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CASE STUDY 

CLIENT PROFILE: 

BioMimetic (Franklin, TN) has a primary technology platform featuring recombinant human platelet-derived growth 
factor (PDGF). This synthetic agent has significant potential to treat injuries and conditions affecting bone, tendon, 
ligament and cartilage. 

STUDY:

Supported by the complete suite of iTrials solutions, BioMimetic concluded a randomized, controlled trial of Augment 
Bone Graft, to promote bone healing in hind foot and ankle fusion surgery. The trial showed Augment to be as effective 
as autograft, the standard of care procedure requiring surgeons to harvest the patient’s healthy bone and transplant it 
to the surgery site.

With an objective 800 patients yielding up to 125 consenting participants in two study treatment arms, Heather Neill, 
RN, CCRP (BioMimetic’s Associate Director of Clinical Affairs and Project Management) faced a burdensome amount 
of oversight—a major distraction for a biotech firm where directors must wear multiple hats. 

iTRIALS IMPACT:

Based on protocol requirements and using iTrials Protocol Simulator an analysis was created highlighting optimal 
potential sites and patient clusters. This information created a roadmap for where to focus recruitment efforts. With 
a data-driven focus rather than the more random traditional 
approaches, iTrials was able to more rapidly and effectively 
identify sites and motivate investigators who delivered 
quality patients for the study.  

After launching the Site Locator and Patient Locator 
solutions, iTrials gathered 106 patients across 
10 sites in just three months. As a valued partner, 
iTrials improved the recruitment process, sped up 
the trial results, and lowered the cost of moving 
PDGF to a marketable solution for BioMimetic. 
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“Our iTrials sites will yield more patients than our first 23 sites had enrolled over the 
previous 18 months. These types of results saved us over $1,000,000 in burn over a 
year period.”
- Heather Neill, RN, CCRP, Associate Director of Clinical Affairs and Project Management 

iTRIALS DELIVERED: 

Quantifiable Savings against the projected budget by rapidly identifying productive sites, yielding a higher number 
of qualified patients.

Customer Support estimated to have saved BioMimetic half an FTE (full time equivalent) on clinical trial oversight. 

Quality Information that enhanced the study process from developing the protocol through implementing successful 
recruitment efforts.  

CLIENT SUCCESS: 

After speeding to full patient recruitment in fiscal year 2008, BioMimetic expects to submit clinical data to the FDA by 
end of 2009. Following a panel review, FDA approval is expected in late 2010 for commercialization in 2011.

ABOUT:

iTrials services are offered by Nashville-based Provisio, Inc., a steward for leveraging health care data and proprietary 
information technologies to drive innovation in clinical trial protocol design, site selection and patient recruitment. 

iTrials leverages its unique-to-industry data warehouse (comprehensive longitudinal health histories on over 80 million 
patients), combining patient level data with proprietary analytical instruments. Our valuable insight into patient populations 
and ability to identify success factors produces high patient enrollment rates into productive investigative sites. 
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