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Founder and Chief Executive Officer, PMATCH. Inc., 
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   Seoul National Univerisity Hospital 

   Seoul 03830 

   Korea 
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   leehwd@gmail.com  

Web Sites:   
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Latest GCP Training:   

• Advanced education for clinical trial investigators (8 hrs, Seoul National University Hospital, November 21, 2016) 

• Investigator Refresher education of Clinical Trials Professionals (4hrs) on 29 Nov 2017 

• Investigator Refresher education of Clinical Trials Professionals (4hrs) on March 29, 2018 

• Investigator Refresher education of Clinical Trials Professionals (4hrs) on March 21, 2019 

• Investigator Refresher education of Clinical Trials Professionals (4hrs) on June 19, 2020 

• Investigator Refresher education of Clinical Trials Professionals (4hrs) on March 25, 2021 

 

 

EDUCATION 

1982 - 1984 Seoul National University      Premed   Premedical Sciences 

College of Natural Sciences, Seoul, Korea   

1984 - 1988 Seoul National University     MD    Medicine 

College of Medicine, Seoul, Korea     

1989 - 1991 Seoul National University      MSc    Epidemiology 

College of Medicine Graduate School, Seoul, Korea 

(Supervisor: Yoon Ok Ahn, MD, PhD) 

1994 - 1998 Seoul National University      PhD    Epidemiology 

College of Medicine Graduate School, Seoul, Korea    

(Supervisor: Yoon Ok Ahn, MD, PhD) 

1988 - 1989 Seoul National University Hospital, Seoul, Korea  Intern   Medicine 

1989 - 1991 Seoul National University Hospital, Seoul, Korea   Resident  Family Medicine 

1997 - 1997  Graduate School of Public Administration  Diploma  Public Health 

Sejong University, Seoul, Korea 

2000 - 2002  Center for Drug Development Science   Clinical Fellow Clinical Pharmacology  
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Department of Pharmacology    

School of Medicine, Georgetown University   

Washington, DC, USA 

(Supervisor: Carl C. Peck, MD, PhD (hon.)) 

 

 

LICENSES, CERTIFICATION: 

1988 Medical License (No. 36075), Ministry of Health and Welfare, Seoul, Korea 

1991 Board Certificate, Family Medicine (No. 2257), Korean Academy of Family Medicine, Seoul, Korea 

2005 Medical Licensure, Institutional (LT-000580), Commonwealth of Pennsylvania, State Board of Medicine, 

USA 

2016 Board Certificate, Clinical Pharmacology, Korean Soceity for Clinical Pharmacology and Therapeutics 

 

PRINCIPAL POSITIONS HELD: 

1991 - 1992  Cheju Radar Unit, Air Force     Head, Medical Squadron 

Chejudo, Korea  

1992 - 1994   Air Force Seoul Hospital     President 

1992 - 1994  Seoul National University     Researcher, Preventive Medicine  

College of Medicine Seoul Cohort 

1994 - 1994  Seoul National University     Lecturer, Epidemiology 

   College of Medicine 

1994 - 1996  MSD Korea       Senior Manager, Medical Department 

1998 - 1999   Chong Kun Dang Pharmaceutical Corp.   Director, Medical Department 

2002 - 2004  Georgetown University     Assistant Professor, Medicine 

2004 - 2005  University of California San Francisco   Assistant Clinical Professor 

2005 - 2006  University of Pittsburgh     Assistant Professor, Medicine 

2006 - 2012  University of California San Francisco   Associate Adjunct Professor 

2012 - 2014  Seoul National University Hospital    Clinical Professor 

2012 - 2017   Global Strategy and Planning, Clinical Trials Center, Head 

Seoul National University Hospital 

2014 - present Seoul National University Hospital and College of  Professor 

   Medicine 

2014 - 2020.2  Department of Transdisciplinary Studies, Graduate  Professor 

School of Convergence Science and Technology,  

Seoul National University 

2017 - present Advanced Course in Pharmaceutical Medicine, Seoul  Chair 

   National University Hospital 

2017.8 – 2021. 7 Interdisciplinary Graduate Program in Clinical  Chair  

   Pharmacology, Seoul National University 

2020.3 - present Department of Molecular Medicine and    Professor 

Biopharmaceutical Sciences, Graduate School of        

Convergence Science and Technology,  

Seoul National University 

 

 

 

OTHER POSITIONS HELD CONCURRENTLY: 

1998 - 1999  Ulsan Medical Cohort      Consultant, Epidemiology  

Department of Family Medicine 

Asan Medical Center  

Ulsan Medical School 

Seoul, Korea 

1999 - 1999  Division of Clinical Pharmacology     Adjunct Associate Professor 

Chonnam University College of Medicine  

Kwangju, Korea  

1999 - 1999  Clinical Trial Center       Clinical Trial Consultant 
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Seoul National University Hospital 

Seoul, Korea  

2001 - 2001   Division of Cardio-Renal Products     Guest Medical Reviewer 

Center for Drug Evaluation and Research 

Food and Drug Administration  

Rockville, Maryland, USA 

2004 - 2005  Office of Clinical Pharmacology and Biopharmaceutics  Guest Researcher   

Center for Drug Evaluation and Research  

Food and Drug Administration  

Rockville, Maryland, USA 

2004 - 2005  University of California San Francisco    Associate Director for  

   Center for Drug Development Science    Research 

2005 - 2006  University of Pittsburgh      Associate Director 

   Center for Clinical Pharmacology 

   Clinical Investigation Core 

2005 - 2006  University of Pittsburgh      Fellowship Director 

   Center for Clinical Pharmacology 

2006 – 2008  University of California San Francisco    Director  

   Diagnostic and Therapeutic Regulatory Consultation 

   Service, Regulatory Knowledge Service, Clinical  

   Translational Science Institute 

2006 - 2012  University of California San Francisco    Director  

   Center for Drug Development Science 

2010 - present  Inje University College of Medicine    Distinguished Visiting Professor  

   Division of Clinical Pharmacology     

 

 

HONORS AND AWARDS: 

April, 1991  The Most Honorable Air Force Officer Award, Air Force, Korea 

December, 1999  The Kochon Excellent Award for International Research in Pharmaceutical Medicine and Drug 

Development Science, Kochon Foundation, Seoul, Korea  

January, 2003  2003 Faculty Colloquium, Center for New Designs in Learning and Scholarship (CNDLS), Georgetown 

University, Washington, DC, USA  

October, 2003  Young Investigator’s Travel Award, The Pharmacokinetics, Pharmacodynamics and Drug Metabolism 

Section, The American Association of Pharmaceutical Scientists, USA 

May, 2005  Fellow, The Summer Institute in Maternal-Fetal Pharmacology, Mont-Tremblant, Quebec, Canada 

March, 2015  Member Award, American Society for Clinical Pharmacology and Therapeutics, USA 

 

 

KEYWORDS/AREAS OF INTEREST: 

clinical trials; drug development science; clinical pharmacology; regulatory science; pharmacometrics; pharmacokinetics; 

pharmacodynamics; pharmacokinetic-pharmacodynamic modeling; clinical trial simulation; disease progression model; 

FDA; biosimilars 

 

 

PROFESSIONAL ACTIVITIES: 

 

CLINICAL 

Principal Investigator   2012-Present  Seoul National University Hospital 

Principal Investigator   2005-2006   University of Pittsburgh School of Medicine 

Associate Director,     2005-2006  University of Pittsburgh School of Medicine 

Clinical Investigation Core 

 

 

PROFESSIONAL ORGANIZATIONS 
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Memberships: 

1989 - present  Korean Academy of Family Medicine      

1994 - present  Korean Society for Clinical Pharmacology and Therapeutics   

1995 - 1995  American Heart Association      

1996 - present  Drug Information Association     

1996 - present  Korean Academy of Pharmaceutical Medicine  

2001 - present   American Society for Clinical Pharmacology and Therapeutics  

2001 - present  American Association of Pharmaceutical Scientists   

 

Service to Professional Organizations: 

1996 - 1998  Korean Society for Clinical Trial      President 

1999 - 1999  Korean Academy of Pharmaceutical Medicine    Director, General                

2002 - 2004  Korean Society for Clinical Pharmacology and Therapeutics  Director, Foreign Affairs 

2012 - 2020  Korean Society for Clinical Pharmacology and Therapeutics  Director, Foreign Affairs 

 

SERVICE TO PROFESSIONAL PUBLICATIONS: 

2006 - 2016   Editorial Board, Therapeutic Drug Monitoring 

2015 - present Editorial Board, The Korean Circulation Journal 

2017 - present Editorial Board, International Journal of Clinical Pharmacology & Pharmacotherapy (IJCPP) 

2017 - present Editorial Board, Translational and Clinical Pharmacology 

 

 

INVITED PRESENTATIONS (incomplete list): 

 

INTERNATIONAL (newer one first, incomplete) 

1. Can the COVID-19 Pandemic Disrupt the Current Drug Development Practices? International Conference for Future 

Dentistry 2021, December 2021 (Seoul, Korea) 

2. Biosimilarity in the orphan world, The 6th Gaucher Disease Forum, 2020 (Asia) 

3. Current status of advanced therapeutics development in Korea, New Approaches to Immuno-Oncology Webinar, 2020 

(UK) 

4. Early phase clinical trials in Korea. 2020, ACCP 2020 Workshop (US) 

5. Biosimilarity in the orphan world. 2019, The Gaucher Symposium, Kuala Lumpur, Malaysia 

6. Polypharmacy in Korea, 2019, European Society for Clinical Pharmacology and Therapeutics, Stockholm, Sweden 

7. HOW DISSIMILAR ARE BIOSIMILARS? THE LATEST CLINICAL EVIDENCE, Hong Kong Pharmacy Conference, 

2017, Hong Kong, China 

8. A pharmacogenomic study on the pharmacokinetics of tacrolimus in healthy subjects using the DMET™ Plus platform, 

Hokkaido University, 2016 

9. RMP in Korea, 10th DIA Asia New Drug Conference in Japan, 2016, Tokyo, Japan 

10. 2015 Investigator Network Meeting: Quality Collaboration, 2015 Sanofi-Aventis Investigator Network Meeting, 2015, 

New Jersey, USA 

11. Capture Data from Where They Are and When Their Transaction Happens, REACTA Forum, 2015, Tokyo, Japan 

12. Enabling Advanced Clinical Research [in Korea], OmniComm Open Innovation Forum, 2015, Fort Lauderdale, Florida, 

USA  

13. Extrapolation of Indications for Biosimilars: Scientific Limitations, 5th Latin American Forum on Biosimilars (FLAB), 

2015, Brasilia, Brazil 

14. What defines a biosimilar?, 2015, ESMO Asia, Singapore 

15. How the South Korean Government, Academia and Industry are Working to Stimulate Productivity, 2015, CCDRS, 

Peking, China 

16. Recent Experiences of SNUH in Microtracer Studies, 2015, 3rd International Microdosing Symposium, Seoul, Korea 

17. Building a Global Phase I Unit, 2013.9.14, REACTA Forum, Busan, South Korea, Regional East Asian Clinical Trial 

Annual Forum 

18. Introduction to GREATS @SNUH, 2013.9.13, REACTA Forum, Busan, South Korea, Regional East Asian Clinical Trial 

Annual Forum 

19. Drug Lag, Regulatory Innovation and the Role of the Academic Center in East Asia, 2013.6.26, DIA 2013, 49th Annual 

Meeting, Boston, MA, USA 

20. Chinese Course in Drug Development and Regulatory Sciences, Peking University, Peking, China, 2010 (invited lecture 
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series) 

21. Drug safety - physician’s perspective, American College of Clinical Pharmacology, Orlando, Florida, USA; 2003  

22. American Society for Clinical Pharmacology and Therapeutics; 2006 (invited oral presentation) 

23. Yonsei International PK-PD Symposium, Seoul, Korea, 2006 (invited talk) 

24. International Conference on Pharmaceutical Medicine; Seoul, Korea, 2006 (invited talk) 

25. Global Cooperation and Technical Update; Seoul, Korea, 2004 (invited talk) 

26. CDER Academic; 2004 (invited talk, session chair, moderator) 

27. Annual IIR Conference on Faster and More Efficient Phase I Clinical Trials; 2003 (invited talk) 

28. East Coast Population Analysis Group Conference; Baltimore, MD, USA, 2002 (invited talk) 

29. Food and Drug Administration; Rockville, MD, USA, 2001 (invited talk) 

30. Asia Business Forum; Seoul, Korea, 1997 (invited talk); Seoul, Korea, 1998 (invited talk) 

 

 

NATIONAL (newer one first, incomplete) 

1. Bottle of Lies: Issues in the quality management of generics in Korea. Galvus symposium, February, 2022 

2. Dimensionality reduction model for efficient clinical trial feasibility assessments. Korean Society for Pharmacy, 2021 

3. Role of physicians and physician scientists in commercialization of medica products: experiences in US FDA and 

academia. November, 2020, Seoul, Korea  

4. Lessons Learned from Recent AMS-based Microtracing Studies in Humans to Streamline New Drug Development. 

Microdosing Symposium, KIRAMS, Seoul, Korea, 2017 

5. AMS-based Microdosing/Microtracing Studies in Drug Development: Recent Advances @SNUH, Annual Conference in 

Radiopharmaceuticals, Daejeon, Korea 

6. Biosimilar 101, 2014.7.5, Roche Korea Breast Cancer Forum, Yeosu, South Korea 

7. Pharmacogenomics in Hypertension: Focus on ADRB1 and CACNB2 genes, 2014.5.9, Korean Society for Hypertension, 

Seoul, Korea 

8. Metabolomics in Clinical Drug Development: Hype or Reality?, 2014.4.3, Korean Society for Metabolomics, Seoul, 

Korea 

9. Clinical Platform for the Microdosing Study at Seoul National University Hospital, 2014.1.23, 1st International 

Microdosing Symposium, Seoul, Korea, Seoul National University Hospital Clinical Trials Center 

10. To Use or Not To Use Generics: Points to Consider for Practicing Anesthesiologists, 2014.1.18, Ultiva Winter Academy, 

Yeosu, South Korea 

11. Scientific and Clinical Challenges in Extrapolation of Data across Indications for Biosimilar Products, 2013.5.22, 

Korean Society for Clinical Pharmacology and Therapeutics, Seoul, Korea 

12. Maximizing Mutual Benefits through Effective Industry-Academia Communications/Collaborations in Clinical Drug 

Development, 2012.12.6, Korean Society for Clinical Trials, Seoul, Korea 

13. Envisioning a Transformed Clinical Trials Enterprise in Korea, 2012.10.19, Dong-A Hospital, Busan, Korea 

14. South Korean Drug Regulatory Process, Practice and Activities to Stimulate Innovation and Harmonization 

15. 2010.11 

16. Strategies for the Korean Food and Drug Administration, Korea, 2010 (invited plenary session speaker) 

17. Drug Development Strategy for the Korean Pharmaceutical Industry, Seoul National University College of Medicine 

Graduate School, Seoul, Korea, 2009 (invited talk) 

18. Doctors without a white-coat, Inje University College of Medicine, 2009, Pusan, Korea, 2009 (invited talk) 

19. Will we do what we are doing now in 10 years, Annual Meeting of the Korean Society for Pharmaceutical Medicine, 

Seoul, Korea, 2009 (invited talk) 

20. Pharmaceutical Medicine, Seoul National University College of Medicine Graduate School, Seoul, Korea, 2008 (invited 

talk) 

21. Early clinical drug development, Seoul National University College of Medicine Graduate School, Seoul, Korea, 2007 

(invited talk) 

22. Pharmaceutical Medicine, Seoul National University College of Medicine Graduate School, Seoul, Korea, 2006 (invited 

talk) 

23. Asan Medical Center Clinical Research Center Symposium; 2002 (invited talk); 2005 (invited talk); Seoul, 2004 (invited 

talk) 

24. Korean Society for Pharmaceutical Medicine; 2002 (invited talk); 2005 (invited talk) 

25. Korean Society for Pharmacology and Therapeutics; 1995 (invited talk); 1997 (invited talk); 1998 (invited talk); 1999 

(plenary talk); 2002 (plenary talk) 

26. Public Health Policy Forum; Seoul, 2005 
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REGIONAL AND OTHER INVITED PRESENTATIONS (incomplete list) 

1995 Seminar on Korean Good Clinical Practice 

1997 Clinical Trial Workshop 

1997 Symposium on Post Marketing Surveillance 

1997 Department of Family Medicine, Seoul National University Hospital 

1998 Clinical Trial Workshop 

1998 Korea Food and Drug Administration 

1998 New Drug Development and Clinical Trial Workshop 

1998 GCP Workshop for Family Medicine 

1998 Clinical Trial Workshop, Catholic Medical Science Research Center 

1999 Chonnam University College of Medicine 

1999 GCP Workshop 

1999 Global C&R Seminar 

1999 Annual Symposium of Seoul National University Hospital Clinical Trial Center 

1999 Clinical Trial Workshop 

1999 Gacheon Medical School 

1999 Korean Society for Clinical Trial 

2003 Thomas Jefferson University, Jefferson Medical College, Department of Clinical Pharmacology 

2003  Maximizing Clinical Efficiency PHASES 

2003 Korean Pharmaceutical Development Forum 

2004 Department of Family Medicine, Seoul National University Hospital 

2005 Korea University Medical Center 

2006 Clinical Trial Center, Kyungbook University College of Medicine 

2007 Baik University College of Medicine 

2009 Biomarkers in Drug Development (invited seminar), The Uniformed Services University of the Health Sciences 

(USUHS), the Walter Reed Army Institute of Research (WRAIR) 

2009 Population Pharmacokinetic Analysis: Concepts, Implications, and Applications, Johns Hopkins Clinical 

Pharmacology Research Conference 

 

 

GOVERNMENT AND OTHER PROFESSIONAL SERVICE: 

1994 - 1999  Consultant, Committee on Statistics, Korean Academy of Pediatrics, Seoul, Korea 

1995 - 1999  Member, Good Clinical Practices Committee, Korean Pharmaceutical Manufacturers Association, 

Seoul, Korea 

1998 - 1999  Member, Advisory Committee, New Drug Reevaluation, Central Pharmaceutical Affairs Council, 

Korea Food and Drug Administration, Seoul, Korea 

1998 - 1999  Secretary General, Expert Working Group & Committee for Clinical Trial Regulation Modernization, 

Korea Food and Drug Administration, Seoul, Korea 

1998 - 1999   Secretary General & Director of General Affairs, The Korean Academy of Pharmaceutical Medicine, 

Seoul, Korea 

2013 - present External consultant, Ministry Food and Drug Safety, Korea 

 

 

UNIVERSITY AND PUBLIC SERVICE: 

 

UNIVERSITY SERVICE 

 

2017 - present Department Chair, Graduate Program in Clinical Pharmacology, College of Medicine, Seoul National 

University 

 

UNIVERSITY SERVICES, PREVIOUS AFFILIATIONS 

2002 - 2004  Institutional Review Board, Committee B, Georgetown University Medical Center  

2002 - 2004 Clinical Pharmacology Course Planning Committee, 4th year medical student, Georgetown University 

Medical Center  
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2001 - 2004 Strategic Planning Committee, Center for Drug Development Science, Georgetown University Medical 

Center 

2002 - 2003 Curriculum Development Committee, Initiative for New School of Medicinal Products Development, in 

collaboration with Virginia Tech.  

2005 - 2006 Voting Member, GCRC Advisory Committee, University of Pittsburgh Medical Center, General 

Clinical Research Center 

2005 - 2006 Member, Pharmacy and Therapeutics Committee, University of Pittsburgh Medical Center 

2005 - 2006 Member, eRecord PUH/SHY Physician Advisory Committee, University of Pittsburgh Medical Center 

2006 - 2012 Department of Biopharmaceutical Sciences, UC Washington Center for Drug Development Science, 

Fellowship Committee, School of Pharmacy, University of California San Francisco 

2014 - 2016 Member, Institutional Review Board, Seoul National University Hospital 

2019 - present Member, Institutional Review Board, Seoul National University Hospital 

 

 

TEACHING AND MENTORING: 

 

UNIVERSITY TEACHING 

1990 Principles of Community Based Medicine, 4th year medical students (n=170), 100 contact hours, Seoul 

National University College of Medicine, Seoul, Korea 

1990 Introduction to Outpatient Care in Family Medicine, 4th year medical students (Seoul National 

University College of Medicine, n=170) and pharmacists in PharmD course (Seoul National University 

Hospital, n=5), 50 contact hours, Seoul, Korea 

1992 Statistics for Nursing, 2nd year nursing students (n=60), 2 semesters (3 credits), Danguk School of 

Nursing, Chungcheongnamdo, Korea 

1993 Medical Statistics, 1st year medical students (n=100), 2 semesters (4 credits), Danguk Medical School, 

Chungcheongnamdo, Korea 

1992 - 1994 Epidemiology, 2nd year medical students (n=170), 1 semester (3 credits), Seoul National University 

College of Medicine, Seoul, Korea 

2002 - 2004 Clinical pharmacology, 4th year medical students (n=100), elective course (1 full week), Georgetown 

University School of Medicine, Washington, DC 

2005 Clinical pharmacology, selective for 4th year medical students, workshop moderator (renal module), 

University of Pittsburgh School of Medicine 

2005 Research Design Seminar (CLRES 2071/2072), Clinical Research Training Program, small group 

moderator  

2006 Clinical pharmacology, selective for 4th year medical students, workshop moderator (renal module), 

University of Pittsburgh School of Medicine 

 2006 Clinical pharmacology, selective for 4th year medical students, Drugs Use in Pregnancy and Lactation, 

University of Pittsburgh School of Medicine 

2006 (Jan-Apr) Introduction to Pharmacometrics (CLRES 2340), Clinical Research Training Program, Course Director, 

Moderator, and Lecturer, University of Pittsburgh School of Medicine (n=6) 

2007 April Biomarkers in Drug Development, UCSF School of Pharmacy (n=2) 

2007 June Regulatory Education Seminar, UCSF CTSI, Role of Academic Investigators in Drug Development 

(n=~60) 

2007 October Regulatory Education Seminar, UCSF CTSI, Dose Selection for the First-Time-In-Human Study 

(n=~60) 

2007 December UC Davis/UCLA Undergraduate Research Conference (12/4/07), “Got Drugs? Issues Affecting the 

Mental Health Community”  

2008 1st Half Introduction to Pharmacometrics (weekly lecture/hands-on series for fellows at CDDS, Washington, 

DC) 

2009 1st Half Advanced Pharmacometrics (weekly intensive lecture/hands-on series for fellows at CDDS, 

Washington, DC) 

2012 - present How to write the INTRODUCTION, Seoul National University College of Medicine 

2012 - present How to write the RESULTS, Seoul National University College of Medicine 

2012 - present How to write the DISCUSSION, Seoul National University College of Medicine 

2012 - present Role of FDA in drug development, Seoul National University College of Medicine 
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2012 - present Population pharmacokinetic-pharmacodynamic analysis, Seoul National University College of 

Medicine 

2013 - present Drug Interaction 101 (Clinical Pharmacology for 4th year medical students), Seoul National University 

College of Medicine 

2015 - 2019 Adverse Drug Reactions (Clinical Pharmacology for 4th year medical students), Seoul National 

University College of Medicine 

2015 - 2019 Understanding Drug Labels and Good Prescription Practices (Clinical Pharmacology for 4 th year 

medical students), Seoul National University College of Medicine 

2015, 1st semester Use of Radiation Technology in Drug Development, Graduate School of Convergence Science and 

Technology, Seoul National University  

2015, 2nd semester Introduction to Systems Clinical Pharmacology, Graduate School of Convergence Science and 

Technology, Seoul National University 

2016, 1st semester Understanding New Health Technology Development, Graduate School of Convergence Science and 

Technology, Seoul National University 

2016, 2nd semester Nonlinear Mixed Effects Modeling for Clinical Pharmacology, Graduate School of Convergence 

Science and Technology, Seoul National University 

2017, 1st semester Drugs and Society, College of Liberal Arts, Seoul National University  

2017, 1st semester Introduction to Convergent Radiological Biomedical Science, Graduate School of Convergence Science 

and Technology, Seoul National University 

2017, 2nd semester Clinical Trials Seminar 2, Interdisciplinary Graduate Program in Clinical Pharmacology, Seoul National 

University College of Medicine 

2017, 2nd semester Understanding Drugs, Seoul National University College of Medicine 

2018, 1st semester Understanding New Health Technology Development, Graduate School of Convergence Science and 

Technology, Seoul National University 

2018, 1st semester Theme Exploration Seminar 4, Seoul National University College of Liberal Arts 

2018, 1st semester Drug Therapy, Interdisciplinary Graduate Program in Clinical Pharmacology, Seoul National University 

College of Medicine 

2018, 2nd semester Nonlinear Mixed Effects Modeling for Clinical Pharmacology, Graduate School of Convergence 

Science and Technology, Seoul National University 

2018, 2nd semester Drug Therapy in Special Populations, Interdisciplinary Graduate Program in Clinical Pharmacology, 

Seoul National University College of Medicine 

2019, 1st semester Clinical Pharmacokinetics and Pharmacodynamics to Clinical Drug Development, Graduate School of 

Convergence Science and Technology, Seoul National University 

2019, 1st semester Principles of Drug Action, Interdisciplinary Graduate Program in Clinical Pharmacology, Seoul 

National University College of Medicine 

2019, 1st semester Theme Exploration Seminar 4, Seoul National University College of Liberal Arts 

2019, 1st semester Clinical Drug Interactions, Interdisciplinary Graduate Program in Clinical Pharmacology, Seoul 

National University College of Medicine 

2019, 2nd semester Application of AI to Clinical Drug Development and Optimal Use of Drugs, Interdisciplinary Graduate 

Program in Clinical Pharmacology, Seoul National University College of Medicine 

2019, 2nd semester Understanding Drugs, Seoul National University College of Medicine 

2019, 2nd semester Adverse Drug Events and Hypersensitivity, Interdisciplinary Graduate Program in Clinical 

Pharmacology, Seoul National University College of Medicine 

2020, 1st semester Drug Regulatory Science Seminar, Graduate School of Convergence Science and Technology, Seoul 

National University 

2020, 1st semester Advanced Theme Seminar 3, Seoul National University College of Liberal Arts 

2020, 1st semester Principles of Drug Action, Interdisciplinary Graduate Program in Clinical Pharmacology, Seoul 

National University College of Medicine 

2020, 1st semester Exploratory New Drug Development, Interdisciplinary Graduate Program in Clinical Pharmacology, 

Seoul National University College of Medicine 

2020, 2nd semester Nonlinear Mixed Effects Modeling for Clinical Pharmacology, Graduate School of Convergence 

Science and Technology, Seoul National University 

2020, 2nd semester Drug Therapy in Special Populations, Interdisciplinary Graduate Program in Clinical Pharmacology, 

Seoul National University College of Medicine 

 

INFORMAL TEACHING 
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2006 - 2012 American Course in Drug Development and Regulatory Sciences (break-out session moderators) 

 

SUPERVISION OF POST-DOCTORAL FELLOWS 

2002 - 2003 Covariate model development project (Stacey Tannenbaum, PhD) 

2003 - 2003  Phase III trial failure project (Christine Garnett, PharmD),  

2003 - 2003 Oncology drug development project (Seth Berry, PharmD) 

2003 - 2005 Disease progress modeling for Rheumatoid Arthritis (Dong-Seok Yim, MD, PhD) 

2003 - 2003 Accuracy of PDA-based prescription software programs (David Min, MD) 

2004 - 2004 Mentoring on IRB review for Drs. Brendan Smyth, MD, PhD and Karl Kim, MD, PhD, NIGMS Clinical 

Pharmacology Fellows, School of Medicine, Georgetown University 

2002 - 2004  Post-doctoral fellows mentoring for Drs. Stacey Tannenbaum, PhD, Seth Berry, PharmD, Christine 

Garnett, PharmD, Bruce Green, PharmD, PhD, Dong-Seok Yim, MD, PhD, Center for Drug 

Development Science, School of Medicine, Georgetown University 

2004 - 2005 Post-doctoral fellows mentoring for Drs. Bruce Green, PharmD, PhD, Dong-Seok Yim, MD, PhD, 

Center for Drug Development Science, School of Pharmacy, University of California San Francisco 

2005 - 2006 Nathalie Zgheib, MD, Post-doctoral fellow, Center for Clinical Pharmacology, Department of Medicine, 

University of Pittsburgh 

2006 - 2007 Thuy Vu, PharmD, Post-doctoral fellow, Center for Drug Development Science 

2007  Hyou-Young Rhim, MD, Senior Visiting Scholar, CDDS, UCSF 

2008 - 2008 Hong-Guang Xie, MD, PhD, Post-doctoral fellow, Center for Drug Development Science, UCSF 

2008 - 2009 Rose-Marie Crombag, Visiting fellow, Center for Drug Development Science, UCSF 

2008 - 2011 Haritha Mandula, PhD, Post-doctoral fellow and Visiting Scientist, Center for Drug Development 

Science, UCSF 

2008 - 2010 Siromi Weerasuriya, PhD, Visiting Scientist, Center for Drug Development Science, UCSF 

2009 - 2010 Yuhong Chen, MD, PhD, Post-doctoral fellow and Visiting Scientist, Center for Drug Development 

Science, UCSF 

2009 - 2012 Ayyappa Chaturvedula, PhD, Visiting Scientist, Center for Drug Development Science, UCSF 

2013 - 2014 Jiang Fen, PhD, Hanmi-SNUCPT Clinical Pharmacology Fellow, Seoul National University College of 

Medicine 

2013 - 2015 Sojeong Yi, PhD, Hanmi-SNUCPT Clinical Pharmacology Fellow, Seoul National University College 

of Medicine 

2017 - 2019 Jeong-An Gim, PhD, Senior Postdoctoral Researcher, Center for Convergence Approaches in Drug 

Development, Graduate School of Convergence Science and Technology, Seoul National University 

2017 - 2018 Soohyun Kim, PhD, Senior Postdoctoral Researcher, Center for Convergence Approaches in Drug 

Development, Graduate School of Convergence Science and Technology, Seoul National University 

2019 - 2019 Hyun-A Lee, PhD, BK21 Postdoctoral Researcher, Center for Convergence Approaches in Drug 

Development, Graduate School of Convergence Science and Technology, Seoul National University 

 

 

 

FACULTY MENTORING 

 

Dates Name Position while 

Mentored 

Mentoring Role Current Position 

2005-2006 Nathalie Zgheib, MD Postdoctoral 

Fellow 

Academic Advisor, 

Teacher 

Instructor, University of 

Pittsburgh School of Medicine 

2005-2006 Rhonda Rea, PharmD Asst. Prof. Collaborator, 

Academic Advisor 

Asst. Prof., University of 

Pittsburgh School of Pharmacy 

2005-2006 Capitano Blair, PharmD Asst. Prof. Collaborator, 

Academic Advisor 

Asst. Prof., University of 

Pittsburgh School of Pharmacy 

2017-2017 Yuchae Jung, PhD BK21 Assistant 

Prof. 

Academic Advisor Graduate School of Convergence 

Science and Technology, Seoul 

National University 

2018-2019 Jung-An Gim, PhD Post Doc Academic Advisor Graduate School of Convergence 

Science and Technology, Seoul 
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National University 

2019-2019 Hyun-A Lee, PhD BK21 Post Doc Academic Advisor Graduate School of Convergence 

Science and Technology, Seoul 

National University 

 

 

 

TEACHING AWARDS AND NOMINATIONS: 

 

January, 2003  2003 Faculty Colloquium, Center for New Designs in Learning and Scholarship (CNDLS), Georgetown 

University, Washington, DC  

 

SUMMARY OF TEACHING HOURS (in the US) 

 

2008 - 09  350 total hours of teaching (including preparation). 

Formal class or course teaching hours: 20 hours 

Informal teaching hours: 110 hours (2 hours/week) 

Mentoring hours: 220 hours (~ 1.5 hours/week/fellow, 3 fellows) 

2009 - 10  280 total hours of teaching (including preparation). 

Formal class or course teaching hours: 20 hours 

Informal teaching hours: 110 hours (2 hours/week) 

Mentoring hours: 150 hours (~ 1.5 hours/week/fellow, 2 fellows) 

2010 - 11 (est.) 280 total hours of teaching (including preparation). 

Formal class or course teaching hours: 20 hours 
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The Cancer Center Support Grant provides support for administration and infrastructure for the UCSF Comprehensive 

Cancer Center. I am the co-Director for the Pharmacokinetics and Pharmacodynamics core. This grant supports 10% of my 

salary.   

 

UCSF CTSI.             2006 - 2008 

Funding Organization: NIH 

Role: Faculty Manager, The Regulatory Knowledge Support (25% effort, 25% salary support) 

 

A Systematic Policy Analysis to Identify Key Strategies for Implementing Good Review Practices into the Korea Food and 

Drug Administration        7/1/05-6/30/06 

Funding Organization: MSD International Grant (Total Award: $41,708 for 1 year, 8.5% salary support)  

Role: PI, 8.5% effort  

The proposed work will systematically seek the most effective ways to modernize the regulatory review processes of the 

Korea Food and Drug Administration (KFDA) with a focus on the implementation of Good Review Practices (GRP) as the 

review standards. 

 

5 U10 HD47905-02 (PI: Steve Caritis, MD)        7/1/04-4/30/08 

Magee-Womens Health Corp.  (Total Award: $60,125, 10% salary support) 

Pregnancy and Drug Metabolizing Enzymes and Transporters (Drug Use Project) 

Role: Co-I, 10% effort 

The major goal of this project is to establish centers to investigate Obstetric-Fetal Pharmacology including pregnancy and 

drug metabolizing enzymes and transporters. 

 

Molecular and Cellular Determinants of Disease Heterogeneity in COPD    12/01/06-11/31/11 

Funding Organization: NIH (RFA-HL-05-008, Total award:  $3,572,893 for 5 years, 10% salary support) 

PI: Frank Sciurba, MD, University of Pittsburgh 

Role: Co-Investigator, Pharmacometrics 

The University of Pittsburgh SCORR in COPD builds upon our long tradition of research in Chronic Obstructive Pulmonary 

Disease to propose a four projects proposal which extends our previous work and our strong collaboration with the University 

of British Columbia.  

 

 

PAST CONTRACT (Incomplete) 

 

Evaluation of the Safety and Pharmacokinetics of Ascending Dose Levels of 2 methoxyestradiol Suspension for Injection in 

Healthy Male Volunteers           10/1/05– 9/30/06 

Funding Organization: PR Pharmaceuticals (Total Award: $288,000 for 1 year, 24% salary support) 

Role: PI 

 

The Washington Obstetric Pharmacology Research Unit (WOPRU)     7/1/04-6/30/09 

Funding Organization: NIH HD-03-017 (Total award: $2,803,000, 5% salary support) 

PI: Menachem Miodovnik, MD, Georgetown University 

Role: Co-PI for Clinical Pharmacology and Pharmacometric Core, 5% effort 

(After moving to University of Pittsburgh, there has been no salary support from this grant since March, 2005) 

 

Drug Dosage Study             6/1/99-12/31/00 

Funding Organization: Drug Information Association (Total support: $20,000) 

Role: Co-investigator (PI: J. Cross) 

 

Prior Industrial Grant Supports 

Population Pharmacokinetic-Pharmacodynamic Analysis and Simulation of Posidur in Postoperative Patients,  

2007 - 2008 

Sponsor: Durect 
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Population pharmacokinetic-pharmacodynamic modeling and simulation analysis of Zenvia, 2007 

Sponsor: Avanir Pharmaceuticals 

 

Population Pharmacokinetic Analysis and Simulation of Golimumab in Patients with Active Rheumatoid Arthritis, 2007 

Sponsor: Centocor 

 

Population Pharmacokinetic Analysis and Simulation of Golimumab in Patients with Active Ankylosing Spondylitis, 2007 

Sponsor: Centocor 

 

Population Pharmacokinetic Analysis and Simulation of Golimumab in Patients with Active Psoriatic Arthritis, 2007 

Sponsor: Centocor 

 

Population pharmacokinetic-pharmacodynamic modeling and simulation of the T2 formulation of etanercept in patients with 

rheumatoid arthritis           10/1/04-1/31/05 

Sponsor: Amgen, Thousand Oaks, California (Total award: $150,000) 

Role: PI and Project Leader 

 

Population pharmacokinetic modeling of Advicor        10/1/04-12/31/04 

Sponsor: Kos Pharmaceuticals Inc., Miami, Florida (Total award: $ 58,000) 

 

Population pharmacokinetic-pharmacodynamic modeling of TACI-Fc5 in patients with rheumatoid arthritis  

Sponsor: Serono/Zymogenetics, Geneva/Seattle (Total support: $90,000)     1/1/04 -6/30/04 

Role: PI 

 

Clinical trial simulation project I of BIBR 1048        1/1/04-6/30/04 

Sponsor: Boehringer Ingelheim Pharma KG, Germany (Total award: $81,000)  

Role: PI 

 

Population pharmacokinetic modeling and simulation of talampanel in patients with epilepsy  

Sponsor: Ivax, Miami, Florida (Total award: $57,000)       6/1/03-12/31/03 

Role: Project leader and supervisor 

 

Population pharmacokinetic modeling and simulation of etanercept in patients with juvenile rheumatoid arthritis 

Sponsor: Amgen, San Francisco, California (Total support: $70,000)      7/1/03-8/31/03 

Role: PI 

 

Clinical trial simulation project of S18886          1/1/02-6/30/03 

Institut de Recherches Internationales SERVIER, France (Total support : $410,000) 

Role: Co-investigator and project supervisor (PI: S. Tannenbaum, PhD) 

 

Clinical trial simulation project II of BIBR 1048        6/1/01-6/30/03 

Boehringer Ingelheim Pharma KG, Germany (Total support: $150,000) 

Role: Co-investigator and project supervisor (PI: C. Garnette, PharmD) 

 

Population pharmacokinetic-pharmacodynamic modeling and clinical trial simulation of etanercept  

Sponsor: Immunex Corp. Inc., Seattle, Washington (Total support: $90,000)    3/1/01-12/31/01 

Role: PI 

 

Population pharmacokinetic-pharmacodynamic modeling of lercanidipine     2/1/00-12/31/00 

Sponsor: Recordati, Italy (Total support: $90,000) 

Role: PI 

 

Washington D.C. Collaborative Pediatric Pharmacology Research Unit Network    1/1/04-02/28/05 

 

 

DRUG DEVELOPMENT CONSULTING PROJECTS (INCOMPLETE): 
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1. Population pharmacokinetic and pharmacodynamic modeling of lercanidipine using 24-hour ambulatory blood pressure 

monitoring measurements. Recordati, Italy, 2000 

2. Data analysis plan: in vivo drug interaction study of BusPar, BMS, USA, 2000 

3. Review of study protocols and reports: in vivo drug interaction studies of pioglitazone, Takeda America, USA, 2000 

4. Development strategy for new formulation of cordarone, Wyeth-Ayerst, Philadelphia, Pennsylvania, USA, 2001   

5. Population pharmacokinetic-pharmacodynamic modeling of Enbrel in Patients with Active Rheumatoid Arthritis. 

Immunex, Seattle, Washington, 2001 

6. Concentration simulations and investigation of 50 mg once weekly subcutaneous dose of Enbrel in Patients with Active 

Rheumatoid Arthritis. Immunex, Seattle, Washington, 2001 

7. Review of IND Deficiency Document submitted to FDA, AQUAVAN™, Guilford Pharmaceuticals, Baltimore, 

Maryland, 2002 

8. Consulting drug development strategy and clinical development program, Orally inhaled Amphotericin B (prevention of 

Asperogillosis in immune compromised host), Inhale Therapeutic Systems, San Carlos, California, 2002 

9. Designing phase I/II study of PEG-paclitaxel and consulting drug development strategy, Enzon Inc., Piscataway, New 

Jersey, 2002 

10. Review of data analysis  phase III study and regulatory submission strategy for oral heparin, Emisphere Technologies 

Inc., New York, 2002 

11. Certican Advisory Board Meeting (NDA Submission of Certican), Novartis Pharma AG, Paris, France, 2002 

12. Iressa Advisory Board Meeting, Clinical Pharmacology Section Review for NDA Submission, AstraZeneca, New York 

City, USA, 2002 

13. Relpax Bioequivalence Advisory Board Meeting, Pfizer, New York City, USA, 2002 

14. Scientific Advisory Board service, IVAX, Miami, USA, 2002 

15. Consulting on Synthroid Bioequivalence study and simulation, Abbott Laboratories, USA, 2002 

16. Clinical Trial Simulation Project. S18886 --- Secondary prevention of major vascular events in patients with an 

ischemic event and at risk of atherothrombosis. Institut de Recherches Internationales SERVIER, France, 2002 

17. Clinical Trial Simulation Project. BIBR 1048 in prevention of deep vein thrombosis, Boehringer Ingelheim Pharma KG, 

Germany, 2002 

18. Consulting on TA-20 development project, Trimeris, USA, 2002 

19. Review of Phase I study protocol, TPI, Chiron Pharma, 2003 

20. Review of Clinical Pharmacology section in Alvimorpan NDA, Adolor Corp., 2003 

21. Drafting the Request for Proposal for modeling and simulation of epoetin and darbepoetin in patients with 

chemotherapy related anemia, NCI, 2003 

22. Population pharmacokinetic modeling and simulation of concentrations of etanercept in patients with Juvenile 

Rheumatoid Arthritis, Amgen, USA, 2003 

23. Population pharmacokinetic modeling of talampanel in patients with epilepsy, Ivax, Miami, USA, 2003 

24. Review of and consulting on the End-of-Phase-IIa Meeting with FDA for talampanel, IVAX, Miami, USA, 2003 

25. Scientific Advisory Board service, Bayer, Germany, 2003 

26. Review of and consulting on the clinical drug development program, Recombinant AAT, Arriva Pharmaceuticals, Inc., 

Alameda, CA, USA 2003 

27. Full review of the clinical pharmacology section of the NDA for Alvimopan, targeted at reducing symptoms and signs 

of patients with postoperative ileus, Adolor Corporation, Exton, PA, USA, 2004 

28. Full review of clinical drug development program. Ascend Pharmaceutical Inc., Fairfax, VA, USA, 2004 

29. Population pharmacokinetic-pharmacodynamic modeling and clinical trials simulations of TACI-Fc5 for the treatment 

of patients with rheumatoid arthritis, Serono, Geneva, Switzerland, ZymoGenetics, Seattle, WA, USA, 2004 

30. Population pharmacokinetic-pharmacodynamic modeling and clinical trials simulations of the T2 formulation of 

etanercept in patients with rheumatoid arthritis, Amgen, Thousand Oaks, California, USA, 2004 

31. Clinical pharmacology review on bridging data of etoricoxib in Korean population, MSD Korea, Seoul, Korea, 2004 

32. Regulatory strategy consulting on data exclusivity issue of sibutramine hydrochloride (Reductil® ) in Korea, Abbott 

Korea Ltd., Seoul, Korea, 2004 

33. Population pharmacokinetic-pharmacodynamic modeling and simulation of Zenvia, Avanir Pharmaceuticals, 2007 

34. Population pharmacokinetic modeling and simulation of golimumab in patients with rheumatoid arthritis for US FDA, 

Centocor, 2007 

35. Population pharmacokinetic modeling and simulation of golimumab in patients with ankylosing spondylitis for US 

FDA, Centocor, 2007 

36. Population pharmacokinetic modeling and simulation of golimumab in patients with psoriatic arthritis for US FDA, 

Centocor, 2007 
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37. Population pharmacokinetic-pharmacodynamic modeling and simulation of Posidur for US FDA, Durect 

Pharmaceuticals, 2007-2008 

38. Population pharmacokinetic pharmacodynamic analysis of fimasartan, Boryung Pharmaceutical Corp., Korea, 2009 

39. FDA pre-IND meeting project, fimasartan, Boryung Pharmaceutical Corp., Korea, 2011 

40. Ethnic sensitivity analysis for fimasartan, Boryung Pharmaceutical Corp., Korea, 2014 (in association with an IND 

submission in Brazil) 

41. Ethnic sensitivity analysis, Hanmi, Korea, 2015 

42. Population pharmacokinetic-pharmacodynamic analysis of CWP232291 in patients with CML, Choong-Awe Pharma, 

Korea, 2016-2017 

43. Population pharmacokinetic analysis of GC1118 in patients with advanced solid tumor, Green Cross, Korea, 2016-2017 

44. Population pharmacokinetic-pharmacodynamic analysis of hyFc growth hormone in children with growth hormone 

deficiency, Genexine, Korea, 2017 

 


