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About

Extensive experience in infectious diseases clinical research, developed over eighteen years at the Centers for Disease
Control and Prevention and in the biotech/pharmaceutical industry. 

Subspecialty training in infectious diseases and postgraduate training in epidemiology, with a strong data analysis
background. 

Industry experience encompassing microdose to phase 4 clinical development, (principally Phases 1-3) with increasing
leadership and management responsibilities. 

Significant experience with NDA/CTD/eCTDs and with regulatory agencies, resulting in three successful NDA/global
approvals and sNDA filings.

Specialties: early late stage clinical drug development, phase 1, 2, 3, 4, microdose, translational, regulatory submissions,
IND, CTA, NDA, CTD filings, pediatric plans, protocol development, IB, ICF, safety, medical monitoring, epidemiology,
data analysis, data interpretation, manuscript, scientific presentation, antibacterial, antiviral, parasitic, siRNA, hepatitis B
+ C, experience with FDA, EMEA, country authorities, CRO selection 

Experience

Principal
Clinical Development Consultants
2008 – Present · 12 yrs

Vice President, Clinical Development
Idenix Pharmaceuticals
2005 – 2008 · 3 yrs

Executive Medical Director
Cubist Pharmaceuticals
2002 – 2005 · 3 yrs
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Brigham and Women's Hospital
1994 – 1996 · 2 yrs

Medical Resident
Beth Israel Medical Center
1991 – 1994 · 3 yrs

Show fewer experiences 

Education

Harvard T.H. Chan School of Public Health
MPH, Epidemiology
1995 – 1996

University of Alabama School of Medicine
MD, Medicine
1987 – 1991

University of Oxford
BA/MA, English Literature
1984 – 1987

Duke University
BSc, Zoology
1982 – 1985

Show fewer education 

Skills & Endorsements

Show more

· 23

Endorsed by Lou Vaickus MD, FACP and 3 others
who are highly skilled at this

Endorsed by 4 of Karin’s colleagues at Cubist
Pharmaceuticals

Clinical Development

· 13

Endorsed by Ann D Kwong, PhD and 4 others who
are highly skilled at this

Endorsed by 2 of Karin’s colleagues at Cubist
Pharmaceuticals

Infectious Diseases

· 13

Endorsed by Lou Vaickus MD, FACP and 3 others who are highly skilled at this

Drug Development
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