
Medpace, long known for its excellence in conducting Phase I-IV studies on a global platform, is particularly 
noted for its therapeutic excellence. When that expertise is combined with operational precision, the results are 
nothing short of stellar.  The Medpace full-service outsourcing approach – combined with therapeutic expertise, 
regulatory know how, and global presence – delivers clinical studies with an industry recognized track record.

Full-service model built for a win-win platform for Sponsors

The role of the CRO has changed in the last decade.  In the early 90’s CROs were seen as a way to supplement 
needed help for Sponsors.  As more demands were placed on clinical researchers to design and manage 
increasingly complex clinical studies, protocols, and regulatory requirements, the need for true expertise has 
increased.  As a result, CROs and Sponsors have experimented with a variety of models: Functional outsourcing, 
full service strategic partnering, risk sharing, and other hybrids.  

However, the most successful outcome to deliver the best result is a full-service model, taking advantage of 
past experience, lessons learned, and fully embedded partners at each stage of the study, producing a more 
effective and efficient model for today’s clinical studies on a global platform. 

Medpace commitment to total quality

Medpace stands apart from others.  As a winner of multiple industry awards and a current standout in a recent 
ISR CRO benchmarking report, Medpace strengths are a reflection of the stringent process followed for each 
and every project.  This dedication to conducting full-service studies in an exacting manner produces the best 
results for the Sponsor. Medpace has an enviable track record of 30 approvable NDAs for both drug and device.   
The Medpace process consists of fully integrated global team performance, from physicians who design novel 
research plans and act as medical monitors, to global regulatory and safety experts and clinical operations 
teams who undergo rigorous training before they work on projects.

“The data from this year’s study show strong loyalty among sponsors toward their mid-size 
CROs...” explained Kevin Olson, CEO of Industry Standard Research. “The Overall Satisfaction, 
Willingness to Recommend, and Likelihood to Use Again scores for the mid-size CROs are 
higher than those for many of the larger CROs. What’s more, when you combine the 2014 data 
with those from our previous two studies, the three-year rolling averages for loyalty are starting 
to favor the mid-size CROs as well.”
“CRO Quality Benchmarking, Phase II/III Service Providers,”  Industry Standard Research, March 2014
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Controlled project execution at every step for seamless drug development
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The Advantage of the Full-Service Model

Quite simply, full-service modeling works to the advantage of the Sponsors.  The Medpace model follows 
a unique physician managed approach that relies on in-house therapeutic/regulatory consultation, providing 
innovative solutions for study acceleration.  This model preserves clear accountability and avoids inefficient 
handoff between groups.

Global Operations Teams

Medpace studies are conducted with therapeutically-focused teams – a large percentage of them having 
worked together for over 20 years.  Medpace teams with 20 offices on six continents, have worked in over 45 
countries.  Project teams consist of Clinical Operations Directors, Clinical Trial Managers, Lead CRAs and CRAs 
who collaborate with Sponsor project teams and other Medpace units to provide the most efficient process for 
each study.

Medpace Clinical Operations teams have wide industry recognition for quality.  The Medpace model calls for 
rigorous training and mentoring of Medpace CRAs to support their efforts in the field.  This training program 
produces CRAs well versed in each study.  Medpace as a company has lower turn-over rates than the industry 
experiences.

The Medpace organization is comprised of an Executive Committee, Operations Committee, and the Program 
Management Team working together to establish guidance for each project.  This cohesive group is responsible 
for project consulation and oversight to ensure each project objective is delivered to best in class industry 
standards.

An Operating Charter provides the governance principles of the partnership, outlines the escalation pathways 
and defines the objectives of each committee.  

Key performance indicators (KPIs) and metrics are established.  These KPIs are measured and evaluated for 
follow-up and set the foundation for a lessons learned approach to process improvement. 
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We know from our long-standing relationships with sponsors that the full-service model ultimately 
delivers better results. When we can fully engage with our medical, regulatory and operational 
teams and work under our SOPs, we can perform at the highest levels to deliver quality results 
in the most timely and efficient manner.
Dr. August Troendle, Medpace CEO 
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Communication and Technology

A key challenge to keeping large global trials on track is the use of robust technology to support study decisions 
and communication between all study partners.  ClinTrak®, Medpace’s proprietary software designed for real- 
time access supports all aspects of the study, ensuring all project communications and teams, study data, site 
enrollment, regulatory documents, as well as other key components are integrated.

Clin Trak Integrated Components

ClinTrak’s web-based portal allows all project members access to study data for analysis and project 
communication.  It is this robust, real-time project management portal across multiple functions that keeps 
studies on track and on budget.   ClinTrak components are comprised of:  Study Management, IWRS/IVRS,  
Data Management, Electronic Data Capture, Adjudication, Central Laboratory Information, Core Lab Imaging 
Management, and  ePRO.

Study Execution and Feasibility

Medpace experience in conducting global studies begins with an experienced, therapeutically-focused clinical 
operations team who work jointly with sponsors to determine the most effective, customized approach to each 
project. 
 
Medpace brings together multi-disciplinary teams to understand and design the most applicable scenarios 
given study design requirement, special patient populations, global implications, safety and risk mitigation, as 
well as other parameters. 
 
Study feasibility is designed and scrutinized by Medpace’s feasibility team. The first step in evaluating a particular 
trial’s projections is by comparing that trial to our internal experience and assessing the similarities/differences 
between these trials. Collaborating with the respective Medical Monitor to fully understand the implications of 
each inclusion/exclusion criteria, study design, etc on patient enrollment, allows us to better understand how 
the previous experience can translate to the trial at hand with regards to enrollment projections.  Gathering 
these projections is efficient as all trials are stored within the Medpace global ClinTrak database.
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Assessing similar trials within the ClinTrak database also informs the team of previous site’s performance in 
that specific patient population. Utilizing a site’s previous experience and metrics will aide in identifying the 
best sites to participate in the upcoming trial. These sites are then tagged as a potential investigational site and 
included in Medpace’s electronic feasibility portal for the new trial.  All sites identified will be included in the 
feasibility process which is issued electronically through Medpace’s ClinTrak system.
 
The Medpace full feasibility process in initiated with the execution of CDAs followed by the issuance of the 
study protocol and site feasibility questionnaire. Medpace takes a hands on approach throughout the feasibility 
process with direct contact with the sites on a regular basis.  This ensures a timely response to CDAs and 
site feasibility questionnaires. Aside from patient enrollment projections, the site feasibility questionnaire also 
allows us to understand the competitive landscape for a particular indication at the site level as well as any 
regulatory considerations that may impact start-up timelines.  This process produces a sound tactical plan on 
the execution of the trial.

Regulatory 

Regulatory rigor is woven throughout the study design, start-up and completion.  The Medpace regulatory 
teams are led by former FDA reviewers who understand the complex landscape in getting the compound 
to market.  In addition, the Medpace European Regulatory unit is located in Munich and is led by regulatory 
experts to advise on country specific regulatory requirements in both the European Union and Central and 
Eastern Europe countries.  This network of regulatory opinion leaders works in tandem with clinical operations 
teams to deliver the necessary steps – from study start-up to regulatory approval. 

Safety and Pharmacovigilance

The Clinical Safety Department is a team of health care professionals with experience in global case processing, 
in various therapeutic programs.  The Medical Monitor will provide a medical review of each case, including 
assessment of causality and expectedness.  The Clinical Safety Manger will be the primary contact for any 
safety-related issues and will oversee all timelines associated with safety reporting.  The Clinical Safety 
Coordinators will perform all day-to-day event processing activities per the Safety Monitoring Plan.

The Medpace Clinical Safety Manager, in collaboration with the Medpace Medical Monitor and the sponsor, will 
develop a Safety Monitoring Plan, which details the preparation, review, approval, and reporting of SAEs and 
reporting timelines and requirements of expedited events to the regulatory authorities, sites and IRBs.
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Site and Investigator Relationships 

Medpace is known for its unparalled quality as evidenced by winning the “Top CRO Eagle Award,” at the Site 
Solutions Summit two years running. In addition, Medpace has scored highly in the annual ISR, CRO Quality 
Benchmark Report, Phase II/III Service providers for two consecutive studies.

 Startup:  
 Medpace’s ongoing relationships with sites produces a good understanding of the site staff and procedures  
 to best fit the protocol requirement to the site infrastructure.  Medpace, with a focus on site training and best- 
 in-class quality, has the ability to achieve quick study start-up through the cohesive regulatory submissions  
 group and focused start-up timelines and materials.  

 Patient Recruitment and Retention:
 A fully integrated tactical plan for patient recruitment and retention is a key factor to keep site enrollment  
 on track.  Site progress is tracked within ClinTrak, and adjustments for timing or slow enrollment are  
 addressed immediately.

Quality Benchmarks: The results speak for themselves

Source: “CRO Quality Benchmarking, Phase II/III Service Providers,” Industry Standard Research March 2014.
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Full-service really means full-service 

Bringing a drug or device to market is a monumental job.  Most studies require not only integrated clinical 
teams, but teams who can bring other needed project component including people and technology fully vetted 
and versed into the study team. 

Medpace provides integrated components for all studies including central labs, bioanalytical services, clinical 
pharmacology, core cardiovascular lab, and a core imaging lab.  These services are provided by the Medpace 
family of companies and are housed on the new state of the art Medpace Clinical Research campus.  Medpace 
provides fully integrated study support across all entities.

About Medpace 

Medpace is a global full-service clinical research organization (CRO) providing Phase I-IV core development 
services for drug, biologic, and device programs. Medpace has strong experience supporting development 
programs across a number of therapeutic areas including oncology, cardiovascular, metabolic/diabetes, 
infectious disease, neuroscience, regenerative medicine, and gastrointestinal. With extensive medical expertise, 
and renowned regulatory affairs department, Medpace employs over 1800 employees and has clinical trial 
experience in over 45 countries and 6 regions - the US, Europe, Central and Eastern Europe, India, Asia Pacific, 
and China. From feasibility, research site compatibility, safety, and logistics, Medpace brings efficiencies and 
operational excellence to both drug and device development programs. In addition, Medpace offers integrated 
imaging, central and bioanalytical lab capabilities, and clinical pharmacology through wholly-owned business 
units to provide cohesive, streamlined, and standardized trial management 

Contact Information

North America

Medpace, Inc.
5375 Medpace Way
Cincinnati, Ohio 45227 USA 
Toll-free: +1.800.730.5779
Tel: +1.513.579.9911 
Fax: +1.513.579.0444 
E-mail: info@medpace.com

Medpace - Dallas, TX
Hills at Decker Court
100 Decker Court - Suite 100 & 197
Irving, TX 75062
Toll-free: +1.800.730.5779
Tel: +1.513.579.9911 
Fax: +1.513.579.0444
E-mail: info@medpace.com
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Europe

Medpace Germany GmbH
Theresienhoehe 30
80339 München
Germany
Tel: +49 (0) 89 89 55 718 0
Fax: +49 (0) 89 89 55 718 100
E-mail: info.de@medpace.com
Website: www.medpace.de


