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The Power of Xin Psychiatry )
a Specialty Team for Your

} Experts: Psychiatric Clinical Development

* Medical, regulatory and clinical project teams
with experience designing and conducting
psychiatry clinical trials

+ Led by a team of medical doctors with
extensive Phase I-IV experience in Psychiatry
and Neurology drug development

+ Skilled, proactive operational staff
experienced with the unique challenges of
psychiatric studies

Developing effective treatments for psychiatric
disorders such as depression, bipolar disorder,
anxiety disorders, and schizophrenia require unique
expertise and capabilities. To streamline your clinical
development, Medpace offers medical and regulatory
experts, therapeutic experience, and the disciplined
processes, site relationships, and technologies
required to execute even the most difficult studies.

Full-service Advantage

} Experience: .
Medpace supports our sponsors through specialized

* Broad experience in Psychiatric drug expertise in the design and management of psychiatric
development, including depression, programs that maximize a drug candidate’s probability
bipolar disorder, anxiety disorders, and of success. Utilizing a one-stop approach to drug
schizophrenia - . . development, Medpace keeps your programs on

* Spans adult and pediatric populations, with course. We combine efficient clinical trial management,
additional expertise in geriatric populations comprehensive regulatory consulting, and innovative

* Includes drug, diagnostic and device technologies to execute at the highest level.

} Execution:

+ Full-service approach to drug development
- visit medpace.com for a list of
comprehensive services

+ Strong relationships with key industry
investigative sites expedites study start-up,
patient recruitment, and query resolution

+ Coordination of rater training and certification
including subjective assessments, rater
reliability, and scale validation

+ Powerful, web-based Clinical Trial
Management technology platform

PACE




Key differentiators include:

A unique physician-led approach to clinical development puts our team of neuroscience medical doctors at
the center of your trials, providing strategic direction for study design and planning, training operational
staff, working with primary investigators, providing medical monitoring, and meeting with regulatory agencies
Full-time, in-house psychiatrist with 12+ years in the pharmaceutical industry designing and managing
trials in psychiatry and neurology

Experienced in key indications including depression, bipolar disorder, anxiety disorders, and schizophrenia
With a reputation for managing some of the industry’s most complex and challenging trials, Medpace has
a unique concentration of study experience in rare disease and orphan indications

Our physicians and professional staff have in-depth knowledge of screening tools and rater scales and will
provide oversight for rater services including subjective assessments, inter-rater reliability, and scale
validation

Broad experience conducting Phase I-IV clinical trials spanning adult and pediatric populations

Long-term relationships with successful, experienced sites, networks, and key opinion leaders (KOLSs)
Extensive early phase and transitional development expertise supported by Medpace’s Phase | Clinical
Pharmacology Unit

Integrated imaging and central laboratory services, ensuring seamless logistics, review and testing

Global footprint with operations in 50 countries in North America, Latin America, Europe, Asia-Pacific
and Africa

Medpace Services

Comprehensive clinical research support + Data management

Medical and regulatory consulting + Statistical analysis

Clinical development plan preparation + Medical writing

Protocol development + Good Clinical Practice compliance audits
Case report form design + US and International regulatory submissions
Regulatory document preparation + Real world evidence generation

Clinical monitoring + Health economics and outcomes research
Study management + Central laboratory services

Medical monitoring + Bioanalytical laboratory services
Web-based technologies for study tracking + Imaging

Safety surveillance and reporting + Pharmacology

*  medical device

Who We Are

Medpace is a global full-service clinical research organization providing Phase I-IV core development services
for drug, biologic, and device programs. With medical and regulatory expertise in multiple therapeutic specialties
including the neurosciences, Medpace has assembled experienced and therapeutically-focused teams to
execute at every level of the company’s operations, providing complete and seamless drug and medical device
development services.
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