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Regulations for Prior Review of Medical Device Advertisement
KFDA Notification No.2009-197
(Amended on December 22, 2009)
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Article 1 (Purpose) The purpose of these Regulations is to specify necessary criteria
and method for pre-examination of advertisement of Medical Devices, and matters
regarding the relevant procedures as provided in Article 23-2 of the Medical Device
Act(hereafter the "Act").
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Article 2 (Definition) The definitions of the terms used herein are as follows:
1. "Advertisement” means an activity that broadly informs consumers or
suggestions to them by the following means:

A. General daily newspapers and general weekly newspapers among newspapers
specified in Item 2 of Article 2 of the T Act on the Guarantee of Freedom and
Functions of Newspapers, etc  (the "Freedom of Newspaper Act"), magazines
specified in Item 3 of Article 2 of the Freedom of Newspaper Act, and Internet
newspaper specified in Item 5 of Article 2 of the Freedom of Newspaper Act;

B. Television broadcasting and radio broadcasting as provided in Item 1 of Article 2
of the TBroadcasting Act,

C. Internet provided in Item 2 of Article 2 of the "Enforcement Decree of the Act
on Fairness of Representation and Advertisement ; and

D. Other media or means similar to those set forth in Sub-item A or C above.

2. An "Examination Agency" means an organization which is entrusted with
pre-examination of  Advertisement by the KFDA Commissioner (hereafter
"Commissioner").
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Article 3 (Scope) @ These Regulations shall apply to Advertisement of Medical
Devices ("Medical Device Advertisement") by way of broadly informing consumers or
making suggestions to them.
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@ With respect to Medical Devices specifically used within medical institutions, an
Advertisement of such Medical Devices, to the extent that it is inserted in magazines
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or on the Internet and targets medical institutions and those who are engaged in
medical care, shall be excluded from pre-examination.
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Article 4 (Criteria for Examination) The criteria for pre-examination of Medical Device
Advertisement shall be as follows:
1. Such Advertisement shall comply with the provisions of Paragraph 2 of Article 23

2. THEA - FuoFAsd A HE,, "IE$9, 5 Fue #Ag@E | of the Act and Paragraph 1 of Article 29 of the Enforcement Regulations of the
W SF53 ook st} Act(hereafter "Enforcement Regulations");

3. ol&sty] . LuHlE EFolu fo]E A3t WEaA | 2. Such Advertisement shall comply with all laws and regulations related to
X d3do o} it} Advertisement such as the Fairness of Advertisement Act, the "Broadcasting Act; |,
etc.; and

3. Such Advertisement shall be clearly expressed with understandable and proper
sentences or terms.
AS5ZEAAAA) 957179 FarAAALgE wuxt 3= zH(o]F} | Article 5 (Application for Examination) When a person who desires to have
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Attached Form No.
documents:

1. 1 copy of product license (notification);

2. 1 copy of the content of the Medical Device Advertisement

3. 1 copy of product manual; and

4. Other necessary data for examination (only to the extent necessary)

1 (including electronic document) along with the following
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Article 6 (Examination and Notification of the Result) @ The Examination Agency
shall conduct pre-examination of Advertisement and notify the result thereof to the
Applicant in a document (including an electronic document) within 10 days (excluding
national holidays) from the date of receipt of the application for pre-examination of
Advertisement.
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@ The Examination Agency shall
examination.

prepare and keep the records upon every
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Article 7 (Re-examination) When the Applicant has objections against the examination
result under Article 6 herein, the Applicant may request re-examination within 1
month of having been notified of the examination result.
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Article 8 (Recommendation of Re-examination) If the Commissioner deems that the
content of the Advertisement examined under Article 6 or 7 herein does not meet the
criteria for examination set forth in Article 4 herein, the Commissioner may
recommend re-examination to the Examination Agency.
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Article 9 (Indication of Examination Result) If the examination result in respect of an
Advertisement is conforming, the fact that such Advertisement has been examined may
be indicated in such Advertisement.
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Article 10 (Examination Committee) ) The Examination Agency shall set up and
operate a Medical Device Advertisement Pre-examination Committee (hereafter
"Examination Committee") within the Examination Agency to conduct pre-examination
of Medical Device Advertisement in a fair and efficient manner.
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(® The Examination Committee shall be composed of up to 15 persons including the
chairman and vice-chairman, and committee members shall be appointed by the head
of the Examination Agency with the approval of the Commissioner among those
falling within one of the followings:

1. A person with extensive knowledge and experience in the fields of press,
medicine, Medical Devices and advertisement;

2. A person recommended by the head of a civic group or a Medical Device related
academic society or organization; and

3. A civil servant in charge of Medical Device related affairs.
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Zdr|te = g} years; provided, however, that the term of office of a member to fill the vacancy of
a predecessor shall be the remainder of the predecessor’s term of office.
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Agency, to members of the Examination Committee who attend a meeting of the
Examination Committee.

ANZFAYFFR) HdFFasE AA7A A3VZA1Tge] TFAd | Article 11 (Fees for Examination) Fees for examination shall be as provided in
93y, Paragraph 1 of Article 39 of the Enforcement Regulations.
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the business plan related to examination of Advertisement to the Commissioner at
least one (1) month prior to January 1 of each year.
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@The head of the Examination Agency shall report every examination result to the
Commissioner and the competent agency handling business license affairs or the
competent agency handling notification affairs in a document (including an electronic
document).
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Article 13 (Selection of Entrusted Examination Agency) The Commissioner shall select
an Examination Agency and entrust examination to such examination agency in
accordance with objective and fair evaluation criteria and public solicitation procedure.
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Article 14 (Detailed Rules) The head of the Examination Agency may separately
determine matters regarding the operation of the Examination Committee and other

MNFEAREE Ao 5dS wol w2 AT 4 gt necessary details for examination by obtaining approval from the Commissioner in
addition to those specified herein.
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gt ok = 7]3HE 2012 8¥ 2447tA&E 3o} Notification through examination of legal or current conditions after issuing this
notification shall be by August 24, 2012.
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These Regulations shall take effect from April 5, 2007.

-2 <A 2009-132%, 2009. 8.24>

ADDENDUM <No0.2009-132, August 24, 2009>
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This notification shall take effect from the date of notification.
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ADDENDUM <N0.2009-197, December 22, 2009>
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This notification shall take effect from the date of notification.




