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| Main role of the Pharmacovigilance department of MFDS Glosa

MINISTRY OF FOOD AND DRUS SAFETY
National Institute
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Harmonization
G H C Center

The Enforcement Rule of the Decree on the Organization of the MFDS and Institutions under its jurisdiction
(Ordinance of the Prime Minister)

Department name (Number of Employees)

Ministry of Food and
Drug Safety

+ Pharmaceutical Safety Bureau
Safety Evaluation Division (18)

Pharmaceutical

v Biopharmaceuticals and Herbal Medicine
Bureau
Biopharmaceutical Quality Management
Division (16)

National Institute
of Food and Drug Safety Evaluation
« Cardiovascular and Neurology

Products Division (19)

" Oncology and Antimicrobial
Products Division (33)

v Bioequivalence Evaluation Division (37)

+ Biologics Division(28)

«" Recombinant Protein Products Division(15)
« Cell and Gene Therapy Products Division(13)

Main responsibilities
@ Collection and management of information regarding drug Adverse Events
(including narcotics, biological drugs and herbal medicines)

® Evaluation and Management of safety information, implementation of
follow-up measures

@© International cooperation on drug safety information, etc.

@ Operation of injury relief schemes related to adverse drug reactions
© Operation of the Deliberative Council on Adverse Events of Drugs
® Overall management of re-evaluations, re-examinations and RMPs

© Safety and efficacy review of drugs under the jurisdiction
® Review on re-examination materials

® Review the report on the implementation of the drug Risk
Management Plan(RMP)

@ Pharmacology, toxicity and clinical trial review of drugs under the jurisdiction

* The number of Employees in parenthesis (as of April 2022) can be changed due
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| Legal System Of Post-marketing Safety Control Gkl Q
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PHARMACEUTICAL AFFAIRS ACT

Article 32-2 (Risk Management of New Drugs)
» Article 33 (Re-Evaluation of Drugs)
+ Article 37-3 (Post-Marketing Safety Management of Drugs)
+ Article 37-4 (Education for Safety Management Managers)
» Article 68-3~Article 68-10 (SECTION 6 The Korea Institute of Drug Safety and Risk Mana
» Article 68-11 (Establishment of Deliberative Council on Side Effects of Drugs)
» Article 68-12 (Drug Epidemiological Investigators)
 Article 86 (Projects for Relief of Injury from Side Effects of Drugs)

REGULATIONS ON RELIEF OF INJURY FROM ADVERSE DRUG 4 /
. . REACTION(Presidential Decree)
Presidential

+ Article 2 (Constitution of the Council for Deliberation on Adverse Drug Reaction)
Decree * Article 8 (Entrustment of Duties)
« Article 10 (Imposition, Collection, etc., of Charges)

Regulation on Safety of Pharmaceuticals, etc.
(Ordinance of the Prime Minister)

Enforcement Article 23-2 (Entities subject to the establishment and submission of a risk management plan for
Reg ulations * Article 23-3 (Establishment and submission procedure of a risk management plan for new drugs

« Article 46 (Safety Control Manager, etc.)

» Article 47 (Responsibilities of Safety Control Manager)

« Article 47-2 (Contents, Time, Methods, etc. of Training for Safety Control Manager)

« Article 47-3 (Designation and Cancellation of Safety Control Manager Training Institutions)

e 7 « Article 48 (Duties of Compliance for Manufacturer, etc.)

M FDS NOtlflC&tlonS + * Article 60 (Duties of Compliance, etc. for Importers, etc.)

+ Article 84 (Reporting on Side Effects, etc.)

* Article 84-2 (Qualifications, Scope of Duties, etc. of Pharmacoepidemiological Investigators) £~ =\

» [Annex 4-3] Post-marketing safety control standards for medicinal products, etc.(GVP, 2016.

MFDS Notification

« Regulations on Risk Management Plans for Pharmaceuticals, etc.
« Regulation on the Execution of Re-Evaluation of Pharmaceuticals
« Redqulation on designation and operation of educational institutions in charge of drug safety management m

<
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| Establishment and Main Activities of KIDS et Q S
Center

GHC

of Food and Drug Safety Evalution

Article 68-3(Establishment) and Article 68-4(Projects) of the Pharmaceutical Affairs Act

@ to efficiently and systematically perform the duties of collecting, managing,
analyzing, assessing, and providing a variety of information on drug safety
such as side effects of drugs, etc.

© Collecting, analyzing, assessing, managing, and providing drug safety information

© Investigating and identifying the causal relationship of adverse drug reactions,
such as medication misadventures

© Conducting investigation, education, and publicity aimed at developing and utilizing
drug safety information

© Establishing a drug safety information management system to collect and manage
drug safety information, etc.

© Projects for Relief of Injury caused by AE of Drugs
© Designation, evaluation, management of Regional PV center, elc. I




| Responsibilities for PV Activities by subject
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Article 68-3(Establishment) and Article 68-4(Projects) of the Pharmaceutical Affairs Act

Drug Marketing

Authorization Holders
(Manufacturer And Importer)

Drug Marketing

Authorization Holders
{Manufac:ture_r And Irnpurter}

Drug Wholesaler

A Pharmacy Founder

Medical Institution
Founder

+ Paragraph 1, Arlicle 37-3 (Post-Marketing Safety Management of Drugs) of the Phamaceutical Aflairs Act
shall employ a physician, pharmacist, or oriental medicine pharmacist to perform
the affairs of post—marketing safety management, such as reporting side efiects

Safety Management shall comply with the matiers prescribed by Ordirance o the Prime Minister
Maraogers and shall regutarly receive educaton on the affairs o safely management

v Paragraph 1, Aricle 688 (Reporing Side Efiects) of the Pharmaceutical Affars Adt l |

Global
Harmonization
Center

shall report adverse events to the KIDS as determined by the Minister of
Food and Drug Safety

v Paragraph 2, Arlicle 68-8 (Reporiing Side Efecls) of the Pharmaceutical Affairs Adt
shall report adverse events such as serious diseases, disabilities, death and etc,
to the KIDS as determined by the Minister of Food and Drug Safety

v Paragraph 3, Artide 68-8 (Reporing Side Efiects) of the Pharmaceutical Affairs Act

shall report to the Minister of Food and Drug Salety the matters reported under
paragraphs (1) and (2), as prescribed by the Minister of Food and Drug Safety

o

MINISTRY OF FOOD AND DRUS SAFET
National Institute
of Food and Drug Safety Evalution



Post-marketing Safety Management Regulatory Process

e Reflecton safetymeasuressuchas

International/Foreign regulatory agency Vigibase information

© Reflectintermnational standardson
pharmacovigilance policies
* Communicate
suchas oolecmg

safetyinformation

WHO-UMC, ICH, APEC,
FDA, EMA, MHRA and etc.

° (WHO-UMC)
Report AEinKorea

« (APEC)ProvidePV
advanced educationand
etc.

Ministry of Foed and
Drug Safety

o

* Establish and operate pharmacovigilance
policies

issues

* Supervise post-marketing safety
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Press/Internet

* Monitoring safety

Articles and press release
domestic and ove
| —

Central Pharmaceutical

* Promote safe use

management of medical products

- Review safety measures, establish plans,
Actions (Ex. Distribute safety letter and alert,

> Affairs Council
(5 departments, 96 employees,
appointed for 2 years)

b ¢ N

* Expert advice and reply results
« Provide information of safe
use of drug

instruct authorization change, suspension of
marketing/recall, instruct research and investigation

Related Department

« Share collected AE of domestic

Related Medical Associations
Associations related to manufacturing,
importand distribution

» Safety Information and oversees * Share collected domestic AE - r
Notification (Safety letter, * Suggest safety measures ”
MinstryoiNaiond  Establish and coordinate military safety alertand etc.) * Conduct focused and regular * Suggest developing DUR data * Safety Measures
duties and health policies = Requestfor ;\dding monitoring regarding safety issues (Ex. Instructchange in * Submit Re-evaluation, "’s“g.
. . cautions an: s
Minisiyof.stice | Reflectitems related to medical oont:-:i:daication suithorization god reeeayyl b ) g M
services and medicines information on DUR
Minstyortieattn  Establish medical products A * Reportcollected safety data
» Analyze, evaluate and research general drug AE . idemiologi i i
andWelfare related policy, operate health yze, gen g Drug Epidemiological Investigate (If needed) (consistent)
care benefits » Evaluate the causality of AE relief and distribution <
KDCA  Investigate, testand research diseases and - Educate and operate Safety Control Manager JaepareAl
infectious diseases and Regional Safety Center
Healhinowancehedewa!  Operate prescriptionand DUR + Provide DUR data developmentand support - e
and evaluate health care safe drug use Marketing Authorization
benefits Holder
* Collect and report AE * Reply thl;.! results of causality evaluation (Manufacture And Import)
. ) « Pay relief compensations
rowsentser org Wholeser
(hold symposium RPVC (28 sites)
and more)
* Reply results of the . .
causality evaluation * Receive and consult AE reports * Reply results of the G S(EET i
* Request causality evaluation causality evaluation * Report AE * Apply Relief of Injury from Side Effectsof D
{consultation)
* Provide information of ban and caution to DUR - .
system (Ex, Popup for caution and Local clinic, pharmacy Reportand Patient S—
contraindicated ingredients) consult AE
THuT 4
| u -
U - & © Prescriptionand
* Check DUR data when prescribing o= Medication * Reportside effects, consult consumers
and dispensing m
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| AE Information Collection And Management System £ femwa e it
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Press / ’v International i Foreign

Internet ¥ Organization "B covernment

_—_—

e e e o s e S e o S e S o o e St s S s e o s s o s e s i i s

Association/ | . S —
Organization Information Overseas reporing forma

reporing information emm nedion

28 Regional PV reporter I hange

centers

r Informeation
Hospital, Clinic, AE : : !K'DS ponne . ‘ ) Ministry of Food and

Information exchange Drug Safety
P harmaw .ng :?;:LL":;:::-:::F'W Sadeiy &
Consumer
Provide Central
Informalion = Pharmaceutical
Industry Affairs Council
L Safety measures
Related Institution
(MOHW(HRA), : L
KDCA(NIP field), etc.) DISSEI"I"III“IE’E!GH Safety Request For
of information measures Change
) . Safety Withdrawal, Recall, Restricted for sale
Regional office of Food alerts/letter Forbidden Added Cautions for use

and drug safety
Local government




| Post-Marketing Safety Management System )
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Cycle of PMS
Authoriz 1year 2 years

e 6 months 6 months

V¥ Renewal of
Pharmaceutic
al products

3 years 4 years 5 years 6 years 10 years 11 years

Re-Examination

: Renewal of
Pharmaceutic

-  al products

RMP(Risk Management Plan)

e !!! PSUR(Periodic Safety Update Report)

\ 4 \ 4
All Medical Products

Report Domestic and Interational Safety
Information and Adverse Events
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AE Report Process on " Ne-drug website , Giobai

Harmonization National Institute
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Ne-drug website(https://nedrug.mfds.go.kr)
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@ International Form [E2B(R3)] © Report form for patient or
» Medical experts, marketing consumer
authorization holder

HEE Uy

LEETLS ] e
+ * oz
HEBAI) — opsaR =
= Uﬂi A
EEEETY
—— - - et
su o s uw

= Sieazn |
HHEY 20130101 20201231 Mo M

,-.—4_,—._4-...
e ot e e s

@ Anyone can search the status of AE
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| Labelling Change And Safety Letter (Alert) C Gobsl e
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Safety Letter of Ne—drug Website (https://nedrug.mids . go.kr/pbp/CCBACO1
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| Performance Evaluation Report(Vigilance) L 4 o O

Mandatory PE Notes and remarks

ML4 sub- PE tool .g., out , abridged
su . dicators 00 (e.g., out of scope, abridge

indicators pathway, recognition mechanisms)

S=satisfactory; NS = non satisfactory; NA = Not applicable

Assessment catego

S S S
Medicines NS NS NS
NA NA NA
Vigilance
S S S
Vaccines NS NS NS
NA NA NA

3.4. PETOOL FOR VL

Vigilance field visit was conducted onsite in the Republic of Korea from 27 to 29 April

2023. PE indicators related to vigilance function were also considered during the
visit.

The outcomes of the vigilance field visit revealed that vigilance function in the
Republic of Korea is well established. The related activities are conducted at

advanced level of performance. All related VL PE indicators and tool for WLA
designation were met.




| Global Benchmarking Tool (GBT) - . Q
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Item Function

| Number of Sub-
| Indicators

Sub-indicators
measuring maturity level 4 6 5 3 2 3 2 2 1
1

Sub-indicators
measuring maturity level 7 2 3 4 1 2 2 8 3
2

measuring maturity level
3




WHO GLOBAL BENCHMARKING TOOL PLUS (GBT+) FOR EVALUATION OF NATIONALE LATORY

I SYSTEM OF MEDICAL PRODUCTS GHC Netional nstute

of Fo d dD gSftyEvaIution

VIGILANCE (VL): INDICATORS AND FACT SHEETS

Revision VI+ version 1
November 2019

Legal provisions, regulations and guidelines required to define regulatory
framework of vigilance.

VLO02 Arrangement for effective organization and good governance. | o, '
VLO3 Human resources to perform vigilance activities. &\
VL04 Procedures established and implemented to perform vigilance activities. »\ﬁ\ '\\
VLO5 Mechanism in place to monitor regulatory performance and output.

VLO6 Mechanism exists to promote transparency, accountability and

communication



| Performance Evaluation indicators Gobal
GHC Center
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Table A. Different components of assessment included in the PEP for each requlatory function.

Regulatory function

Number of:

Mandatory New Pl

ML4 GBT sub - New PE tools
.. indicators
indicators

Regulatory system

MA | Registration and marketing 2 11 1
VL | Vigilance 4 16 1
MC | Market surveillance and contral 2 2 -
LI ® | Licensing establishments 4 - -
RI ¢ | Regulatory inspection 5 - 1
LT | Laberatory testing 5 - 3
CT | Clinical trials oversight 2 10 1
LR" | NRA'lot release 1 - -
d




Center of\Food and Drug Safety Evalution

| PE(Performance Evaluation) Indicator A e LN

Total number of ADR reports received in the last three years (also expressed as number of ADRs per 100 000 persons in the

PE.VL.01 oopulation)
PE.VL.02 Percentage of total annual reports satisfactorily completed and submitted to the national vigilance centre in the last threey
B ears

Number of regulatory actions taken over the last 3 years as a consequence of national VL activities including:

» number of product label changes (variation);

PE.VL.03 » number of safety warnings on medical products to: (i) health professionals, (ii) general public.
» number of withdrawals of medical products;
» number of other restrictions on use of medical products

Percentage of registered medical products with a VL plan and/or a risk management strategy from the MAHs in the country

PE.VL.04

Percentage of registered medical products for which periodic safety update reports were submitted and evaluated by the RA
PE.VL.05 as stipulated in the country over the last three years
PEVLO06 Number of registered medical products for which post marketing safety or effectiveness studies were required and evaluate ‘

d over the last three years
PE.VL.07 Number of GVP regulatory inspections over the last three years




| On-site Evaluation in VL

of Food and Drug Safety Evalution

<+ Background of the Report
= Implementation of the WHO Performance Evaluation (PE) for the Vigilance (VL) capacity of

: : 3
pharmaceuticals and vaccines »
= Assessment of national, regional, and healthcare institution management systems related to \

pharmacovigilance

<+ Overview of the On-site Evaluation
= Evaluation period: April 27 (Wed) — 29 (Fri), 2022 (3 days)
= Visiting evaluation team: Total of 4 members :
- 2 from WHO Headquarters (HQ), 1 from WHO Western Pacific Regional Office (WP), 1
= Visited institutions: Ministry of Food and Drug Safety (MFDS), Korea Disease Control andZPr
Agency (KDCA), Sejong Metropolitan City(Division of Infectious Disease Control), Sejong‘l\{{ljet %
City Health Center (Division of Public Health and Medical Services), Korea Institute of Drug Safety

Risk Management (KIDS), and Seoul National University Hospital (Regional Pharmacovigilance Ciﬁ‘
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| On-site Evaluation in VL A Tfs.oba. Q ——

% Result

= Findings and Recommendations by the WHO Evaluation Team

!
v' The WHO evaluation team stated that “the Republic of Korea's pharmacovigilance regul;)
functions are well established, and related activities are conducted at a high level” \
v However, the team recommended the following improvements: p ‘2)\

@ Strengthen on-site inspections of pharmaceutical companies in accordance with Good
Pharmacovigilance Practices (GVP).
@ Apply a risk-based approach (e.g., prioritization and review intervals) when review‘]“

Safety Update Reports (PSURs). .“\T
eme

l o
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