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SELECTED FDA INITIATIVES
Contributions as Senior Economist & Special Advisor, CDER

Control of Nitrosamine Impurities in Human Drugs, 2024. I.ed economic modeling to
quantify the risk of shortages and price spikes under potential nitrosamine mitigaiton policy

proposals.

Inflation Reduction Act (IRA), 2022: Led research efforts assessing market impacts of Medicare
drug price negotiation and inflation rebates on competition, drug shortages, and manufacturer
incentives, informing policy implementation.

Prescription Drug User Fee Act (PDUFA) VI & VII, 2017, 2022: Directed economic
research to support negotiation and implementation, focusing on program efficiency and impact

assessment of new review pathways.

Generic Drug User Fee Act (GDUFA) II & II1, 2017, 2022: Developed key performance
metrics and savings models to evaluate program success, enhance predictability, and support

stakeholder communications.

Coronavirus Aid, Relief, and Economic Security Act (CARES Act), 2020: Led rapid economic
assessments of therapeutic development incentives and supply chain provisions to support

pandemic mitigation efforts.

Over-The-Counter Monograph Reform (OMUFA), 2020: Advised on economic
frameworks for modernizing OTC review, assessing impacts of user fees on innovation and market
dynamics under the CARES Act.

Drug Competition Action Plan (DCAP), 2017: Led economic analyses quantifying savings from
generic entry to inform policy development addressing barriers to competition.

21st Century Cures Act, 2016: Evaluated economic implications of novel development pathways
(e.g., Breakthrough Therapy) to support evidence-based regulatory decision-making;
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SELECTED PRESENTATIONS AND PANELS

GRx+Biosims Conference (2023), OGD-AAM Hatch-Waxman Workshop (2020, 2022),
CDER@AEA Annual Meeting (2020), FDA-GPhA Quartetly Meetings (2015-2019), Brookings
Institution (2015), ASHEcon Biennial Conference (2014, 2016), FTC (2014).

REFEREE SERVICE
BM]J; Health Affairs; Journal of General Internal Medicine; Therapeutic Innovation & Regulatory

Science; The Review of Economics of the Household; BE Press: Forum for Health Economics &
Policy.



