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Commander Eithu Lwin is currently serving as the Policy Analyst and Regulatory Counsel in the Division of 
Regulatory Policy (DRP), Office of New Drug Policy (ONDP), leading the regulatory review and clearance of 
505(b)(2) applications for all 27 distinct medical divisions within Office of New Drugs (OND).  She has 
served as the Clinical Policy Program Coordinator in ONDP where she led workgroups that wrote and 
published three guidances on COVID-19 therapeutics as part of FDA's international response to the 
pandemic.  She has completed a 6-month detail assignment as the Drug Shortage Officer where she 
prevented, mitigated, and resolved critical national drug shortages in support of relief operations for 
major Hurricanes Harvey, Irma, and Maria.  She has also served as the Senior Regulatory Project Manager 
in the Division of Transplant and Ophthalmology Products, where she led multidisciplinary review teams 
and oversaw administrative and regulatory review processes of drug and biological product applications 
longitudinally throughout its drug development. Prior to joining the FDA, CDR Lwin served as the clinical 
pharmacist at an isolated hardship Indian Health Service in Chinle, Arizona.  She received her Doctor of 
Pharmacy (Pharm.D.) from the Massachusetts College of Pharmacy and Health Sciences (MCPHS) 
University in Boston, Massachusetts in 2011.  She completed Juris Doctor (J.D.) degree at the University of 
Maryland Francis King Carey School of Law in Baltimore, Maryland in 2021.  She enjoys traveling and trying 
new foods and experiences with her husband, who is also a PHS Officer, and their young children.  
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Dr. Taylor, Captain in the United States Public Health Service, is the Senior Policy Advisor in the Division of Psychiatry (DP), leading policy initiatives and stakeholder engagements for the division. She has led many process improvement initiatives and contributed to development of FDA Guidance for Industry in the areas of labeling and clinical trial design for psychiatric drugs. She has also served as the Associate Director of Labeling and Regulatory Project Manager since joining DP in 2009. She completed a Doctor of Pharmacy degree and Geriatric Pharmacotherapy residency at the University of Maryland School Baltimore. She received an MBA from Thunderbird School of Global Management. She is an Adjunct Professor at the University of Maryland and has guest lectured for the Master of Regulatory Science Program. She is passionate about advancing international public health and applies best business practices to strengthening partnerships with academia, industry, and global counterparts in promoting drug development. Before FDA, she has worked in academic, consulting, and managed care environments.

She enjoys traveling, is a proud mom of two teenage boys, and loves music – playing, listening and dancing to most anything.





image1.jpeg



image2.png





