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| 2. Organization chart of KIDS h‘ Q e

President

of Food and Drug Safety Evalution

Office of AUDIT

Department of Strategic Department of Drug Department of Drug Department of Narcotics

Information Management

Management Safety Information Safety Investigation

Office of Innovation . . . . Office of Narcotics System
Management Office of Drug Safety Information Office of ADR Relief Operation
Office of Education and Office of Pharmacoepidemiology Office of Regulatory Science for Office of Narcotics System
Public Relations and Big Data Advanced Biological Products Support
%
Office of ICT Management i L ) Office of Clinical Trial Safety Office of Narcotics Information
Office of Drug Utilization Review Support Analytics

Office of Integrated
Pharmaceutical Information

Task Force of Strategic Planning
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A Investigation and clarification of causality of adverse drug reactions (ADRs), development of Drug Utilization Review i
(DUR) information, EHR-based CDM build, etc. ("12)

A Korea Adverse Event Reporting System (KAERS) ('12)

A ADR call center established within KIDS ("12)

A Collection of foreign AE reports ('14)

A Designation as a PV training center ('14)

A Korea ADR Relief program ("14)

A Designated as a Center for Narcotics Information Management ("15)

A Designation as APEC PV Center of Excellence (CoE) Training ("17)

A Narcotics Supply Reporting System ('18)

A WHO United Arab Amirates (UAE) Health Foundation Prize ('18)

A Pharmaceutical Integrated intelligence system ('19)

A Designation as a Center for Advanced Biopharmaceuticals Regulatory Science ('20)

A Operation of the Clinical Trial Safety Support Institution and the Central IRB ('24)
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MAHSs . 1
Safety G‘
Communication 'JKIDS
HCPS Kores Institute of Orug Safety & Ministry of Food and
AE Reporting L S S M — ) Safety L Drug Safety

Communication

Consumers S - Administrative
action

p KIDS - National PV Center

Collection, analysis and provision of customized drug safety information
Conduct pharmacoepidemiological investigations and research

Operate Korea ADR Relief Program

Develop DUR (Drug Utilization Review) information

Establish and manage narcotics information system

Operate pharmaceutical integrated intelligence system

Provide service regarding Pharmacovigilance education & Training
Manage RPVCs (Regional Pharmacovigilance Centers)

Operate regulatory science center for advanced biopharmaceuticals
Operate clinical trial safety support institution and the central IRB

POOOOCOOOOO



2025 Global Harmonization Center
International Workshop

AE Manage@
System in Kore

llllllll




MINISTRY OF FOOD AND DRUG SAFETY
Harmonization National Institute
Center of Food and Drug Safety Evalution

| 3. AE management at KIDS st Gl
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STEP 02 " STEP03 STEP 04 STEP 05

DB Signal Signal Safety
construction detection evaluation

©
¢

= AE reporting i = DB quality i = Data mining i = ReviewICSR, i = Labelchange
* Pharmaceuticals Act 68-8 i * Screening, i = Signal i domestic labels i suggestions

= Case receipt by | completeness check | prioritization ' = Review other P Signal communicati
KIDS - = DBconstruction ' algorithms . sources | o WHO rewsiettel

* Foreign labels, papers

@
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Share with about

182 member

= Support MAH safety management and export ] states of the WHO

= Support academic research, etc. international drug
monitoring

Send WHO-UMC program

Share reporting trends

AE raw data
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| 3. Regional Pharmacovigilance Centers (RPVCs)

(28s sites in total, As of 2025)

Seoul B

- The Catholic Univ. of Korea
Seoul St.Mary's Hospital

- Korea Univ. Guro Hospital

- Samsung Medical Center

- Seoul National Univ. Hospital
- Asan Medical Center

- Severance Hospital

- Chung-Ang Univ. Hospital

- Hanyang Univ. Hospital

Gyeonggi, Incheon®@®

- Seoul National Univ. Bundang
Hospital

- Ajou Univ. Hospital

- Inha Univ. Hospital

- Hallym Univ. Dongtan Sacred
Heart Hospital

Daejeon, Sejong,
Chungcheong |

- Dankook Univ. Hospital

- Chungnam National Univ.
Hospital

- Chungbuk National Univ.
Hospital

Pharmacy Network @B

Korean Pharmaceutical
South Korea Assoclation

—
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Gwangju, Jeolla, ; i

-Jeonbuk National Univ.
Hospital

- Chonnam National Univ.
Hospital

-Chosun Univ. Hospital

J

No of RBVCOHO0OYOE®BLY) (GD3)( 62ZAYY (620~) 28

Public Medical
Institution Center @

National Medical Center

Oriental medicine
(Herbal medicine)
Formulation Center @@

Dongguk Univ. lisan Oriental
Hospital

Gangwon @

- Hallym Univ. Chuncheon Sacred
Heart Hospital

Deagu, Gyeongbuk &3

- Kyungpook National Univ.
Hospital

- Keimyung Univ. Dongsan
Hospital

. > ‘ // "0 ¢
_—
~ Jeju-do

Busan, Ulsan
Gyeongnam

- Dong-A Univ. Hospital

- Pusan National Univ. Hospital

-Ulsan Univ. Hospital

- Inje Univ. Haeundae Paik
Hospital

National Institute
of Food and Drug Safety Evalution
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. No. of AE reports in Korea e Globa Q

Harmonization

Center of Food and Drug Safety Evalution

600,000
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A Establishment of in-hospital and local cooperation system
A Collection and causality assessment on spontaneous adverse event reports not
only from in-hospital, but from local clinics, pharmacies
A Patient education and promotion for awareness of AE reporting
A Consultation on adverse events
A Active monitoring
A Intensive monitoring on designated drugs
RPVC RPVC (DD RPVC RPVC RPVC | RPVC
#1 #2 #25 \ #26 #27 #28
ationwide | pypjic Health KoreanH
25 Regional centers phamacycenter. -~ " center mgdr%ar?e cgrr?g
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| 3. Role of RPVCs
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x Education, Promotion, and Counseling activities

In-Hospital Reporting Stimulation

Hold educational
symposiums for HCPs

Train in-hospital personnel
of station

Promote reporting via
newsletters and bulletins

S| x2@ @4 A4S BASC

Facebook( Al BRE 2| E 2 AT, 2HAAL Y 52 0/4.

‘o (SNS, blogs)

ahe

Local Cooperation System Reporting

Stimulation

Visit out-of-hospital cooperative
institution and promote
reporting

Encourage ADR reporting /
Consult on ADR through event

Promote reporting on social
media
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x Causality Assessment

*(Example) Seoul St . Maryos Hospital Regi onal PV Center

A Report a result of causality assessment after reviewing the label
information, severity, etc.

A Improve case report collecting and reporting system using EMR sources

Request an Secondary evaluation Keep and retain
evaluation for ADR causality assessment the reports and
report (Doctor) reply letters
i i :
® ® ® ® ® ®
v v v
HI PR primary ADR monitoring reply after Report the results of
evaluation

. pharmacist’s confirmation evaluation to KIDS
(pharmacist)



@ T —

e —

_galiitiia s e it e () i

E) i
Center of Food and Drug Safety Evalution

x Meeting with RPVCs

Meetings with directors of
28 regional PV centers
(2 times/year)

Education and workshop for
safety managers(staffs) in RPVCs
(3~5 times/year)

202713 XISHCISFEoRUMIE] SRAMEITA|XE & A12F 22121 2T
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| 3. Completeness score checking system | e o Q o

Center of Food and Drug Safety Evalution

x Completeness checking system launched to check whether main items of
reporting are included or not (2013~)

A Prepare a checklist and provide feedback to RPVCs (2013~, semiyearly)

A Develop completeness score checking standard and guidelines to correspond
with international standards (2014)

A Expand the subjects of inspections on MAHs (2015~)

A Introduce an automatic completeness score checking system, and allow access

to their completeness scores available anytime (2017~)
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| 3. The Criteria of Completeness score IR [ Q

Reporting Item Korea criteria
No. Category Detailed item Weight
. ADR onset date/Adverse event onset date
1 Time-to-onset 20
Drug start date
2 Single dose 10
drug Dose frequency
3 Action(s) taken with drug 10
4 Indication 10
WHO-UMC causality assessment result
5* Outcome - 10
Assessment of ICH items (Free test)
6 Sex 5
Date of birth
7* . Adverse event onset date/ Age at onset 5
Patient
Age
g Medical history 5
Medical history details
9 Case narrative 10
10+ Text Reporter 's Oplruf)n 15
Assessor's Opinion
Completeness Score 100

* Enter causality and patient age information in accordance with the field-validation rules.
T Verify reports assessed by Regional Pharmacovigilance Centers (RPVCs) against the "Assessor's Opinion” field.
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x Safety Information

https://nedrug.mfds.go.kr/index
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| 3. Safety Information Communication Global Q
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WHO Phamaceuticals Newsletter
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Lorazepam(injection) - Amnesia, Apnoea

WHO-UMC VigilLyze Signal

Provided to approximately 182 member countries
In the WHO Programme for International Drug Monitoring

Clopidogrel - Spinal haematoma, Cholecystitis, Haematemesis

Ticagrelor - Pulmonary haemorrhage 2020 2021

Eperisone - Anaphylaxis Gemcitabine - Torsemide -

Lamotrigine - DRESS syndrome Disseminated intravascular coagulation, DRESS syndrome

Sulfasalazine - DRESS syndrome thrombotic microangiopathy
777777777777777777777777777777777777777777777777777777777 V.

Cefotaxmine - DRESS syndrone il

Epirubicin - Pneumonia 1 A 2021

Moxifloxacin - AGEP /'(.\ feae
fffffffffffffffffffffffffffffffffffffffffff , . v

Asparaginate - Sepsis ("20) Expand Information '/ T

Torsemide(oral) —_ DRESS syndrome Sharing Channels Torsemide and DRESS syndrome
Eperisone - SJS and TEN

Tdap vaccine - Guillain-Barre syndrome

Atezolizumab - Acute kidney injury

Methotrexate - Myelopathy

Pembrolizumab - Rhabdomyolysis

Dexibuprofen(oral) - DRESS syndrome




2025 Global Harmonization Center
International Workshop

Various Actl V

(education, promotion, international cog
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| 4. Training / Education g Q o G

Harmonization R T -
x Training course for experts

A Safety managers in RPVCs(2013~),
QPPVs in MAHs(2014~),
Field pharmacoepidemiology investigators in KIDS(2015~),
APEC CoE for regulators(2016~)

x Education program for future human resources

A Pharmacy administration practice for students in college of
pharmacy(2012~)

x Training/Education/Promotional materials for drug safe use & AE reporting

A Safe use of drug for children, elderly, pregnant women,
patients with renal/liver disease etc.

A Mass media, Anti-cancer drug, Common cold drug,
Antibiotics, Anti-tuberculosis drug, Vaccines, etc.

A KAERS user manual, ADR relief program leaflet, etc.
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| 4. Cooperation with International Organizations o Ftc Global Q o s

National Institute
of Food and Drug Safety Evalution

Harmonization
Center

UAE Health Foundation Prize WHO-UMC Cooperation Contribution to ICSR

World Health Organization
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In recognition of outstanding contribution to health development,

the United Arab Emirates Health Foundation Prize
Aaaall saaiall Ayl il  Rikeye 350a
is awarded to
The Korea Insmule of Drug Safety and Risk Management (KIDS)
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Dr Tedros Adhanom'Ghebreyesus
Dircctor-General

for the year
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