out of further research involvement due to overwhelming administrative
burdens.

Independent sites struggle to retain trained personnel and ensure consistency
across trials.

The increasing number of endpoints required by Sponsors and CROs adds to the
administrative burden on sites, with many endpoints requiring specific training
and equipment at the site level.

Sites face challenges coordinating across multiple systems. According to a 2022
poll by the Society for Clinical Research Sites (SCRS), three in five sites used
more than 20 separate systems a day®. These are mandated by Sponsors and
CROs who do not always understand the site experience. This leads to potentially
dangerous variability in data quality and a more difficult path toward regulatory
compliance.

5 https://www.appliedclinicaltrialsonline.com/view/tracking-change-in-the-global-investigative-site-landscape
8 WCG, 2024 Clinical Research Site Challenges Report.
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Solutions AMRC Will Advocate For:

Championing the Scalability and consistency: Networks enable centralized operations,
Benefits of MCRCs standardized contracts, and uniform processes that reduce variability and
expedite trial timelines.

Enhanced support for Pls: High-quality investigators improve trial enroliment
and patient retention, both of which increase with Pl experience’. By providing
systematic training and operational infrastructure, MCRCs alleviate administrative
burdens on Pls, reduce burnout, and improve trial conduct.

"The multi-site approach builds a moat around the PI, providing essential support
while standardizing processes to create efficient forums for sharing best practices.
It transforms a fragmented system into a scalable, pragmatic solution."

Jennifer Byrne, Javara CEO

Data Integrity and ICH E6(R3), an internationally recognized standard for clinical practice,

Compliance recommends increasing site responsibility for the technology used during trials.
MCRCs are the only organizations within the industry with the resources to
develop tools designed specifically for site use and, as such, are essential to
improving data quality and ensuring compliance with regulatory standards such
as FDA and ICH guidelines.

Streamlined MCRCs offer a single point of contact for multiple sites across jurisdictions,
Collaboration for simplifying contractual agreements, operational management, and speeding up

tartup times.
CROs and Sponsors S

Focused trial staff with standardized training enhances professionalism and
reduces frustrations for sponsor teams.

"Multi-site organizations enhance communication between sponsors and sites,
aligning with ICH and FDA expectations for risk-based approaches. Clearer
contracts, better validation, and streamlined operations will benefit all
stakeholders."

Steve Whittaker, PharmaPM Consulting LLC, President

7 McKinsey & Company, Accelerating clinical trials to improve biopharma R&D productivity. January 2024.
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Establishing
Industry Standards

Engaging Sponsors
and CROs

Building Member
Value
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Roadmap: Year One Focus

Partner with IRBs and other data providers to conduct industry research: The
economic and patient cost of inefficiency in current clinical trials — a comparison
between MCRCs and independent sites.

Consultation with members and industry to define unified standards for training
site staff.

Promote the adoption of a shared code of conduct to ensure consistent quality
and operational excellence.

Launch a targeted outreach campaign to educate Sponsors and CROs on the
unique benefits of clinical trial multisite research corporations.

Engage Sponsors and CROs with a consultation on standardized/streamlined
contract clauses.

Develop case studies (impact and ROI) showcasing successful trials that highlight
improvements in speed, quality, and cost efficiency delivered by MCRCs.

Create a community for members to share learnings and connect with
professional and academic leaders in the space.

Facilitate collaboration among member networks to define and share best
practices and resources.

Provide opportunities for members to connect with Sponsors and CROs to
expand their reach in developing new therapies.

AMRC Founding Membership

AMRC launched with 14 founding multisite organizations. It represents more than
300 sites, employing over 660 Investigators and 4500 staff across the US,
Canada, UK, Poland, Germany, and Puerto Rico. The association’s membership
collectively enrolled nearly 40,000 patients into studies in 2024 alone.

Strategically, the association will not attempt to grow membership for the first
twelve months following launch, enabling it to dedicate resources to developing
relationships with Sponsors and CROs.
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Establishing
Industry Standards

Engaging Outside
US (OUS) MCRCs

Policy and
Regulatory
Engagement

Driving Industry
Transformation
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Roadmap: Longer-term Vision

Advocate for standardized personnel training and technology usage across
network sites.

Establish key metric (eg. FPI, site start-up times) benchmarks among members
and agree on targets they can commit to.

Launch a targeted outreach campaign to grow OUS AMRC membership.

Collaborate with US policymakers and regulators, initially, to highlight the value of
networks and advocate for the broader adoption of MCRCs within the US.
Broaden this out to other regions in subsequent years.

Establish AMRC as the central, global authority on clinical trial excellence,
promoting the role of multi-site corporations in advancing patient outcomes and
research innovation.

Conclusion

Relying on independent sites and PIs is no longer sufficient to meet the growing
demands of modern clinical research. The inefficiencies, high costs, and
operational challenges of this model limit trial progress and hinder the industry’s
ability to deliver innovative treatments to patients when they need them the most.

AMRC offers a solution, championing multisite corporations as an efficient,
scalable, and reliable alternative. By promoting the key strengths of
MCRCs—enhanced data quality, improved patient safety, and streamlined
operations—AMRC aims to reshape clinical trial processes and ensure the
industry is better equipped to meet future challenges, helping to build a more
efficient and effective clinical trial ecosystem for all stakeholders.



