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PERSONAL INFORMATION 

 

 
◼ Nationality: Israeli, American. 

◼ Date of Birth: 5-8-68. 

◼ Place of Birth: U.S.A. 

EDUCATION 

 
2005  Bar-Ilan University Ramat-Gan Israel 

PhD. Biostatistics (Time Dependant ROC Curves with application to AIDS 
Progression and Prognosis) - supervisor Professor. Laurence Freedman 

1995  Bar-Ilan University Ramat-Gan Israel 

M.Sc. Statistics (graduated Magna Cum Laude) – supervisor Dr. Linda Har-
Nevo 

1991 Bar-Ilan University Ramat-Gan Israel 

B.Sc. Statistics (Major) and Mathematics (Minor) 

 

PROFESSIONAL EXPERIENCE 

 
2000-Present 

CEO – Biostats Statistical Consulting Ltd 

◼ Area of expertise: Research in the fields of Medicine and Biology. Compliance 
with FDA, European, PMDA (Japan) and NMPA (China) regulation 
requirements. Broad knowledge of guidance documents for approval of 
medical devices and drugs (ICH, ISO, CLSI, MDR, IVDR and FDA guidelines). 
Extensive experience assisting with approval of medical devices,  and drugs, 
(510k, PMA, NDA etc..). 

 Specifically: 

◼ Trial design Consultation (V&V, Bench Tests, Pre-Clinical & Clinical Trials)  

◼ Sample size calculation 

◼ Interim Analysis Plan 

◼ Randomization 

◼ DSMB Statistician 

◼ Representation at Regulatory Agency Meetings 
◼ Analysis of data from clinical trials. 

◼ Algorithm development 

◼ Extensive knowledge of advanced statistical methods 

◼ Statistical Methods Section of Protocol writing  

 



◼ Manuscript and Grant Preparation or Review 

◼ Help with Regulatory submission clinical summary and presentation of 
results 

◼ Response to reviewer inquiries related to regulatory submission or peer 
reviewed Paper 

◼ Review of protocol and/or study report by Expert Statistician 

❖ Evaluate study report includes: 

* Study protocol review 

* Data analysis review 

* Review of statistical summary and conclusions 

 

2000-2007  Hebrew University Ein-Kerem Israel 

Statistics team leader of research project funded by the NIH, associated 
with the School of Public Health.  

2000-2001  Bar-Ilan University Ramat-Gan Israel 

Lecturer in the Mathematics department. 

❖ Courses: Biostatistics, Probability and Statistics, and S.A.S 
programming. 

1993 – 1998 Bar-Ilan University Ramat-Gan Israel 

Teaching assistant in the Mathematics department. 

❖ Courses: S.A.S programming, Queuing theory, Operations research, and 
Probability and Statistics. 

 
 

LANGUAGES 

 English, Hebrew and French, basic Hungarian. 

COMPUTER LITERACY 

 ❖ Programming Knowledge: SAS and SPSS. 

❖ Database management in ACCESS. 

❖ Software: Word, Excel, Access 

❖ Operating systems: DOS, Windows and Unix. 
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