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[Attached Table 1]

MANAGEMENT SYSTEM for SAFETY INFORMATION Etc.
(Article 3)

Exchanes .| Internmational
Korea Food & mformstion | (rganizations
Drug
Administration

Y

Medical
Device
 ouncil Consultation >

Exchangs Fureign
I - i Ll
information Governments

F Y

'y
v
Exchsnss 1.[[1][51.1"}' of
informstion | Foreign Affairs &
Trade

Y

L

v

F Y

Provida Provide Provida Provida
information Report information Raport information information

¥ ¥ h ¥

Consumers Manufacturer Hospitals, ® Eorea MNurses Association
Importer Clinics, ® Eorean Hospital Association
Repairer Etc. ® Korzan Madical Association
N ® Eoresan Dental Association
PrshiiRuing ® Korsan Orisntal Madical Hospital
Rental Company Az oaciafion
® The Association of Korean Oriantal Madicine
® Korea Testing Laboratory
® Korza Chemicals Inspection & Tasting
Institute
ry ® Korsa Environment & Marchandisa Tasting
Institute
® Eorea Elactric Testing Instituta
® Clinical Resesarch Institute, Seoul Mational
Univarsity Hospital
® Madical Tachnology & Quality Evaluation
Canter, Yonsei University Medical Canter
® Dental Products Tasting & Evaliation Cantar,
Yonsei University Collage of Dentistry
® Dantal Materials Rasearch & Development
Centar, Kxyunghes University
Dental Materials Testing & Evaluation
Center, Eyunepook National University
Rasearch Institute for Biomaterials
Korea Madical Devicess Industry Acsociation
Korsan Madical Devicas Industre Union
Korzan Dental Trade Association
Haalth Insurance Review Agency
Korea Canter for DMsease Contrel &
Provention
® Public Haslth clinics
® Othars (madical daviczsalated institutions &
CORSUImEr Sroups)
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[Attached Form No. 1]

(Front)

Report of Safety Information of Medical Devices
Including Adverse Event Side effects, Etc.

Classification

Type of Report

oSafety Information oAdverse Event Side effects Report

olnitial Report oSupplementary Report oFinal Report

Reporting
Party

Name of

Representative

Company

Name

Type of

Business

oMedical Device Manufacturer

OMedical Device Repairer

oMedical device Importer

oMedical Device Distributor

oMedical Device Rental Company ©DMedical Institution

OVeterinary Hospital

oOthers (

oConsumer

)

Address

Contact Point

Name of Contact

Phone Number

Information
on Medical

Device

Name of

Product

Name of Product

Model

Device
Classification

No.

Class

Product

License No.

Batch No.
(Lot No.)

Name of
Manufacturer
(in case of an

imported

device)

Information

on Patient

Name

Gender

oMaleoFemale

Age

Other Special

Notes

210mmx297mm(A4 60g/m’(recycled))




(Back)

Reason for Reporting

Summary of

Information

Number of Products

Safety Manufactured
Information (Imported) and
Number of Products
Distributed
(Inventory)
Case Brief and
Follow-up Actions
Date of adverse side effect being perceived (yy/mm/dd) /]
Dates of Adverse Date of adverse side effect took place (yy/mm/dd) /]
Side Effect Date of adverse side effect ended (yy/mm/dd) /]
(] In progress
[] Death or life-threatening
[ ] Hospitalization extension of the hospitalization period is needed
Result of Adverse [] a disorder which is impossible to recover from or results in
EventSide effect serious disablement or malfunction
[] congenital malformation or abnormality
(] Others ()
[J If the Medical Device causes an adverse event of death or a
life-threatening result case
Type of | [J If the Medical Device caused permanent damage;
Adverse (] 'If the Medical Device is likely to has ri§k of seriously threatening
) public health or aggravate such threat the expansion and
Side [J If the Medical Device necessitates additional medical intervention in
S Effect order to prevent death or threat to life is additionally needed for prevention
ummary of death or threatening of the life
of L] Others ()
Information A(;\:rse Summary
on Adverse Ef‘; et of
Side effect ects | Adverse
Etc. Side
Effects
Details of
Adverse
Side
Effects
Event brief and
follow-up actions
Name of
facility/institution
where adverse side
effect took place
Address
Telephone FAX
Contact

Attachment




