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EMA + OIE (Office International des Epizooties)-World
Organization on Animal Health oA A3t g Ao] Fn=
A AH e ZAS FHAE st vt

OIE = BSE 9% %] uwe} Negligible BSE Risk =7}
(Category A) % Controlled BSE Risk =7} (Category B),
Undetermined BSE Risk =7} (Category CO)& F-&3stal Ut
Category A % B 9 £3l= 71 9AHA=E gt 49
ER499=4d F9E AAE 45, BSE #1F°] v I=
Ao met Holdde 2 A~3EW= X9 Category A o,
dEd=e} gAd= A9 Category B ol E/FET}.

(%Fa1: List of Member Countries with a BSE risk status.

http://www.oie.int/animal-health—in—the-world/official—

disease-status/bse/list-of-bse-risk-status/)
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http://www.oie.int/animal-health-in-the-world/official-disease-status/bse/list-of-bse-risk-status/
http://www.oie.int/animal-health-in-the-world/official-disease-status/bse/list-of-bse-risk-status/
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o}z xe 4 2 ] 2ol A TR
CID A dgxtgolH, 2015 dol &= P =
SATE ATAQ AMEES Q1T NE Y 0.01 ¥ o]t

Table 1 — Distribution of vCJD Confirmed Cases in the
EU/EEA from 2011 to 2015

Country 2011 | 2012 2013 | 2014 | 2015
France 1 1 0 0 0
Romania |0 0 0 1 0
UK 2 0 1 0 0
EU/EEA |3 1 1 1 0

}1\_]_,

d= R BolduWEa & fejEdoldt stieke Y BSE
= o =

49 7 o)Fold A4 BSE 913 flo] fokE 5 Alxol
AH87Fsete®, BSE WY A 8319 943t 5 A
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T3 (AFA SR E A A] A 2018-133 %, 2018.06.29)
http://www.law.go.kr/LSW/admRulSc.do?tabMenuld=tab107 &
query=%ED%86%B5%ED%95%A9%EA%B3%B5%EA%B3%A
O#liBgcolorl

Bebd BSE S Eele] me 24 ¢k, 29 1 23S
(BSE)#d ofofis b T (=9 87]714Hd 9 3]
SAALED)
http://kmdia.or.kr/board/Board_10V.asp?mode=VIEW&bid=n
otice&bidsrl=2&bidssrl=&pageno=1&maxdisp=20&searchfiel
d=&searchvalue=%EC%86%8C+ %ED%95%B4%EB%A9%B4
BEC%E3%81%EB%87%8CHECHRA6%ID&intseq=5625
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FDA

The FDA Final Rule on “Use of Material Derived from Cattle
in Human Food and Cosmetics”, 81 Fed Reg 14718 (March
18, 2016)

MHLW

The Notification No. 210 of the MHLW (May 20, 2003)
Notification No. 1002-27 of the MHLW (partial
amendment)(Nov 25, 2014)

EMA:

Note for guidance on minimizing the risk of transmitting
animal spongiform encephalopathy agents via human and
veterinary medicinal products (EMA/410/01 rev3)
http://www.ema.europa.eu/docs/en_GB/document_library/Sci
entific_guideline/2009/09/WC500003700.pdf)
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: "Guidance for Industry, Expedited
. "Enhanced early dialogue to facilitate

EMA Guideline
accelerated assessment of PRIority MEdicines (PRIME)", 25

February 2016

FDA Guideline
Programs for Serious Conditions — Drugs and Biologics,"

May 2014
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effects of a patent right, whose term has been extended, shall
not apply to any acts other than the working of the patented
invention relating to the product whose approval was the
basis for the patent term extension (and if a use of the product
1s specified by the approval, with respect to the product used
for said specific use)."
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u]= 1 35 U.S.C. 156 Extension of patent term

3 : REGULATION (EC) No 469/2009 OF THE EUROPEAN
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Article 4
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