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Regulations for Re-examination of Medical Device
KFDA Notification No. 2009-202
(Amended on December 22, 2009)
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Article 1 (Purpose) The purpose of these rules is to specify details of tips for
preparation of attached documents and requirements of each data, the scope of
exemption, the scope and criteria for review, etc. upon application for
re-examination under Article 8 of the Medical Device Act and Paragraph 5 of
Article 10 of the Enforcement Regulations of the Act.
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Article 2 (Definition) Definition of the terms used herein is as mentioned below.
However, terms not defined herein shall be as provided in the Regulation for
Management of Safety Information on Medical Devices including Adverse Event
Reporting, Etc.

1. “Post Market Surveillance(PMS)” means that the Manufacturer or Importer of
the Medical Device collects, required information on safety and
effectiveness of the Medical Device and manages based on the result in order to
prevent damage to health

2. “Standard Operating Manual for PMS (hereafter “Standards Manual”)” mean
documentation mentioning the method and procedure, etc. of PMS to properly
perform it.

3. A “Report Sheet” means an observational record sheet for the subject to
which the Medical Device applied for PMS.

4. “Raw Data” means observational record for the subject mentioned in the
Report Sheet, and if necessary, may include documentary evidence.
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Article 3 (Period of Re-examination) () The Commissioner of KFDA(hereafter
the “KFDA Commissioner”) shall set a re-examination period as 4 years or to
the extent of 7 years or less from the date of product approval upon product
approval of the medical device subject to re-examination.
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@ If it is deemed necessary to make medical device examination proper
notwithstanding the provisions of the Paragraph 1, the KFDA
Commissioner may extend the re-examination period to the extent of 4 years to
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7 years or less from the date of product approval through review of the Medical
Device Committee.
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Article 4 (Requirements for Re-examination Data) The requirements for data that
shall be attached to application for re-examination under Paragraph 2 of Article
10 of the Enforcement Regulations of the Medical Device Act(hereafter the
“Enforcement Regulations”) are as follows:

1. Research data of domestic safety and effectiveness in post market stage: data
analyzed and evaluated according to the subject of application(age, gender,
pregnancy, etc.) and the details of use(purpose, period, method, result, etc. of
use for the medical device) among data on safety and effectiveness of the
relevant medical device as obtained from PMS
2. Domestic and foreign data of adverse events and safety: data analyzed and
evaluated according to the subject of application (age, gender, pregnancy, etc.)
and the details of use(purpose, period, method, result, etc. of use for the
medical device) for the data about occurrence of adverse events(presence, cases,
conditions by types, etc. of adverse events) for the relevant medical device as
obtained from domestic and foreign colleges
institutions, or academic societies, etc.

3. Data of the domestic and foreign sales condition and the approvals in
foreign countries: data of the domestic and foreign sales condition, the approvals
in foreign countries, classification and designation, and measures in foreign
countries in relation to safety and effectiveness of the relevant medical device
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Article 5 (Standard Operating Procedure) The Manufacturer and Importer who
obtained approval of the product subject to re-examination shall prepare and
manage the Operating Procedure including the following matters in order to
properly perform PMS:

1. Matters related to PMS

A. Method of PMS(process of PMS, method of data collection, process of data
analysis, etc.)

B. Method of selection of subjects for PMS and the planned number of
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subjects for PMS

C. Items of investigation and matters requiring intensive investigation

D. Items requiring interpretation and statistical method of management

E. Form of a report sheet

F. Procedure of request for PMS

2. Matters of evaluation and analysis on collected information, and measures
from the subsequent results

a. Verification Method information

b. Criteria for evaluation and analysis

c. Method of taking measures based on the results of evaluation and analysis
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Article 6 (Submission of PMS Plan) ) The Manufacturer and Importer, who
are to perform PMS, shall attach a PMS plan to a report for PMS plan with
Attached Form No.l and submit them to the KFDA Commissioner one(1) month
before the product becomes available on the market.

QHGE AEsdE ANBFZAF AGA7E ths b5 1o sidsts 29 95 | @ If the submitted PMS plan falls under one of the followings, the KFDA
7171919 3]0 AoE AAH ®HAS 87 5 Qrh Commissioner may request supplementation through review of the Medical
1. Al FFZ2A 7| Tl AT7TZ2ASSe o A gstH] oly st ¢ Device Committee:
2. AlBF-2=AF Sl ATERATES] A AjtelA ofygk A S 1. if the PMS investigation center is not complied with Paragraph 5 of Article
3. ZAZIZE B AR 5 Al 2AL A" FAE kA U= A 7 herein;
2. if the number of cases of PMS is not complied with Paragraph 7 of Article
7 herein; and
3. If there is a significant defect in PMS plan such as period and method of
PMS, etc.
@A Aol st AEe AFFZAF AGA T A7, 2AFSE | @ If matters of period, number of cases, and method of PMS in the PMS plan
T 2 Z2AY o AbeE wAS o 3 AHede #A Al A Ao 2% | submitted under Paragraph lare required to be amended, PMS amendment plan
NBFZAPR A AL E FFol A vlg] AEste]oF s with Attached Form No. 1 shall be submitted to the Commissioner in advance.
@DA3e] Aol = BFeta A B ¢ 2 ZAZ|He WA 3 2 | @ Notwithstanding the provisions of Paragraph 3, in case of minor changes
ZAu gt WAgol A9 AR gl o AR A WAE 8-S A|E3} | such as changes investigation center and the number of investigations centers,,
ofof gt} such changes shall be submitted upon annual report under Article 8.
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Article 7 (Standards for PMS implementation) 1) The Manufacturer and Importer

T = A6z A oste] Bt AlFFE2AF AGA A €3t A] | who are to perform PMS shall perform PMS in accordance with the PMS plan
fﬂr—ﬁri/\}é 2 AJslodof gk}, reported as provided in Article 6 herein.
QA ZAA D FAAAE AAFT2A AFE F3T A A(o]d “FAFH | @ The Manufacturer and Importer shall appoint a person who is responsible for
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tasks related to conducting PMA(hereinafter “In charge staff for investigation
manager”).

@AZGA L FdAdAE T o577 #AHGe] =3¥ RE HHE | @ The Manufacturer and Importer shall deliver all information collected in
ZALA Q) ALl Al dsto] oF o, relation to the medical device to In charge staff for investigation.

DA ZFA D FIdAA= Al FF AL Q3 AYS &R - A Y¥e= 5 | @ The Manufacturer and Importer shall not obstruct conducting tasks of in
AL AR el A FE FolA = 0}14 Hrt. charge staffs of PMS as secure and support necessary personnel for PMS
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(® The Manufacturer and Importer shall conduct PMS in the clinical trial center
designated by the KFDA Commissioner under Item 2, Paragraph 1, Article 13 of
the Enforcement Regulations in order to secure reliability of PMS, and request
for PMS shall be made in writing.
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® The Manufacturer and Importer may entrust a subcontractor with affairs of

T ZAY Ao -0 #3 JFE H 7T HEE = 3 request for PMS and collection of results of PMS under above Paragraph 5.

DA Aol st ARTZAL FTEFE A4 o4 SRE F3 obdA | @ The number of PMS cases required for re-examination shall be the number

2 Fad gl BEe S ol dolojof g of cases, which is appropriate for demonstration of safety and effectiveness by
securing statistical significance, at least.

@A o2 #FH 5779k FdstA 7t FE] AAAL7IRE The re-examination period for the product approved same as the medical

2 ojn AAH AHAZIY FATIoR sta 2AZ G E AAAFZITE | device designated as the subject of re-examination shall be the remainder of the

I FA7Ibe st AAHE & Uk re-examination period that has already been designated, and the number of PMS
cases may be fixed in consideration of the re-examination period and the
remaining period.

QOAZFA 2 FAdAAE AABFTEA} Upon an adverse event during the PMS, the Manufacturer and Importer shall
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take measures as set forth in the Regulation for Management of Safety
Information on Medical Devices including Adverse Event Reporting, Etc (KFDA
Notification).




5 7] 7] A A ALoll & 37 A
A EZ o okzold A 1A A]2009-2025
(2009.12.22, 7§ A)

Regulations for Re-examination of Medical Device
KFDA Notification No. 2009-202
(Amended on December 22, 2009)

ABZ(AART 5) DAXLA 2L FAUAE BA A28 AN <@ A%

FRADRLTA] AA GO Fpe BB UE 7 2AR, AT
2419 {7t B A3 8R4SRI AR 5 sl ARArE 1d

vk 21 713 e 24 ool FAel Al ®aistoloR Jhrt

Article 8 (Annual Report, Etc.) @ The Manufacturer and Importer shall report
an annual report on PMS with the Attached Form No. 2 together with raw data
of the product approved as subject of re-examination, results of evaluation and
analysis on PMS, and reports on adverse events to the KFDA Commissioner on
an annual basis from the date when the product was put on the market and
within 2 months from expiry of the period.
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@ For a product approved same as the medical device designated as the subject
of re-examination, report shall be made for the remainder of the
re-examination period which has already been specified.

annual

AIZAHAFZALY AFHA A 5) OHFS o2 2459 AFES 3213} | Article 9 (Reliability Inspection on PMS, Etc.) ) The KFDA Commissioner
71 93t #AIFFY 2 Aol APt At B 2AF 9 AE 3] | may conduct inspection for actual condition by a specialist or investigator
T Al BT zAe T 5} Alatol thsle] HEjFRALE & 4 Ut designated by the relevant civil servant or the KFDA Commissioner to
1. AAFolAY oln &5 ¥ AlFFxALe] HAHA investigate into the actual condition of PMS-related matters in order to check the
2. AlBF2ALE AAIE 7] digh 2= following matters:

1. Appropriateness of PMS which is being conducted or has already been

completed; and

2. Reliability on the investigation center which conducted PMS
@A HEzAE AASteE A I AL EE 7Y A7MA] SlE A | @ In the case that inspection for actual condition is enforced under Paragraph
A 2 AR} #AA )T AALA, AANZE HAAEAH 5S FH3SF| 1, the date, period, purpose, etc. of inspection shall be notified to the
ook kol s A=A L FAFAeE #A 7)He] G2 o] FZx3FooF | Manufacturer or Importer, and the centers concerned until 7 days before the date

gt

of inspection, and the Manufacturer,
concerned shall cooperate in this.

Importer and the Head of the centers
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Article 10 (Maintenance of Documents and Data, Etc.) The Manufacturer and
Importer shall keep record, documentation, and data of PMS, raw data,
Operating Standard Manual , PMS Plan, evaluation and analysis results of PMS,
etc., which have been prepared in the period of re-examination, for 2 years from
the date of completion of re-examination.
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Article 11 (Delivery of Information,
information not specified herein, protection of the reporter, etc.

Etc.) Any matters about delivery of
shall be under
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the Regulation for Management of Safety Information on Medical Devices
including Adverse Event Reporting, Etc(KFDA Notification).

AR2Z(ANAEZG) T3 - ot 5o = 9 #Agel] s 14, (EH%%‘ Article 12 (Time Limit of Re-examination) Under the "Regulations on Issue and
T A2483z )0 wet o] mAl iy $o] pFolt} dAdojle] W3 TS | Management of Instruction and the Established Rule Etc.; (Presidential
HES] o] mAe] HA| A T 2AZ dtofof = 73S 20121 89 | Instruction No. 248), the time limit to take measures of abolition, amendment,
2447HA = gt etc. of this Rule through examination of legal or current condition after issuing
this rule shall be by August 24, 2012.
3 ADDENDUM
o] 1AL 1AIS GFEH AP}, This notification shall take effect from the date of announcement
B F <A 2009-1415, 2009.8.24> ADDENDUM <No0.2009-141, August 24, 2009>

o] ILAl= LA S ‘é’PrH Al &) gkt This notification shall take effect from the date of announcement

B F<A2009-2023., 2009.12.22> ADDENDUM <No0.2009-202, December 22, 2009>
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This notification shall take effect from the date of announcement




