	Regulation on Prior Review of Advertisement on Medical Device 
Ministry of Food and Drug Safety Notification

(No. 2016-151, December 28, 2016)

	Article 1 (Purpose) The purpose of this Regulation is to set forth matters related to the criteria, methods and procedures for prior reviews of advertisement on medical devices pursuant to Article 25 of Medical Device Act (hereafter referred to as "the Act").

	Article 2 (Advertisement Subject to Review, Etc.) (1) The advertising media or vehicles provided by each of the following Subparagraphs are subject to review pursuant to Article 25 Paragraph (1), .

	1. Among the newspapers provided by the ‘Act on Promotion of Newspapers, Etc.’, general daily newspapers and general weekly newspapers provided by Article 2 Subparagraph 1, online newspapers provided by  Subparagraph 2, and magazines provided by Article 2 Subparagraph 1 Item A of the ’Act on Promotion of Periodicals Including Magazines, Etc.’

	2. Television broadcasting and radio broadcasting provided by Article 2 Paragraph (1) of the ‘Broadcasting Act’

	3. Internet provided by Article 2 Subparagraph 2 of the Enforcement Decree of the ‘Act on Fair Labeling and Advertisement’

	(2) Notwithstanding Paragraph (1), a party seeking a review of advertisement on medical devices (hereinafter referred to as "applicant”) may advertise on a medical device without a prior review if the case applies to each following Subparagraph. 

	1. Advertisement on a newspaper or magazine conducted for the purpose of delivering professional information to medical professionals provided by Article 2 of the ‘Medical Service Act’, medical institutions provided by Article 3 of the same Act, or medical technicians, medical recorders, or opticians provided by Article 1 of the ‘Act on Medical Technicians, Etc.’ 

	2. Advertisement on internet for the purpose of delivering professional information to limited members of the healthcare professionals provided by Subparagraph 1

	3. Advertisement limited to delivering information on the approved, certified, or reported elements of an approved medical device under Article 6 Paragraph (2) or Article 15 Paragraph (2) of the Act (product name, appearance and structure, raw materials, manufacturing methods, purpose of use, indication for use, cautions during use, packing unit, storage conditions and expiry date of use, test specifications, information on manufacturer/importer, conditions for approval, and remarks)

	4. Foreign-language advertisement on a medical device approved, certified, or reported for export only

	5. Foreign-language advertisement same as the contents reviewed previously

	6. Among the advertisements on medical devices used by healthcare professionals, etc. only as provided by Subparagraph 1, certain medical devices designated by the Minister of Food and Drug Safety when advertised by the manufacturers/importers on their approved, certified or reported devices at their corporate homepages, internet café or blogs

	(3) Notwithstanding Paragraph (1) or Paragraph (2), a person may ask for a review on the contents of an advertisement posted through media or vehicles that are not mentioned explicitly in Paragraph (1) or on the contents not obligated to a prior review pursuant to Paragraph (2). In the case, the procedures for a review application shall follow Article 5.

	Article 3 (Scope) Deleted <August 29, 2011>

	

	Article 4 (Criteria for Review) The criteria for the prior review of advertisements on medical devices are as each of the following Subparagraphs.

	1. An advertisement shall meet with Article 24 Paragraph (2) of the Act and Article 45 Paragraph (1) of the Enforcement Regulation of the Act .

	2. An advertisement shall meet  with laws and regulations relevant to advertisement, such as, ‘Act on Fair Presentation and Advertisement’, ‘Broadcasting Act’, etc.

	3. An advertisement shall use correct sentences and terms written against standard grammars and shall be easily understandable to lay persons.

	Article 5 (Application for Review) An applicant shall submit to the review organization an application for review prepared in  the Attached Form No.1 (including the application form in electronic document) together with the following documents.

	1. Deleted <August 21, 2012>

	2. A copy of the advertising contents on medical device

	3. Instructions for use (only if necessary) 

	4.. Deleted

	(2) If necessary, an applicant may submit additional information to support the contents of the advertisement.

	Article 6 (Review and Notice of Result) (1) Upon receipt of an application filed according to Article 5, the review organization shall proceed to a review by the Committee for Prior Review of Advertisement on Medical Device (hereinafter referred to as the Review Committee’) and shall inform the applicant of a result in a document (including electronic documents) within ten (10) days of the submission date. Provided that if a result may not be delivered within such timeframe because there are some unavoidable reasons, the reasons for delay and an expected date of completion shall be informed to the applicant.  

	(2) Among the advertisements that completed the review by the review organization according to Paragraph 1, the review committee shall assign an advertisement appropriate to the criteria of Article 4 a unique review number and the mark of advertisement review completion according to the Attached Table No.2 and then shall inform the applicant of such result.

	(3) The review organization shall document all review meetings and retain such records. 

	Article 7 (Re-Review) (1) If an application has objection to the result of a review informed pursuant to Article 6, the applicant may apply for a re-review within one (1) month from the date of receipt of the result by submitting to the review organization an application for appellate explaining purpose and reasons in the Attached Form No.1.

	(2) Upon receipt of an application for a re-review pursuant to Paragraph (1), the review organization shall review it according to Article 6 Paragraph (1) and then shall inform the applicant of a result within ten (10) days of the submission date.

	(3) If the Minister of Food and Drug Safety determines that a review result does not meet with review criteria under Article 4, the Minister may request the review organization for a re-review. In the case, the review organization must re-review the case unless there are special reasons not to do so.

	Article 8 (Change of Reviewed Contents) (1) A party that intends to change the contents of an advertisement already reviewed under Article 5 shall pursue a new review of the changed contents. Provided that, such changes or deletions in wording, changes in layouts of the already reviewed contents, or changes of approved/certified/reported labels are made to the changes in product approvals/certifications/reports, such changes are allowed to advertisement without a prior review but only within the scope of the contents already reviewed.  


	(2) Notwithstanding the proviso to Paragraph (1), if a person wants to pursue a review, the applicant may request a review to the review organization. In the case, the procedures for a review application shall follow Article 5.

	Article 9 (Presentation of Review Result) (1) An advertisement that completed a review pursuant to Articles 5 through 8 shall present such fact on the advertising material in one of the following manners provided by Subparagraphs below for evidence of the review completed. Provided that, radio broadcasting under Article 2 Paragraph (1) Subparagraph 2 may not apply.

	1. A review number as per Article 6 Paragraph (2)

	2. The marking of advertisement review completion pursuant to Article 6 Paragraph (2)

	(2) Notwithstanding Paragraph (1), an advertisement broadcasted on television pursuant to Article 2 Paragraph (1) Subparagraph 2 shall have the review number as per Paragraph (1) Subparagraph 1 in a manner easily noticeable by consumers and shall present it to the television screen. 

	Article 10 (Review Committee) (1) The review organization shall establish/operate a review committee to review advertisements on medical devices.

	② The review committee shall consists of not less than 10 persons and up to 20 persons including chairperson and vice-chair. The members of the committee shall be appointed by the head of the review organization after approval of the Minister of Food and Drug Safety and shall meet with each of the Subparagraphs.

	1. A person of extensive knowledge and experiences in the areas of press, law, medical service, medical devices and advertisement

	2. A person recommended by the head of a civil organization or an academic society or organization related to medical devices

	3. A government official working in the area of medical devices

	(3) If necessary, the review committee may establish and operate sub-committees or may invite experts in relevant areas to the committee to hear opinions.
 

	④ A matter deliberated and decided by a sub-committee shall be deemed to have been deliberated and decided by the committee, unless the chairperson admits during a review meeting a need for re-review.  

	((5) A term of office for a committee member is one (1) year, and a person may serve up to two terms consecutively.

	 (6) In accordance with rules set by the review organization, allowances and travel costs may be provided to the members of the review committee who attended review meetings.

	Article 11 (Review Fee) Deleted

	Article 12 (Reports) (1) The head of the review organization shall submit to the Minister of Food and Drug Safety a work plan for advertisement review until one month before a calendar year begins .

	(2) The head of the review organization shall inform a result of review to the Minister of Food and Drug Safety and competent business licensing or reporting authorities in document (including electronic documents).

	Article 13 (Selection of Contract Organization) The Minister of Food and Drug Safety shall select and contract with a review organization through open bidding procedures in accordance with objective and fair evaluation standards.

	Article 14 (Detailed Rules) For other matters necessary to operation of the review committee and conduct of review but not provided in this Regulation, the head of the review organization may set forth further details after approval by the Minister of Food and Drug Safety.

	Article 15 (Re-review of Regulation) Pursuant to Article 8 of the Framework Act on Administrative Regulation and the Regulation on Issuance and Management of Instructions and Established Rules, Etc. (Presidential Instructions No.334), this Regulation shall be reviewed to determine its validity and to take actions for improvement, etc. every three (3) years from January 1, 2014 (meaning by December 31 of every third years) 

	ADDENDUM <No.2015-100, December 23, 2015>

	Article 1 (Effective Date) This Public Notification shall take effect six (6) months after the date of public announcement.

	

	

	

	

	ADDENDUM <No.2016-151, December 28, 2016>

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

	Article 2 (Examples of Application on Prior Applications of Medical Device Advertisement, Etc.) The amendments in Article 2, Article 4, Article 5, and Article 8 shall apply from the first application submitted after the enforcement of this Public Notification for a prior review (review/re-review)  of advertising materials on medical devices.

	Article 3 (Transitional Measures for Applications for Prior Review of Advertising Materials on Medical Devices, Etc.) The previous Regulation shall apply to the Applications for Prior Review (review/re-review) of Advertising Materials on Medical Devices that was already submitted as of the date of enforcement of this Public Notification.

	Article 4 (Transitional Measures on Presentation of Review Result) Notwithstanding the revision in Article 9, the previous Regulation shall apply to the advertising materials that submitted applications for review under the previous Regulation and that already received review results as of the date of enforcement of this Public Notification.

	Article 5 (Transitional Measures on the Members of the Review Committee) The members of the Review Committee who had been appointed under the previous Regulation and who were in office as of the date of enforcement of this Public Notification and shall be deemed to have been appointed pursuant to this Regulation.
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