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Article 1 (Purpose) The purpose of this Rule is to make an administration proper 
as specifying the criteria and procedure for designation of orphan devices under  
Paragraph 1 of Article 8 of the Medical Device Act by  the Commissioner 
of Korea Food & Drug Administration(hereinafter the ‘KFDA Commissioner’) 
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Article 2 (Criteria for Designation) The criteria for designation of an orphan device 
are as mentioned below: 
1. The orphan device shall be used for the purposes of treatment or diagnosis of 
orphan diseases, of which the number of patients in nationwide(affected population) 
is 20,000 or less; 
2. The required number of cases for validating clinical efficacy shall not be enough; 
and 
3. It shall be recognized by the KFDA Commissioner that there is no proper therapy 
or diagnosis method, such as no alternative drug or medical device for the disease 
being present within the country, or it has specific value of utility for other 
purposes. 
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Article 3 (Application for Designation) The Manufacturer or Importer of the 
medical device that intends to be designated as an orphan device shall submit an 
application for designation of an Orphan Device with the Attached Form No. 1, 
together with the following documents to KFDA Commissioner : 
1. Data proving that it comes under the criteria for designation under Article 2 
herein; provided that in case of the end of Item 3 of Article 2 herein, data 
proving that it has specific efficacy and value of utility for its purposes;  
2. Data under Paragraph 1 of Article 4 of the Regulations for Product Classification of 
Medical Device and Class by Product (KFDA Notification) and 
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3. A written recommendation by the President of Korean Medical Association, the 
President of Korean Dental Association, the President of Association of Korean 
Oriental Medicine, the President of Korean Pharmaceutical Association, the President 
of Korean Hospital Association, or the chairmen of an academic society related 
with the disease for designation of an orphan Device in the Attached Form No.2 
provided that if there are documentary evidences demonstrating that it has been 
designated as an orphan device in a foreign country, those evidences may substitute 
for a written recommendation for designation of an orphan device.
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Article 4 (Review) If the KFDA Commissioner received an application for 
designation of an orphan device under Article 3 herein, the KFDA Commissioner shall 
judge whether or not it meets the criteria for designation under Article 2 herein. 
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If necessary in review mentioned in the above Paragraph 1, the KFDA 
Commissioner may get advices including investigation and review from relevant 
experts or the Medical Device Committee under Article 5 of the Medical Device 
Act (hereafter the "Act"). 
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Article 5 (Notification of Result) If it is deemed that it meets the criteria for 
designation of an orphan device are met as a result of review under Article 4 
herein, the KFDA Commissioner shall designate it as an orphan device with the 
relevant orphan disease, and notify the applicant of the result. 

6 ( ) 
.

1. 8
( )  

2. ‘
’

Article 6 (Observances) The manufacturer or importer of the medical device designated 
as an orphan device shall observe the following matters: 
1. Regulations for Re-examination of Medical Device (KFDA Notification if order of 
re-examination is given under Article 8 of the Act and 
2. The fact ‘This product is an Orphan Device and its clinical efficacy is being 
validated.’ shall be indicated in the package insert of medical device.
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Article 7 (Cancellation of Designation) The KFDA Commissioner may cancel the 
designation of the orphan device when the Medical Device designated as an orphan 



2009-218
(2009.12.22, )

Regulations for Designation of Orphan Device
KFDA Notification No. 2009-218

(Date : December 22, 2009)

1. 2
2. 5
3. 

device falls under one of the followings: 
1. If it does not conform to the criteria for designation of orphan devices under 
Article 2 herein;  
2. If it is used for any other purpose except the orphan diseases specified in 
Article 5 herein; and 
3. If it may damage to people’s health for other serious reasons

8 ( ) 
( 248 )

, 
2012 8 24 .

Article 8 (Time Limit of Re-examination) Under the Regulations on Issue and 
Management of Instruction and the Established Rule Etc. (Presidential Instruction 
No. 248), the time limit to take measures of abolition, amendment, etc. of this 
Rule through examination of legal or current condition after issuing this rule shall 
be by August 24, 2012.

< 2009-3 , 2008. 1.21> Addendum <No. 2009-3, January 21, 2008>

. This notice shall take effect from the date of notification.

< 2009-146 , 2009. 8.24> Addendum <No. 2009-146, August 24, 2009>

. This notice shall take effect from the date of notification.

< 2009-218 , 2009.12.22> Addendum<No. 2009-218, December 22, 2009>

. This notice shall take effect from the date of notification.


