EXPERT CLINICAL
INSIGHTS THAT DRIVE
QUALITY OUTCOMES

We adapt responsively to change in your
clinical trial to minimize risk and drive
quality outcomes

FIRMA

CLINICAL RESEARCH

Expert Insights | Quality Outcomes



KEEP YOUR CLINICAL TRIAL ON TRACK,
ON TIME, AND ON BUDGET

Clinical research is complicated and it’s easy to get off track due to inexperienced
project leaders, inflexible workflows, or the failure to identify risks before they
become issues. We derive expert insights from evidence-based processes and
strategic services to be the driving force behind quality outcomes including
optimized data, patient safety, reduced time-to-market and operational savings.

Adapt responsively to change

> We're committed to being flexible and responding to changes through all
phases of your project

> Rely on ourindustry expertise to guide strategic decisions
> Flexible staffing and workflow support every stage of your trial

> Scalable to make the necessary adjustments to move your trial forward

Minimize risk and drive quality outcomes
> Focused on your end goals while providing a competitive advantage
> ldentify and minimize risk to preserve data integrity

> Accountability for high-quality output

Our quality-focused solutions help you:
> Quickly make informed decisions
> Tailor workflow and processes in response to specific trial needs
> Drive evidence-based decisions
> Enhance your portfolio or compound value

> Enable on-time deliverables

> Achieve corporate development milestones and goals

DERIVE EXPERT INSIGHTS FROM
EVIDENCE-BASED PROCESSES
AND STRATEGIC SERVICES



DRIVING QUALITY OUTCOMES WITH FLEXIBLE SOLUTIONS
AND TRANSPARENT COMMUNICATION

Optimize the execution of on-time deliverables with our wide array of tailored services across all
therapeutic areas and phases of clinical development.

CLINICAL OPERATIONS
Drive high-quality outcomes through
accountability and transparent

communication.

REMOTE VISITS

patient experience.

DATA SERVICES

Enhance your trial while improving

Speed regulatory submissions with
— efficient, high-quality data and

expert analyses.

300+

Clinical study reports written

1,315

in-home patient visits completed

150+

INDs supported

45+

Translational medicine modeling

70+

Medical device studies

50+

NDA submissions supported

20+

505(b) NDAs supported

100%

Timeline adherence

CLINICAL PHARMACOLOGY &
CONSULTING

Preserve study timelines with expert review
and analysis of complex data.

REGULATORY

Achieve new or generic product
submissions and approval by relying on our
regulatory expertise.

MEDICAL WRITING
Ensure data accuracy and uniformity while
maintaining full regulatory compliance.

20+

NDA submissions directly managed

150+

Phase 1-4 interventional, non-
interventional, registry, and
epidemiology studies

How can we help you drive quality
outcomes? Visit firmaclinical.com
or email info@firmaclinical.com.
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About Firma Clinical Research

An IS0 9001:2015 quality-certified organization, Firma Clinical provides focused

CRO services enabling pharmaceutical and biotech clients to plan for and

advance research in the dynamic drug development landscape. This support

enables clients to make informed decisions that lead to better outcomes. Built on

decades of clinical leadership and expertise, Firma is dedicated to a collaborative

approach that accelerates the development of safe and effective treatments

for the pharmaceutical, biotechnology, and medical device industries. The

company offers a wide array of tailored processes and services across all phases

of clinical development, strategically focusing on flexible solutions, transparent

communication, and on-time deliverables.
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