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| Abstract |

he development of new drugs and medical devices has been attributed to constant

innovation, and the medical device industry in particular is growing faster than the drug indus-
try. The medical device market in Korea is growing, with an average annual growth rate of 12.6%
from 2006 to 2008. The production amount of medical devices categorized as Class 3 or Class 4
increased more rapidly than Class 1 or Class 2 with an increase in portion size. Clinical trials are
a crucial process through which the safety and efficacy of medical devices is evaluated prior to
allowing them to be used by the public. Recently, the approval rate of clinical trials for medical
devices by the Korea Food & Drug Administration has increased, indicating that clinical trials that
could be scientifically feasible and ethically justified were planned. To satisfy the increasing need
for high quality clinical trials, a total of 6 medical device clinical trial center consortia have been
designated by the Ministry of Health & Welfare as of July 2010. Medical devices take significantly
less time to get to the market compared to drugs and there is much need for innovation.
Therefore, the clinical trial market for new medical devices is expected to grow faster than
previously forecast.
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Table 1. Classification of medical device [6]

Class Description

Example

Medical devices

Class 1 with minimal potential harm

Stethoscope (mechanical), Thermometer
(capillary, mercury), Centrifuge (tabletop)

Medical devices with low
Class 2 .
potential harm

Stethoscope (electronic), Thermometer
(electronic), Electroencephalograph, CT
system, Electrocardiographic analyzer

Medical devices with
Class 3 .
moderate potential harm

Bone absorptiometric ultrasound system,
Condom, Hemodialysis system,
Prosthesis vascular (peripheral)

Medical devices with high

Class 4 .
potential harm

Prosthesis vascular (central), Breast
prosthesis (internal, gel-filled), Orthopedic
fixation plate (biodegradable)

Table 2. Medical device market trend (3]

(unit: million won, %)

Year Average
2006 2007 2008 annual growth
ltem rate (06-08)
Production 1,949,159 (14.4)° 2,216,965 (13.7) 2,525,203 (13.9) 14.0
Export® 781,043 (9.1) 959,094 (22.8) 1,248,138 (30.1) 20.7
Import® 1,719,323 (11.2) 2,001,423 (16.4) 2,340,883

Trade balance 938,280 (13.0)

Marketsze® 2,887,438 (13.9)
Import 59.5% 61.4%
dependence

1,042,329 (11.1) 1,092,745 (4.8) -
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(
(17.0) 14.9
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3,259,294 (12.9) 3,617,948 (11.0) 12.6

64.7% -

@ amount (year-on-year rate, %)

% using standard annual average exchange rate of The Bank of Korea

9 calculated as Production-Export+ Import
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Table 3. Amount of manufactured medical devices according to class (3] Z|BAAGAA Ao 7 F7E Hke
(unit: million won, %)

% qlovk, ey - A AV Y
|

Yeer 2006 2007 2008 Eﬁ;?g:from ol A %Vb“] QX}E_% EEL/FE"O‘E
ltem 2007 (%) AEsof et
Class 1 370,642 (19.0? 421,248 (19.0) 478,914 (19.0) 13.7 %})E}/\] U% sg 0].7] %sﬁ/q‘:— o]
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Table 4. Authorized clinical trials for medical devices by the Korea Food &Drug Administ-

ration[7]
Year Applicants for clinical trial Approved (%)
2002 30 8(26.7)
2003 23 10 (43.5)
2004 25 13 (62.0)
2005 18 8 (44.4)
2006 33 14 (42.4)
2007 31 14 (45.2)
2008 4 25 (61.0)

Table 5. Clinical trials for medical devices conducted without authorization by the Korea
Food &Drug Administration [8]

Year Sponsor-initiated Investigator-initiated
2006 39 56
2007 46 82
2008 77 163

Table 6. Clinical trial centers for medical devices designated by the Ministry of Heal-

th&Welfare

Year Representative institution

Consortium institutions

2008 Samsung Medical Center

Seoul National University Dental Hospital,
Kyunghee University Medical Center,
Dankoouk University Hospital, Seoul
National University Hospital

2008 Severance Hospital

Ajou University Hospital, Inje University
Pusan Paik Hospital

2008

Yeungnam University
Medical Center

Asan Medical Center, Pusan National
University Hospital, Kyungpook Nation
University Hospital, Daegu Catholic
University Medical Center

2009 Korea University Guro Hospital

Catholic University Seoul St. Mary's
Hospital, Dongguk University llsan
Hospital, Gachon University Gil Hospital,
Inha University Hospital

2009 Hospital

Chonbuk National University

Chosun University Dental Hospital,
Presbyterian Medical Center

2010 Wonju Christian Hospital

Seoul National University Bundang
Hospital, Chungbuk National University
Hospital, Chung-Ang University Hospital
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