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Professional Profile
 

Dr. Weiss is an epidemiologist with 25 years of experience in Pharmacoepidemiology and Regulatory 
Sciences. She specializes in the safety of FDA-regulated medical products; drugs, biologics, vaccines, 
devices, and combination products. 

Dr. Weiss works with Pharmaceutical companies to develop, articulate, and optimize safety strategies at 
all phases of a product lifecycle, from pre-approval through post-marketing. In addition to conducting 
epidemiological studies, she works on the design and evaluation of registries, risk evaluation and 
mitigation strategies (REMS), and pharmacovigilance signal detection strategies/enhanced 
pharmacovigilance of adverse events. Dr. Weiss has served as a consultant and expert witness on 
litigation involving the safety of regulated medical products.

Academic Credentials & Professional Honors
Ph.D., Epidemiology, Johns Hopkins University, 1996

M.S., Exercise Science, Northeastern University, 1986

B.S., Biology, University of Maine, Orono, 1981

Fellow, International Society of Pharmacoepidemiology

Prior Experience 
President & Consulting Epidemiologist, Avigilan LLC, 2013-2017, 2018-2020

Senior Research Leader, Evidera-PPD, 2017-2018

Professor & Director of the Center for Drug Safety, University of Maryland, 1997-2013

Visiting Professor, Johns Hopkins Bloomberg School of Public Health, 2005-2015

Visiting Scientist, National Cancer Institute, NIH, 2008-2012

Epidemiologist, US Food & Drug Administration, 1994-1997
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Professional Affiliations
Drug Information Association (DIA)

International Society of Pharmacoepidemiology (ISPE)

International Society of Pharmacovigilance (ISoP)

Royal Society of Medicine
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2022;327:2019-2020.

Tave A, Goehring E, Desai V, Wu C, Bohn RL, Tamayo SG, Sicignano N, Juhaeri J, Jones JK, Weiss 
SR.Risk of interstitial lung disease in patients treated for atrial fibrillation with dronedarone versus other 
antiarrhythmics. Pharmacoepidemiol Drug Saf. 2021;30:1353-1359.

Duong V, Baer MR, Hendrick F, Weiss SR, Sato M, Zeidan AM, Gore SD, Davidoff AJ. Variations in 
erythropoiesis-stimulating agent administration in myelodysplastic syndromes impact response. Leuk 
Res. 2015;39:586-91.

Chhabra P, Chen X, Weiss SR. Adverse event reporting patterns of newly approved drugs in the USA in 
2006: an analysis of FDA Adverse Event Reporting System data. Drug Safety. 2013;36:1117-23.

Tsai H‐T, Marshall JL, Weiss SR, Huang, C-Y, Warren JL, Freedman AN, Fu AZ, Sansbury LB, Potosky 
AL. Bevacizumab use and risk of cardiovascular events among elderly patients with colorectal cancer 
receiving chemotherapy: A population-‐based study. Ann Oncol. 2013;24(6):1574-1579.

Davidoff AJ, Weiss SR, Baer MR, Ke X, Hendrick F, Zeidan A, Gore SD. Patterns of erythropoiesis- 
stimulating agent use among Medicare beneficiaries with myelodysplastic syndromes and consistency 
with clinical guidelines. Leuk Res. 2013;6:675-680.

Zandberg DP, Huang TY, Ke X, Baer MR, Gore SD, Weiss Smith S, Davidoff AJ. Treatment and 
outcomes for chronic myelomonocytic leukemia compared to myelodysplastic syndromes in older adults. 
Haematologica. 2013;98:584-90.

Shamloo BK, Chhabra P, Freedman A, Potosky A, Malin J, Weiss Smith S. Novel adverse effects of 
bevacizumab in the US FDA Adverse Event Reporting System database: A disproportionality analysis. 
Drug Safety. 2012;35:507-518.

Weiss Smith S. Sato M, Gore SD, Baer MR, Ke X, McNally D, Davidoff A. Erythropoiesis‐ stimulating 
agents are not associated with increased risk of thrombosis in patients with myelodysplastic syndromes. 
Haematologica. 2012;97:15-20.

Davidoff A, Weiss Smith S, Baer MR, Ke X, Bierenbaum JM, Hendrick F, McNally DL, Gore SD. Patient 
and physician characteristics associated with erythropoiesis-stimulatingagent use in patients with 
myelodysplastic syndromes. Haematologica. 2012;97:128-132.

Bennet CL, Spiegel DM, Macdougall IC, Norris L, Qureshi ZP, Sartor O, Lai SY, Tallman MS, Raisch DW, 
Weiss Smith S, Silver S, Murday AS, Armitage JO, Goldsmith D. A review of the safety, efficacy, and 



© 2023 Exponent, Inc. All Rights Reserved    •    www.exponent.com    •    888.656.EXPO    •    Page 3
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Amr S, Bollinger ME, Myers M, Hamilton RG, Weiss SR, Rossman M, Osborne L, Timmins S, Kimes DS, 
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