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Program Overview
RMP Forum: RMP Global regulation and Strategies for the Future Innovation
As regulatory expectations for Risk Management Plans (RMPs) continue to evolve world-
wide, the integration of real-world data (RWD), post-authorization safety studies (PASS), 
and evidence-based safety monitoring is becoming increasingly important. The DIA RMP 
Forum brings together regulators, industry leaders, and pharmacovigilance experts from 
Europe, Japan, and Korea to discuss current regulatory requirements, implementation 
challenges, and future strategies for RMP innovation.

Participants will gain insights into EMA and PMDA perspectives on PASS and RMP imple-
mentation, learn from industry case studies, and explore how RWD can support phar-
macovigilance activities and regulatory decision-making. The forum will also highlight 
emerging global trends, including ICH M14 and the growing role of real-world evidence 
in risk management.

Through expert presentations and a multi-stakeholder panel discussion, attendees will 
explore practical approaches to advancing RMP practices in Korea and preparing for the 
future of patient-centered, evidence-driven risk management.

RMP 포럼: RMP 글로벌 규제와 한국 RMP의 미래 혁신을 위한 전략
글로벌 규제 환경이 빠르게 변화함에 따라 Risk Management Plan(RMP)은 단순한 
안전성 관리 계획을 넘어 실사용데이터(RWD), 시판 후 안전성 연구(PASS), 근거 기
반 안전성 모니터링과 연계된 핵심 전략으로 발전하고 있습니다.

DIA RMP Forum은 한국, 유럽, 일본의 규제기관과 제약업계, 약물감시 전문가들이 
모여 최신 글로벌 RMP 규제 동향과 실제 적용 사례를 공유하는 자리입니다. EMA
와 PMDA의 RMP 및 PASS 운영 경험, 글로벌 제약사의 사례 발표를 통해 효과적인 
위험관리 전략을 살펴보고, RWD가 약물감시와 규제 의사결정에 어떻게 활용되고 
있는지 논의합니다.

또한 ICH M14를 비롯한 최신 국제 동향과 국내 적용 가능성을 검토하고, 산·학·연 
전문가 패널 토론을 통해 한국 RMP의 발전 방향과 미래 전략을 모색합니다. 참가
자들은 글로벌 규제 변화에 대한 이해를 높이고, 보다 효과적이고 근거 중심적인 위
험관리 체계 구축을 위한 실질적인 인사이트를 얻을 수 있을 것입니다.

Please note that lunch and parking vouchers will not be provided during the event. 
본 행사에서 중식과 주차권은 미제공됨을 참고해주시기 바랍니다. 
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Sponsorship and Exhibition
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9.30 - 10.00 am Registration

10.00 – 10.05 am Opening Remark

Young Joo Park, MPH, PhD, Vice President, Korea, Singapore, and SEA, DIA 

10.05 – 10.15am Congratulatory Remark

Soojung Sohn, PhD., President, KIDS(Korea Institute of Drug Safety and Risk Management)
Joon-Su Shin, Director General, Pharmaceutical Safety Bureau, MFDS

10.15 - 10.20 am Photo time

10.20 – 12.00 pm Session 1. 
Global RMP Landscape: Regulatory and Industry Perspectives from EU and Japan

An overview of the latest global regulatory landscape for Risk Management Plans (RMPs), featuring 
perspectives from the EMA, PMDA, and industry experts. Discussions will cover PASS requirements, regulatory 
expectations, protocol review processes, and practical implementation strategies through real-world case 
studies.

Session Chairs 

Yil-Seob Lee, MD, PhD, 
Professor, CHA University

HyungJin Jung, MD, MBA 
Senior Medical Director, Lundbeck Korea

10.20 – 10.40 am EMA “Timing and Requirements for PASS Protocol Submission, Protocol Review Period, and Conditions for 
RWD Utilization

Hodei Cuenca Grao, Product Lead, Vaccines and therapies for infectious diseases Therapeutic areas 
department Human medicines division, EMA

10.40 - 11.00 am From Safety Concerns to Additional Activities: A Risk-Based Approach in EU RMPs

Cornelia Ciorciaro, Senior Medical Group Director, Early Development Safety, Roche

11.00 - 11.20 am PMDA’s interaction with MAHs for RMP/PMS implementation as an Evidence-Based Safety Monitoring 

Kanae Kobayashi, Office of Pharmacovigilance II, Office of New Drug IV Senior Reviewer, Pharmaceuticals 
and Medical Device Agency, (PMDA)

11.20 – 11.40 am PMDA and Global PASS Program: Case Studies from Takeda

Eungsun Kim, CPASS Lead, Marketed Products Medical & Development (MPMD), Takeda

11.40 - 12.00 pm Q&A

12:00 - 13:30 pm Lunch Break (Please note that lunch will not be provided during the event.)

13.30 am – 15.00 pm  Session 2
 Advancing RMP with Real-World Data: Korean Experience and Recommendation

An overview of current industry practices for integrating Real-World Data (RWD) into Risk Management 
Plans (RMPs) in Korea. Through practical case studies and methodological discussions, this session will 
demonstrate how RWD can support pharmacovigilance activities and contribute to evidence generation for 
effective RMP implementation.

Session Chairs 

Min-Jung Lim, RPh, PhD 
CEO, Senior PV & PVQA Consultant, MediSafe

Bonggi Kim, PhD.
Director, Office of Pharmacoepidemiology and Big Data 
Department of Drug Safety Information, Korea Institute of 
Drug Safety & Risk Management  

13.30 – 13.45 pm ICH M14: Non-interventional Studies That Utilise Real World Data for Safety Assessment of Medicines

BongKyoo Choi, ScD, MPH, RPh, Head, AI & Data Science Center, Regulatory Science & Product Development 
Division, GC Biopharma 
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13.45 – 14.00 pm Methodological Approaches to Real-World Data in Pharmacovigilance

Nam-Kyong Choi, PhD, Professor, Department of Health Convergence, College of Science & Industry 
Convergence, Ewha Womans Universty

14.00 – 14.15 pm Application of RWD in Pharmacovigilance- Case studies from Kakao Healthcare

YongHyun Cho (Lio), Head, Data Platform Division, Kakao Healthcare Corp.  

14.15 – 14.30 pm Experience with Real-World Data Study as an Additional Pharmacovigilance Activity in Korea

Si-Nae Lee, M. Pharm, Director, Country Pharmacovigilance Head-Korea, Moderna   

14.30 – 14.45 pm Application of RWD in Pharmacovigilance: Case Studies on Combination Products and Pre-submission 
Consultation for RMP

Hyejung Lee, MPH, Director, IE(Integrated Evidence) Strategy Divistion, SELTA SQUARE, INC   

14.45 – 15.00 pm Q&A 

15.00 - 15.30 pm Break

15.30 – 17.20 pm  Session 3 
 Panel discussion: Future Strategy for RMP with RWD utilization in Korea

An interactive panel discussion on the future direction of Risk Management Plans (RMPs) with the 
expanding use of Real-World Data (RWD) in Korea. Experts from regulatory authorities, academia, and 
industry will share insights on current challenges, opportunities, and collaborative strategies to advance 
evidence-based risk management.

Session Chairs 

Juyoung Shin, PhD
Professor, Sungkunkwan University

So Hee Kim, PhD
Director, Cardiovascular & Neurology Products Division, NIFDS, 
MFDS

15.30 – 17.20 pm Session Panelists
BongKyoo Choi, GC Biopharma 
Nam-Kyong Choi, Ewha Womans Universty
YongHyun Cho (Lio), Kakao Healthcare Corp.
Si-Nae Lee, Moderna Korea
Hyejung Lee, SELTA SQUARE, INC
HyeYoung Kim, Manager, Medical Information and Pharmacovigilance Team, CKD Pharm
SunAe Yang, MSD Korea 
Soo-Youn Chung, DreamCIS INC, Tigermed Group 
Wonsuk Shin, MD, Ph.D. Assistant Professor, Department of Clinical Pharmacology & Therapeutics, CHA 
University Bundang Medical Center 
Tae-Gyun Park, Ph.D, National Health Insurance Service  

17.20 – 17.30 pm Closing Remark

Juyoung Shin, PhD, Program Chair
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SPONSORSHIP & EXHIBITION INFORMATION 
Click HERE 
email: Korea@DIAglobal.org or eunah.cha@DIAglobal.org
www.diaglobal.org

CONTACT INFORMATION
DIA 
email: Korea@DIAglobal.org or eunah.cha@DIAglobal.org
www.diaglobal.org

REGISTRATION FORM : Register online (Click HERE) or forward to  
korea@DIAglobal.org

DIA Korea RMP Forum 
23 October 2026  | Central Post Tower, Seoul, Korea

REGISTRATION
Register online at the link below or complete this registration form and email to our 
Korea Office

Online Registration  For Payment via Credit Card, please access here

DIA will send participants a confirmation letter within 10 business days after 
receipt of their registration.

Registration Fee(USD)    If DIA cannot verify your membership, you will be 
charged the nonmember fee. Registration fee does not includes lunch and parking 
fee. 

Please check the applicable category:
q Academia    q Government    q Industry
Last Name  

First Name	

Degrees                                                                                                             q   Dr.     q  Mr.      q  Ms.

Job Title

Company

Address  (As required for postal delivery to your location)	

City	 State	 Zip/Postal	 Country

email   Required for confirmation	

Phone Number   Required

DIA Terms and Conditions 
CANCELLATION POLICY: On or before 23 September, 2026
Administrative fee that will be withheld from refund amount: 
the administrative fee that will be withheld from refund amount 
is 25 % of the delegate fee
Cancellations must be in writing and be received by the cancellation date 
above. Registrants who do not cancel by that date and do not attend will 
be responsible for the full registration fee paid.
Registrants are responsible for cancelling their own hotel and airline 
reservations. You may transfer your registration to a colleague at any 
time but membership is not transferable. Please notify DIA of any such 
substitutions as soon as possible. Substitute registrants will be responsible 
for nonmember fee, if applicable.

EVENT STREAM AND RECORDING
If you attend a DIA event, we make video and audio recordings of 
events (both face to face and online) that may include your participation 
in the event, including your image, questions and comments. To 
view our full photography and video recording policy, click here. 
(https://www.diaglobal.org/general/photography-policy)

PRIVACY STATEMENT
DIA respects the privacy of all of its members and customers. To view our 
privacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-
policy). You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be 
used to contact you with information about upcoming events, programs, 
products and services of DIA. In addition, your name and organization may 
be shared with the Program Committee, speakers, and participants of the 
event for which you have registered. By submitting this information with 
your registration form you are regarded as having agreed to this handling 
of information. Should you have any questions, please contact the DIA Korea  
office (korea@diaglobal.org).
By signing below I confirm that I agree with DIA’s Terms and Conditions of booking. 
These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7240118)

Signature                                                                            Date

DIA MEMBERSHIP
Join DIA now to save on future meetings and to enjoy the benefits 
of membership for a full year: www.DIAglobal.org/Membership
q I DO want to be a DIA member
q    I DO NOT want to be a DIA member

PAYMENT OPTIONS
Register online at www.DIAglobal.org or check payment method.

q �BANK TRANSFER: 
 You will recieve an invoice with bank information detail by email 
after registration completion.
All local and overseas charges incurred for the bank transfer must  

be borne by payer.

q CREDIT CARD (VISA OR MASTERCARD OR AMEX ONLY)

       q VISA   q MC      q AMEX     Exp. (mm/yy) _______________________

Card No.	 ardholder Name

Cardholder Name 

Signature
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mailto:Korea%40DIAglobal.org?subject=
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mailto:korea%40diaglobal.org?subject=
https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7240118
https://www.diaglobal.org/get-involved/membership
https://www.DIAglobal.org
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