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	David Tudor, PhD, MBA
1, rue du Sundgau
68100 Mulhouse

France

Tél.: +33 (0)6.12.45.13.39





WORK EXPERIENCE:
2003 - Present   

Germinal Knowledge, EURL



Owner and Consultant



Partial list of projects/contracts during these 14 years:



Philip Morris International (9/16-present): Clinical trials testing a new product and its 




impact on health




Sandoz (Hexal) Pharmaceuticals (5/2015-10/2015): Consultant in Biostatistics
FDA and EMEA submission of Biosimilar to Enbrel (psoriasis) See the appendix for more information about my activities at Hexal.




ESI International (2014-2015):  Creation of Project Management training for 





Clinical Trials, including PM, financial analysis and control
This training module looks at a clinical trial from the project management perspective. Starting with the work breakdown structure, we go through resource allocation, baseline budget analysis, risk management, change mgt, stakeholder mgt and finally financial analysis with earned value management
Novartis (2003-2004; 2008-2011) – several contracts:
These contracts comprise (in order from most recent to last):

1. Creating Statistical Analysis Plans for Clinical Trials; reviewing Figures, Tables and Listings, SDTM and ADAM datasets
2. Building an online platform for execution of Baysian models of toxicity; the platform was written in PHP, the modeling in R and WinBUGS (I am not a “Baysian, but I can do it”); the platform was for the whole team -- i.e. one centralized, access controlled, versioned simulation and analysis program, with a training module
3. Clinical trial simulations (writing and running the programs) in R for first-in-man studies; answering questions from the health authorities (primarily concerning cardiovascular side effects)

4. Creating and implementing an online course in CRA training
Other pharma companies served include:

Gambro (Germany, France and US) – a non-statistical management project. The medical devices company had cross-cultural conflict management issues. I worked with the global management team and subsequently was hired to go to all the sites and train the local management team in conflict management
MSD Netherlands – training course in “critical thinking and problem solving”
Merck (France and US) – training in clinical trial statistics for the non-statistician
Pierre-Fabre – consulting on the study design of an oncology study; CRA training
PSI St. Petersburg, Russia - training course in “critical thinking and problem solving”

For more Pharma experience, see below.
Non-pharma projects include:

ESI (2008-present): Trainer in Project Management

University of Liverpool (2005-2011) - activities included: teaching quantitative research 


methods and directing master's theses in the Department of Public Health
University of Derby (2005-2006) - activities included: establishing partnerships and 


exchange programs with 3 Chinese universities

University of Wales (2004-2006) - activities included: creating Bachelor's in Business 


Administration online; recruitment, training of faculty; serving as department chair 

for the first year
2001 - 2003  

Boomerang Pharmaceutical Communications




Director of Business Development




Developed a system of online recruitment of patients into clinical trials
1998  - 2001

Novartis Pharma, AG

Senior Biostatistician 

Phase I and pre-clinical statistics; developed first SOP in validation of statistical programming, co-wrote SOP on multiple comparisons; served on committee to choose molecules for "first in man"; did Nonmem programming, equivalence studies, general phase I study design, analysis, report writing; interim group leader during medical absence of leader                       

1991-1998

Synthélabo Recherche 



Group Head, Internal Medicine Biostatistics






Responsible for phases II through IV of all Internal Medicine studies (allergies, gastro, respiratory, dermatology, urology); lead group of 4 statisticians; created and reviewed Clinical Development Plans, developed procedures for outsourcing and CRO management;  quality assurance, responsible for all aspects of Japanese studies, responsible for all statistical aspects of Health Economics studies; wrote templates for phase IV observational studies;  represented the statistics department at the FDA for the transition of a urology product from phase II to phase III; also worked in the central nervous system and cardiovascular.
1983-1991

Bradley University 



Tenured Associate Professor of Mathematics 
 Mathematical Modelling in Biology and Epidemiology, teaching applied mathematics       (differential equations, numerical analysis, etc.) and statistics
OTHER EXPERIENCT:
Statistical                    Full time biostatistician in the pharmaceutical industry for 11 years;  





consultant in biostatistics as described above for the last 12 years                                                           
Clinical Trials - worked in : 
Allergology, Gastro, Respiratory, Urology, Dermatology, Cardiovascular, Central Nervous System,
Oncology, Transplantation;  Phases I-IV.

Supervisory

Internal medicine group leader, Chair of Business Department for online MBA,



Interim group leader in clinical pharmacology group




Thesis director for 5 master's theses (1 in Statistics, 4 in Public Health)
Computing Languages   SAS, R, S-plus, Pharsight, WinNonlin, Nonmem, HTML, PHP, Oracle, FORTRAN
Training Certificates in: 
Project Management (George Washington University Master's Certificate), psychotherapy, Health Economics, Quality Assurance, Conflict Mediation
EDUCATION:

Professor

Mathematics, Bradley University 




Tenured professor of applied mathematics / biomathematics and 





statistics; lifelong member of the Fulbright Association
PhD
 

Mathematics, University of Iowa
Dissertation "Disease Transmission and Control in an Age-Structured 
Population"
Postgraduate Diploma: Cognitive Behavioural Therapy - Derby University  

MBA -
Leadership in the new economy (Management of dispersed teams) 

MA - German

MS - Mathematics - speciality analysis, differential equations
Languages

English, French, German (French and American nationalities)
Appendix
Activities at Hexal

Oncology product: Numerical QC of 2.7.2, 2.7.3, 2.7.5, 2.5 (integrated safety summary, integrated efficacy summary, clinical summary)

Statistical QC of Psoriasis Product (independent programming the statistical analysis – phase I)

Statistical QC of Psoriasis Product ( a second phase I – equivalence, as in study above)
Review of Modules 2.7.2, 2.7.3, 2.7.4, 2.5 for European submission of Psoriasis product
Review of CSR for Phase III study
Pool of 4 healthy volunteer studies for European submission

Numerical QC of Modules reviewed above

Writing of Statistical Overview for European Submission

SOP training (taken)

GCP training (taken)

Approval of SDTM and ADAM datasets

Response to audit questions for the studies above
Risk Management Plan for dossiers
Inspection readiness activities

Organization of datasets for submission and archiving

Exploratory analysis to respond to questions from Rapporteur

Approval of SAP for global analysis of the phase III study

CRO management

Independent programming of statistical analysis of the phase III study
Publicity for statisticians: http://www.david-tudor.com/statActivities.html 
Statistical methods used

Linear mixed models

Anova / Ancova

Time to event analysis
Principal Components Analysis

Multiple Correspondence Analysis
Logistic regression for equivalence and modelling and simulation for health authority questions
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