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• Founded in 1999 to provide commercial support and new product 

planning consulting services to the pharmaceutical and medical 

device industry. Based in Dallas, TX and San Diego, CA 

 

• Leadership from the pharmaceutical industry including researchers, 

pharmacists, regulatory, and biostatistics experts. 

 

•  Chosen by the best - 6 of the top 10 and 12 of the top 20 global 

pharmas have selected BioTrak for pharmaceutical risk 

management programs. 

 

• Over 400 total research studies and more than 200 web-based 

questionnaire survey studies completed with patients, health care 

providers, and pharmacists. 
 

  

 

BioTrak Fact Sheet 



•  A recognized leader and innovator in REMS assessment best 

practices 

• Selected to participate in FDA workshop on REMS assessment 

standardization 

• Frequent speaker and subject matter expert of REMS assessment 

• Experience with over 40 REMS and 80 assessment reports 

 

• Proprietary and novel analytical toolbox for assessments (ASSESS, 

PharmaTrak Viewer, other) 

 

• Complete Quality program 

• SOPs and policies covering Quality and Good Clinical Practice (GCP) 

• Good  Documentation Practice (GDP) 

• Ethics, privacy, security, and data server safeguards 

BioTrak REMS Expertise 



A RECOGNIZED LEADER AND INNOVATOR IN REMS 

ASSESSMENT BEST PRACTICES 

“BioTrak is the research organization that we have used for many of 

our REMS Knowledge surveys (aka, KAB). In fact, Larry is very well 

connected with FDA REMS leaders and has been instrumental in 

developing standard protocol approaches for this research that FDA 

has embraced.”  

- Director of REMS, Top 5 Global Pharma  

 

 

BioTrak REMS Expertise 



PROPRIETARY TOOLS AND KNOW HOW IN MEASURING 

THE EFECTIVENESS OF DRUG SAFETY COMMUNICATIONS 

“Our benchmarking tools like ASSESS and whitepapers on stakeholder 

performance with REMS surveys provide an informative database and 

insight into the variables influencing effectiveness of a REMS.”  

– Larry Risen, President, BioTrak 

 

BioTrak REMS Expertise 



COMPLETE QUALITY PROGRAM 

“I am pleased to share that BioTrak has successfully completed 

numerous pharma quality audits with great success. Our quality 

practices assure both regulatory compliance and reliability in the 

results we report.” 

 – Elaine Welty, Sr. Project Manager & Head of QA, BioTrak 

 

BioTrak REMS Expertise 
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Complete Range of REMS 
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ESTABLISHING INDUSTRY BEST PRACTICES IN REMS 

ASSESSMENTS 

    

 -  Proprietary web survey portal providing easy but well controlled online  

   survey access at www.treatmentsurvey.com 

 

 -  Real-time assessment reporting through “PharmaTrak Viewer” 

 

 -  ASSESS, the first of its kind analytical tool and registry guiding Clients   

   with selection of appropriate REMS assessment performance metrics, 

   interpretation of results, and determination of corrective actions 

REMS BEST PRACTICES 

http://www.treatmentsurvey.com


REMS BEST PRACTICES 
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Multi-Model Recruitment Capabilities 
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Examples of REMS Assessment Projects 



Examples of Labeling Comprehension Study 

Experience 



Key Business Assets Owned 

by BioTrak 

DecisionTool 

Optimizer 



For More Information 

We hope you found this summary useful. To learn more or to 

discuss your program needs, please contact: 

 

 Larry A. Risen 

President 

BioTrak Research Inc. 

760.448.4823 

     

    Email: risen@biotrak.com 

  Web: www.biotrak.com 
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