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Abstract

I . Background and Objectives

[] Korean Ministry of Food and Drug Safety set out the future
policy goals, one of which is “to ensure the safety of the
novel food materials to realize healthier society.” However,
the current legislation concerning the development and com-
mercialization of novel food is not completed. Now there is
several administrative regulations to assess the safety of novel

food ingredients and to give them a temporary authorization

[ ] Food engineering applied to the new food material provides a
new opportunity for the food industry. Yet the industrial
investment is possible only after the legislation to regulate the
new materials provided for. This research analyse the laws
and regulations on novel food of United States and the
European institutions. The research will provide the basic
framework to establish the institutional infrastructure to promote
the investment & development of novel food processing

technology and to ensure the safety of the novel food.

[] The present research has provide the institutional framework
that ensure the technical efficacy and the safety of new food

materials and make the consumer “safety” be guaranteed.



II. Main Content

[ ] To legally define the concept of novel food and new materials.
This legal concepts has also provide the criteria for setting
the regulatory jurisdiction of novel food. With applying the
comparative legal methodology, the institutional system of the
development and safety control of the United States and of
the European Union is analysed. This comparative research
will reflect the institutional basis of the legislation to improve
the chances of food industry development and to protect the

consumer safety.

[ ] To present an institutional alternative which can provide the
business operator with an incentive for development of novel

food technologies through scientific technology data protection.

[] To analyse the legal measures to ensure the safety of new
materials for the novel food consumers, and to analyse the
re-evaluation procedure, mandatory notification of side effect,

labeling rules, traceability system, etc.

IMT. Expected Effect

[ ] Contributing to the development of novel food materials and
enhancing the international competitiveness of the food industry

by providing a legislative basis for food industry.



[ ] Providing a basic knowledge for the preparation of policy
options for the government to raise the institutional framework
in harmonization with international standards through providing
advanced control techniques and standards which aims to meet
the global standards relating to the future regulatory framework

for the novel food industry.

[ ] Proposing advanced measures to regulatory authority to provide
a precautionary protective measures when authorizing new

technologies for the development of novel food material.

» Key Words : novel food, novel food risk assessment, novel food
technology data protection, novel food labeling,

adverse effect notification scheme.
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9]%Ht}); BJQ-QX] B *ﬂ"“ﬂ‘ﬁoi “}":—017(] Z1(°] ﬁf} *3"“%“@01 3

=]
HEFSA)Y] BIAAS AR ol Fole FHATS AANA FHHOE A
9 % 9 del At

FE g FA oA = AT FHAA HIME F de= AF AE (HE

9, v, ofn A e AEFEEY 2L Ve AEAES B He F

HF2 21925200659 &) Adt A = T}

EFEEE AMSEHE AFEL 720 g HHE Xil91 8275 A1z 1
EFEEAEFLe EHG JS e e AT

Mdel Aelslof ek

(Ffrob, =FHEW

"

Iy
o
>

Kl

AHeE AL @l’éﬁhﬁ o, b

K 5

5 = =3t of gk}
2ol g AANA 2" H np7t A E, AB|RRe] 7Yl WX & &e} o]
g &7 AFgAY] gArAAC wAA He IdFE FeAs 1HET
o, 2o]lHFA T FEFAAANLEY o] He AFAEH olE AHFHT
T Yehye 728 583 Atold IAAAE AAS] 9% 4L AAS
st e TastH, getA] AN A 2" Bt A o] Foj A= FAE 2y
B2 523 ol A2 EAANHE A Lato] o] Fojxof gt

ol En} «UHAF HE9 =AW (imputability method)»S 34 = 1 0]
g A= #ag 728 a3 Aauvt J A5, A" AFH 72
& a3 Aol EA5t= AdHAAH Y A E(degree)E Ta ISl EFES|ele] =
Astz] A EA7IHoltt. FE3E ARG Y A A JIHE B9 #

Z2p Abolo EAE & A= A BELAE AAY 7 AEE =oF0
it oA A o FEF(Bégaud et al, 1985)3 S}HAF(Afssaps, 2009)E

o2 AAEtE AR a3 HIbolA A= S FARRE Wl

Ha A

I SAHAYHS A F 7'(4‘:(chronological criteria), A$ZX A%

(semiological criteria) ¥ &322 S (bibliographic criteria)oll 7] &3t} <13}

5 SAF FoA"H Hg(score)= AHIATE AFH S =E:H Z2be] AE A
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7. DHA AMZSHALSHAFH(ANSES) : MATAIS 52 UL A AAESHOA

2xg ono| JES EE & e BX(AMTY) 4% Lo et BotelH
A AFol telA ZHH o2 g, dzd F28 At & 5 3
T UE HAEH 849 EA ofH(the existence of other etiologies)E IL¥ 3}
of FofHt}

OefEFL YRZ ZEFHE FY(benefit)o] EA)3H, F=4 A -7(innocuity
study)7} A= ojof sh= ©] whslof, AlA4A ]% ol thali A= ol2gk Zlo]
o= FeX Zpolfo] Atk mEtA WP FAAAIZH Y ol H
= AFol dsiA slie AFS A3 ?ﬂ%ﬂr*éﬁ T A= ASE F

[

k]
Ho
QL

#8 B8 Uit SYAL TASY G A§S
Ql Q= %@%‘ﬂ% Nag Bast Yok

t GPgANsdEtlA B8 ERE e

A 5 24 Pye 2487 Slsd %

AR oz 2SI B AL AN 2 AT

g 728 gt AARY AR A P
Shyolty, AFZGHE 2010, 9. 2.5H 2011. 3. 9.74A] 53] AAH A
27k3lolE  JRAHSE T 2011, 3. 31, A" A G UH 79 A3 (CES
Nutrition humaine)ol| Al &2 ez o] =&l = it

AE7F AAube JAIH A o] & F v ude AN A= AW
He A3 ol %, YFFAANAILHE A ARSI e AAAE AR FH
W (Bégaud et al, 1985)S 2 (reference method) 2.2 AL&317]2 3%

o ol e Al M= ottt 22 =A7F A=A
c GUYFAA 2T weh ADE PG G o FERAGHAA S
ANMe] F2hg a3 A A= A A SKsystematic)E 7 A
- B ERl e o) EFHQ BA(GAUY 24 2 5 =
Ayl detel wfak, LHRAE FA 1 g makeh FaA
08 AWAHL M F Y AF BIY BE BASH HIYA2 O
]

AX (NI A< (intrinsic score)» A AE T3}

o o3l 3+ A Al H(active substance)ol THale], EA AN E Ao Ho
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7. m2fA AIZSHZ L EOFRE(ANSES) : AlA XA

g o] dEs AgE o+~ Us BAANE) 28 L™ 2ot Zotela

o

C ALEATE wEE 27te] AFel tishe]l HPAH O A gHojof B
F OB ol AbgAtelA 2HA)
Fogde OE AFCGEY 5= Aol U

o] Al

-

A7 GHe M RoE Bu

2 27) HEgho] Fel® M5

Rz =% Ho 7R
£ Zgste WHolnh 27 e T stue Auir]4 A Se(chronological
score)o| ™, T2 3shil= A E A X< (semiological score)|t}. ©] F HFE =

L =
ZHog &I YUH A5 AAAL o] HG5E sHAE QT
=5 a3t S viAl FHexcluded), 2]+ (doubtful), 7} F(possible), &

E
715 FH(vraisemblable), "¢~ A& 7}5 o]t
3!

3! |
s SAYHS H st HAE vkl 2479 AFe thafiAl, AFS] T
AR stustyritt «F48 830 AT HAenE Bt £dT4
HAore TAHE AF B2v I FA8EY 728 a3 AHg A 3
stA AT e A ATl xS FAE 23 UlE dae &
At Aae 4E 330t

4.1. YJA Z (intrinsic score)

4.1.1. AN 713 717 5(chronologic score)
Athr1d Aae= _,_z}% a7 ddd 7z, A8 a3 8, 449
A AAEsIRS W B39 Ay dddd. &347F Uehdes 7)1t
AFS AHS} FH7bsstA g "Wole, Atrld Axs Ak J44
FAE A FAE AF wEo vUebhde Aol ?_]J’V o] ALe i

AT
« FH7H5 T (Compatible) : A11E F&8 35 OF& IH A
BuE A7 Hzef gyriesd A 7)1 Qo &A1" F&8 Ab
gl 7} vEbd o
c & F flE B AY YH7FSSHAl 25(Unknown or scarcely compatible)



cAlnE B2 AT & ogle ZIGFA =D yYEhd o, =
= i3 &3] B M FHIMST Aom NFEH= TR
of Aol E E3F AErbEel ol A" dIAA EH7IES 2

o ¥HE7HsE(Incompatible) : A1H FZE G397t AFES HFH S

| YEbd o] == A AP B3 #5HF e A&
ste W FE&7FsT 71xko]l ofd Al UEehd o, FA8 Abe o
o] AFS HRE AN S AXFA AUAA ZHE w ==
AE7teel o A" AFAQA HAV|T B 28 & ZHeto] o
Ebt of.

2ag Asle] AYAIL 3BAR FEE - A
o« A Z 3 (suggestive evolution) : A FS] HAHE T T3, o9t &
Aol ZEapAolgtal dE ] AFA 2 HE(symptomatic treatment)E 4]
ke AeelA, Rag w7 HASAY AYH WA AP
wl(C4!)

_1

—

« HFH 2l XY (non suggestive evolution) : T2 F 7FA <.
°o Hatg @t AFe HAHE FTEE o|Fol, aRHolg L
A Az 22 AU = dx YL u, 2He w3}
HstA &< u,(C3))
° AFe HHAE TUIA Xk wf, T o] FAl EAH
A A A8E oA @ o, 728 347 5

« AT F gle MY E=e EBZ F gle XY (Uninterpretable or
X F |} T8 7lEte] A E=e 7
i AFE] Aw] FEe] sk

inconclusive evolution) : <]

28 a¥e] zldeo]| #ste] =/

o] §7Fs3F AR7E 1S wW(ClY)
P = AFS A AHESS o FA8 G3o) At A
Holty, AF9 AAES B F 7HA=E FF .

_\3 i
Ry

F9% 4

rlo

AN

« A& (Positive) : A8 EHTF AFS AAET A3 A YERS of

« H-4 A (Negative) : 248 237} AlFe AAET 23 BA YERYA
%=

WY, EFe] Y, ARy BAI} ARES zde [2F1)F o] &
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o) === Ey L‘:l- 717y A
vag Abe Ax - ST P72 o
Y
I N
28 g yfe] 7|3
o)} = Oj\,CL TC =
= o tﬂ_ oral 5 = T T A
2. @3] W3 FH7HeE Aol FPrtssta o
FAH Y C3 C2
AT = e e
B4e 5 o c ol
H] F=7 2 Q1 %1 &) C1 C1
3. Z i=]%
Aol Q&= o f) C4 C3 C2
AN
o} 2 ot} o]l
Aozl H4=
£
Aol gl o S C2 Cl1 C1

4.1.2. BF 2 717 5 (etiologic score)
AE2 7 S (etiologic score)(EIFMEN T Ao)e, #&H EHE 1183t
A Far, o9} F#EHA UAA AGE 3 o]Fo] ¥ AE EE I

B 2 Al 2y o g Zdo] o] Fol X =
oJETh AFH Wee BAe AdEltEoR AW B wr ojobE
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7. DA ABEZE SOIZ(ANSES) : AATAE SO HYLAIMAL 50l A
S 20 4YS AW 4 Uk BX|(ALZ) HF Yo B BItol

U OE dJeE Q% Byt UeE F e oE FAAQA Aol EA)
& e 7hesAel Y FHrEn
Mg B8 a3l AAES EAA7|(characterize) st fARUZA <
(paraclinical) AA7} o] 0|tk AZA H4= ol [#2]9 o] AA AT
(1] %2 B/ 244 &
AN He
Ct2 gol20| 2&E
S0
/O Y UAS
Ct2 9ol20| JIs8 E£&=
HAS AS S
JIE Al 8 Yolgol /Us S2
CtE Yolg gls S3
4.1.3. W<1& < (intrinsic score)e] Z2A
Held Aaee dii7ld Haeh A4 Moo o= AAdT. ydA
Aoe obg e (219 2ol A2AFHAY. Ee} o] sEAY /3 A8 A
To Tg°] 2B H.

10 : M} A g (excluded)
I1 : ¢4 % (doubtful)
12 : 753 (possible)
13 : A& 7}5 3 (vraisemblable)!3)
14 : oy A7

13) 9F) ZF20] AEL ‘vraisemblable’o|t}t, Fo] TolE = ‘similar, alike, likely,
probable’ 5] o|F 2 HHT 4= Ut} ‘vraisemblable’ > AA 2 THZI 7542
24 A ETGE o Ze 2ggo] Heluc

327



LHQIR = () ABH Fa(S)

SICDIR =4(C) S0 St s2 S3
Co 10 10 10 10
Ct i i i 2
c2 I 12 12 13
c3 2 13 13 14
C4 13 13 14 14

. 2L At Y i’ E884 A (bibliographic score)

«—rﬂ*‘l afe] FATEH Hene oW g A Fe dste /a8
TR #Aete RiE F2AE F3E OFc= #TgFH e gy AT
A7 RaE AZIS O AFAHRE B 7|3 A4S wkgste] &)
A= 7AW S (variable score)o]TF. « 28 &yto] EHSA Hene WHHO
O ASt FEAAIA RS o] He sid AlFo] st e A7
4o thafiA e Ao theliA i3 AU RoAET. 384 M
= ot ¢ [E3]9 o] AAHT
[3£3] 728 7o g Ty Hridae 24 %
SRS A (E SHSE HIIEA
« E0F HO| &d Sle Atdld B0
« BNE MO Jes Al Y
- st 2E0AM S2H BN (LA A, X (bias)It =X ot 51
S o g M)
- S U= BHHIHNAN LES FE20H 2HGIH &olE
« BNE MOl JesE Al Y 5
) B
- & A= AT (well-conducted studies)0fl 2loff AlsH=
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