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Frontier Clinical Research, LLC is a comprehensive Site Management
Organization (SMO) that is focused on providing professional, high
quality study conduct and drug/device development services.

We bridge the gap between Pharmaceutical companies and
catients by recruiting patients into clinical trials, allowing for more
ting-edge medications to be approved in the



80% of new principal investigators discontinue clinical research after
their first clinical trial

ing 20%, Twelve percent (12%) will leave the field after

Practices who are serious about developing their clinical research
capabilities must develop a strategic plan to beat the odds.



In an era of decreased margins, sponsors are looking to
oartner with research sites who can quickly and efficiently
nd produce quality data.
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Takes an average of 31 weeks / 7 months from Site Identification
to Site initiation

11% of sites selected are never activated due to their inability to
bjects

by 20% causing delay of



e, tfraining, and orientation to the field

inical trial

2. Physicians

3. Lack of study opportunities



Frontier Clinical Research, LLC, provides clinical trial expertise
and capabilities to emerging clinical research sites by:

Actively pursue new federally funded or privately supported clinical trials from
feasibility to site selection.

Nork with sponsor to conduct the feasibility process to assist the site to secure
n for clinical trials.

ontfracts.



Compensate patients for time and participation in the frial and issue 1099’s as
required.

Help maintain current trial related certifications and trainings for PI's, Sub-I's and
all study staff.

sites with FDA or Sponsor Audits.

2lated records cmd retention samples as required by
nsor requirements. (Usually 15 years




FRONTIER CLINICAL RESEARCH HAS BEEN AT THE FOREFRONT OF MEDICAL
ADVANCES IN VARIOUS INDICATIONS BY PARTICIPATING IN DRUG,
VACCINE, & MEDICAL DEVICE STUDIES OVER THE PAST 9 YEARS.
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The research being conducted today becomes tomorrow’s life-changing and life-
saving tfreatments. The data collected from the patients enrolled in Frontier's research
study projects have led to the success of the following FDA drug approvals:

Alder: Aimovig - freatment of migraines
lorza - treatment of COPD




Fronfier Clinical Research has a highly qualified and well-tfrained staff with a track record of
meeting and/or exceeding enrollment, adhering to protocols and completing studies on time.

We have quick turn-around times for initial documents (CDA, CTA, and budget), Central

IRB approval, recruiting and start-up. Our thorough and accurate documentation has resulted
in low query rates and favorable audits. We have extensive outpatient Phase II-1V trial
experience in areas including proof-of-principle, devices, PK/Absorption, safety, efficacy and

One of the Top Enrolling Sites for the Following Indications:




Marcy Goisse, MD Tiffany Pluto, DO Frederick Ruthardt, MD
Family Medicine Family Medicine Gastroenterology

Ward Paine, MD Denise Daniel, MD
Internal Medicine Family Medicine
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Roles and Responsibilities

A Clinical Research Coordinator is responsible for conducting trials as per the GCP
guidelines under the supervision of the Principal Investigator (Pl). Although the Pl has
the overall responsibility for performing the trial, it has been stated that the CRC is the
heart and soul of the clinical trial and that, eventually, it is the CRC who carries
ahead the research objectives, in that way playing an important role in the success

> mpliance with protocols




Roles and Responsibilities (cont.)

Prepare for an be involved in quality assurance audits performed by study sponsors,
FDA or any other regulatory authorities.

Prepare for, be involved in, address the questions and queries of an FDA auditor
during an inspection whether announced or unannounced.

> d Adverse Events and Serious Adverse Event information, consult with
>ausality and submit to the Sponsor, and IRB within the
ant of the FDA.




linical research expertise

Don’'t misjudge the amount of work involved, the initial capital needed,
the amount of lag time before receiving payment, and the cost of
conducting ftrials.



What questions do you have regarding research?

We look forward to partnering with your clinical practice and building its
clinical research capabilities to their utmost potential.



