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Chapter 1 General Provisions
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Article 1 (Purpose) The purpose of these Regulations is to specify details
necessary for review of technical documents, etc. for Medical Devices as provided
in Paragraph 7 of Article 6 of the
Article 5 and Paragraph 4 of Article 7 of the

Medical Device Act; .

"Medical Device Act; and Paragraph 5 of
"Enforcement Regulations of the
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Article 2 (Definition) The definitions of the terms used herein are as follows:

1. "Components" mean parts necessary to construct the main body of the Medical
Device.

2. "Test Specification" means test items, test standards and test methods, which are
established for safety and performance validation of the product.

3. "New Structure" means essentially different form, raw material or principle of
action from those of the Medical Devices which have already been licensed

(approved) or notified.

4. "New Performance”" means essentially different physiochemical functions from
those of the Medical Devices which have already been licensed (approved) or
notified.

5. "New Purpose of Use" means essentially different indications, efficacy and
effectiveness, etc. from those of the Medical Devices which have already been
licensed (approved) or notified.

6. "Newly Developed Medical Devices" mean Medical Devices to which both the
New Structure and New Performance are applied.

7. "Clinical Data" means Data regarding clinical trial records (SCI papers,




=877 7= %1 5 Al 28 73
21 o) okE ot A 1A A|2010-423
(2010.06.11, 7173)

Regulations for Reviewing Technical Document, etc. of Medical Device
KFDA Notification No.2010-42
(Amended on June 11, 2010)

AEEA T 71EH EA-olEE s oln s wrAYAIE 9 57]7]9] | literature, etc.) for the Medical Device which has already been licensed (approved)

AAAFH A #Ae AFSCI =&, ©d 5)E T @, A7]E | or notified, whose technical characteristics including raw material, structure,

AREShE o=V AS, A, AV EE 2 AXEY Y T2 U | performance, and purpose of use are identical to those of the Medical Device

bE 7 odn requested for review, except that in the case of electrically-driven Medical Devices,
raw materials, electrical network diagram, software, etc. may be different in part.

A3ZAANRE 5) O7lsEAd #I A5 A= AZX EE | Article 3 (Subject of Review, Etc.) D The subject of review of data regarding

THEEI/HRAAFIIE 2 thHE LA st JR77|7]E S Z | technical documents shall be Medical Devices for which product manufacture or

ghrt. product import license (including amended license) is intended to be obtained.

@A1g T e 4 39 o= stue 9= 957171 | @ For Medical Devices falling under one of the followings from among the

A - FEA #S AEE XS HALE wolol g Medical Devices of the above Paragraph 1, Data regarding safety and efficacy
shall be included in the review:

1. Az st o =57]7] 1. Medical Devices falling under New Structure;

2. A st =77 2. Medical Devices falling under New Performance;

3. AALEEAH ] dldstE =777 3. Medical Devices falling under New Purpose of Use;

4. Aol g 7]7] 4. Newly Developed Medical Devices;

5. olm] IR AY Alagk o]g57|7]ef HE1e "F8 7]&EH 5A"F | 5. Medical Devices having a serious influence on the safety and efficacy of the

R T= A 77t A}ol 3k Ao 2 (A7 A= X3} | product, whose "Major Technical Characteristics" mentioned in Attached Table 1

AFoIetAyd - FaAde Tt TS v = 577 are wholly or partially different from the Medical Devices that have already been

licensed (approved) or notified (also including change); and

6. T=8AA T AlBLoR RS WA= A9 5 A1EHEH | 6. Medical Devices for which the license conditions are changed from export to

A5 7A O S Gst= =7 7] 7] domestic sale, to the extent that such Medical Devices fall under Items 1 through
5 above.

A4ZAAE S A EFoFEokd A (el A A Frolgl b2 | Article 4 (Scope of Review) When the KFDA Commissioner  (hereafter the

Folg 7171 Al &lF=] , (o] "Al 3 F =] o]} sttt A7 A238e] wE | "Commissioner") received a Request for Review of  technical documents, etc. for

o877l 71EwAMS AAY Al "HdA B A el FthHE Al &2 | a Medical Device (hereafter a "Request for Review") as provided in Paragraph 2

Aole @3 AEY AXAAHELAAHE, FH5EFEW)E  wWE | of Article 7 of the Enforcement Regulations of the Medical Device
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Act (hereafter the "Enforcement Regulations"), a separate review shall be
conducted with respect to each manufacturer (importer) of the product and each
product item (model) thereof, in principle, and any product added after a Request
for Review is received shall be excluded from review; provided, however, that the
Same Product Group can be reviewed with one technical document.

AS5Z (LHALE) DA HA A ALgake
& A AKS)S = AT AIEC - IS0
Aoz

Article 5 (Generals) (D Terms, indication, symbol, etc., which are used in a
Request for Review, in principle, shall be in compliance with the Korean Industrial
Standards (KS) and international standards (IEC, ISO, etc.).
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@ A sample, which was submitted together with a Request for Review, shall not
be returned, except that upon a demand by the test requestor for return of a
sample, the sample shall be returned to the extent that such sample is still usable.

A2 AAAR

Chapter 2 Review Data
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Article 6 (Application for Review of Technical Documents, Etc.) The party who
desires to have technical documents, etc. reviewed for a Medical Device under
Article 7 of the Enforcement Regulations shall submit, to the Commissioner, a
copy of the Request for Review as per Attached Form No. 7 of the Enforcement
Regulations, and attached materials, etc. specified in Paragraph 2 of Article 7 of
the Enforcement Regulations, together with electronic recording media (e.g. CD,
diskette, etc.) made using a dedicated program as specified by the Commissioner.

A1z @FARY 27 @xﬂézoﬂ 2 7] %A
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Article 7 (Requirements for Attached Data) ) The requirements to be satisfied for
attached data required to apply for a review of technical documents, etc. for
Medical Devices under Article 6 are as follows:

1. Data regarding review of technical documents
A. Data regarding purpose of use

Data regarding principle of action, indications, efficacy and effectiveness, purpose
of use, etc. of the product
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B. Data regarding physiochemical properties

1) Physiochemical properties of the part of the Medical Device which is to contact
the human body or to be put into the human body, or to contact blood, fluid or
drug, etc. injected into the human body

2) In the case of Medical Devices using dental materials or polymer materials,
etc., data regarding physiochemical properties and safety including the chemical
structure of the raw materials, infrared absorption, UV absorption, atomic
absorption, melting point, boiling point, durability, hardness, color, eclute, surface
properties, etc. and

3) In the case of a Medical Device whose end product contains animal-derived
ingredients or animal-derived ingredients are used during production, data regarding

animal name, country of origin, age, part of use, process, ingredient name, etc.
C. Data regarding electromechanical safety

1) In the case of electrically-driven Medical Devices, data regarding test items, test
method, test conditions, reference values, test results, test facilities, test manager,
etc. as provided in the "Common Standards and Specifications for
Electromechanical Safety of Medical Devices; (KFDA Notification) and separately
established standards and specifications for each item, or equivalent or higher
international standards (IEC, ISO, etc.)

2) In the case of products equipped with software or software for independent use,
data including model or name, version, algorithm or structure, major function and
function display, operating environment, etc. of the software.

D. Data regarding biological safety

In the case of a Medical Device or its component(s), which is to contact the
human body or to be put into the body, or to contact blood, fluid or drug, etc.

injected into the human body, data regarding test items, test method, test
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conditions, reference values, test results, test facilities, test manager, ectc. as
provided in the "Common Standards and Specifications for Electromechanical
Safety of Medical Devices; (KFDA Notification) and separately established
standards and specifications for each item, or equivalent or higher international
standards (IEC, ISO, etc.); provided that in the case of Medical Devices using raw
materials with biological safety as notified by the Commissioner, it is not required
to submit biological safety related data, as long as (i) the analysis certificate, etc.
proving that the raw materials have been used, (ii) a raw material supply
certificate, and (iii) manufacturing process-related data proving that simple
mechanical processing has been done are attached.

E. Data regarding radiation safety

In the case of Medical Device using radiation or its Components requiring
radiation safety of the Medical Device such as exposure to radiation, etc., data
regarding test items, test method, test conditions, reference values, test results, test
facilities, test manager, etc., as tests conducted under international standards (IEC,
etc.) related with radiation safety

F. Data regarding electromagnetic interference (EMI)

In the case of the Medical Device requiring safety against EMI or its
Components, data regarding tests (including those additionally conducted for
Medical Devices under international standards by separate items) as provided in
the "Common Standards and Specifications for Electromagnetic Safety of Medical
Devices; (KFDA Notification), or equivalent or higher international standards (IEC,
etc.)

G. Data regarding performance

Data regarding tests including preclinical performance test such as function

intended by the product, performance, shelf life(available period), sterilization,
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animal experiment, etc.

H. One of the following data for Test Specification for confirmation of
performance and safety of the product and the grounds for establishment, and
actual measurement values

1) Domestic and foreign standards(KS, IEC, ISO, ASTM, etc.) necessary for
validation of performance or safety, which is intended by the product; provided
that if there is no specification, test specification and test method specified by the
manufacturer, and the supporting data thereof

2) Data regarding actual measurement values including the content mentioned in

Attached Table 3

3) Test Specification applied to the product for which the country of production
and manufacturing site are the same, the raw material is the same as that of the
product which has already been licensed (approved), and its performance is also
identical, and the supporting data thereof

2. Data regarding safety and efficacy review
A. Data regarding origin or grounds for discovery and development

Data which can demonstrate scientific appropriateness of the principle, use method,
manufacturing method, etc. used to develop the product

B. Data regarding stability

1) Data regarding overview, storage method, setting of shelf life, etc., as test
result of stability or durability (including matters of sequential changes in the
sterilized material for a sterilized Medical Device)

2) Data regarding test conditions, measurement items, and preservation period on
each test(long-term testing, accelerated test, stress test, etc.), as well as of test

method, test result, etc.
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C. Data regarding results of clinical trial

Data regarding testing for human beings in order to demonstrate safety and
efficacy of the Medical Devices used for clinical trial; except that for items of
Class 1 or 2, clinical data may instead be submitted .

1) Generals

Data regarding clinical trial record for the Medical Device, issued by the
director of the clinical trial institution approved by the Commissioner which
conducted the clinical trial in accordance with the clinical trial plan approved by
the Commissioner provided that such data shall include the followings:

A) Purpose of the clinical trial

B) Institution and its address

C) Name and position of manager, supervisor, investigators, and co-investigators
D) Test requestor and its address

E) Product name of the Medical Device subject to clinical trial, and the

manufacturing number, form, performance, specification, etc. thereof

F) Subject Diseases and indications

G) Period of the clinical trial

H) Method of the clinical trial

(1) Inclusion/exclusion criteria for subjects, the target number of subjects

(2) Operational method or instructions for use, and the grounds for establishment
(3) If the Medical Device for comparative testing is used, the reason for selection
(4) Combination therapy

(5) Observational items, measurement items, laboratory items, measurement criteria,

and test method

(6) Performance evaluation criteria, evaluation method, and interpretation method
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(statistics)
(7) Safety evaluation criteria including side effects and test method

I) Record of the clinical trial (The expected number of clinical cases, the actual
number of subjects, the number of completed cases, the number of dropouts, and
the reason shall be mentioned, and in this case, side effects by subjects, etc. shall
be included.)

J) Summary of case report

K) Other data necessary for confirmation of clinical trial record

2) The number of cases for the clinical trial

Data demonstrating that the number of cases for the clinical trial is decided in a
statistically proper manner in comprehensive consideration of the characteristics of
the Medical Device, clinical trial method, etc., such data being produced at two or
more clinical trial institutions per indication, in principle; provided, however, that if
it is difficult to actually secure the number of cases for the clinical trial due to
few cases of the disease symptoms occurring , data capable of proving this shall
be additionally attached.

(3) Evaluation of effective ratio

(A) Data demonstrating that the effective ratio of the Medical Device against the
disease symptom has clinically statistical significance based on medical principles;
if it is deemed appropriate, it can be recognized.

(B) If deemed necessary by the Commissioner for evaluation of effective ratio, a
request for review may be made to the Medical Device Committee.

D. Data regarding current status of foreign uses, etc.

Data regarding sale or licenses (approvals) in foreign countries, side effects
reported at use, grounds for product manufacture license, etc., and if not used in

the country of production, the reason therefore
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E. Data regarding comparative examination with domestic and foreign similar
products and characteristics of the Medical Device

Data Medical
structure, principle, purpose of use, use method, etc., as well as of performance

regarding comparative examination with similar Devices on

and characteristics unique to the Medical Device differentiated from other existing
Medical Devices
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@ Documentary evidence described in Sub-item C, Item 1, Paragraph 1 through
Sub-item A to C, Item 2, Paragraph 1 shall fall under one of the followings, and
among these, for test data, model and a list of raw materials shall be same as
those of the product applied for review of technical documents, and it shall be in
compliance with Attached Table 3; provided, however, that for test data, for which
3 years expired from the issue date as of the submission date, data demonstrating
that there is no change in the product after the issue date shall be additionally
submitted:

1. Test data issued by the testing laboratory registered in the KFDA;
2. Test data issued by the National Certification Body(NCB) under the IECEE
CB-Scheme, which is run by the International Electrotechnical Commission(IEC);

3. Good Laboratory Practice(GLP) data
laboratory under GLP of the Organization for the Economic Cooperation and
Development(OECD);

test issued by an authorized GLP

4. Data appearing in journals, which are registered in the Science Citation Index;

5. Data, which is issued by the director of the special agency and is deemed
appropriate through examination of the content (including overview of testing

facilities, major equipment, research personnel of the agency, investigator’s

experience, etc.) as tested at domestic and foreign special agencies including
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colleges or research institutes, etc.; provided that unless there is internally or

externally authorized test specification, data regarding safety and performance test
on design and development of the product, which was performed under the

manufacturer’s quality management system; and

6. Data (such as clinical trial results, etc.) submitted and evaluated as of the time
of the license (approval) being obtained in the country where the Medical Device
was developed, which data shall demonstrate that such data was received or
approved by the government of such country or the registration authorities to
which license (approval) affairs are delegated by such government.

A8EAAA R S WA 3o ir]7]= AT=A1ZA2Ee] HAFARE

A% o @,

Article 8 (Exemption of Review Data) For Orphan Medical Devices, the attached
data mentioned in Item 2 of Paragraph 1 of Article 7 herein shall not be required
to be submitted.

A3 AAFHA 24

Chapter 3 Preparation of a Request for Review
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Article 9 (Preparation of a Request for Review) 1 A  Request for Review under
the Attached Table 7 of the Enforcement Regulations shall be prepared as follows:

1. In the ‘Applicant’ field, the manufacturer (importer) and its representative shall
be described

2. In the ‘Manufacturing (Importing) Company’ field, trade name (business name),
business license number, and location shall be described, provided, however, that
the space may be left blank if there is no business license number

3. In the ‘Manufacturer (in case of subcontracting of all import or manufacturing
processes)’ field, both the manufacturer and the requestor for manufacture shall be
described provided, however, that if the manufacturer is the same as the requestor
for manufacture, only one of them may be described.

4. In the ‘Type of Request for Review’ field, safety and efficacy review and

technical documents review must be identified. Also, in the case of a review of
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amendment, safety and efficacy submission and technical documents submission

must be identified and

5. A ®E EFEqHe 7 FELA10FRFE A20Z27HA9] FAel | 5. In the ‘Items Requested for Review’ field, each item shall be described and
A3t 2 ste] HEslojof st} attached in compliance with the provisions of Articles 10 through 20 hereof.

@ A1 HEAm F TI AEFY EAAY HFEABSY LFEIL | @ If some of the attached data set forth in Article 7 above is unnecessary in
=483 45 AHTRE TAIA SR 7] A slofoF gt view of the characteristics of the product, the reason therefore shall be mentioned

in detail.
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(QFor foreign data, in principle, a Korean abstract containing a summary of major
contents, and the original, shall be attached, and the whole translation of such data
shall be required to be attached only to the extent necessary.
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Article 10 (Product Name) For product name, classification name and model name
shall be described as follows:

1. For product name, if matters specified in the Regulations on Classifications of
Medical Devices and Classes by product classifications as designated by the
Commissioner are satisfied , the classification name, classification code, and class
shall be described provided, however, that if the item name does not satisfy
the Regulations on Items of Medical Devices and Class by Product, the Request
for Review shall be filled in based on the result of examination as provided in

Paragraph 5 of Article 3 of Regulations for Approval, etc. of Medical Device;

2. For model name, the model name of the product subject to review shall be

mentioned; and

3. For a Combined Medical Device or a Complex Medical Device, the Request for
Review shall be filled out for each of the component Medical Devices thereof in
compliance with the provisions of the above Articles 1 and 2, based on the main
purpose of use and superior grades of each of such component Medical Devices
thereof.
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A1z @Y -72 9L AF) Y342 2 AFe v 4ol ue) | Article 11 (Appearance, Structure and Dimensions) The form, structure, and

71 A gkt dimensions shall be described as follows:

1. g3l AEFe MeE Egste 4 - Fx2-FHF 9 X 55| 1. Appearance, structure, weight, dimensions, etc. shall be mentioned including the

ZIAAF] Ag B BEd Afole JIFEAS 1AL, AF | summary of the product (if the product is of liquid or powder type, the external

AA 9 HEES AHsS Qe A9 ZeARS HdHESu. thRk, | feature shall be mentioned), and a clear- color picture shall be attached, which can

Ao MNee Dl AEFS NI Yot d83 A8 52 ¥ &38| | identify the whole product and its Components; provided that the summary of the

7] A gk et product shall include, among others, the principle applied for the development of
the product.

2. A7) - 71AA dElE ol&st= gmVI7Ie AfelE the ZF Hol | 2. For electromechanically-driven Medical Devices, the followings shall be

s Fote= W87 A gkt mentioned:

b @3 T2 AT 2 4 R Ul A. Appearance, structure, weight, dimensions, and function of each part;

v, ZE Qg B. Principle of operation;

L= S P s - | C. Electric rating;

gk, AAo gt HePA I HIAE D. Form and degree of protection against electric shock

Lol N e E. Apparatus for Safety

v, AE S = F. Block diagram; and

AR A7) - 7TAIA A S A1 e AR AV 2E(d Y, | G. Circuit diagram (power supply, mounting, etc.) or isolation diagram of the

TR T) B 1 7]4- A X (Isolation Diagram) insulation, which can demonstrate electromechanical safety

o, W AZEJO Fx T dads P F27]%, URh | H. Structure or algorithm, and major function of the equipped software, with the

Ak - 4 - B4 Goll AFEHA e WY AZEY A= A9 g exception of equipped software, which is not used for diagnosis, measurement, and

analysis

3. For Combined Medical Devices and Composite Medical Devices, a list of
Medical Devices shall be prepared, they shall be mentioned as provided in the
above Item 1 or 2.

Article 12 (Raw Material or Ingredient and Quantity) The raw material or




957]7] 71EEA 5 AAA #F3I A Regulations for Reviewing Technical Document, etc. of Medical Device

A F o) oFE A LAl A2010-425 KFDA Notification No.2010-42
(2010.06.11, 7H7) (Amended on June 11, 2010)
7t 5o et 7] A gk ingredient and quantity shall be mentioned as follows:
1. 958 == AFAAQAS ol gt 7] AAFe 1. Mentions for medical instruments or dental materials, etc.
7F AAA T2 v dol wet 7] A g A. Raw material, etc. shall be mentioned as shown in the following table:
dd 83 A5 = T4 H] 31 Serial No. | Name Raw Material Standard Remarks
k2 AR 0wk (A Z o] 7 or Ingredient (Contact to  the
w oHE B and Quantity human body and the
contact part)

HdAd = TE 9s5rvlE FAHseE HFEF 2 AIE¥E | B. In the ‘Name’ field, name shall be mentioned for each of the Components and
A&7 Al gt materials composing the Medical Device.

2 %< | C. In the ‘Raw Material or Ingredient and Quantity ‘ field, generic name and
A 59 AWk | chemical name of raw material, additives, or coloring agent, etc., which are used
S 7] A g to compose the end product, Component or material, shall be mentioned.
gt FAde = G W3 FAo] A= Aol FaEl FAKS, JIS, | D. In the ‘Standard’ field, as long as there is standard for the raw material, the
ASTM, IEC, ISO %)& 71AstaL, FZolle A% FAARES 3 2 |standard (KS, JIS, ASTM, IEC, ISO, etc.) shall be mentioned, and if there is no

1 55 WUl standard, quantity and mixing ratio of ingredients, etc. shall also mentioned.
u}, o] ¢f 3% o] HA7bE = 73 ol = 33l o] ¢kF 9] | E. If a drug is added, its name, ingredients, specification, and quantity shall be
WA AR 74 - 2SS UE A gEd £3o] 7]ASta. FEl | mentioned in compliance with the above Sub-item B or D, and the purpose of use
O] oFF- o] AFE&E A& w|argke] 7] A gt of the drug shall be mentioned in the ‘Remarks’ field.
2. A7) = 7A A sl tig 71 A ALE 2. Mentions for electrically or mechanically-driven devices, etc.
7h AAAE v 1] W&ol w7 A gk A. The raw material shall be mentioned as shown in the following table:

A i e A L2 +4 T H] 31 Serial | Compo Component Standard Quantity Remarks

Ho =13 T dAEY No. nent | Control No. or

Raw Material
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v, FEFg el @l FEFe W AS 7] A g B. In the ‘Component’ field, generic name of the Component shall be mentioned.
o}, FEEIAYNS e dAsEdo s I FEF el d% L= | C. In the ‘Component Control No. or Raw Material’ field, model or manufacturer
A Z3|AFA A #Elete WHE 52 71AElY YAEWS 7] A= | control no., etc. for the Component shall be mentioned, and if the raw material is
Ao AlzthEd F3ko] 7] A g, mentioned, Sub-item C of Item 1 shall be followed.
gt A o= Fa FEE sk 0] A H 5ol (KS, | D. In the ‘Standard’ field, if there is standard for the Component, the standard

2
&9 | (KS, JIS, ASTM, IEC, ISO, etc.) shall be mentioned; otherwise, characteristics
S 7] A S including performance of the Component shall be mentioned.
4 FEwe MeEri AT E. In the ‘Quantity’ field, quantity of each Component shall be mentioned.
= A EHAY AA FdstE g9 - Al = 9FE | F. For a Medical Device which is to contact the human body or to be inserted
S HEFsAY, gkFEel HUHEH= a7V HASdE A1 9 |into the human body, or to contact blood, fluid or drug, etc. injected into the
kg o] qtAgol whel 7] A & body, or to which a drug is added, the Request for Review shall be filled out in
accordance with the provision of each sub-item of the above Item 1.
Ab 985770 AZEY OV} FEAY Tdxmoz A 8" o= | G If software is embedded in the Medical Device or is independently used,
3 4 5S 7]A% Tt | model or name, version, operating environment, etc. shall be mentioned as
provided in Sub-item A.
3. 2877 2 BFFAHAREYVY Aede 7479 9m57]7I¥E | 3. For a Combined Medical Device or a Complex Medical Device, the Request for
3 E= A2z F=ske] 7] Al g Review shall be completed as provided in the above Item 1 or 2 by individual
Medical Devices.

A3 AZEH) Axde AR waEcpta 7|Asoh. ohuk | Article 13 (Manufacturing Method) The phrase ‘The manufacturing method of the
5 7t 3o dgste Agde sldArES st 7] A s manufacturer is followed’ shall be described provided, however, that upon one of
the followings, the relevant matter shall be additionally described :

1. 2o gr71e AzwHe A dayy - dazd 2@ X3 WH 5 | 1. In the case of manufacturing method of sterilized Medical Devices, sterilizing

method, sterilizing conditions, packing method, etc. and

2. HFAF] FEFUPAES FFAY AxAYd T SEFUAAHES [ 2. In the case of a Medical Device whose end product contains animal-derived
AFEEHE A FEo WA, 9k, A", AFEE-9, Hedd, AEY 5 | ingredients or uses animal-derived ingredients during production, data regarding

animal name, country of origin, age, part of use, process, ingredient name, etc.
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A4z KHes ¢
7] A gk}

AEEA) A L AEEAL

Article 14 (Performance and Purpose of Use) Performance and purpose of use

shall be mentioned as follows:

1. Ae&AEe 7154 543 A s)e 71

1. In the case of  performance, functional characteristics and

(performance) of the product shall be mentioned;

specification

2. The purpose of use shall be mentioned based on documentary evidence of the

disease symptoms, efficacy and effectiveness, or purpose of use which is intended

by the manufacturer and

2. AHEERE Azl ARG HEF, &% AW EE AHEEH
w3k AR w7 A g

3. 2R Ve A zztel elmrly] 2 z%E J171e gEE,
e E R R E %}e 2 AL R A2Ee

= o g7|71d
58 A s}

oo o

Aol wek g % AL

3. In the case of

a Combined Medical Device, the Request for Review shall

describe the performance and purpose of use as set forth in the above Items 1 and

2 for both each of the component Medical Devices thereof and such Combined

Medical Device. In the case of a Composite Medical Device, the Request for

Review shall describe, for each of the component Medical Devices thereof, the

performance and purpose of use as set forth in the above Items 1 and 2.

TR, =, AR, ARS o Bt g dy] WS 71 gk
53] AME A Edg gtelof e ASedE 1 ddxd 9 URe
ggsl ZIAsta,  fmv|7e AZES 7 WAHAY dEow
AHEEE Afde ZRade] Jess AT F de sEAxg

Article 15 (Operation Method or Instruction for Use) For operation method or use

method, the Request for Review shall describe preparations before use, operation

method, use method, keeping and control method after use.

Specifically,

if

sterilization prior to use is required, the sterilizing conditions and method shall be

exactly mentioned, and if software is embedded in the Medical Device or is

independently used, the Request for Review shall accurately describe the method of

using such function, together with a screen picture showing each function of the

program.

Alex  (EFGH) 877l ERGEdE HAEE &0 Az
= At Az A AR, Fde Aee

Axzdxgdepz 7)Ao

Article 16 (Packing Unit) For the packing unit of the Medical Device, the Request
for Review shall describe theminimum unit easy to handle, and shall mention

‘Internal Packing Unit’ in the case of manufacturing and ‘Manufacturer’s Packing

Unit’ in the case of imports.

AR (HE A FOAAG) LG A Fo e g 458 J|Aw,

Article 17 (Precautions for Use) The followings shall be mentioned with regard to
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precautions for use:

1. Indication of warning and age, gender, and physical condition for use in
consideration of characteristics of the Medical Device;

2. Precautions for use by specialist’s prescription, fatal side effects caused by

careless use, and cautions against accident;

3. Relevant cautions if necessary for prevention of negligent accident.

1. B3l AlFe 45 FA7] S8t 54 Aoy dE T #rt
2717191 Aol kAol BF @ F JrE FAFH

= ATEAIZARZ Y et
71 e 5 = 2R oste] 7] A g

Article 18 (Storage Method or Shelf Life) The Request for Review shall describe
storage method or shelf life , as follows:

1. For Medical Devices requiring control of specific storage or sterilization, etc. to
maintain the quality of the product, the Request for Review shall describe storage
method (storage conditions, etc.), so that safety can be secured.

2. If a shelf life(valid term) is specified, the Request for Review shall be
completed based on the data verified under Sub-item B, Item 2, Paragraph 1,
Article 7, or other recognized documentary evidence.

A9z N BFA) At B .
A7z we ARARE vlFew 9al AEe S weh wn 20
Jr7]7] ARFE FolN Bed AFPEe AAeiL, od we

B
-
A= 2 AR S VAR

QN
rlo
Eu)

[o
=)
fofs
2
k)
=
N
k)

2. AgqrAezE TR r77IEdd ) (A FFEerdA mA)ov
Tooldel FATFAJEC SO0 B)S HE&FE Afoe= Fd 749
BA s B HPdEsE VA4S, FEA R F83%% Agole wg
kag=

3.ARVES A AT] ARl VFe] HE VA 38 HAE
g es] ) Ajstefor s, A|FANTE % - FE T FHRAN JFS

Article 19 (Test Specification) Test Specification shall be mentioned as follows:

1. Based on the attachment specified in Article 7 herein, necessary test items shall
be selected among the test items for Medical Devices as mentioned in Attached
Table 2 according to the characteristics of the product, and relevant test standard
and test method shall be mentioned;

2. If the Medical Device Standard Specification; (KFDA Notification) or
equivalent or higher international standards (IEC - SO, etc.) are applied as Test
Specification, the Request for Review shall describe the title, number and year of
issue of the standards. The same is required when such specification or standards
are applied partially.

3. The test standard shall clearly mention the permissible range of reference

values, based on which acceptance/rejection of the test result is determined, and if
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W= ASde 1 271E WAgto]of gk, the test result is influenced by surrounding conditions such as temperature,
humidity, etc., the conditions shall be specified
4. AL HL Ao ma, AFAHE Hds| A& § JQEE FA 4, | 4. The test method shall be mentioned in a specific and summarized manner so
MEA o= 7)Aot that the test result can be exactly calculated according to the sequence;
5. 29577l 2 BTV AS 987]7] HAZA |5 In the case of a Combined Medical Device or a Composite Medical Device,
Hrlstejor &= BRI Zze] ogmr|v|E=E H@ristolof @ FE 9] | the Test Specification to be applied for the evaluation of the Combined Medical
Adrdes Ex2 A Device as a whole or the Composite Medical Device as a whole shall be
established separately from the Test Specification to be applied for the evaluation
of each of the component Medical Devices thereof.
A202 ClAAD) g577] Aol &7] -2 2 HEFA 7] A | Article 20 (Labeling) Matters that are required to be mentioned in the container,
Abehe HOA19ZFE A23F7EH] R A @A A262FE A28Z7FA] 2] | packing, and attached document of each Medical Device shall be as provided in
TR uEte, Al rE A27ERA1GA 105 WE RV 5A T | Articles 19 through 23 of the Act and Articles 26 through 28 of the Enforcement
ZlEAr B Abek2 Al19zxe wEl AR U&wk 7lA gkl thk | Regulations, and regarding matters of technical information including characteristics
2877 e HEIFAHAREVIVIY Agde 47t om7]7EE | of the Medical Device as specified in Item 10, Paragraph 1, Article 27 of the
7] A g, Enforcement Regulations, only the details specified in Article 19 herein shall be
mentioned; provided, however, that in the case of a Combined Medical Device or
a Complex Medical Device, such matters shall be mentioned for each of the
component Medical Devices thereof.
A1z (lEEA S HWAAAH  OA¥IrE A 729 w} 2 | Article 21 (Review in Respect of the Amendment of Technical Documents, etc.)
g7 7ew A T WA AAE wax b= A= WA Eo| wEl | D The party who desires to have a review conducted in respect of the
A9ZFE A20Z7A 2] 7FAS =83 AdFE WA #2735 A2 | amendment of technical documents, etc. for the Medical Device, etc. as provided
w2 AALY A E A ESte]oF gt in Article 7 of the Enforcement Regulations shall submit a  Request for Review
as per Attached Form No. 7 of the Enforcement Regulations in compliance with
the provisions of Articles 9 through 20 with respect to the amended items.
@A Aol gt WA A HF = AFE e 259t | @ In requesting a review in respect of the amendment under the above Paragraph

Fiass

1, the following attached documents shall be submitted :
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1. A+Fol9

2w E 2 1%
2. ATEANA FASE AR F AR F AR 13

1. Each one (1) copy of history of documentation and a comparison table for
changes

2. One (1) copy of documentary evidence regarding changes, which forms part of
the data specified in Article 7 herein;

3. olm] whgE Aldarz HA Ags A2le] 577 7|Ew AT AAAFEA T | 3. One (1) copy of notice of review result of technical documents, etc. for the
SAAM AL 15 Medical Device in the Attached Form No. 8 of the Enforcement Regulations,which
has already been issued; and
4. FES 7L AR (FEI7HE B AF ghgth 4. One (1) copy of the product license (only for products forwhich such product
license has been obtained)
@ A2gA2ze] MFTAFeold @ HAYH EE= v Fol wel 714 | @ Among documents mentioned in the above Item 2 of Paragraph 2, history of
Ela= documentation and change comparison sheet shall be mentioned as shown in the
1. A¥oly following:
oy 7] 5 A L X357} Fam A& 1. History of documentation
HS AW E A2t =AHE oA Serial Technical Documents Product License Major
1 Az = No. Document Date Document Date Amendment
No. No.
1 Initial
2. MAUH &
Rk T EEE A% | waAw
2. Change Comparison Sheet
No. Item Before After Reason for change
change change
A47 1= Chapter 4 Supplementary Provisions
A2z AEY HYg) OAFHY T Ak Ho] A A3 | Article 22 (Data Supplementation) (D If, during a review of technical documents
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AEwAPAI e e AAFH ArEel we J&EA 5 ARel
A F e ZEe] om shtdl aAFse A7t g A
ot AgEe TALOE WAse] Ao nEe aTFFS

A3 ohse 4%

or other data under Article 7 of the Enforcement Regulations, data fall under one
of the followings, the Commissioner or the director of the technical document
review agency designated by the Commissioner may, by specifically stating the

necessary measures, demand the applicant for review to supplement such data :

1. If the details described in the Request for Review do not comply with the

above Chapter 3;
2. If the kind or scope of attached data or requirements with respect to attached
data do not comply with the provisions of Articles 6 and 7 herein; or

3. If it is that data,

appropriateness of the review, in addition to Item 1 or 2 above.

deemed additional etc. are necessary to ensure the

@ Data supplementation mentioned in the above Paragraph 1, in principle, shall be
limited to one (1) time, and the supplementary period shall be 30 days. If the data
required to be supplemented during such period is not submitted, the review
applicant may be requested again to supplement the data with 10 days; provided,
however, that if the applicant makes a request for extension of time by specifying
the period for supplementation, the period to be given to the review applicant may

be decided in consideration of such request.

2 ARARe FF, W9 E: 27 Sol Aex @ A7EY FAol

Ao obishi 41

3 A1E EE A2E 9ol A HFS Jles) sl Bus Fxw

Sol Basttin AYHE 43

Ao FAA @ Ame] weLlsE s, wesHe 309

JNE Bha o] /17t Wel 4B/ AEHA oh @Al E 109 o

ngEs E5¥ 4 Ak o, AAeHde] Jke Balshel

NHAFE 9HE A 1 ARE Lelste] /e 4T & ek
oy wi Aopggel A4F AEEANANR FE AR

A F mE AAER e 45 on shel  slPetkol

A - FEAC] AHHA o A= 1 AFE PAS

AL B AN A W E S Ak

Lo A2Ge] mhE 557170 e AR AFHA obUE AS

2. AIFel mE RgdE BFHm A A4 gl A3l

AgelA ofug 44

(@ If safety and efficacy are not recognized as  falling under one of the
followings during, or as a result of, review, the Commissioner or the director of
the technical document review agency designated by the Commissioner may reject
the supplementation of data by specifying the grounds for such rejection to the

applicant for review:

1. If data are not submitted in the request period specified in the above Paragraph
2;

2. If the Request for Review remains unsuitable for the above Chapter 3, despite
supplementation made under the above Paragraph 1; or
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Zz2 Wo

3. ARARe] F W9 we A ek

U g 44

a3 To] Aex H#

A 72

3. If the kind or scope of attached data or requirements with respect to attached

data do not comply with the provisions of Articles 6 and 7 herein; and

A3z A
28979

o
7
golgo) AEewe 5 gk

ﬁ

Article 23 (Advice, Etc.) O The Commissioner may get advice from the Medical
Device Committee and the Medical Device Safety and Efficacy Review Council, if
necessary for review of technical documents, etc. for Medical Devices, etc.

@ A7E gz7)7le g HAg A o]Fojd 4 Q%S | (@ The Commissioner of KFDA can issue a technical guide for relevant evaluation
Aok e #H JUF Ve AIAE S F ¢ Aok to ensure the appropriateness of the review of newly developed Medical Devices.

A24z(AAE7] 8 r&d - darse w2 Ao B3 | Article 24 (Time Limit of Re-examination) Under the "Regulations on Issue and
TFAMETREH A248%F), ol wa} o] Al wH  Fo] WH o]} | Management of Instruction and the Established Rule Etc.; (Presidential Instruction
daogde] W3 52 HESS o A HXAK, MA S ZFAE | No. 248), the time limit for taking measures of abolition, amendment, etc. of this
stofof sk 7]k 2013 69 3UVFAR g} Notification through examination of legal or current conditions after issuing this

notification shall be by June 3, 2013

Z <2005.3.2>

4z

ADDENDUM <March 2, 2005>

O (A#L) of A=A FHEH AP

D (Effective Date) This notification shall take effect from the date of notification.

2

Ag=&7 7%

@ (2 1A #HA\) o] FAHL Ay FA

=
Al Akl et spA Ao Rk Al Al2000-685) B
ugTotdd - FRAMA BF A EF I A

A12001-65% )2 ¥ A 3T},

@ (Nullification of Other Notifications) At the same time with enforcement of the
Regulations, the Regulations on Review of the Criteria for Medical Instruments and
Testing Method(KFDA Notification No. 2000-68) and the Regulations on Review
of Medical Instruments Safety and Efficacy(KFDA Notification No. 2001-65) shall
be nullified.

ADDENDUM <October 24, 2005>

(D (Effective Date) This notification shall take effect from the date of notification.

7 2 <2005.10.24>
O (AN &AY) o] AA=ILAG FHE] A3}
@ (A=A o A AHGA FHe o577 TledAs AA
w3 gt ofste]l AAF o E vledAe T dAgFAC oA

A AT

@ (Interim Measures) Technical documents, which, as of the effective date
hereof, were requested for review under the existing Regulations on Review of
Etc. of Medical shall

existing notification and regulations.

Technical Documents, Devices, be reviewed under the

1z

Z <2006.5.17>

ADDENDUM <May 17, 2006>
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(D (Effective Date) This notification shall take effect from the date of notification.

O A#L) of LA =2 FHH AP

- 2 <2007. 1. 10.>

ADDENDUM <January 10, 2007>

D ABY) o] WAELAG SRE AGdch & ATE AIE 5
@A %22007. 10. 1HE ANsa, vk Agshhgel @ Age
AR mA B el AR el BE FE AEHA

e Al

=t

(D (Effective Date) This Notification shall take effect from the date of notification;
provided that sub-item C-(2), Item 1, Article 7 herein shall take effect from
October 1, 2007, and matters of electromagnetic susceptibility in sub-item F shall
be enforced under the "Common Standards and Specifications on Electromagnetic
Safety of Medical Devices", which is to be separately enacted and notified.

5 7 <2007. 7. 20> ADDENDUM <July 20, 2007>
O ANFY) o mAEAI FEEH  AgIch @ A3x289] | D (Effective Date) This notification shall take effect from the date of notification,
"dgElol H"= 2008 1€ 1€H-H AlsghTy. with the exception that "Clinical Data" mentioned in Paragraph 2 of Article 3

herein shall take effect from January 1, 2008.

2 ] <2008. 1. 31.> ADDENDUM <January 31, 2008>
O (A8 Y) o] TA=TAS SHE Al g (D (Effective Date) This notification shall take effect from the date of notification.
2 Z <2009. 10. 30.> ADDENDUM <October 30, 2009>
o] A= AAG FHEH Al g} This notification shall take effect from the date of notification.
B ) <2009. 12. 30> ADDENDUM <December 30, 2009>
o] A= AAF ERE Al This notification shall take effect from the date of notification.
7 F <2010. 6. 11.> ADDENDUM <June 11, 2010>

AzAFY) o] TAIE LASH GEE Al &gt

Article 1(Effective Date) This notification shall take effect from the date of
notification.

A2z gel) of 1A Ad FA ou] HFE 8717 AXRGDES
AN L WAHANGA, dmA7 ANEEA 5 AAdHAE ol

TAJe] wE T}

Article 2 (Applicable Examples) An application for product manufacture (import)

license, an application for amended Review of
for Medical

received as of the effective date hereof, shall be subject to

license, or a Request for

technical documents, etc. Devices, etc., which has already been

this Notification.




