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3941 Eureka Drive
Studio City, CA  91604
Phone:  (818) 807-9365
Fax:       (818) 769-2880


DATE OF BIRTH:	June 8, 1953

BIRTHPLACE:	London, England (U.S. Citizen)

MARITAL STATUS:	Married (two sons)


EDUCATION	1974 B.A., Mathematics, University of California at Los Angeles (Summa cum Laude)
	1975 M.S., Biostatistics, University of California at Los Angeles
	1979 Ph.D., Biostatistics, University of California at Los Angeles (minor in Biological Chemistry)

EXPERIENCE

2005 – 2019	Harbor Healthcare Systems
	CONSULTANT
	Provide statistical modeling of health outcomes data and develop novel approaches for assessing physician quality in terms of care of workplace injuries 

2005 − 2012	Inspiration Biopharmaceuticals
	CONSULTANT
	
	Responsible for clinical trial and activities for a venture-capital supported biotech company involved in novel biological products for the treatment and care of individuals with hemophilia.

2001 − Present	Prolacta Bioscience, Inc.
                                          VICE PRESIDENT, CLINICAL RESEARCH AND DEVELOPMENT/SENIOR VICE PRESIDENT, DATA ANALYTICS
	
	Responsible for all research and development, as well as regulatory activities for a venture-capital supported start-up intending to provide human breast milk for very low birth weight premature neonates.

2001 – Present	Charles R. Drew University of Medicine and Science, Dept of Endocrinology 
	PROFESSOR, INTERNAL MEDICINE

	Support group of medical researchers by providing statistical consultation and education.


2001 – 2007	Harbor-UCLA Medical Center, UCLA Vaccine Research Institute
	DIRECTOR, BIOSTATISTICS AND DATA MANAGEMENT

	Oversee group of biostatisticians and programmers working on vaccine research studies under government and commercial funding.


1998 – 2001	Baxter Healthcare Corporation, Hyland Immuno Division
	DIRECTOR, CLINICAL STRATEGY AND BIOSTATISTICS

	Responsible for biostatistics group in Los Angeles and Vienna facilities. Organize and oversee various new studies of existing products and strategize clinical research for new products.

1994 - Present	Sepulveda VA Medical Center
	SENIOR HEALTH STATISTICIAN
	
	Consultant to a large group of physicians/researchers from Southern California VA Medical Centers with respect to research on health outcomes, quality of life and primary care.

1986 - Present	International Quantitative Consultants, Inc.
	PRESIDENT  

	Set up and manage consulting company to support clinical, statistical, and regulatory needs of various biologic, drug and device companies, particularly those in the biotechnology sector. In addition, serve as an EXPERT WITNESS for numerous healthcare fraud cases involving Medicare/Champas (for the U.S. Department of Justice), worker’s compensation (FBI), various state health insurance agencies (California, West Virginia, Florida, New York, etc.), as well as patent infringement and product liability cases. Work has included depositions and expert testimony in hearings and trials

1994 - 1996 	VivoRx, Inc.
	VICE PRESIDENT, CLINICAL AND REGULATORY AFFAIRS

	Responsible for clinical and regulatory programs for a small, biotech company working on encapsulated islet cell transplantation for the treatment of type 1 diabetes.



1992 - 1996	MedClone, Inc.
	DIRECTOR, REGULATORY AND CLINICAL PROGRAMS  

	Responsible for all regulatory, clinical and biostatistical programs for a venture capital-supported company working on the treatment of various autoimmune diseases using monoclonal antibody therapy.

1991 – present	EXPERT WITNESS

	Serve as an expert statistical witness in numerous healthcare fraud cases for both the US Department of Justice, and numerous states Department of Justice. Testified in court (trials and administrative hearings) and provided depositions. Also, have worked on cases for the EPA and FTC as a statistical expert, along with product liability and patent infringement cases.

1990 - 1991	Trancel Corp.
	DIRECTOR, CLINICAL AFFAIRS
	
	Responsible for all pre-clinical and clinical programs for a venture capital supported company in the business of encapsulated cellular transplants.


1989 - 1990	Baxter Healthcare Corporation, Technology & Ventures Division
	VICE PRESIDENT, REGULATORY AFFAIRS/QUALITY ASSURANCE/CLINICAL PROGRAMS

	Responsible for all compliance activities for company manufacturing gastroenterologic and urologic devices.  Responsible for preparation and submission of IDEs, PMAs, and 510(k)s, as well as foreign submissions.  Also oversee quality assurance activities.  Direct clinical research program worldwide.  Supervise department of nine individuals.

1979 - 1989	Baxter Healthcare Corporation, Hyland Division
	DIRECTOR, MEDICAL AFFAIRS

Responsible for worldwide direction of clinical research programs for company manufacturing blood proteins (biologics).  Includes identification, design, implementation and finalization of clinical trials.  Prepare IND and NDA/PLA submissions for FDA and maintain regulatory files. Also provide marketing research support to suggest new directions for existing products. Consult on technical Quality Assurance problems. 
	
Supervise department of six individuals.  Previous positions held included ASSOCIATE DIRECTOR, MEDICAL AFFAIRS; MANAGER, CLINICAL DEVELOPMENT; STAFF ASSOCIATE (Clinical Development); and BIOSTATISTICIAN.

1979 - Present	University of California at Los Angeles, Fielding School of Public Health
	ADJUNCT PROFESSOR
	
	Teach courses in beginning biostatistics, clinical research, and experimental design to public health, medical, and nursing students. Courses include: Introduction to Biostatistics (required course for MPH in Public Health and elective for undergraduates in the biological sciences); Applied Biostatistics; Introduction to Pharmaceutical Statistics; and Introduction to Statistical Methods for Clinical Trials.

1973 - 1979	University of California at Los Angeles, University of Southern California, California State University at Northridge, California State University at Los Angeles

	Various statistical consulting positions held at UCLA School of Medicine and Dentistry and USC Shock Research Unit (Hollywood Presbyterian Medical Center).  Teaching positions held at UCLA, Cal State Northridge and Cal State Los Angeles.

PATENTS

Methods for testing milk (E. Medo, M. Lee, D. Rechtman): U.S. Patent 7,943,315 (issued 5/17/11)
Human milk compositions and methods of making and using same (E. Medo, M. Lee, D. Rechtman and J. Fournell): U.S. Patent 8,545,920 B2 (issued 10/1/13)


HONORS AND AWARDS

Phi Beta Kappa, 1974
NIH Traineeship, 1974-75
Regents' Scholarship, 1973-74
Pi Mu Epsilon, National Mathematics Honor Fraternity
Delta Omega, National Public Health Honor Fraternity
Dean's List, eight times as an undergraduate
United States Public Health Service (USPHS) Trainee, 1974-75
Regent's Fellow, 1976-78
UCLA Alumni Association Scroll Award, 1979
Who's Who in the West, 1984-6
Baxter/Travenol Marketing Consistent Publication Award, 1986-88
Who's Who in Emerging Leaders in America, 1987
Who's Who in the World, 1990
Faculty of the Year, UCLA School of Public Health, 1992-93, 2001
Chartered Statistician, Royal Statistical Society, 1993
Best Contributed Paper Award, Honorable Mention, American Statistical Association, Biopharmaceutical Section, 2003
Chartered Scientist, The Science Council/Royal Statistical Society, 2009
Sentinel Award, Association of Certified Fraud Specialists, 2010
Certified Fraud Specialist, Association of Certified Fraud Specialists, 2010
Albert Nelson Marquis Lifetime Achievement Award from Marquis Who’s Who, 2018
Fellow, Institute of Biomedical Sciences, 2020

PROFESSIONAL MEMBERSHIPS

American Statistical Association
Biometrics Society
Institute of Biomedical Sciences, Fellow
International Society for Research on Human Milk and Lactation
International Society on Thrombosis and Hemostasis
Royal Statistical Society, Fellow

TEXTBOOKS

Lee ML and Strand V. (eds.) Intravenous Immunoglobulins in Clinical Practice, Marcel Dekker, Inc., 1997

Afifi A, Lee ML, Cobb G.  An Electronic Companion to Biostatistics.  Cogito Learning Media, 1998 



MEMBER,  JOURNAL EDITORIAL BOARD

Implementation Science, 2006-present
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