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Overview

SCIENTIFIC

Clinical research services

Coordinating centers

Overcome complex program challenges, improve data quality and
optimize operational performance

Projects supported

e Portfolio of studies, often therapeutically aligned, from o Coordinating center (CC) benefits
concept development to study completion z—
e Phase IV, investigational new drug/device, master protocols V—O e Data harmonization/standardization,
and platform trials; observational, epidemiological and common data elements
mechanistic studies e Warm base for operations
e Maximized efficiencies, minimized risk
Services offered e Centralized and streamlined leadership
e Multi-service programs supporting multiple studies e Reduced vendor coordination

and/or networks . .
e Supplementation of internal resources

*  Clinical monitoring and site management e Ability to expand existing award results in

e Statistical and data management streamlined RFP/NOFO processes

» Regulatory support services o Seamless transitional support
e Or any combination of services

Known challenges CC applied benefits

Jeopardized data quality' lack of data Implementation of data standards and reporting across studies benefits current
- and future data analyses
standards and harmonization across _ - . -
: - : Informs future studies and programs — feasibility, sample size, objectives and
studies within a program or portfolio concept development strategies

« Centralized leadership and escalation pathway across all services

Segmentation in program execution and
leadership, including multi-vendor
management

« Unified resources and standardized processes, templates, systems, and
plans to ensure operational continuity and efficiency across the program

 Streamlined reporting and financial tracking

Foundational readiness allows for accelerated project start-up, execution and
delivery timelines

Significant start-up delays and

increased costs Optimize funding flexibility across studies within the program

Hematology/Oncology | Cardiovascular | Endocrine and Metabolic | Inmunology | Ophthalmology
Transplant | Critical Care | Gastroenterology | Infectious Disease | Rare Disease | Urology | Women’s Health
Dermatology | Neuroscience | Respiratory | Vaccines

ppd



Expert CC
resources

>20 years CC experience

>800 scientific and
medical experts with
therapeutic, CC +
operational expertise

>35,000 functional area
experts — data,
statistical, regulatory,
multi-program + more
Reach back to

85,000 TFS in-house
resources

>100 dedicated
government + public
health team members

End-to-End CC
services

Consultative CC support
and planning

Full-service, in-house
CRO offerings for
seamless data and quality
delivery

Established data security,
harmonization and
compliance standards

Statistical innovation —
adaptive designs, master
protocols + platform
programs

In-house labs - central,
BioA, vaccines,
biomarkers

Integrated CC
technology

21 CFR Part 11 and
FISMA-compliant systems
Automation that
eliminates manual work;
provides efficiency
Reduces time to database
lock + published
manuscripts

Eliminates numerous
applications

Removes costly, time-
consuming interface
builds to external systems
Real-time integrated data
reporting and dashboards

Patient-focus

Digital and decentralized
trial design solutions +
dedicated team

In-house diversity +
inclusivity team of
experts w/FDA planning
experience

Tailored recruitment /
retention strategies
Access to patient data)
to inform/guide future
studies and programs

CC Consulting
support

Right-fit consultation
support

Program/study protocol
+ operational design
optimization
Operational setup/
planning + tools to
maximize efficiencies at
onset

Streamlined financial
tracking + reporting
techniques

And more...

¥ We understand that each customer and each patient has unique needs - we work together to
design innovative, customized solutions across the full drug development life cycle
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