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Abstract

As of July 2000, Korea has become an aging society, since then the
aged population has increased. Also, as the standard of living has
increased, excessive in taking of nutrition, drinking, smoking, and stress
started causing many health problems including geriatric diseases such as
cancer, diabetes, hypertension, apoplexy which has become a major
problem. As effects of preventing disease and increasing health have been
proved by the validity of recent food, customers' levels of demand are
increasing for health functional food and a law has been passed to
satisfy the regulation of these needs.

The Korean health functional food law was passed and instituted on
August 26, and it came into effect as of August 27, 2003. Since it's
history is very short, there isn’t much research, studies or comparisons
with foreign legislation about problems that occur as a result.

Based on this recognition, this report has comparatively examined a)
the legal definition of health functional food, b) distinction between food
and medical supplies, c) legislation of permission for health functional
food, d) problems related to false advertising as well as labeling.

This report highlights implications for the existing law by comparing
and examining the health functional food law of the USA, Japan,
Germany that may directly or indirectly influence the Korean health
functional food law, with regards to establishment and amendment,

technology development, imports and exports.

To do so, it examined cases, documents, and legislation related to

dietary supplement of the USA, Germany, Food with health claims of the



Japan, etc. and analyzed them comparatively.

In chapter two, after examining the Korean health functional food law's
background of establishment, purpose, and principal contents, problems
will be pointed out.

In chapter 3, legislation related to Dietary Supplements of the USA
and a legal definition of dietary supplements will be discussed briefly.
Labeling system related to dietary supplements such as health claims,
nutrient content claims, structure/function claims will be examined and the
responsibilities of the manufacturer will be discussed thoroughly. It will
draw conclusions and explain implications for Korean legislation as well.

In chapter 4, Establishment background and purpose of Japan's Food
with health claims legislation will be briefly examined, its legal definition
will be examined and differentiated, and its requisite and procedures for
marketing authorization will be thoroughly discussed as well as its
labeling and advertisement policy. Finally, the importance it has for
Korean legislation will be discussed.

In chapter 5, this report will examine Germany's Food Act, which has
become a big problem recently, and problems related to the regulation of
the European Union Food Act. Then issues related to legal definitions of
dietary supplements are examined, the report system of import/export of
dietary supplements is briefly discussed, and after analyzing the labeling
and advertisement systems, the importance of these are mentioned.

Finally, in chapter 6, in conclusion, problems of the current health
functional food law related to specific matters will be highlighted and a
solution for legislative reform plan will be proposed through examining

each country's related legislation.



% Keywords : Health Functinal Food, Dietary Supplements, Food
with Health Claims, Food for Specified Health
Uses, Health Claims
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43) Pub. L. No. 59-384, 34 Stat. 768 (1906) (21 U.S.C. §§1-15 (1934) (repealed in 1938
by 21 US.C. §329 (a)).

44) oju]—)\lﬁ okﬁ §]_;<]-ﬁ %
ol Tt 2 A Ak o] [ds] &

45) 21 US.C. §343 (j) (1938).

46) S. Rep. No. 493-73, at 12 (1934).
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47) U.S. Health and Human Servicies, COMMISSION ON DIETARY SUPPLEMENT
LABELS, Background on Dietary Supplements, http://www.health.gov/dietsupp/ch2.html Z+Z.
48) Nutrition Labeling and Education Act of 1990, Pub. L. No. 101-535, 104 Stat. 2352,
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49) 21 U.S.C. §343 (1) (1) (A).
50) 21 C.F.R. §§101.60-101.67.

51) 21 US.C. §343 (s).
52) 21 C.F.R. §§101.65.
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53) 21 C.FR. §§101.13 (i) (3).
54) 21 C.F.R. §§101.14 (a) (1).
55) 21 C.F.R. §101.14 (a) (5).
56) 21 U.S.C. §343 () (3) (A) (Q).
57) 21 US.C. §343 (1) (3) (B) (i).
58) 21 C.F.R. §343 (1) 3) (B) (ii).
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59) http://www.cfsan.fda.gov/~dms/lab-ssa.html.

60) 21 C.F.R. §101.72.

61) 21 C.F.R. §101.73.
62) 21 C.FR. §101.74.

63) 21 C.F.R. §101.75.

64) 21 C.F.R. §101.76.

65) 21 C.F.R. §101.77.

66) 21 C.F.R. §101.78.

67) 21 C.F.R. §101.79.

68) 21 C.F.R. §101.80.

69) 21 C.F.R. §101.81.

70) 21 C.F.R. §101.82.

71) 21 C.F.R. §101.83.
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= d EARe] Advk= A2 & .

5 & 9 A X (Nutrition Facts)
2] R A7 B (Supplement Facts)7} 2] %] o]
lolBZAel gk Al 84S SRS 5 A A, 19 3%

F(Reference daily intake; RDI) i %A Q % (Daily reference
value; DRV)o] A H A & Aol diste] 1 54 AFT F+ 3

A HAT™ FHS HolESAle b B Al 3 =R &

72) U.S. Health and Human Servicies, COMMISSION ON DIETARY SUPPLEMENT
LABELS, Background on Dietary Supplements.
73) Pub. L. No. 103-417, §2, 108 Stat. at 4325 (codified at 21 U.S.C. §321 note).
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75) U.S. Food and Drug Administration Center for Food Safety and Applied Nutrition,
Overview of Dietary Supplements, 2001. 1. 3.
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Nutrition Facts

Senving Size ¥ cup (114g)

Supplement Facts

Fat 8 « Carbohydrate 4 « Protein 4

Servings Per Container 4 Serving Size: 2 Capsules Servings Per Container, 60
| [ —
R Amount Per Serving % Daily Value
Calories 90  Calories from Fat30 | | ViaminA(100% as Betatenc®) 30000 100%
e L P . T E— T S——
% Daily Value* Vitamin G (Ester-G® caleium aseorbate) 60mg  100%
3
Total Fat 5% o . -
ST — 1J!tann.nE[d alplllatlumphem]sumna!e] 1000 333@
Cholesterol 0mg 0% J!tamfn Bl ﬂljmmm} img 0%
Sodium 200mg 139 | | Witamin B2 (Ribafauin) bmg  5BR%
Total Carbohydrate 130 4% | | Vitamin .6 (Pyriduine) mg  300%
:‘m’? Fiber 3 12% | folchid Wmeg 0%
- ”gei's;'g Wann 810 Cpeotaamin) 0mog 400
T I e 0mg  61%
Viamin A80% »  Vitamin C8%) | Suesium (ganicalybow Nmg W%
Calcium 4% v rond%
 Faqhant Dl Vilusa a6 ssed onia 500 Phosghatio Serne leeiS8) — 10mg &
R o o ey ebee oy be et || CABA Gamma rinoButycAct)  S0mg
T f;:":; E-E‘m ;]5‘” Ginkgo Biota Sandarded et Evtect 30 mg I
Cial . Lasahan mg 353 4% ainken flavone glyeosides and 6% terpen lactnes
SoAn . Lstan 2w savong| | Veswde® g
%wm%m auug wmgg Patented aligomeic proanthocyaniding comp Iﬂx{s*led bar)
ietany _
i vk * Percent Daily Valugs are based upon a 2000 calarie diel,

& Daly Value ot established.
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for purposes of §201 (g) of the FDCA, 21 U.S.C. §321 (g)).

76) Pub. L. No. 103-417, §2, 108 Stat. at 4327-28 (codified at 21 U.S.C. §321 (ff)) (except
77) Ibid.

78) Pub. L. No. 103-417, §2, 108 Stat. at 4327-28 (codified at 21 U.S.C. §321 (ff) (1) (F)).
79) Pub. L. No. 103-417, §2, 108 Stat. at 4327-28 (codified at 21 U.S.C. §321 (ff) (2)).

80) Pub. L. No. 108 Stat. at 4328 (amending 21 U.S.C. §350 (c) (1) (B)-(i)).

81) Ibid.
82) Pub. L. No. 108 Stat. at 4327 (codified at 21 U.S.C. §321 (ff) (2) (B)).
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83) &, oke] A, 16%.
84) 21 U.S.C. §350b (c).
85) 21 U.S.C. §321 (s) (6).
86) 21 U.S.C. §350b (a).
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87) 21 U.S.C. §350b (a) (2).

88) http://www.cfsan.fda.gov/labe.html.

89) FOOD AND NUTRITION BOARD, INSTITUTE OF MEDICINE, OPPORTUNIITES
IN THE NUTRITION AND FOOD SCIENCES: RESEARCH CHALLENGES AND
THE NEXT GENERATION OF INVESTIGETORS 109, 1994.

90) U.S. GENERAL ACOUNTION OFFICE, GAO/RCED-00-156, FOOD SAFETY: IM-
PROVEEMENTS NEEDED IN OVERSEEING THE SAFETY OF DIETARY SUPPLE-
MENTS AND “FUNTIONAL FOOD” 4, 2000.
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91) http://www.cfsan.fda.gov/label.html.

92) M. Hahn, Funtional Foods : What Are They? How Are They Regulated" What
Claims Can be Made?, Boston University School of Law American Journal of
Law&Medicine, 2005, 31 Am. J. L. and Med. 305, at 2.

93) 21 U.S.C. §§321 (p).

94) 21 U.S.C. §355 (b) (1).

95) 21 U.S.C. §352 (a), §355 (d).

96) “AlHNew drugs) & “Ul§ LA Mol 71 &u3, FAH L, AokH Y3 sholA
AgE7) SelA o S A AoR dwrHown HolE o] b okE
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S w3t} 21 US.C. §8321 (p).

97) 21 U.S.C. §355 (d) (5), (7).

98) Nutrilab, Inc. v. Schweiker, 713 F.2d 335, 338 (7th Cir. 1983).

99) http://www.cfsan.fda.gov/labe.html.

100) Heather, G. Regulation Concerns could functional foods, nutraceutical markets,
http://www.hsrmagagine.com/articles/obfeatl.html.

101) Al&gA, kel 2 17%,
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2lo) B FA| 9] AR Aol R FAd 717 FZ 3 Al (health claims),
Gt Al (nutrient  content  claims), & - 7|57 Z 3 A (structure/

function claims)®} 22 A 714 T/ AX2IEAIE & & Ay o9}
e FrEAe APAL 2T AU Axg, AFe kol
w@ota Fae]l Afoe AWEAS Y] (Federal Trade Commission;

FTC)o| F-ghrt.103)

102) http://www.cfsan.fda.gov/label.html.

103) QY-S E&ALe= vt A Avfsts Aol Aok o] 1 §e] A 5El
3t A B 331 (informercials) S _J_fﬁff} FIE &S vk AEF e ol
2 FoolA A dser 1A AAE D A, ANTEALE e 4
F= Aold He A ujE W=t} US. Food and Drug Administration Center for
Food Safety and Applied Nutrition, Overview of Dietary Supplements, 2001. 1. 3.

104) 21 U.S.C. §343 (r) (1) (B).
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Aol A 92 do]H(Epidemiology), ii)
aLy

=

t] o] | (Biological mechanism), iii) Ab5< T
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T

t] o] Ef (Intervention trials)

[e3]
=t

Claims in Food Labeling Report on Effects of Strength of Science Disclaimers on the

Communication Impacts of Health Claims, 2005. 9. 28.
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Ae] Al FEA A o] A FTh 109
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719 (National Institute of Health), =¥ ¥}&}o}7}d|1](National Academy
of Sciences), AW Ao (the Centers for Disease Control and

Prevention) ¥ ¥7% A& A= AHAF 4kt dAQ] «FAZ < Ao

AT, BAMANEY, 2006, ol 5%, 38%
108) http://www.cfsan.fda.gov/~dms/hclaims.html.
109) http://www.cfsan.fda.gov/~dms/hclaims.html.
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2] o] 1 ZA| (Nahrungserginzungsmittel=food supplements, dietary supplements),
o Helt AFEe] BFEA 5Y NFOE Hofe

O
QY 55U 53] S BARE, el - vulEe] Az - Az

-1 = R
a7 elFolAm o, oled AFPe BAste] 3 FAHC
MitHeld AEAHS 2AXSE Gl EASA etk 53 A
oW A= AAIEAY AEuad , 5 TR

D FHA SR Fohek A=A BANA Aol nFAL ook
Fol PR, AR SJFEY A2E W A2z ueh
A

§71705 Qska, @2 Hlgol 28FHE sUbEAE AAk #

178) Th. GroB, Neues zur Abgrenzung zwischen Lebensmittel und Arzneimittel, EuZW 2006,
172 ff; K-D. Rathke, Ein Lichtblick fiir die Abgrenzung der Lebensmittel von den
Arzneimitteln, ZLR 2000, 285 ff.; H. Kohler, Die Abkehr vom Anscheinsarzneimittel -
Neue Ansatze zur Abgrenzung von Arzneimittel und Lebensmittel, ZLR 1999, 599 ff,;
A. Klein, Nahrungsergdnzungs- oder Arzneimittel?, NJW 1998, 791 ff.; Miihl,
Abgrenzungsfragen zwischen den Begriffen “Arzneimitte]” und “Lebensmittel”, Mainz,
Univ., Diss.,, 2002 5 J%.

179) Gesetz {iber den Verkehr mit Arzneimitteln v. 11. 12. 1998, BGBI. I, S. 3586 ff.
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71 % (Bundesamt fiir Verbraucherschutz und Lebensmittelsicherheit)!81)
of Alarshd Hth.

i) GHA SHolA Ho|BSAZE olofiel s, o oFi o]
GGl Pt AFS AFoR duld 2] Q1A Aglo]l EA

4 % vk

2005. 9. 7. A)FHAR o #$HH A (Lebensmittel- Bedarfsgegenstinde- und
Futtermittelgesetzbuch ©]3} 2F2ALE W 2} stohisy) g 9 TIga
FHATEA AQNA AEU) A DAl vFo] HolnEAe

WA AA By 4 EAZL AE A7 80 9
we ¥

180) Th. GroB, EuZW 2006, 172.

181) Berlin, Bonn, Brauschweigdll A3 AW AR T - A EQHA S Fdsts AWy
s weh

182) Lebensmittel- Bedarfsgegenstande- und Futtermittelgesetzbuch v. 1. 9. 2005, BGBI.
L S 2618 ff. W 2004d 119 ¢ =5 DY ALt el SN
2005. 9. 758 RS WYk BH BEE AAste] ¢ AF - vl - FIE -
I yre] AFEel A #3+ W E(Gesetz {iber den Verkehr mit Lebensmitteln,
Tabakerzeugnissen, kosmetischen Mitteln und sonstigen Bedarfsgegenstinden; ©]3} 2%
QAL ERole) Sohe HA AT FHE FHTTAEHE 178/2002 (Basis- VO)A
7372k A R ARl BgE Akl A3 A4S sk k.

183) Verordnung (EG) Nr. 178/2002 des Europidischen Parlaments und des Rates vom 28. 1.
20002 zur Festlegung der allgemeinen Grundsdtze und Anforderungen des Lebensmittelrechts,

104



A1AE A 2

A372, A95%, A153% L A152F A4 b

u} 2}

el

A65% A2

o

o

ujJ
oy

).184)

5}

46
250 FUWMAY #AHA

Foh(Alaz A

3
pul

Foll glofA] e ¥ofof

1A

file)

b1 9

As

S e o

il

ol

o, A

o]
A

IAAE T

=
=

50] Asle] 917

i

o
ol

il

s

0

Jo

el

E
B

zur Errichtung der Europdischen Behorde fiir Lebensmittelsicherheit und zur Festlegung

von Verfahren zur Lebensmittelsicherheit, ABL. 2002 L 31, S. 1 ff.
184) D. Gorny, Grundlagen des europdischen Lebensmittelrechts, Kommentar zur Verordnung

(EG) 178/2002, Hamburg, 2004, S. 2.

1978 Rs 94/97, “Zerbone”, Slg. 1978/99, 115.

1.
186) EuGH Urt. v. 14. 12. 1971 Rs 43/70 “Politi/Italien”, Slg. 1971, 1039 Z=.

185) EuGH Urt. v. 31.

“Costa/ENEL”,

EuGH,

pu
T

Hsto]

-1l

&k

ge =gl

EuGHE 1964, 1251 ff.; EuGH, “Internationale Handelsgesellschaft”, EuGHE 1970, 1125,

187)

=
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1134 ff.; EuGH, “Simmenthal”, EuGHE 1978, 629, 644

188) BVerwG, RIW 1991, S. 426.
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3. 5AAEETS fAAFAEY 28

FHTSAE T U= feA HE MEs Td¥o=
AT 284S =7a, o T EA WE 1782002 A2 A
AEZNIAE Aot Yt Hxo) wEl HAZE FEAEE AE)
Wol =lFEA & = At FHETEAE olet o] AENIS A
ot uf “fHAZ A A FH Aut o] Fsk S| o] mA
(Griinbuch)E& #3138} =dl,192) A7]A 9] 259 Jid-2 oA 2 %4
Yd3lele] Hol= wp=ar Q193

e oA e AAYE F AERADEH] AA SlA w9
TeAEE 17820029 FHWA AF/MES AFY okEe ol
st 488 4 gl

olot= gy AEEAIEY ARz ARge THIA= Adolgk JdS
AA e ot = THe FHTSAEE 1782002 A2xol whzl A3E
S AYet= Aoz st Qi A2z A2gh. wEka] A E AL
S ARz ARgdA it AEES FHTEA WE 1782002
A2z A Tl A ENE T 219

189) U. Miihl, Abgrenzungsfragen zwischen den Begriffen “Arzneimitte]” und “Lebensmittel”,
S. 17.

190) D. Gorny, Grundlagen des europdischen Lebensmittelrechts, S. 2.

191) D. Gorny, Grundlagen des europdischen Lebensmittelrechts, S. 16.

192) KOM (97) 176, S. 28.

193) R. Streinz, Trends und Perspektiven des Europaischen Lebensmittelrechts im Zeichen
des “Griinbuchs” und der Mitteilung der EG-Kommission “Gesundheit der Verbraucher
und Lebensmittelsicherheit”, ZLR 1998, 145 (157). Codex Aliementarius Commission,
Pocedural Manual, 12. Aufl, FAO und WHO 2001, S. 41. WTO ##4o] Hast w7}
FHETE5A Y Codexi= FAZQ oA HAHoz2 F4588 2=t} D. Eckert, Das
Lebensmittelrecht an der Schwelle zum 21. Jahrhundert, ZLR 1999, 579.

194) Th. GroBl, EuZW 2006, 172 (173).
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ghal7] 9lske] 2004. 5. 28.00 2ol HZF Aol @3k (0] 3} 2] o] W ZF A
gegrolgl ghthons HE AT THE L ol SddA= 2o
HEAE HAoR2 Fofgk v gtk

FRTEA AR 2002/46 Ao BHEFAS “UAo] o] HFEE
AL HBHor EL3 JUNe 8% e AUy 558 2= o
Fah EE 19 2248 9Y FFIAY Ee SPHeR FE¢
7oz AFd JH, S A8 B9, A 3 AA, 2 5] o]9}
Ak Al FE, A, FA, 29 Ak Ao AR FH
2 AHE f8t 2% G9E AR EEE AdHe AS 54
2 sk AES wetkelal gejetar laAE AL, o714
st JEiaT vlEH, vulErs gulste Ao R qfAstaL JTHE
Z A23h. 18 SAFL “Ao|RFA ] o R AREE = HEM]
I owu o]e]e] Jda T GG £ e ATt a5

195) Th. GroB, EuZW 2006, 172 (173).
196) Richtlinie 2002/46/EG des Europdischen Parlaments und des Rates vom 10. 6. 2002

zur Angleichung der Rechtsvorschriften der Mitgliedstaaten iiber Nahrungsergdnzungsmittel,
ABIL L 183 S. 51 ff.

197) Verordnung iiber Nahrungserginzungsmittel und zur Anderung der Verordnung iiber
vitaminisierte Lebensmittel v. 24. 5. 2004, Artikel 1, BGBI. 1, S. 1011 ff.
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