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ofF = oMM MLt AT ~ 9ofF BAE IOGHIHE SHE -

28 AHFAAZANAE HshTAFe] Al
1 olof] B AYS FANEE AT

oa7A FFAsE 2018WE 7|F22 1,41970] QA mafj+
A AFolFol gt 242 1,51970] AUt Fofl A=ol ZHH A
A F 6714 ool A7H AL 9987 LR HIEHLEE= 65% FLo|
o, BatAQl A77HE 5.470€olqih. HeA] FoidRE B om
H], Qg2 5o] FLAL7E 7P WA FA5Y] RES AA st
AUt 20184 7Ieo g A Hof SRERE AgH A
o] Hl#sto] g H|e} Sgfdo] WHARE, AFARE
=, F5da0] & HES AP gmH|% gudS AFHse 2}
ookt A 5Azke] BARE wofA] A%, A, g9
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¥ 4375 L A4 AFAH 9 A5 AFAe e 2k

(H 3-6) 2014~2018H RAE Hiai+A 41 I XMz

(Tt )

A 2014 2015 2016 2017 2018

AFAS 1,412 1,666 1,843 1,491 1,419

1,400 1,610 1,754 1,607 1,619

EZ| X2 1,204 1,279 1,340 1,305 1,263
bS] 0jx|2 192 221 a1 298 250

Z 7|Ef 4 10 3 4 6

& — A% 856 915 1,182 1,113 998

Hig 61.9% 60.6% 67.4% 69.3% 65.7%
el & M 922 978 1,067 951 851
X{2|7|Zh** 5.7 5.6 5.3 5.3 5.4
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9| = HJ 1,221 1,341 1,595 1,289 1,246
- olzH 1,290 1,428 1,693 1,354 1,311
- Mootz 95 109 11 17 87
T Hojorygez 12 7 8 9 2
- LB a1 37 56 46 33
o EELINE 65 61 71 57 67
2] 103 100 128 102 101
*7He] Hol 012 RO FRE YPE 4 US
£x: PMDA, rzFEiZSO?#EF%?%#E:u p.5
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s A= Xgad | A= | XEad | A | XSS
o|ZH| 1.108 | 123,987 | 1.146 | 118,235 | 1,190 & 136,997
(] =B 1,151 | 95457 | 1,220 | 112,040 | 1,269 | 120,109
oA 37 943,939 47 11,002,305 | 53 | 1,082,599
ZoHorAZ = 2 38,965 8 43,675 6 42,153
i =1 31 585,626 23 580,934 31 607,497
[SESSTIN= 45 310,806 32 218,891 38 263,243
Z2|H] 72 14,507 53 10,822 73 14,944
A 2,446 | 2,113,286 | 2,529 | 2,086,902 | 2,660 | 2,267,542
o 20174 20184
T Fars NEEL Fals WNEEE!
O|ZH| 1,178 118,173 1,156 117,788
O|FEh 1,240 109,652 1,206 110,214
HoAZ 45 1,156,818 35 1,194,996
ootz 4 35,676 2 32,673
REAF 36 642,861 27 642,762
RELYAZ 38 272,887 35 252,050
e[| 75 15,415 62 12,742
A 2,616 2,351,545 2,523 2,353,225
T 2%E Yl S XFBH 24011, XZ3A2 A L ASKZAHY St
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H3-11) 2014~20189k 28 L&z HAsAH

A= 2014 2015 2016 2017 2018

-
HI

si7tolor=

. 3,852* | 3841 | 4193 | 4116 | 4,179

(692%) | (688H) | (693EH) | (679%H) | (680%H)

(L_H:IXI. A)
OF=L M| R T OH 2| E 6 5 5 5 4
KX - T HRHEEAL 2) | (5,658E) | (5,439F) | (4,974H) | (4,638) | (4,2733)
A 3,857 3,847 4,198 4,120 4,184
=28 0.27/1000/0.27/1000|0.27/1000/0.27/1000/0.27/1000
* ZEEZOHO 7|REHQ| 0|2 HISRBI0] X[ SS9 XI0|7F QIS 4 QIS
** 20143 O|M0ll= 2UE MZ- TIPS 20|5tH 2015HE 0|2 S{7tUE M= - HONSEAL
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Executive Summary

Executive Summary

A Study on the Improvement of Drug-Related
Injury Relief System

- Focus on the Relief System for Adverse Drug Reaction -

Eui-Kwan, Hwang

Recently, there have been a number of accidents and injuries
related to the use of drug, such as incidents of carcinogens
detected in Valsartan drug substance for hypertension, but the
relief for this is not sufficient. Drugs have a large information
asymmetry between business and consumers, and when drug-
related injury occurs, it is difficult to prove the reasons for
the remedy such as causality between drugs and injuries,
intention and negligence of drug manufacturers. For this
reason, the relief system for adverse drug reaction has been
in effect since 2014, reflecting the characteristics of drug
damage remedy, but several limitations have been pointed

out.

Recently, with regard to the relief system for adverse drug
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reaction, there is a need to improve the legislation and system
regarding the appeal procedure for applicant of relief benefits,
the designation of applicable medicines for relief system, the
types of relief benefits, and the method of calculating the
levy. In this regard, this study research and analyzes the
current status and problems of drug-related injury remedy
system, focusing on the relief system for adverse drug
reaction. And through comparative law study regarding the
relief system for adverse drug reaction in major countries,
this study proposes the legislative improvements for enhancing
the efficiency of the relief system for adverse drug reaction
and extending the area of drug consumer’s right.

Chapter 1 is an introductory section that contains the
background and purpose of the study. Chapter 2 deals with
the current situation of the Korean drug-related injury relief
system. The general system that can be used in case of injury
caused by drug is examined, and the characteristics of loss
compensation based on the strict liability of the relief system
for adverse drug reaction are analyzed. In addition, the
current status of the relief system for adverse drug reaction,
including the operate system, applicable case for relief,
coverage and procedures of that system, would be reviewed.
Chapter 3 carries out comparative law study to research and
analyze the relief system for adverse drug reaction in major
countries. Focusing on ‘the operate system and organization

of relief’, ‘the object and scope of injury relief, and ‘the



Executive Summary

method of financing the relief system’, this study is to
research and analyze the relief system for adverse drug
reaction in Japan and Taiwan. And with comparing these
countries’ system with Korean system, this study draws legal
policy implications. Chapter 4 deals with the problems and
ways to improve the relief system for adverse drug reaction.
Problems are identified based on the results derived from the
analysis of existing literature and comparative study. The
legislative improvement measures in order for extending the
medicine consumer rights include ‘guaranteing the applicant's
right to appeal the decision concerning whether to pay relief
benefits or not’, ‘diversification of the method of payment of
relief benefits’, ‘legalization of core concepts such as proper
usage and adverse reaction’, etc. As for the financing of the
relief system for adverse drug reaction, the legal issues related
to the relief contribution are examined, and the introduction
of the reserve system for relief benefits payment in the future
is also suggested to make the financial fundament of the relief
system stable. The last chapter 5 conclude with a summary of
the study and deals with the implications and limitations of

the study.
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