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1. I, Margaret H. Baron, MD, PhD, have been retained by Mayer Brown

LLP, counsel for Genzyme. I understand that Genzyme has petitioned for inter

partes review of U.S. Patent No. 6,331,415 ("the '415 patent," Ex. 1001) and

requested that the United States Patent and Trademark Office cancel Claims 1-4, 9,

11, 12, 14-20 and 33 of the '415 patent ("the challenged claims") as unpatentable.

The following discussion and analyses address and are presented in support of the

bases for Genzyme's petition.

I. BACKGROUND AND QUALIFICATIONS, PREVIOUS
TESTIMONY, AND COMPENSATION

A. Background and Qualifications

2. As further detailed in my CV, attached as Exhibit A, I received a

bachelor’s degree from Harvard University (Cambridge, MA) in 1976 summa cum

laude in Biochemical Sciences. My senior thesis involved a structural analysis of

the aqueous central cavity (containing the active site) of the enzyme Aspartate

Transcarbamylase (ATCase) of Escherichia coli. The research for this thesis was

performed in the Department of Chemistry under the direction of the late William

N. Lipscomb, PhD (Nobel Laureate, 1976).

3. In September 1976, I started medical and PhD graduate studies in the

Harvard-M.I.T. Program in Health Sciences and Technology (HST Program) at

Harvard Medical School (Boston, MA) and Massachusetts Institute of Technology
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(M.I.T., Cambridge MA). I took medical school courses at Harvard Medical School

and at M.I.T. and graduate courses in Biology at M.I.T. From July 1978 through

December 1981, I performed PhD dissertation research in the laboratory of Nobel

Laureate (1975) David Baltimore, PhD, in the Department of Biology at M.I.T.

This research focused on the mechanism of replication of poliovirus, using protein

and RNA nucleic acid biochemistry techniques. I received my PhD from M.I.T. in

March, 1982.

4. From January 1982 through December 1982, I returned to Harvard

Medical School to complete the clinical clerkship requirements for my MD degree,

which was awarded in June 1983.

5. From January 1983 through June 1983, I returned to David Baltimore’s

laboratory at M.I.T. and carried out recombinant DNA studies of Abelson murine

leukemia virus.

6. From July 1983 through June 1984, I completed an internship in

Internal Medicine at Massachusetts General Hospital. I subsequently became

licensed in medicine and surgery (Diplomate, National Board of Medical

Examiners) in the Commonwealth of Massachusetts.

7. From August 1984 through March 1989, I was a postdoctoral fellow in

the laboratory of Tom Maniatis, PhD, in the Department of Biochemistry and

Molecular Biology at Harvard University (Cambridge, MA), where I analyzed the
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