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51 Intrepid Circle
Marblehead, MA 01945-2581
(781) 631-8596/msilverman@biostrategics.com

CAREER SUMMARY

President, BioStrategics Consulting Ltd., Marblehead, MA
January 1999-present

Responsibilities: Providing consulting services to pharmaceutical and biotechnology industry
clients in four business areas: Product Development Strategy, Clinical/ Regulatory Operations,
Business Strategic Analysis and Planning, and Technical Assessment and Recommendations.

Manager, Health Care/Life Sciences Consulting, KPMG Peat Marwick LLP, Boston, MA
May 1997 - December 1998

Responsibilities: Consulting on strategic and tactical issues for pharmaceutical and
biotechnology company clients; business development; project and practice management; and
mentoring of junior associates.

Vice President, Clinical Research, Biopure Corporation, Cambridge, MA
May 1995 - May 1997

Responsibilities: Supervision of all clinical development activities (including North America and
Europe); management of contractor activities; management of strategic alliances with North
American and European partners; management of an expanding Clinical Research department;
contribution to corporate policies and strategies; and professional development of subordinates.

Executive Director, Clinical Research, Telor Ophthalmic Pharmaceuticals, Woburn, MA
July 1993 - May 1995

Responsibilities: Supervision of all clinical development activities (including North America and
Europe); management of contractor activities; technical evaluation of preclinical compounds,
developmental candidates, and strategic partnerships; management of an expanding Clinical
Research department; contribution to corporate policies and strategies; and professional
development of subordinates.

Director, Clinical Research, Sandoz Research Institute, East Hanover, NJ
July 1989 - July 1993

Responsibilities: Deputy Head, Immunology/Dermatology Therapeutic Area; clinical
development of immunosuppressive, anti-rejection (transplant), ophthalmic, anti-rheumatic, and
anti-asthma compounds; worldwide strategies and planning for immunology, ophthalmology,
and human pharmacology research as well as organizational and human resource policy
issues; strategic and tactical coordination with European clinical research centers; group
administration; professional development of my staff.
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January - July 1992: Director, Drug Registration and Regulatory Affairs; assisted the
department Vice President formulate and advance new programs and initiatives aimed at
improving quality and efficiency of NDA submissions; contributed to regulatory strategy in
various therapeutic areas.

Clinical Project Director, Sterling-Winthrop Research Institute, Rensselaer, NY
January 1986 - June 1989:

Responsibilities: Phase I-1ll development of a quinolone antibacterial agent; Phase |-l
development of novel anti-picornaviral agents; formulation of worldwide clinical research plans;
involvement in licensure, Japanese joint-venture, and other extramural liaisons.

EDUCATION TRAINING, AND MEDICAL PRACTICE

1969 BS, University of lllinois

1973 MD, University of Chicago

1973 - 1974 Intern (Straight Medicine) University of lowa, lowa City, lowa

1974 - 1976 Resident, University of lowa, Medicine

1976 - 1978 Fellowship (Rheumatology), University of Colorado Medical Center
1978 - 1983 Solo Practice of Rheumatology, Portland, Oregon

1984 - 1985 Palm Springs Medical Center, Palm Springs, California

ACCOMPLISHMENT SUMMARY: CONSULTING
Product Development Strategy

Developed IND clinical plans and related clinical strategic frameworks for start-up
pharmaceutical and biotechnology companies developing novel agents in virtually all major
therapeutic areas.

For both publicly and privately held pharmaceutical, biotechnology, and medical device
companies, created international clinical development plans for conventional small molecules,
peptides, proteins, monoclonal antibodies, novel vaccines, and unique drug delivery
technologies.

Planned and implemented clinical trials programs that align with business success, efficiently
achieve value inflection points, and have (in some cases) enabled advantageous exit events.

Clinical/Regulatory Planning and Operations
Assisted numerous biotechnology companies plan and implement early-stage safety and
efficacy protocols, which included protocol development, preparation of the Clinical Investigator

Brochure, and site and contract research organization selection and management.

Designed, placed, and oversaw numerous first-in-man trials at domestic and European sites for
US and foreign clients.
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For domestic and overseas pharmaceutical, biotechnology, and medical device clients,
prepared Clinical Investigator Brochure, other IND documentation, and clinical protocols for
novel products; placed domestic and overseas clinical trials; and presented to FDA meetings.

For Phase 2, Phase 3, and supplemental NDA projects, developed clinical protocols; managed
expert consultant panels and integrated their input; qualified and managed contractors and
related external resources; created clinical-regulatory documentation (including NDA
submissions), acted as clinical lead in meetings, calls, and other interactions with multiple US
FDA review divisions as well as European authorities, and prepared responses to regulatory
questions.

Business Strategic Analysis and Planning

As an acting member of senior management teams, assisted numerous early-stage
biotechnology companies with corporate strategic planning, market assessment and modeling,
and strategic partnering/merger/acquisition efforts.

Participated in a CEO-level strategic planning effort to assist a commodity medical supplier
leverage its specialized knowledge and embryonic therapeutic assets into an aggressive,
opportunistic, development-oriented pharmaceutical unit.

Technical Assessment and Recommendations
Led the due diligence team and performed extensive scientific, clinical, and regulatory research
for an effort that resulted in acquisition of a novel product that progressed directly into Phase 3
clinical trials under an FDA-agreed Special Protocol Assessment.
For a securities analyst client for a $12BB private asset management fund, performed
assessments of clinical trial data, clinical/regulatory dossiers, and market intelligence for
development-stage and newly launched products in multiple therapeutic areas.

OTHER PROFESSIONAL HISTORY AND AFFILIATIONS

Certifications: Subspecialty Certification in Rheumatology, 1978
American Board of Internal Medicine, 1976
Licensure: New Jersey (MA53834)

New York (165291-1)
lllinois (036-070273)
Massachusetts (78382)
Memberships: American College of Physicians (Fellow)
American College of Rheumatology (Fellow)
Massachusetts Medical Society
Faculty of Pharmaceutical Medicine of the Royal College of
Physicians of the United Kingdom
Honors: Fellow, American College of Physicians, 1983
Phi Kappa Phi, Phi Beta Kappa, Bronze Tablet, 1966 — 1969
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University of Chicago Medical & Biological Sciences Division Alumni
Association: Member, Alumni Council: 2008 — present; Executive
Committee Member and Chair, Chicago Partners Program, 2011 —
present; Vice President, 2013-2015; President, 2015-present

University of Chicago Biological Sciences Division and Pritzker School of
Medicine: Member, Visiting Committee, 2009-present; Member,
Nominations Subcommittee, 2014-present

Bridgewell (www.bridgewell.org): Member, Board of Directors, 2009 —
2014; Chair, Patient Care Assessment Committee; Member,
Executive Committee

Temple Sinai of Swampscott and Marblehead: President, 2009 — 2011
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