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1.2 71544 & (Functional food)

(D) 4E 7%

m

=

O <&M 1984d5E 3dol 24 38 dEEFASAAT “HE7159
AeA i3t AN A5 7

O F¥4, 7l = AAxdde 44 1AlE, 2a7ls, 3ARlve®

TR-7)5A4 /%‘%(physmloglcal functional foods) 7I'd A ¥

d

o
O
o,

N
?01'

(2) dvrd A

O 7VsHAEL 71RAL G715 olslel AFFA 5ol Qo ARPEEA
2 st AEES APELD, olHF AEe 54 APEe FAA
Aste] 54 RS AAMoR HASAL, 5 AW FA% BAd
SRR Ge] ZaE AES gUT FE Yk,

1) United States General Accounting Office report to Congressional Committees, July 2000. Food Safety.
Improvements Needed in Overseeing the Safety of Dietary Supplements and Functional Foods”
http://www.gao.gov/new.items/rc00156.pdf




(1) 7154 4]¥ (Functional food) A<

D AFN&

O vzl A A7 ZEA (health claim)E ©93t= Y3 712l FDAA =
715 A o gk 2 R vlA] wx] Za Ve AdAES IS EA
oF FAd ol whel dnkAlE dietary supplement(2]o|HFA, 1771524 5%),

o5& A*(medical food), % EFE&E2% (food for special dietary

use)o. 2 Felstar gt}

O =X ofxs] U¥bA © 7 Functional foodsgh= 7ido] 851 ¢l om
A Al 4= functional food#= category® wAIY 3}zl 3= Al =7}

AL Hal =

O 1=Fe] AEFEH(FDA)S oFo A7 ofyel A% = Jo=
3l+= 2 % Dietary supplementEo] thafl 714

A =] _‘4

- Dietary Supplement™= 1994\ #|*d¥ DSHEA (Dietary Supplement

Health and Education Act)ell &3l +44¥
- Dietary Supplements E#AJH o] ¥3tE] o]
FOo® Abgho] flor A dte AFES 2T
- o]fHo] AFH 19943 1089 H7MA= 7
= A=
- Dietary Supplementi= QdWFA &3} 7o)
7} ofdel AFS] ®WlFe] Sotrw dy
Facts) tialell 715732415 EAI(Supplement Facts)E 3}

ofof ¢

2) Wz AR Pu

A%, v 55 AT nxed

A= ¢ HH, ko rA

=
=
=1 o] FJY¢FEA] (Nutrition

O "= AEFHE3|(FT) oAM= 71544 &(functional foods)ol&t 7|41
G715 ol ARSI olHE F= AF H AEF FAE(ood
components)= 2U|dt= Ho R A2,

2) An IFT Expert Report Functional Foods: Opportunities and Challenges. The Key Points from IFT’s

Comments at the Dec. 5, 2006 FDA Public Hearing on Marketing Functional Foods
http://members.ift.org/IF T/Research/IFTExpertReports/functionalfoods_report.htm

http://members.ift.org/NR/rdonlyres/643CB2CC-7395-40DA-A094-A5278287D6B7/0/Definiti

ons.pdf



Functional Foods

The Expert Panel, for purposes of this report, defines “functional foods™ as foods and food components that
provide a health benefit beyond basic nutrition (for the intended population). Examples may include conventional
foods; fortified. enriched or enhanced foods; and dietary supplements. These substances provide essential nutrients
often beyond quantities necessary for normal maintenance, growth. and development. and/or other biologically
active components that impart health benefits or desirable physiological effects.

O American Dietetic Association®| A= An|AFE 0] “7) 5 A% & T+

o1
e g JEE olF Aosta £sktH2009d 249)3).

o A NEAAFIE GFE WAL A¥EA oF FED FToE
FHHon QAN W D400 £oo] Hi AL IALw,
- AREFA )5S 4FH7] AANE o B A5l Basy
=\ =
° T
_ OlH}Al 3L

A W24 3 (conventional food):

« 71s A THE des FE.

« EvlE(lycopene), YFE7|(raspberry, IF#A}-ellagic acid), AL
(lutein), B.ZZ2](sulforaphane)s o Y AAEFHH 2F el 7]

L A A5 AFFE B3 FAT B5 Buse] A

- AR Z A A ZE(modified food):
o 7}3} 2= (fortified food, enriched food)
o WAZFS 913 ZAEAst oA F2 Hold s fIsk A st W

- 958 2F(medical food):
« OALS] A Aol we} xpEo] AFH e AEFoE Y AWARE
3 Aolxde =S F
c HAdAERT FAE AT FEdded Aol dndtarg Ao], 114
kb8 2] o]
- 548 %2 % (food for special dietary use)
« YEE AFel A FEodlA A AnAel A B Ag ol
o5& AFo] ofd SEFE&EAFolth
« = Fwl(gluten free) A3, 74 (lactose free)?l &

3) Hasler, C. M. & Brown, A. C. (2009). Position of the American Dietetic Association: Functional
Foods. Journal of the American Dietetic Association, 109(4), 735-746.
http://www.adajournal.org/article/S0002-8223(09)00169-2/abstract




2.2 AHuekel 71544 %

(1) Ayt ®7AA(Health Canada)

O 19984 11¥ 7Hyt} A4 (Health Canada) 21553 < %k3}st=(Bureau of
Nutritional Science)®] A3 B 1A (policy paper)dol &stH “7|5A2E

ol ARbAFEI} HIF FHE AUn Ao Aol &
Aol A5 A3 Al 7124 7S o9l

PN -
A 5 e ATow e,

5]

- ol AFEA B AAS AEFoR FE ooFEo HEYES x

“Nutraceuticals"¢} sl 3

O v 200249 & dFISt=ollA L3t A AAAEEANE AT
] _

TH FAARA"NAM = Ts A Fl dHle

AYn 4] Aolg LMy e Aorx Aedido] o
AR FL7IE ol9el RHdAH ] AFES AAAAE T

O} o] o7t AFmAR oY “tiTulA” &

H 754 AA el dAIgle] RS A

) 2]3Eol ek (Food and Drug Act) 3ol A

HE Bl s7tsta Jorg 7)sAdAEel ek

Al = AT

et Ay RS Vs8N ES 111]3}7]94_

of thek A& sk ¥ vk 2y 747 ‘

a7} et AFES V1A AF olgE = 7H%§°ﬂ Agetofof &

.

ri

|t

O

{1
AS:

o

> 3o "
>
o

AU

i
o
e
oo

;—\]O

Hl 5= 3o
A )

24

O 2009 3€ol A3t “A3%o] dHE AYw AF3 A4 (Natural

0.

health food, NHF)2] ZAAld] A= AZFE BRFAAAE 7154428

24,]

3kA] &ar o}t 20099 9€Y 8¥<° “Report on Stakeholder Feedback
on Modernizing Canada's Framework for Health Claims on Food”¢l+=

Fgon: A8 AL

4) Policy Paper - Nutraceuticals/Functional Foods and Health Claims On Foods.
http://www.hc-sc.gc.ca/fn—an/label-etiquet/claims-reclam/nutra-funct_foods-nutra-fonct_aliment-eng.php#2

5) Interim guidance document. Preparing a submission for foods with health claims: incorporating

Standards of evidence for evaluating foods with health claims.

http://www.hc—sc.gc.ca/fn—an/alt_formats/hpfb-dgpsa/pdf/label-etiquet/abstract_guidance-orientation_re

sume-eng.pdf



O 71%5A A E/9 %R XA (nutraceutical)d] =5

i

A

213 (Conventional foods): A 2 7l&21=

S-HlE7t R ) e AASHAlE FHr

AR d-uE 3 S

F&21 3= (Processed Foods with Added Ingredients):

sk sl

}3}2] 3% (Foods enhanced to have more of a functional component):

Az, 7154 R AlE, FAaAz Ayl ol

o
S
[-‘E‘.

N

o,
o
ol .
B A N < R C St
O N

1E
rob

- lycopenedteo] =2 EnlE

- HlEb=F3E ko] %2 712 bran.
o

6) Functional foods are foods which are similar in appearance to, or may be, a conventional food which
is consumed as part of the usual diet, and has demonstrated physiological benefits and/or reduces
the risk of a chronic disease, beyond what is expected by its basic nutritional functions.
http://www4.agr.gc.ca/AAFC-AAC/display—afficher.do?id=1171305207040&lang=eng#s2




2.3 dE9 7T FE
(1) 7144 ¥ (Functional food)

754 A EL 1984 ~1986W 0] Mo FHA EgATAG ] hupel A%
5o AEA M AMNA Ao ArHe], FRHADI 7] 54 @A

olr

O O
AEe AAEEYBA7E)E Axee] 3A 7S T VTR g AEE
71573 2] 3 (Physiologically Functional Food)¢|gh= &= A3}
O 7]1:‘/‘3*4%(functlonal food)O] AR, AAYE 2E 5 AFY 37

(2) A72]% (health food)

O AAF(health food)e B o= glow dukxom “7Age] Frb'a
B3 gt AFE vkl AP, AR FUABAHANAE Al 7h A%l
Fow A N Jljs) A SJopE olsle] HEolgtn A
AAFANE FEolt AERNE F28 A% Jsel A Ha den
LX) SEERE

g e AoRA AANE, f71AN HEFE £,

O 9E BAZAAHANM(1991)= EHRALEAE  (FoSHU: Food for
Specified Health Use)o]g}:= A<l E =1, 20019 4€Y BRAVE

A1 Z (Health Function Foods)C. & A|Z3d e HAE 3oste] /A,

O A0l 45 A5 E] F4 Aol AzaA gev) f9
X ZAEQ “Functional Food Science in Europe
(FUFOSE)"®l 7154 4% Aelg &3 29 A8

O]‘—L M

o QA st Z& o1 ool ARPY BHOE
T adrr sHE AEToH,

O AMAERES AADEANE e FEHH, 3

=H Folets AEToR Aojsta

7) (ERRERSLENHA v b OB
http://hfnet.nih.go.jp/usr/word/hfnetyougoshu.html




1. =9 7]

_L_:

o

AAFE 8ojot FE A

H =
T

=

"%

EU

Functional
Foods

Functional
Foods

Dietary

Supplements

Dietary

Supplements

Food

Supplements

Medical EsolmgnEaE Medical
Foods Foods
Foods for Special Enrichment
. pecia
Special EFLEAE o food
] Nutritionals .. =
Dietary Use (Probiotics &)
Health Neuform Mark
AR5 AE
Food (5, A3
Herbs and 277152 % Botanical Dietary
Botanicals o, Supplements
Designer Foods
Others Nutraceuticals
Pharmafoods
- A, FF,
AANA, 2 o)&H,
ddRT 5o X |FDA7} 59l8t=
“AEGFA e (12352 ANAE o
. - - . Guide line
Health Claims 84 7l % 9 Dietary
. (8=)
2tgo] 19 Supplements 9
e DU CE S E RS
o8 Ao 24




e
TH

™
o
e

B
c

0

o

9 A9

B

<

0

]

X

3.1 1%

(1) w4

T

)
)

0

B3
T
Bl
B

)

x

]

T8

Wl o7 AAA R

QA0 vhAY g

= 7%

F= S8t

a

N

(2) 715494F 49

O o]& “<SIA

]

i
T
20
1[0

Qi) Aoz

o] H AFo




A E
O A& 49
o AFA ™Y
L "AEold BE SAE( %o s sk AL Addths T
o FolY-FolE B AEAY 71210
7. "AFE Ol g 7 =] o]k st siFehe AS BT
7h Abgol AR HAY vk F Sl setE
U sFdES 9ARR e BE S48
o AFA FFHIL:
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o A EFA 7| BR12):
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7| 2] gkt

NAHgAS R
°% 155

Z2NS

syes 23 BN

5945

YRTBEAE

(Dietary sup

o0 XD A8

plement)

S48EA3

a9 4. 71544 EFY ME=E

9) 4EPY, ALY FH, A2z H9l ALE

10) solglsolE 9 AFAY AW, A1Y F
2009.5.27, ZAK7NA ]

11) 4% AFH, A%

12) %712, ALY

x4

=3
T3,
==l
o Tl

=]

=] d

2 A3z

A2z Ao Al
, A2zA1E [A¥ 2008.12.14] [HE A|9121%, 2008. 6.13, #A1A]
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2
FaTe FANE AEeY 3 2 W5

1. F2=9 7|SANETDH HEAE 983}

1.1 v]=9 HEAE

(1) 2o]E2A| (dietary supplement) #3 HE-AE SJ}

715573 1%01] gl HE I fA7F glom, 2] Al oA Aol HF A

D Aol BFAAd dH9 /e

O 204171 = "lFaAME Aol R FA|(Dietary Supplement)1dE &3 H4
Al dwo] EAlekAl ki, AnkAFol| #F rAlE wWEI AT F
1906y w1 937} & ’—\1]%9] k=M (Pure Food And Drug Act)S E3}A
Re W, AolBFAE AFEHA vt 19389 AW AF, oFE, FEH
(Federal Food, Drug and Cosmetic Act)olA < 25%F, ooFE, 558% 4
F(special dietary uses food)el #gt &S Fi ot 7|4 EFE&E
AES HE, mdl", 2 vre] dFEFA=SATI 2 5 A
AP E = AES BT, T8y SHE Aol BREAd daste] EAAQ qf

£9 83 AT wrle o,

O "o = 19909 ‘ddxA] 2 wSH(Nutrition Labeling Education
Act; NLEA)Y' ¥ 1994 d¢] ‘AlojHd =4 A7 2 w8 (Dietary Supplement
Health and Education Act; DSHEA)' & <2 EAXHo=Z Ao|HFA7}
HA S &2 5] A 2SSt

2) 1990 FFEA £ WS H(NLEA)LO

O 19909 $3h8 FFEA ¥ WFHE AFo] #F oRH JPYREA

14) ‘Dietary Supplement’&}= = FEyetolA] AolHFA|, Ao|BzA FUARFA, 2
HYH I e, w=9 “01 BHEAY AMde SEvete] 14715459 /i s dAse S ofy
7] Wiz, oi71A e durgoR ALgEE 1Y g gl ‘Aol RFA = Wit

15) 21 U.S.C. §343 (§) (1938)

16) Nutrition Labeling and Education Act of 1990, Pub. L. No. 101-535, 104 Stat. 2352, 2353 (codified
as amended at 21 U.S.C. §334 (2005)).

_12_



oAS FAHEY, JAAFE =k Al (nutrient content claims)@F AR 3=

[e]
¥ Al(health claims)ol] 3k AAHZA 5L =)

O Mo A3t JRYLIFo] EASIIo} she JPYLe] FFFES A
o ola) Zzshel LtehiE EAIO|THD, )% FDAIA $A% JPYE %

=

O

O

Z¥A+= ‘good source’, ‘contains’, ‘provides’, hlgh in’, ‘excellent
source of’, ‘more’, ‘fortified’, ‘enriched’, ‘added’, ‘extra’, ‘plus’, ‘high

potency’, ‘light or lite’, ‘free’, ‘low’, ‘reduced’, ‘very low < & 4 %

VI dT d2FA= AW ogel w3k Zo] ofyey, Ay,

=, UEF, 7w dFdEa wdo] glon, AEe) A B Fard| ”ﬂ
ARSI ST

VARAAS PN

FEEA B ASHNLEA)o] Hahe AAGEEA = A e AFdd 2
ge =y AW e AAEH e B9 54E dEids 2d7s 29T

A FEA ZAEL structure-function informationl9e)] 23] JFae] 71717]
TS AFEo FAT 4 2tk 19934 Nutrition Labeling and Education
Act (NLEA)7} AAQE ol A7 #dd wAXE AFol ZAetE 7t
w43 7 Avk. 2eu AFel F71" ¥ AR7E vl Bgol= FDAS
TS e ARy AdE 1d2 vl =5 3 5 #FX)

() GRS 2= BN - 2o9 T FAYUY
(2) 7+Z2-71% BAZREAN - ZEL EET F49 A =2 FY.
(3) AR =KX (preapproved by FDA) - ZE< 203359 A8E Z&A
2+ dFYH
- NLEA A& 3A] FDA <<l 7|54 EA (SSA);
L3 Bl BUEEe 99 paAUUL
17) 21 U.S.C. §343 (r) (1) (A)
http://law.justia.com/us/codes/title21/21usc343.html
18) 21 C.F.R. §§101.60-101.67.
19) JAFZ} 750l ddE AAFRIAAEA dF 5o dulde FAs IS5 s Tkt 22 %

Al
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o -3

]

A

72V e (disease or health—related condition) @

, B AAZE

_]

zal

A7V 21t

o] Z718l Aole]
A E

-

- A e 2HEI 2HE ol 2ETL
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O FDA

0

M

o
o

oj

)

ox

¢+

el

T
JJo

o}
i

0

%

o

T

kel

bofof

o

A
B

H

—_

0

_14_



el whel A% 1 GBo] Frhske] gk,

c. FHEA R WEAY B

A1 9 dietary supplement”} < %A
A

WE g =4 5 A =AU

m
=

O 28y JUdFA 2 wSHe dubA =3 dietary supplementol] EY3F 7]
e A&st7] wigel  dwkAEd el FHEstelok sk dietary
supplementol] T3 FEEE FHs1x &t}

FDA

Health claim
1
% Hu_l'é! % SSA (significant
scientific agreement)
et =2
S+8TAE _ _
Qualified health function
Medical food

Dietary supplement

o|%=

I3 5. "9 7|e 84 FNd &

3). 1994d HolRFA] 17 # wEH(DSHEA)2D

dietary supplement= H|E}Fl, |23} botanical product

=3 o g FDAOA = et AE] oA dietary supplement?]
TAE 43 5}% 712 AS TS

= r‘r‘

20)http://www.fda.gov/Food/LabelingNutrition/LabelClaims/HealthClaimsMeetingSignificantScientific
AgreementSSA/default.htm

21) http://dietary-supplements.info.nih.gov/About/DSHEA_Wording.aspx

_15_



O FDA9 A+ dietary supplementE AEZH71E & oJekro g #HAdE 7
7} @ol W& -9 dietary supplement’} AlZd3u)e] FDAS 591
o -

= /

gholof 3¢l om o] FR1S WY ReA = hd Atk S A
GRAS(generally accepted as safe) A4S Hbolof 3=t o
T 7)Zbo] AL EH

O A= + 9 A2 & 938 dietary supplementE “7]4-74 2

2 AZ o7 7hFUsleof g o, o] 93l dietary supplement AF S

A hali= 1 23] oPEo] FACRE 1938 AAFH Ax 23E, o, s

H(the Federal Food, Drug, and Cosmetics Act, FFDCA)& 73}

19949l dietary supplementE A2olslal 2FE2] A 9E HASIE AolH
A A% 2 WS (DSHEA)S A48k

O DSHEAZ} AAEY 19943 w=ro A= 60029709 dietary supplement A
ZdAEC]l F 4,00001 7HA 8] AlEFS Abstal d%l=dl o] DSHEAS] 2
28 olF AFE THo WFA AFoEAM X915 HAGNe}l AEHT}
B A d5E WARA =AU

b. o] B Z7] (dietary supplement)?] % 2]

O DSHEAY: FH%= Aol ZAgts g0l WA or Aoty olo H
Zo] 2FolgtE AS HEe] st

»
oX,

O ‘gt AlFo=w sjH, vgdl, PulE, ofn|ql F Ao|gs 58v S
EHog whE HFA|, Ao]Ad ¥ (dietary ingredient)?] §5HE, AME,
ZE Ll o]lE59 BIES 1F o] &3 Aol HES Ezow
Azd AF oz Jo2osty 1 JEj7b of| Zlol& Zro] TR AolHF
A& oekFol ofyel, HEe] AFHF stolA S5He AMEE HFE A
AL Ak

c. Supplement fact (H.Z#] A H)

O 71&9 AUFA
714, 3B 7]

==
4

FEH(NLEA)O] TF&3tE IUYFAHOZE HEH,
E2 5o% FAEE dietary supplemento] ok o<k

o

A >1'9

ol

22) Pub. L. No. 103-417, §2, 108 Stat. at 4327-28 (codified at 21 US.C. §321 (ff)) (except for
purposes of §201 (g) of the FDCA, 21 U.S.C. §321 (g)).
http://dietary—supplements.info.nih.gov/About/DSHEA_Wording.aspx
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dnE

ke

Aleks H EAlF o] A=

O
e

Al 3Zol A8 %= of 9k B (Nutrition Facts)9} 2lo|HEAo] A &yE= B
A B (Supplement Facts)7} 2] & o] AolBFAo] thek FAle &543
Grst =7 A HAar, 19 #3443 F(Reference daily intake; RDI)
9k Q 2 (Daily reference value; DRV)o| AAw x| ¢ko AR 1
A Adad 5 A HA

o ofy

4 o8

P‘l
2
Jm

(2) 71584 F 71574 |7 2 AFHEA}

1

D AZ7=8A 94 HA3

O d%xA 2 wSH(Nutrition Labelling and Education act, NLEA)el| <]
NLEA®] 9ol3] AZAZEAE AR oHE AAHRE I FAE Y5
U A8 FAAEE FDAC AlEsteioF st FDAv Y5 AE7F 4
3 ¥sA %9 (significant scientific agreement, SSA)o] =&3 4 9l
o] gkalo] el FAIE AASAL T2, o] o] TFHE AFd

M= FDAS] AR 5]l glo] 1| WEs 341 & dned.

T

2 o of &

O 7154 3Ae oA Ak AZFZEA (Qualified Health Claims)25)

- e} o] SSAS) JlEel el APFEEAE AAWE AL uS oyt
olggt wj7d o & <3 Food and Drug Administration Modernization Act
(FDAMA)®l ojal 1t} ©esle dats S8 442 8AE & 5 A F
Ao mM26) o]F 2003 FDAS' A7 el e ofsf st #3h4 gHo]of
T2 AEE oYtk o= AEe] 3}EH ZAV FHEHIYUWH 1 FE
of mwe} (VIERY v &EtE) Ao w QA A= Ao AlHE A%

%A (Qualified Health Claims)<l.

- fFESRE AT AnAR AR FoT ok AFH AR EAE
FDAZ} AZ44xxA19 #eE et Aoz 383 FAE, FDA
AL 5918 Wololdl, SSA standardE WSSl o A7 EHEA
gddets g FEF(disclaimer)E FAIste] AREAE L 2o]HFA ] A}
& F Aok

23) 21 C.F.R 343 ® 3 ® .

24) Rowlands, J. Craig., & James E. Hoadley.(2006). FDA perspectives on health claims for food labels.
Toxicology, 221, 35-43.

25) http://www.fda.gov/food/labelingnutrition/labelclaims/qualifiedhealthclaims/default.htm

26) 19971 FDAMA (FDA Modernization Act)ollA= &8 217 ofiolu sl el 240z Ak A+
@A [NIH(National Institute of Health), the Centers for Disease Control and Prevention, NAS(National
Academy of Sciences)] ¥ 3214 #Alo] & G 713 Absl GAlA o) duke] FUH L SFE
£ AREEtH, Aol Fag A3 SV ASEHE AFH AolHFAld M E dF A EIAF

bsehes sz
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-8 “QAl= FiAE s AFEE Qe 4 #3EA Auns
(a credible body of scientific data)e A|A]gjoF s} o]t 7|+ "F
olel" AA7Z 3% A (authorized health claims)ol ™3k FDA Q-FA}g o]
“Adal 38k shol(significant scientific agreement)"ell H]ejA Bt} <3}
H A

AA7E A A7 Aol FA s &&= = AT ARG FEA =
QAka ABBAZ, HZ3-A Ak Adaddt g a vER Bar g 4l

o) At 2D

VaEEe ol ol A¥e FY 4 Uk AelF AAL o g AFL
[e)

BN 5 oodvhe A oRbel W FA7) 9Ale) Eoh ey AEe
obwe o] AL AHoln, 2R AH} oletm ARer)

ARH ARAEEA] FH} AFELoE Tg w29} 2}

27) Selenium and Certain Cancers (Qualified Health Claim: Final Decision Letter) (Docket No. 02P-

“Selenium may produce anticarcinogenic effects in the body. Some scientific evidence

suggests that consumption of selenium may produce anticarcinogenic effects in the body. However,
FDA has determined that this evidence is limited and not conclusive."

http://www.fda.gov/Food/LabelingNutrition/LabelClaims/QualifiedHealthClaims/ucm072780.htm

28)Http://www.fda.gov/Food/LabelingNutrition/LabelClaims/QualifiedHealthClaims/QualifiedHealth

ClaimsPetitions/ucm096010.htm
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£ 2. AH ABZEENY FFH AHEEo

5% | FDARR ABBA D FEEA] AMEE]
) A =-S-(High)
SSAd F5- FAH AFFERAE 5189 3
Z7F(Moderate)
REEAE FWPSRE WY FA7 glont, o FAx Age
2 B
W A o] o} tH(Although there is scientific evidence supporting
the claim, the evidence is not conclusive).
$o(Low)
5 c —dzEA tE ek AT A o, o] A= A ol

ZA&o] W Ao] olygla FDAE ZAEAAtHEvidence is limited

and not conclusive).

=3] S&(Extremely low)

—ZzEAC gk HReA FA= w9 AgH ol ou A AT
4 D A AR = Aolth FDAE olelgh X AlE s v 3
g4 A7 A9 flvkar AEXvhLittle scientific evidence

supporting this claim).

O AolRZA &9 Al gk Av|A} BT

- AolRFA|] AzHA = Ao|HFTAlo AYAARIHF FERHEA, 27T
BEREA, AAFZEA T A 7HA TR ARIAE T 5 dorn, 4
o] H =4 (Dietary supplement)ol] AF&%+= ZZE A (health claim)@] AFd A
& AEslelal A= A FxuAe] AGAAES 45T AdSs Alxd
AHERE obu ek 57h7] 91 FDACI = AL 9lt}29),

- o] FDA7F A dietary supplement®] ZFZEAlC 5% vlE YFslo]
of sitt= Zo = AF FA T HoBRFAY Hx
ot EUEE AYS AA 519 JUE BAE FERIANE
AT ol & E3to] AH|AES 519 AU RAIZFE AFEE] B

29) A9, AA7IEAE BA FaTA ek A 9 FdEA Fa FAXYS FHoR. FuAT
2009 & 143-175
(http://www.kobaco.co.kr/information/adstudy/UploadFile/%BF%AC%B1%B8%B3%ED%BI%AE-6%C0%ES.pdf)
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1.2 Aytte] HEAE

O m=o] A5 FAFsHAl 2358 k5 (Food and Drug Act) sfoll A A=
FAE A7) AF B2 BAANA FTteta

(D Adctel X AF AR EA 303D

O Murtel 3
7

?‘E]_]i]:le—g—i 170 Oi
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o
o
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D
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5
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2
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rob
o
i
2
Lo,
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A
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o
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(@]
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=N
jmy
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—+

j=n
o
=3
2
IS
Jm
o,
s
o)
o)
BN
FH
>,

1) 9yt A7 7 ZF A (General health claims)

O 54 AAZI, A9, vholonts] wi Al dd 4F w= AF 4
axel ol g FREAS B Bl F A GHOR rojxin,

o AW AL ¥ 7F A ¥ A (disease risk reduction claims)
3

=
7+ Z 3% Al (function claims)

- ANEAATRAEAE AE B AE A .4 AF e AES

30) http://in.nutrition.org/cgi/content/full/138/65-1/1221S
31) http://www.hc-sc.gc.ca/fn—an/consultation/init/man-gest_health_claims-allegations_sante_3-eng.php
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9 A A Al g AA Vel fAol vk

NSl
2. 17 = 7159 Ao BAYE AA 71 A digh

3. AA 7159 B (restore), 1A (correction), L3 modify)ol] d st

FEAIE et

IHI 2H9 F/e AF e AF 74 849 484 mader #do
= A g A7l Aol #H LRl Ywo] e YA
A WA Eiel sEdET. vE 7 A ERe AFEd deE F HS =
I F g2 AEA 7 Aedn. AT s RAIE ofye 17
FZEAY A HA 7% Canadian Food and Drugs Act(the Act)s}
© Yool FaEAEA(drug claim® FE

(2) MU 715A4EF #H Hyt
1) AEF o E Hit

ol A

O Zhytpoll A Fvj == A A 7A 3% (Natural Health Product, NHP)S ¥ 33k

BE Alza okx ¥|a olE AEY ¥F e Fao] ZTAE A

o
7¥

=
v

FAEL 2E9oEH (Food and Drugs Act, the Act)32), Food and Drug

Regulations (FDR)33) 123 Natural Health Products
(NHPR)3® 9] A& W=

Regulations

O The Act®t o Wt Nyttt APl os] ARHASH, He| JP
Myt B (Health Canada)® 7yttt 253 A4 (Canadian
Inspection Agency, CFIA)o| o]&] AlsiEar Qlt}, 213%o ta| A+, Health
Canada”Z} A& 719, 71743 okde] #3t A9} 7|+S €338 CFIATE

-y

o]E9] Al (enforcement) ¥ F(compliance)E © 33}

O AHgste ARBzEAC Wt Y HF] WEY 9Nk 74

Atk 19984 Atk BAgel e A, A, 74, Ay
gprglel epEOR AFAM, AEY FuUE AU

s sW e 497t ekEe] el sgshl s,

o

iy to

Food

32) Department of Justice Canada. Food and Drugs Act. http://laws.justice.gc.ca/PDF/Statute/F/F-27.pdf

(20109 1€ 5¢ AEERD
33) http://laws.justice.gc.ca/en/F-27/C.R.C.—c.870/index.html
34) http://www.gazette.gc.ca/archives/p2/2003/2003-06-18/html/sor-dors196-eng.html
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O whebd, AES B4 ARV SHTAS Sk A AU P gLt 2
2 71%5E 71R A3 (food product)S 2139 9FEH 9] Section 339EFE o}
Yl oFES qrAlsks =R WAIAZ]7] flgk 2&e] 20021 FDRe
ek ol Wl we S AW AESl AFe AEHAL
AL AL = AA HA

2) Ao AE71548 FARE 1A

O =4 z7te] Agaigr = A2 FDR B.01.603 Al A
of Atk o] == 7ITAEA d&l vy Azl £33} FAE 750
AuaA 971 fad FSsek ohe JPed Wesh EA Bt g
#7115 ¥3ketar 9lth Health Canadav: AZ¥ 7|SAZAES HES &
TANES T3l M= 7l EA G A S HoHet

£ 3. AU aFZZZEAN Y +F

O EAARA=F A (specific health clalm)—‘:— ——1‘5— 713, A, vlol vl e 17
el gk AF e AFE ALY e Ui Ves " tA] F 7bA
Tor'°§ o % otk

H A H A F A (Disease risk-reduction claims);

Xdiﬂ 2lol o] wigto A AW e S FAAATY] SIS AFE e AF T8 84
A F(FDR oA ofFo = hght))

- A771% 432 F A (Function claims)
AR A B 17 FAlel Bas AA 715 FAel g AERREA(AE
9 # dHdl dYaTt v 137375434
A% = 71w A #ANE AA s FAd dE FREA(dE £ 4
oM B W& W B e By ¥ WY AYd Js
AlA 7159 EF(restore), WA (correction), Y3H(modify)oll st FZEA (o] F-&
o] ZxE A= FDROIA FEAZREAIZ HFHTH

O A AR7FZE A (General health claims)&

r
[¢]

X
FohA T AR L OEE ‘AL 1dF Y 5o A4
AL AAH AFe 9% HE Age =

SEREES RN

0%

rr

Health Canada A&

35) Schedule Aol AFslo] 9 A, oY, wE ol Aot o4, mFdH WA Yl UF A=E
502 ofW $R AFE, oFF, NAE Et AWEL dFA Bl Fusht AL FAE U
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E 4. EAGLEAEY AESH 7]5FEA (Summary of biological role claims

for specific nutrients)

Protein

Helps build and repair body tissues

Helps build antibodies

Fat

Supplies energy

Aids in the absorption of fat—soluble vitamins

Docosahexaenoic acid

An (n-3) fatty acid, supports the normal development of the brain, eyes, and

nerves
Carbohydrate

Supplies energy

Assists in the utilization of fats

Vitamin A

Aids normal bone and tooth development

Aids in the development and maintenance of night vision
Aids in maintaining the health of the skin and membranes
Vitamin D

Factor in the formation and maintenance of bones and teeth
Enhances calcium and phosphorus absorption and utilization
Vitamin E

Protects the fat in body tissues from oxidation

Vitamin C

Factor in the development and maintenance of bones, cartilage, teeth, and gums
Thiamine (vitamin B-1)

Releases energy from carbohydrate

Aids normal growth

Riboflavin (vitamin B-2)

Factor in energy metabolism and tissue formation

Niacin

Aids in normal growth and development

Factor in energy metabolism and tissue formation

B-6

Factor in energy metabolism and tissue formation

Folate

Aid2s in red blood cell formation

B-1

Aids in red blood cell formation

Pantothenic acid

Factor in energy metabolism and tissue formation

Calcium

Aids in the formation and maintenance of bones and teeth
Phosphorus

Factor in the formation and maintenance of bones and teeth
Magnesium

Factor in energy metabolism, tissue formation, and bone development
Iron

Factor in red blood cell formation

Zinc

Factor in energy metabolism and tissue formation

lodine

Factor in the normal function of the thyroid gland

'Reproduced from CFIA (6), Table 8-2.

® The examples of biological role claims listed in the table have been considered
to be acceptable by Health Canada and the CFIA. Other biological role claims for
nutrients may also be acceptable and are evaluated on a case—-by—case basis.
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E 5. "= AWTAAIRLEA S o] AMytielAe H3

Submission Rejected®

U.S. risk-reduction claims? Accepted® Proposed* )
under review

Original 10 health claims based on SSA (Health Canada 1999 commitment)

1. Calcium and osteoporosis

(SSA), proposed inclusion of Added vitamin D
Vitamin D (Jan 7 2007)°

2. Sodium and hypertension .
(SSA) Added potassium

3. Dietary fat and cancer (SSA) Rejected

4. Fiber—containing grain
products, fruits and vegetables
and cancer (SSA)

5. Fruits, vegetables and
cancer (SSA)

6. Dietary saturated fat and Modified to include

cholesterol and risk of coronary tfrans fat but not
heart disease (CHD) (SSA) cholesterol

Accepted fruit and Grains and
vegetable aspect cancer rejected

Accepted

Accept with
7. Fruits, vegetables, grain modification
products that contain fiber, (whole grain);
particularly soluble fiber, and exclude reference
CHD (SSA) to fiber (Dec
2006)
8. Soluble fiber from certain
foods (oats and psyllium, and
recently barley) and risk of
CHD (SSA)
9. Folate and neural tube Accept (Dec
defect (SSA) 2006)

10. Dietary sugar alcohol and
dental caries (SSA)

Yes

Accepted

Claims since 1999 (SSA and FDAMA decisions)

11. Potassium and blood
pressure and stroke (FDAMA) Combined with 2

(2000)

12. Whole grain and heart Combined with 7 Grains and
disease, cancer (FDAMA) for whole grains cancer rejected
(2003) and heart disease in 4 above

13. Soy protein and risk of Yes
CHD (SSA) (Oct 1999)
14. Plant sterol/stanol esters

and risk of CHD (SSA) (2000) ves

15. Fluoridated water and risk
of dental carries (FDAMA) No interest has been expressed for such a claim in Canada.
(2006)

16. Saturated fat, cholesterol,
trans fat and heart disease See 6 above
(FDAMA) (2006)

" Adapted from Health Canada

% Includes health claims based on significant scientific agreement under NLEA and
authoritative statement under FDAMA. Qualified health claims are excluded

% Data from Health Canada

* Data from Health Canada

® Data from FDA
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Making a claim on food

Nutrition Claim

Health Claim

Must be listed in EC
nutrition claims

Is the claim about:

— Disease risk reduction?
— Child development and
health?

annex
NO
Article 13 claim
Is the claim based on...7?
Gteréeral_ly tifi New
accepted scientific Bldence
evidence

YES
Article 14 claim

4

EC
Health Claims

h

of article 13
health claims

Member State list

Authorisation
process

h 4

EC list of permitted health claims
(January 2010)
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Nutrition —+ Natural & Organic Foods | 77|1&84& % S} AHAF
Industry
—> Functional Foods 7|sdel g0 etRE oty E(ZsiE)

AEARR
2A 750908 —+ Natural Personal Care HE|BE HIARE, 2788
(2005471 &)
— Supplements |—-{ Vitamins ‘ H|ElTIA, B, C, E, HE|H|EITI S
AB e ‘,‘ i ‘ e AlREEES S Xalz otE M =
of 21001 & Herbs/Botanicals | 512, H@F&822 FHRZ UEHE
ESIES = =
(20054371 %) »{ Sports Nutrition ‘ HBLEAE, ol HXHHS 2, low carb A/
Ba Minerals Z&, oladl &, ofd, A5, dells, HE S
-+ Meal Supplements| AlACHSA[(OFEIA AL &8, CLO[O] EAE)

>{ Specialty ‘ S ans 71X 7| s AU SAME

a3 12. ")=9) nutrition industry

Natural Personal Care

8.7% Supplements
= _28.3%

Functional
35.4%

Natural/Organic Food
27.6%

2% 13. "]=F Nutrition Industry 7|22 wj&d 3}
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O dietary supplement®] 4% 1990do A 19923 Afolol] Alo] A= o] o]
] AJFS 4291 8-529E REo|Qlth 1994 DSHEAW F¥ol% mjd F
ZE G S ol F5= AIAAATIE AAH 20050 oF 2109 E R A

Fol BAHE AGd=TI mEEti(ad 14).

25,000
20,000 hA &
15,000 asg'7209 A7) NFFR
04 13 o%)q T 7] { b 20091%
10.000 ?lﬂ HIF 23
5,000 -
4220 484

1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005

Z+E: NBJ's Supplement Business Report 2006

19 14. 1= dietary supplement A9 A%

(2) 7154A4FE]
1) 7154 ofo]2=1750

O 1920dtHE dairy dessert® AFdlei = w52l dige] d+H
probiotics¢} A4 & &3eS w5 v diksAl 5& Hrsk O}o]
238 3t A+E W& . US Department of Agriculture Economic
Research Serviced] =W A7 nj=rQE0] AW+ creamy dessert@]
e 17 liter7} With @7EE Abghgo] Wi obol2a% F Avrhe
ooty er A E £ ofolxado] HA uiebm 94l Az Al FS

Luks ket 59 AFE JE Fd 9

He >E

50) NPD Group, National Eating Trends Services, University of Missouri news release, Nov. 5, 2009

US Department of Agriculture Economic Research Services
www.examhealth.com
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2) Probiotic Pizza 51

O wvlolg] 2o st "L =oJFr}lE Bacillus coagulants strain (Ganeden

EE "wE3“Naked Pizza"dbar 9. 500°Cel A
ci Fot ¥AE Hil ¢ Fo|x probiotics’t Aol ol EE silica

encapsulation 7]< o] -&.

(3) 715 A A Z o] A AFRQ52)

O

IFT A&7} 392l Clydesdale ¥HAb= 7]5A 219 t)xlel, 7wt mlA g
HAE THAZ et HE T}

1 o =
U 78R &, ste e
hyA

[
FAl whet Zb @A el AR A e Eebd Aol

ALGA: AFHE 237153 BA 13

(Identify the relationship between the food component and the health
benefit)

A NES v b e EAAES 08 Qs 9+ g AP
@ olzrel BAC] WE A AW AAH 2AS Fyshed Aok ol
Boke] FRF oA ATES AZolH /5 Kagre] FAH wA
g yraltd AgE 5 9

A2gA: 259 A5 2 7IsA TEHS A% AHF 23

(Demonstrate efficacy and determine the intake level necessary to

achieve the desired effect)

Aglgdgdaste] adsE Ysste AL 7 AEe] AFS Tdo] e 7]
s/l e gk A ZAE FFehed Fag dolth sHARE A
B doltt. A AFAES 1dAllA A7 sAde] wzEE Ayddas
5 RIS AlEE gt o' AS-ee AEd 8Tt BE AR &
U FEAdo=w g7 g, olE §o] 1 847F oW 179 3 BE
old|(o) =4 terpene or alkaloid group) A&sHA B AA+= &S F &

51) Baron M. Postgraduate Medicine 2009 Mar: 121(2): 114-18, Nutra Ingredients—USA report, September 17, 2009

Packaged Facts press release May 13, 2009

52) Fergus Clydesdale, Ph.D.(2004). Functional Foods: Opportunities & Challenges. Food Technology,
58(12), 35-40.

http://www.docstoc.com/docs/7000273/Expert-Report-on-Functional-Foods—Summary
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ATt w2 = sFetEo] ¥ A A| olA LR diAE

2 AZI/E 3. gLow I 949 %Xé*éﬂr e o]-&A4

(bioavailability)e] HAZHojoF 3}, o] AL 2EQ 49 584 3}t

FE), HA Aol mx&= F3F, AEF7HEA o FgF
[e)

o R T o
|\
o o
ol
ol
rlr
12
i)
et
rﬂ

o rlf ox ot
o
o
o,
N
o
N
Ir
S

Strength of association. Ag]&4d 949 %< vYeldl= dolgrt gt

FAASR FastH AT 5 d=7
Consistency of the observed association. TF& 79 9%, vE 39
ALREE Ada sl ayzte] AAZS A== £83 HolHE

ds T AeTR

Specificity of the association. Hlo|E|7} e 249 L4l azfto] o3l
5 7hsd HAE BAFL =710

Temporal relationship of the observed association. &&= T3k
Hol &zl a3t BFE =R

Dose-response relationship. Mg &Ad 849 &3S Z=7pA 700 ue} =t

f &29E s

o

Biological plausibility. A2]&A 840 a35 AHel7]o] wEautsl 7] % o]
=71

Coherent of the evidence. & &4 a4 a3 7+ AAV AAHeE B
*S W FE83 tolHE At kw0l 51%7}?

A3

ASE 93] Hill's criterias A &3t=d AoAA AL T/} &, TAY
A, 79 FART 54 71540 AE S0 BeAS 1A Fart 9l
ot ARV SAAE anE B8 A7 o9 Y] e ave o
7l FEE Fe AF ok 1AW 54 o} oo dL F 9l
B A g, gAdom A gAY wol FAsks vl dE,
1 7o) el H At wel tia AR 5% aEsor Ak

BA: %S e RN i 9

(Demonstrate safety at efficacious levels)
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- 7154 84T ARME ARE FEolA ARA, H8HH 27 s F7hE
He Fof kAol st sojof Frh. AFel AMEA AEHe o] 4

A4GA: YA Q46 4L AF A
(Development a suitable food vehicle for the bioactive component)

ASEA: BB NG FEF A%H FA 9F
(Demonstrate sufficiency of the scientific evidence for efficacy)

- fradd Hrke AEg Aol e 5914 HEgAEed s sy Aol
7P Aol AAAY Aolgtar Awrt Hde Wi gtk olf A
HE BS E5ZES GRAS(Generally Recognized as Safe)® 283}l
AEAoIAqth. @5 YFshe A g A& Fo=2A a5 Y5
T AUAEF o] FrAEgE o] AEHojop Frh. 18 T AAES

GRAE(Generally Recognized as Efficacious)&ta @8 4 ¢t} GRAEE
AE QLS HESEA T3 AHE IS & A AE7F HE> FDAV
GRAS &4 A& A3 FASIA GRAEe| tst datg wrEojof skt
a1 Ayzhsioy,

AeGA: AEFe Aol HE LHAAG

(Communicate benefits to consumer)

- 1-5 w9 Ade An[Rel Al 71sAAAFY AFH ek A 848 Abeld
HAE &4g7] 98 AR WAAIE 2A=R FAEAY. AT 8S B
dokstar 3 7F glojof sk} IFTS} &7 International Food Information
Council Foundation®ll ©]3ll aQtel x| 32 Av|AEo Al #8t4 JHE

Z‘}ﬁf‘)‘] ﬁ%g}% HO]-%O]] Tﬂ?_]_’ XQE% Zﬂ%:}q—

A7THA: &} ko] stk A FFAL
(Conduct in—market confirmation of efficacy and safety)

- A S Ee] Aol em AR A 2R bssE 49
F QoA 1 olejel talA muUEslor Stk E@ of| akgo] hF
EEAR B ST
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2.2 MYe] 7|84 F #4 AdeF
(1) AR

O My SAA oshd vigF 6897019 vl 71de] 14w AlFelA C$
21.5 billion®] 49< &e]x ¢lt}.(Statistics Canada 2009) 7Huitlo] A
2 E 71952 20061 US$31 billion 7HA =2 FA == A ACdA 7 Ba
g VIS AAAE, SEAIES MEAIgd AlES FEskal Atk (Nutrition

Business Journal)

of AolHZFAY YuE AEEHE dd sEdo =3 Aynt VHgES
prebioticstt 21 &4 @A hydrocolloids #oFllA RS 7]3] S A8}
i o

O 7154 A% AF A 19l 550

(Number of companies with functional and health products in the

market)

il Cardiovascular Disease
™ Diaboios
ECancar

131

i: Enargy

M Mental Ability

¥ Gutl Health

¥ Immune System

a9 15. 7153 A% AF A 71199 F

O 200739 Flytte] 7eAdaE 2 IR ZAAA AES F 689719 3
Atolgleom, = 177709 3AE V) A EZ 3L kR A RFS o)
AN 17470 715A A Fo vk 29070 FudH ZA o vk o] UAATEE,

[e]
=
[

T oox [
o

53) Sources: Functional Foods and Nutraceuticals Survey, Statistics Canada 2007 Nutrition Business
Journal, Functional Foods IX, 2007
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¥ 12. 20079 AUt 71584 F © AN E &E 3

Functional Natural health Firms active Service only

food firms product firms in both fields firms Total
number
3|A} 174 290 177 48 689
TAL 2,887 6,303 4,491 294 13,975
thousands of dollars
AP Akl 621,073 1,755,639 1,294,843 20,277 3,691,831
T=o 177,565 176,706 377,360 0 731,631
A0k 62,646 50,639 30,968 3,702 147,955
O 200739 Ayt 754 F 2 AADZFAFAE S 200432 vlaed off A
g3 o] e Aoz yEelduss, 2007d 9 dHolHE 7sAAES @
juk Sk B4 Aw Al9S FAlolm o] Hh Abgle] Wy A o] Fk
of &S mAa U
E 13. 20049 % 20074 Ayt 71542 F 2 AAAZAF 4G v
2004 2007 Herusniii
increase
number percent
ASHAE L AANGAE
Firms 389 689 77
Employment 12,872 13,975 9
thousands of dollars
Revenue 2,886,538 3,691,831 28
Research and development 74,554 147,955 98
Exports 545,013 731,631 34

Z=*]: Statistics Canada, The Functional Foods and Natural Health Products Survey,

2007

54) http://www.statcan.gc.ca/pub/88f0006x/2009001/t026-eng.htm
55) http://www.statcan.gc.ca/pub/88f0006x/2009001/t056-eng.htm
http://www4.agr.gc.ca/resources/prod/doc/misb/fb—ba/nutra/pdf/canadian_RD_eng.pdf
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O Myt 715 aE4Ee] 40 T8 7SRk A8 A%, Asx4d, o
U 2 AdAAQ] A% a8 et diFEe Ve AAAEES Ax, T
9 ghilais SAbEel A1) 40T aRopt At A HA1E s
F28 ez A4aa g
E 14. MU} 7158 FIAIEY 83 74
Importance
Functional food Firms active in both .
. . All firms
firms fields
. . Not . . Not . . Not
Major Minor e Major Minor el Major Minor e
number
Diabetes 50 51 73 70 29 79 120 80 152
Cancer 36 48 90 54 42 81 90 90 171
Arthritis 30 33 111 46 49 82 76 82 193
paseularor heart 77 48 49 86 28 63 163 76 113
ealth
Bone health 47 31 96 54 44 80 101 75 176
Gut health 63 35 76 84 43 50 147 78 126
Eye health 41 20 113 33 40 104 74 61 217
Urinary tract health 7 29 139 30 42 105 37 70 244
Prostate health 8 27 140 25 56 96 33 82 236
Menopause 9 27 139 36 38 103 44 65 242
Immune system 53 39 83 92 34 51 145 73 134
Energy 64 44 67 95 42 40 159 86 107
Sports performance 55 5g g3 59 48 70 81 107 163
or endurance
Sexual performance 3 23 148 28 29 120 31 52 269
Mental ability 18 63 93 64 25 88 82 88 181
lweight control or 71 32 72 90 24 63 161 56 134
0SS Or gam
Overall health and 112 51 12 126 30 20 238 81 32

well-being

=4 Statistics Canada, The Functional Foods and Natural Health Products Survey, 2007
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e

14%
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1%

56) https://www.fuji-keizai.co.jp/market/Oet60.html
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57) http://www.jhnfa.org/
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h=Sye)
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e 7]
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1 2kc). Danon®] Actimel AA|A oz 713

9]

brandE ZA

Eal

;g}

brando]™ Nestle®] LC1 Go!¢} Muller®] Prokult’} lt}.

A o] wo] 9ltl. Ready-to-eat cerealoltt ZF#2AHES Y3+ Raisio's

Benecol?} & A% F o]t}

Azt

[e)
735

FRE AAA7F u$ wal 200549

K

A

16% ©]

(1) A3 F A

US$ 8 billion ©]2Fo]m

&7 A& 10%°) °)

AFTFEE 20060 dA o]

A

=
=

Al
2

A

il

EERR

o
o7 7]thH}.(source: Datamonitor)

US$ 10 billion

-
T

2011l

5 EokellA A7l

2=
o

/g—

A%, old A

U2 US$ 21 billiond] =

s

g 2

AA 71578 A7de] 50%

o]
7o

O

59)

http://www.nzte.govt.nz/explore—export-markets/market-research-by-industry/Food-and-beverage/Pag

es/Functional-foods—market—-in-Europe.aspx#downloads
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% 16. 2A715E #9 7IsAAE A T E(source: Datamonitor)

2011
2001 2006 Proportion 2001-2006 . .
Us)? Us 2006)” th? orecas
$m (US) $m (US) ( ) grow $m (US)
ol ] (Energy) 2216 2897 36% +31% 3508
A A7 Gut) 1118 1588 20% +42% 2090
A7 (Heart) 1029 1454 18% +41% 1905
7€} (Other) 889 1196 15% +35% 1499
] 74 7 (Bone) 613 878 11% +43% 1162
Total 5865 8013 100% +36% 10163

Vgl 2 (n]Sge)
DNSHAENGANAN B ARBZEAE B8 AF] v S

Y2001 v 2006 A AE

O vl= Ao Fgol mAg oIy A2 Aol o3 dFs e v #7
HAEe] AHAEE 7S E AAel B4l 2 3
Y= 7le A Ee 75%7F 271 2 el Al A Akt

£ 17. ¥ #F9 715AAE AP 7FE(source: Datamonitor)

$m(US)Y Proportion (%) $m(US)
Sl S 2001-2006 2011
2001 2006 2006 2
growth (forecast)
soft drinks (&% 2797 3615 45 +29 4327
Confectionery (A #}) 590 984 12 +67 1446
Dairy (5-#%) 661 883 11 + 34 1098
Bakery & cereal 616 834 10 +35 1052
(A 2 Al d /)
Savoury snacks
435 666 8 +53 922
(v 229 5)
Other (7]E€}) 767 1032 13 +35 1318
Sum 5865 8013 100 + 37 10163

NG
Y2001 v 20063 A E
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dlolElRYE ] ot f3 7|52 F AlGdA 7P 2 AT

Y& oks AZEEY AR Fdy FAFS AlEEe] 17k =
ox Wi 9 Fokx Pom Wonderful, Tropicana, Actimel, Yakults 2
A= dHx] Hl=Eso] 9]

off Hj
rlo

H_IZL
o

Bakery & cereal #oFi= Kellogg”} probioticsE WA A& XY
H7E 3 AWatoly Aol df oz st AFE 9A] Al e
ATk AFAA AN AJNOS R FdE MarsAte 2FHFo| T H-o|=E

7hste] FEEAE 3] AAdct.

o LJ#] &ok= Lucozade, Red Bull, Gatorade, Powerade 5, Actimel ©|1}
Yakult® FA7 #oke] 3|AtS o)t}

£ 18. 8 =71E 715484 F AF (@9 m US$ )
2001 2006 Per capita (2006)” 2011 (forecast)

UK 1565 1998 33.3 2416
Germany 1375 1890 23.0 2398
Italy 677 1042 18.0 1428
France 599 764 12.7 941
Spain 401 598 15.0 765
Netherlands 216 272 17.0 331
Sweden 140 215 23.9 296
Rest of Europe 893 1235 N/A 1589
Sum 5865 8013 N/A 10163

V191% N EFRNF (FY, Wb

e AnbH o sl W Bt SUreta AR et 54
»9d 5 5 & ]

Aol A 71544 F Hotol ol 16874 HA AT AFA
2 23= A7 QALY B ol RAMoR Bud @
ol AES AT Y Fo HAFE] 754 A

ot} ol VSAAE Adom

o olf

o ru
M ot ot N
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>
A

]

1o
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?é}\i]ﬂ o

lo,
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60) http://ipts.jrc.ec.europa.eu/publications/pub.cfm?id
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2.5 Z4=9] 7544 F T Aagl

O 20094 ILSIoA ZAFsE Zbare] 7]%5A4d213% ko] Asjoelor #g
WaA Az Fe A S FAFske] 2010 ILSI AAxFE3]6Do| A 23
T kAl AfEo] A Fatbs 7] olgu 2o 7]
AT Gl g oot qlo] & 199 1S Avfstaiat g

PN L

N
o

¢

¥ 19. =9 715A84E &A A

off ¥o rir

Country Scientific gaps/barriers
= Lack of consensus (&9 3=)
Scientific substantiation (¥}8+7% <91=)
SRS Evaluation criteria (B7} 7]15)

Developments of new tools (M] &% "ol 73
Target group (WA &)
Risk benefit approach ($Ja]-#¢] &21)

L
Eie=n Lack of scientific consensus (¥}38F%] glojH=)
Exposure assessment (=& 7}

Consumer understanding (&8]2} ©]3f)

Bz Definition (% ¢])
Consumer understanding (&8]#} o] 3l)
Impact public health (FZFH A9 <3k)

Science awareness

4 Fresh regulation
Weighing of evidence (FAA=2] H7H

Consumers and benefits (28]2}&} #H o))

FgolA o} Substantiation/harmonization (=/%3})

Lack of regulatory framework (GFA|A A9 F=)
F

HIS(Health Information System) quality (AZFARA A< 2)
ol=2 3 E| L} No guidance (A% Fa)
B Appropriate intake (4 A3)

Substantiation (%)
Definition (%))

ol Regulation (7FA])
Definition (% 9])
Consumer understanding (4H] 2} ©]3l)
Lack of joint effort (¥ =39 1)

o] okel~ EX Regulation (7FA])

61) Stéphane Vidry. ILSI and functional foods; Future perspectives, ILSI annual meeting, Puerto Rico

(2010. 01. 25) (http://www.ilsi.org/Documents/2010%20AM%20Presentations/Vidry.pdf)
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Incentive Mean score®
Exclusivity 2.0
Orphan drug model 3.1
Lead time to market 3.6
Compulsory royalties 3.6
Tax credit 4.1
Research pools 4.3

N=184 *1 is most preferred.
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B Pharmaceutical(n=23)
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O Sea buckthorn (Hippophae rhamnoides 1..)& $-#lytol| A= ZvjH g4
FOERIUT), FxddAd s AbEu, d2d = AulE](Seaberry, ¥ —-
=)t Bl Ay AEE Fa gAol FEA el AR )
vrhe] g x| gel m]ise] Au) HAo] Ffjetal Ut

Fo AES BY AR B

q
2 F53m ol EdE FAEAY nistn AMuTae w2eg

S| Tkl Al Al oF 4 FEFZo] °F 3000715 Aol AdFEH EAZX R X
el dvlE sta s

O vhE HAFs was) s APt nenFsl gol £FE AvE %
A= AENFATANAAE Adlel A5 HRERS 2AT ol A
Eo 2AZ 0§ ATE FANAL. EH AFLAT AR oS
8% AEL AEHE ATE FAD W AT

O obzuote] Quji Selubetol s AE FARY FARZZ AL§7Hs S,

O 9 =349 g (black chokeberry)gtil E& & olZYo} A&t =723 Aronia
melanocarpa Elliott):= ¥ (Rosaceae)ol| 3dl= HE 72 AE dv=
EFu) 2| o] YAikA] o]} 86)

84) HIHE (2003) L vwiINERIE » R7 7 ke = 2 7L, JLiEE ERge AR
http://cryo.naro.affre.go.jp/kikaku/info/pdf/62-1-32.pdf

85) http://www.foodhokkaido.gr.jp/works/jigyou_17/1701.pdf

86) Tsuneo, T. and Akira, T. (2001) Chemical components and characteristics of black chokeberry.
Nippon Shokuhin Kagaku Kogaku Kaishi 48(8): 606-610.
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O ofEYo} dujF=E(aronox)S ZH=o| A dietary

supplement® A% Fvfx a1 ¢l

Eclectic Institute , Aronia, 450 mg, 90 Veggie Caps

Vitaminz: & Mutrition Type: Anticxidants - Dozage: 450 mg

Fresh Freeze-Dried Arcnia Melanccarpa Made with Organic Berry A Dietary Supplement 100% Kosher Aronia
melanocarpa, also known as chokeberry, is a native to Eastern Morth America. The dark purple berries are
adaptogenic (they increase non-specific resistance} and highly prized by indigenous cultures. Although still
gaining recognition, Aronia‘s high levels of phenalics, tannins, anthocyaniding, procyanidins and flavonoids
make it one of the top antioxidant fruits.

:F_
(RPERD S A A Aufsar o 53] LE7)5 E} o 1=, 2001l A AFA)
ol ofZYols Ael e XA AAFE A=t gl

O Hax AF7FgAFAE s 1998-2000d “olZuofe] A E71go]g
ek A7, 2002 “ofRZYolE o] &3k At F] JAIAIYS B3, ofE
Yol ZAFuk (PR o 2R A2E Axde dFE AsiR o, 2004
dol = ofZ Yol FAFuto R g A xdte A7 ofEYeld o] &g I
FE Azt dTE dAste] 1 T EFE Frheterisn,

O ofzYel dufe]l frEolgls thde] tEAlolU I FHZ] Ao o3 &
sl g ohekel AlE A 7)o Y Aoz deA Qs

O A -gugte= of2Uol duf FHELe] “O tst @] &= =
F Adsdnh @ A fFalE FHAAE AAGEH EeS E 5 dsd

¢ 5o 54 Ad JsAAR AdHe] gon @4 AR Folth.

87) Tu=T&#Mnr77>7T— ) X2— Lo http://www.foodhokkaido.gr.jp/works/jigyou_14/1414.pdf
88) AZXE (2008) o}2UoH Aronia melanocarpa)Z5-E Fij3t &89 a3l 2 dodg2r] 5%, =2E
A Fsts] =], 37(9). 1109-1113
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Canadian Strategy
Federal Government

Provincial Governments
and Organizations

FFN Canada

Edu C'-Hi_iﬂn, Industry Research/
Training Representation/ Development

and Marketing of FFN
Branding

8. FFN Canada®] A=k wsk

9] AR FFN Canada’t TR o] mel 24e A94 F53t A
ARoh AAAE 2ATANN N 5HNE BokE 2EdE 4TS T Aol

O FENe] absfstel il d=f tof
Strategic Approach:
At A YEYIE SFste] Akt 719 UEADE P
- ARl o 71‘§91 AL S A 5 7IgEe] =9 A B
Yt Ay AAdEe] HED A9 A 7199 JF3S vk s
- 7199 =suiA %Xﬂﬂ A=A 3k 7H‘/}E]r 71 HMEHAE %—314 A&
AUl sE v GoA ASAAENAE U A4

A =9,

(@)
=

- FFN Canada 78953 22489l
& AHHoz e,

- ATRosl gAY ABH A

Action: 75443 Fd A9H, 7HH Q] Tz} dHste 3.
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96) N.M. Childs and M.E. Childs 2001. Do we need research incentives for health claims? Chemical
Innovation. 31(8):28-37.(http://pubs.acs.org/subscribe/archive/ci/31/i08/html/08childs.html)
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Products Health claim strategies

Flanker Unigque Leader Follower
Nutrition research H H H L
Product development L H H H-L
Claim communication H H H L
Label preparation M M M L
Advertising campaign L H H H-L
Value—added share

1 0 1 1

growth
yalue—added price 0 i 0 0
increase
Risk assessment L H H L
Overall cost and risk L H H L
assessment

H=high; M=medium; L=low:

1=positive; 0=neither positive nor negative

O Agel BHA

A 54 witol] Ad=7F WS flanker$} health claim

follower A &Fo] Az xmE FDAY 93], Keystone Center 52 A7xY
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Claim exclusivity

The organization that invests in the research supporting an approved health claim is awarded
exclusive use of that health claim in the market for a specified time, similar to patent
protection.

A% Rz EAG @ 2IE 953

S8 ARV BE AAE] ARIFSSAN J15 9% A9 BaF ATE
ik 24 Az AL Agat A ol =dEE $deiil HrhEPA
licensing® f-AH

Compulsory health claim royalties

Approved health claims continue to be available to all companies, but the organization that
does the necessary research for the approval of the health claim is awarded a royalty that is
assessed against products that are similarly qualified or use the new health claim, similar to
EPA licensing arrangements.
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Confidential advance notice of approval is given to the petitioner of a health claim, so that a
marketing plan and market launch can be prepared in advance of the public notification. This
is expected to provide a brief marketing advantage to the petitioner.

o]ejo] Ao sidke] X k= ¢kl E & (orphan drug model)

3] AL AlF] ek ko] A ke BAESTE=E A F 3 orphan drug actE WS
Agsh= WL old wEW 7\ 3 A SdEd TS 50%F tax credit(Zd
?ﬂﬁL ;@r‘sL 4)OE oML /\Iz‘ﬂoﬂ tHgH 03_71} $IO0,000 z“s_LEoﬂ)q oqu]—z% z],.:r. 7\] oq_—rL

43 A9 o Tl
Orphan drug model

v @

This approach is a variation of the successful Orphan Drug Act, which rewards
pharmaceutical R&D for drugs serving small markets. It combines 7 years of market
exclusivity, 50% of the research development costs treated as tax credit (a maximum limit
provided), federal grant money for clinical testing expenses (maximum of $100,000 per year),
and assistance on research protocol.

AT+=24 pool
7154 4E AFAY poolS e AFEF 5.
Research pools

The creation of research pools for functional foods may encourage research. Traditionally,
agricultural commodity boards and cooperatives have successfully promoted research via
research pools.

A=3g

A7 71530l digk A5t T g0 Aol gk AlA] s E.

Tax credit

A portion of the R&D investment supporting the health claim is awarded as a tax credit.
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Assessment of research incentive options

Research Orphan drug Market Rovalt Tax Lead
pools model exclusive Yalty | credits time
Yes Yes Yes Yes Yes No
Proven model
5
Market impact 0 * * * *
. 0 + + 0 + 9
Discovery
. . 0 + + 1 0 0
Price premium
Public sector + + + + + +
impact
Private sector + + + + ? +
impact
Competitive 0 + + + 0 ?
advantage
Agriculture | Pharmaceuticals All All All All
Industry advantage
+=Positive impact
?=Unknown impact
0=No impact
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- 166 -



(3) Generic vs exclusive claim issues
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Royalties I=
Lead time ———p
Orphan drug
Research pools
Exclusivity Tax credits
Exclusive Nonexelusive

Figure 1. Classification of research incentive options on a continuum of market
exclusivity. Scientific research is fundamental to the continued successful
development

O 12 AAE QAEE gebEe] wErH ]l =S dERd Aot

Preferred research incentives

Incentive Mean score®
Exclusivity 2.0
Orphan drug model 3.1
Lead time to market 3.6
Compulsory royalties 3.6

Tax credits 41
Research pools 4.3
N=184

%1 is most preferred.
Source: Reference 13.

O A, oFF, AolnaAl 3AE Al &oke] 3JAE2 HErE AAE|BIE AA
1 ouE JQAEES B 7edAEe] ols TUAA & Aolztal Ast
A i dqw ole Tl w2 7MY g2 2Folde HAHE FEE 5

O EF FASAE Al Rokel AAE BT uEE e EA AG

- 168 -



2 ol AAHe A FUE Fo <)

0 4 AL7HE Bk o) A3 4] A=W F b gere] mE
o
=

existing generic claim, research pool

e ©
>
X2
2

A wotEel b4 £ AR WHeln 1 GYolA Huel 4ge o

=
0,
B
!
il

o
e
=
=
o

q o= 3 T =
olul Aoleb AHAS WojzTh

O W] WiEA werso] 1 ok A4S AA AT % ofolF o A%
A 207 2e 598 BAAE o A9 23T 5 Ak A W)
ebs ks e HA A4S B9 wPAEES NG Qomz AF A
Mt Qe Aotk AR A WE od mYAE YA oo A
2 Aol

Existing 7

Qeneric

1]
claim q

48
Exclusivity (2]

9
CW_'-‘;‘?‘X " —
royalties o [ Dietary suppiement
(h=54)

Pharmaceutical
Orphan | I Prrmaces
d 2 !
nw"'}:*ﬁ = L O Food (n = 99)
0 20 40 60

Percentage of respondents agreging

Figure 2. Incentive formats most likely to yield higher profits.
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Figure 4. Incentive formats most likely to grow the market category.
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