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Current PV System in Korea Regulations

Goals

infrastructure for
the rational and
safe use of drugs

To induce and settle

To activate the ™, " the careful use of

ADR reports drugs for-healthcare
: professionals
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Systems

The Re-examination
of the new drugs

The Re-evaluation
of drugs

—

SpontaJneous

Regulations

Regulation on
the Reexamination
of New drugs

Regulation on
the Reevaluation
of Drugs

Regulation on
the Management of Safety
information of the drugs, etc.
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Partners of Pharmacovigilance

PV centers ofi fereign countries

Doctors /[ Phammacists /- NUrses, ete. Clinicall pharmacelegy and pharmacy/

Media, Consumer advocacy groups,

Distributors / Manufacturers / Importers
lawyers), etc.
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Regulations

Pharmaceutical Affairs Law

The Regulation on the Management of
Safety information of the drugs, etc.

— ——

Dissemination of

Prompt and systematic Providing measures _ _

' ' to eliminate risk factors Information g ESEiNS
CoIIectlor-1 & evaIL!atlon to Health Professionals
of safety information and consumers

(ex. ADR/AE) ) y y
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Report of Safety Information

KEDA

2 IVianl S E=maili KEDANS GMERA0E; PHGRE) ELC;

Report

Manufacturers (Importers) / Clinical Pharmacists

Clinical MD, Dentist, Traditional MD

Patients / Consumers

l
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Time limit for reports

Within 15 days

Manufacturers (Importers) / Clinical Pharmacists

Serious AE, ADR Unexpected ADR Withdrawal or recall

aken by foreign government
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Kinds of Safety Information

- Serious AE/ADR
- (Un)expected ADR

- Drug Interactions

- Other AE/ADR

- Information published in domestic/overseas
medical/pharmaceutical Journals

- Information on the safety measures taken by foreign
regulatory authorities

- Other safety-related information
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KFDA Home Page — ADR reporting site
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KFDA Home Page — ADR reporting site

B |
s [ 2= &
HEo- &
HaEiat |
eE - =
THze =
FEE =]
IARES || -
I~ sowAm. T 1]
| RogRe L -]
I O NRE A Sois —|
I | Bmgstam Oz I AE -]
| ungoom s 0 =4
: A - = -~
| | 2=ase MUSCLE WEAKNESS e ety O UG EeEOp ———
j||2amE - — R E)
3 2sey MUSCLE HAEMORRHAGE 0 EnEEpE e - — - —
I 4 RSN MUSCLE MALFORMATICN s 5l
L ZRIW MUSCLE MALFORMATION I T :
| F 2502E MUSCULAR HYPERACTIMITY Sgmwe - [ - ]
| 7 28 MUSCLE DISOROEA I reeesieirly () |
g ass MUSCLE FAIN I ' '
l L | MLUSCLE SFASTICITY SR AHLE
| | =2sazEn MUSCULAR TONE INCREASEE |
It 2sEE pl=CLE DEGEMERATICN I !
I bl o P THE MIOR MUSCLE ET =
g| Lo =2se=a MUSELE ACHE « U
: =R | .
e L G| i
5= =




Regional Pharmacovigilance Center Home Page — ADR reporting site
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Administrative Process on ADR

AE/ADR
A O Hospitals/clinics, Pharmacies

{‘ ! O Manufacturers/Importers
O Patients/consumers

Review l

|

Administrative Measures l
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Administrative Process on ADR

O Managing Data Base

Report l O Classification of the reports (Event/Signal)

l O Analysis & Assessment
- Considering causality, intensiveness,

A

Review L }

"

frequency, etc.
- Additional collection of foreign cases

* Consult to Central Pharmaceutical Affairs
Council

v

Administrative Measures l
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Casuality Assessment of suspected ADR

v" Certain

v" Probable/Likely

v" Possible

v Unlikely

v" Conditional/Unclassified

v" Unassessable/Unclassifiable

* adopting WHO categories
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Administrative Process on ADR

Report l
l O Safety action
Review l - Withdrawal, Recall, etc.

- Labeling Changes
- Additional Intensive Monitoring on safety

O Dissemination

Administrative Measures

- Alert, Dear Healthcare Professional/
Pharmacist Letter etc.

I } - Periodic Safety Information Magazine
- Website

O Report to WHO
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Regulations

Administrative Process on documented safety information

Safety [Information collected

ad

Analysis /
Assessment
(Consult to CPAC
if necessary)

Administrative Measures

-
’ .
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Number of ADR reports
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Report trends according to sources of reports
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80

2005 m 2006
2007

Hospitals Pharmacies Companies Consumers Etc.

Sources of reports
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Improvement of PV System in Korea

O Enlargement of Regional PV Centers (9 in present)

O Dissemination of drug safety information linked to health
Insurance bhilling system

O ADR-report evaluation of healthcare organizations

O Reinforcement of education and public relations

eg. On-line ADR-reporting education program
(for healthcare professionals and for consumers)

O Development of statistical analysis methods for causality
assessment

O More ADR reporting to WHO-UMC
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Commitments

® To furnish the necessary information to other partners
Govemment - Aler.t, Dear heal.thcare p.rofessmn.al letter
Periodic safety information bulletin

(KEDA) - Labeling updates

® Promoting ADR reporting (the efficient PV system)

® To participate actively in the ADR report

Healtihicar : il;
ealthcare — carry out the social accountability

2

Professionals , — ,
* medical treatment / medication counseling

. ® [0 use drugs with compliance of the
3 [Patients doctor’s consultation and the pharmacist’s
(@

onsumers) counseling
- well acquainted with the insert papers (OTC)
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THANK YOU
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