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Guidance documents on the scientific requirements for health claims
by The NDA Panel of EFSA (2012)

1.Blood glucose responses/blood glucose control (flFE{E)
2.Weight management, energy intake and satiety ({&KZE 3 &)
3.Protection against oxidative damage (B2 {L[EE{RE)
4.Cardiovascular health (GEiRENAR)

5.Bone, joints, and oral health (& -B3&fi- ORE)
6.Physical performance (F{A8EH)

7.Neurological and psychological functions (f% - 1L ER)
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(1) REHEDEHRF SEALRHNE
@ 1EHR 2B

Dietary Supplement and Nonprescription Drug Consumer Protection Act

AEFBREETIE (Hatchik) 0645

@ NDI (New Dietary Ingredient) DX MREELE(11/7)
1994F LIFTICH T AV RELTERASN TULVEL S
RERE. P HEBDZER. LEHNELL. Mﬁﬁﬁﬂm%t#%h@%&ﬁ

(2)BNEDEEREE [_pxrrmansy

DF R (FDA): EEEDH 15> X(2008)

The “gold” standard is DB-RCT design (Guidance for Industry:
Substantiation for Dietary Supplement Claims Made Under Federal FDC Act)

QILE (FTO):FIFHELDIBHEKRDHEMTES
(3) 90419U_'&70U}~J|‘GMP(Good Manufacture Practice: ## 1E Sl1& 37 &)
@ GMPs EJFRHEZE (2007FFE1T. 2010 F 2R THR)

@ FDAZEES : 289 (4 (~201259A)
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EH{FEAILR YL — L (Qualified Health Claim)

Health Claims EHAANILRIL—LG

Significant Scientific Agreement

(...... may reduce the risk of (name of disease), a disease
associated with many factors)

B iEHLIXHAH., FER DTSN
(although there is scientific evidence supporting

the claim, the eviderjce IS not conclusiye)
TR EREIHEN, BENTER D ITohEL

A Sonficant soentfic agreement

B Moderate

Dvidence is not concluvve

SPCEICRE IO Snd FDA has determined that this evidence is limited

not conciutive
Il e and not conclusive
Extremely Low ) )
D Urtie sciertific expderce [Roh - #S AR IS, RilH TE LT DR
o BYLIITEL LI
(Very limited and preliminary scientific research suggests
...... FDA concludes that there is little scientific evidence
supporting this claim)

1
2

c Low 3 (Some scientific evidence suggests ...... however,
4
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5 Versions of Front
| abels with Different
Qualified Claims

Paper presented at FDA Public Meeting
Assessing Consumers' Perceptions of
Health Claims,College Park, 11/17, ‘05

(168 students participated,48% Female
21-22 years old; 66% Caucasian)

Level C

LeveIB



Mean Score

Confidence in Claim Information

4.5

3.96

3.5 -

2.5
Control Level D Level C Level B Level A



Examples of Qualified Health Claims
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Selenium and
Certain Cancers

(2003)

Selenium may reduce the risk of certain cancers. Some scientific evidence suggests
that consumption of selenium may reduce the risk of certain forms of cancer.
However, FDA has determined that this evidence is limited and not conclusive.

FDA

Antioxidant
Vitamins and Risk
of Certain
Cancers

Phosphatidylserin
e and Cognitive
Dysfunction and
Dementia 2004)

Some scientific evidence suggests that consumption of antioxidant vitamins may
reduce the risk of certain forms of cancer. However, FDA has determined that this
evidence is limited and not conclusive.

FDA

Consumption of phosphatidylserine may reduce the risk of dementia in the elderly.
Very limited and preliminary scientific research suggests that phosphatidylserine
may reduce the risk of dementia in the elderly. FDA concludes that there is little
scientific evidence supporting this claim.
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Food Consumer ScienceBEiEDNZEER, AP T HE
TERITaY ok
EU -Food Consumer Science, European Commission DG Research

7th Framework Program2007-2013):€50B/7Y (BfE3%:€2B)
*Food Consumer Science in the Balkans:€2.3M (2008-114£F)
KF
[US]-Consumer Food Science, Food Science Department, University of California
-Food & Nutritional Sciences, Family Consumer Sciences, Seattle Pacific University
-Family and Consumer Sciences Education, Human Nutrition & Food Science, NM State
Univ

-Food Nutrition and Food Safety, Family & Consumer Sciences website, NC State Univ

-Department of Consumer Science, Wisconsin University

-Food Nutrition & Dietetics, Department of Family & Consumer Sciences, 111 State

University
[UK]-Food & Consumer Science, The University of Abertay Dundee

-Agricultural Sciences, Food Sciences and Consumer Sciences, UCAS,

-Nutrition with Food Consumer Sciences, Food and Nutritional Science, Reading Uniyv.
[Port] -Food consumer science post-graduate courses: University of Porto and Open
[Others]-Food Science and Consumer Science, RMIT Univ, Australia

-Consumer Food Science, Consumer and Applied Sciences, Univ of Otago, New Zealand

-Department of Food and Nutrition Consumer Sciences, Durban Univ of Technology, SA

-Consumer Science (Food), Rhodes University, South Africa
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FIE D EFRLLER International Comparison of Regulation

R EER {8 51l £ T B & 4l
Standard Individual Product i .
regulation system | approval system Notification

KEFRWERT |EU—BEERT

Nutrient function | PEIREER M

claims *%*%ﬁ%ﬁ l:ll:ll:l

BE(Z D) (F8i& | EUFTRBEERT) | EUSTHR#EERT | KE:DSHEA

PREE) BEER T PEREE M

Enhanced(Other) ~co71=

function claim

(structure/function)

ERVAVERBRER | US:NLEA (EU14)

Disease risk

reduction claim EUYAYER JYROERB N7







CodexETEE £
(1 RTEHE

BERT (RERBERT. TOMROBERT. KR
DYRAVEBRT) HAF 542 —>04FHBEEHRR

(2) % K ARERHNE
BB R O R RO R 2

Dwell-designeF=ErT ARBRICKYFONT=-
BB ETREICINEHEREZTTHS,

(Health claims should primarily be based on evidence
provided by well-designed human intervention studies.)
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Functional Foods in Europe
International Developments in Science and Health Claims
9-11 May 2007, Malta

Recommendations on the scientific basis of health claims
from Codex's point of view

Rolf Grossklaus

Chairperson, Codex Committee on Nulrition and Foods for Special Dietary Uses _
Federal Institute for Risk Assessment (BFfR), Berlin, Germany

Regarding the nature and quality of the evidence, it was discussed that the following
criteria should be applied:

= Health claims should primarily be based on evidence provided by weall-designed
human intervention studies. Animal model studies or in vitro studies may be
provided as supporting knowledge base for the food or food constituent - health
effect relationship but should not be considered as sufficient per se ta substantiate
any type of health claim.

= Evidence based on human intervention studies should demonstrate a consistent
association between the food or food constituent and the haealth effect, with little or
no evidence to the contrary.

= The totality of the _evtdﬁnﬂi.shﬂu_lg_igg reviewed, including: evidence to support
the claimed aeffect, evidence that contradicts the claimed effect; and evidence that
is ambiguous or unclear.

Although high quality of scientific evidence should always be maintained, it is the
opinion of the Committes that substantiation may take into account specific
situations, such as:

- Health claims bearing on fully recognised functions of nutrients and for which
reports on clinical studies have been published in the scientific literature.

- The totality of evidence may only comprise observational evidence.

- ‘Nutrient function' claims may be substantiated on the basis of generally accepted
authoritative information that has been verified and validated over time.

It is possible to broadly outline a process for the substantiation of health claims by

national competent authorities, which takes into account the general principles for

substantiation. Such a process would typically include the following steps:

Referances
1. Asp, N-G. (2002) Health claims within the Swedish Code. Generic claims and
product-specific physiological claims in relation to current European and
intermational developments. Scand. J. Nutr. 46: 131-136
@ Shimizu, T. (2003) Health claims on functional foods: the Japanese regulations
and an inernational comparison. Nutr. Res. 16: 241-252
Guidelines for Use of Nutrition and Health Claims (CAC/GL 23-1997 Rev. 1-2004)
Froposed draft recommendations on the sciaentific basis of health claims at step 3.
CX/NFSDU 06/28/7 June 2006
Froposed draft recommeandations on the scientific basis of health claims at step 4.
CX/MNFSDU 06/28/7-Add.1 October 2006

“Health Claims on Functional Foods: the Japanese regulation
and an international comparison”
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EU:RE -BERTRE (2007)

Regulation on Nutrition and Health Claim made on Food

REEROES AE
Bgek (3% |—B#EERT  |BEIL. EZBOLVESM
Function claim General Function |R#AICE D BRERT

Based on generally accepted
scientific evidence

DEEORE. e |Cam (131
BEE&E —
@i - {TEIRSE HFRABEER R

New Function Claim

@ﬁiiﬁﬁlﬁﬁﬂﬂﬁ (1 3_5)

FRONFMRIEST
K ICEKRBERT
Based on newly developed
scientific data

RIR) R VBE SR = ERDYRI R TERD

Risk reduction claim (14) HEITD) R IR T S
EICBET SRR

INRERERTR INROREICET AR TR

Child health claim (14)

Claims referring to children’s
development and health
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Yes I= the food / constituent
sufficiently defined and characterized”
BADEEEE
EE Yes [ 1s the claimed effect sufficiently defined .. No
=z andisita I
3 beneficial physiological effect”
= —
REETOES At
-Ef Yes = = e
= Have pertinent human studies been No
?: presented to substannate the claim?
a
2 ERRER TOSEET

If the outcome of one or more of these questions 1s unfavourable

Yy ¥ ¥

The INDA Panel weighs the evidence of all
partinent studies (1Le., studies Hom whach
scientific conclusions can be dawn to
substantiate the claim) presented including
amumal, i vinre, and mechamistic studies.

A cause and effect relationshup
has not been establizhed.
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KBHER T MEf A WsTCT &) Eﬁﬁlﬁk(?ﬁ 707% ) 0D I 7% %
Provexis Natural Products BRI S

YAV IEBR T (F145€)

B4 S HEERT
EAERADFaL—AVH L WORRIKRZINA. BREDIRI%Z
Wrigley GmbH, UK (10/10/1) E#YT 5
MEAERDF1L—AVH L WIREOEZHRML, REDYRY
Wrigley GmbH, UK (10/10/1) BRI S

EMATO—IL-ERNATA—ILIRATIL
(Danacol®)Danone, France(09/7/31)

meaLAFa—I)LEET/ED
SV IMEBEDYRIFEBRT S

EMATO—)L-iEphomHL-ATa—/)L mMPaLXTFA—/ILEET/HEL
Unilever PLC,UK,UnileverNV, Sweden(08/8/21) & . IMVEEDYRIZRFET S

EMATO—ILTRTILEE
McNeil Nutritionals, UK (08/10/31)

mepaL A TFa—/)LEET/ED
SV IMEBEDYRIFEBRT S

HkER100%F ) —ILDFa—A20H L HEDO)RVER

Leaf Int, Leaf Holland, Finland (08/11/14)
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B 5> REET
0-1) LB (ALA) 1 /—ILES(LA)- ABRERIEE INROESARELRE

Unilever PLC

A LEERAZITD AL DLEEASUDIT/MNREFTE
Yoplait Dairy Crest Limited, HIZAEWVWTRIVBOFIZIHE
FaUAXHIUE(DHA) ZLEIR (0-35%) DR O D FHEZBN
Mead, Johnson Nutritionals, 14

FaHUAFTHIUEE(DHA) BRERBIUIRDBEHDFH EZE
Merck Selbstmedikation GmbH +5

FabgAxHITUEE(DHA) BRIV RDZBHEDRKZEL
Merck Selbstmedikation GmbH Bhl+54

ALy L ANDILITFELDREGED
the Association de la Transformation Laitiere Francaise, ﬁkE[ :LIZ‘E

EAID EAZUDIXFELDEDOREIC
the Association de la Transformation Laitiere Francaise, E

A% AVRIIFELDRBIVLE

The Association de la Transformation Laitiere Francaise

#& BKITFELDRBERED R ZEITHE
The Association de la Transformation Laitiere Francaise

f-AIE<E FELDBEDODREIZHESTS

The Association de la Transformation Laitiere Francaise
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EUDESDIELE

D% (Regulation): BxHHIR DGR, ERELHIES
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@R E (Decision) : &R ETHMBEIZHLTOHHEK A
=D,

@& (Recommendation) : REEF =T HEH D RBETHY.
*ﬂijj E'—E)T:fd:(t\o




US FERRIHE % (The Nutrition Labeling and Education Act)

NLEADANILRIL—LA: BRA(ELS) ERRED B F

Health claim: relationship between food (component) and disease
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FATR)—HT)A - BEHEE 1994
The Dietary Supplement Health and Education Act (DSHEA)

(1)WNR: ERS>  ZSRTIL /N—T
)& -#iex~  KEEMEEMB (FDA)IZ/E

Structure/Function claim
OFFAISNT=RI : TRIFH TSI, [#HFTH1. BB,
(IS, {RETS]
O:.!F‘Iénm\ﬁﬁf W9 H1. [ FIBDI.FEHTT A,
B9 1. 8ET 5]

ZOOOEE#IKﬁILfg Federal Regulation in 2000
BEDKERBEZTT RIECERZEZRI RBITEFSNGN

SAROBERTIRNEOREICHEIGETHAZD LT REITFHFSINSD



NDIs (New Dietary Ingredients) FrHAFZ12(F)

FDAFERA1E7H18) . /N\TaA#TY 12828

OREBMDEARSTS. 1994F LIRTNIZHTYAV L TERSN

<Ly

HITn(E. FINDIDFEHD R ZE,

QB THEALEZEENH->TH. MR,
QFLH9%Y A Old dietary ingredients” & . Grandfathered list CZiLY,

@NDIFE S TH>Th. Bl H k. OB DL E. LT
T UES e ]
G ELEEREONDIRSEEAT B L%

ORE I YRR R

1)1
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(2) AFESNTF=NDIF S LN DFRD AT NEENTLENGS
(3) ®IZRFE (i, Ft. iEim. RE MM RLCEHES
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FTCH',. POM Wonderfultt D5 XL &% & FH(complaint charge)

Federal Trade Commission(X. /[ E&R . RIILIRIE . FIEF 2T FIT HELVER
ELUVRAF T+ 73 ERTEITO TS EL T, POM wonderful $£D100% 40

U a—REPOMxY T AV RMZDLNTITEUE F (administrative complaint charge)
#Z L7=. Release:09/27/2010 (http://www.ftc.gov/opa/2010/09/pom.shtm)

POM Wonderfulft D ER (X E1REER | T BEER I TH o176, HIiL
IRIEORTNEBTHYILIAESN TLVELY, |

Healthcare Practitioners

We created this section just for healthcare professionals. It's
filled with information that we hope you can utilize and

perhaps share with your patients. It contains everything you
need to know about the benefits of POM Wonderful

Fomegranate Juice including:

* The powerful health bansfits

* What you need to know about recommending
pomegranate juice to your patients

* A summary of recent, published studies and access
to full-text articles

= A& summary of what others, like yourself, are saying
about POM Wonderful

* Information on how to get helpful support materials

= Sign-up for our Wonderful News

* An events calendar for shows and seminars
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Health Claim in China

1: Enhance Immune function)14. (protecting radiation damag
2. Lowering blood fat) 15. (Control obese)
3. Lowering blood fat) 16. (Improve development)
4. Anti-oxidation) 17. (Increase bone densit

18. Improving nutritional
5. Improve memory) anemia)

. , 19.

6. Mitigate eye strain)

20. (Prevent Acne)
/. (Help Pb excretion)

21. (Decrease skin mottle)
8. (Improve throat condition)

22. Improve water retentivity
0. (Lowering blood pressure)

Improve skin sebum
10. Improve slee
(g o) 24. (Control gut flora)

11. Enhance breast milk secreti025_ EreTans deesen fnETe)
12. Mitigate physical fatigue)

2 (Improve bowel movement)
13. increase oxygen deficiency

endurance) 2 7 .

(Protect gastric mucosa
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i i% (the Food Act 1981)-Dietary Supplements Regulations(1984)
2)F—RAN)T7

=2 fhi% (the Therapeutic Goods Act 1989)

RAT =T HEFEEESEFY (the Trans-Tasman Mutual Recognition Arrangement)

— A DETEE., MAL-R M fith77 OETHIRE ATHE

3)FSANZ (Food Standards Australia New Zealand)
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1. EU: FriFR B fhiE(Novel Food Regulation )
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2. US: GRAS (Generally recognized as safe)(19584F)
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3. ANZ.:Novel Food

(non-traditional Food)
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Food with nutrient function claims (FNFC)
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Food Consumer Science in the Balkans
(FOCUS BALKANS 2008—2011%F)

(OXRE:/NILAV6rE(RARZ7  wILET7 .  PAF7F 7. KRR
ZTFANIVFITEF . BELTRT A, XTE=ZT7) DHRE

QFEREM - BEER.BE-XERTER. A —HT=vIB M.

ZHE M

B T—V:DOHEHEFTHZTML . BRBROITEIETILEEY.
BEFHRESASDRMNTEBREZHART IMARETHED D

QNIWH EEOMEEDRYRT—IZFBELT, AT
MET#%. Food Consumer Science DA% HE#E9 5

BE-RERTEGIODIIN)—F—RIET DALY
F—RF RKEEFFEB Zakline StojanovicZ$%




HFST —3~X—ZX D

At ZE2H-HEERGEICOVWTORAE
BAREICIR I &I, IRMEZHRRIBERI D
MESER-ERRAR DRI AF Al e

|-

HBEET/ B ﬁ%%
BEEFH@E WS

B ch A5 . A
EFSA$R &5 . LM
LDk ‘ﬂl . HEERE
. ERERE/

DARE BEERERE
L_j/@ \/ BEERM
FDARRES



BRERFMOBZENRILET —IN—X Wacome TR 24,

Health Food Material Scientific Database (HFS) =R/OY 4

| k=4 | sEmmE | ®mH-% | cHEHCE | sRaRes |  FaQ

b £ 8 o 7k c b il 8 SRAAT1—

A+ TI2. REESER S ORDEET S OLT, HENITENOHHEESSNET.E O o1
FADLCHMADES BHIUHENTASHEIR IO RIC, L{ERNVRHRTEL_LEENELT
FEOFLTC, TUMEBOENS LUMTOISERALTOLETOT. BPIROAOF —2—-2 4T
HEHATRET, COF —4~<—2h, —0;EREDHHRE MbARS B 5% 8E ST A O wMaRes
SR oI TEVET, )
O DS —=FEF=IU-R
S
) R 20111209) TES2 - ER21
O PR3- F B 48hE O %5 o ZUNOH-NIFF-F ] T335)0) HAATHORIBET
/8 JILELE @D
(20111219 MEE E St i ey
BILF - 55— A(HF S} BT+
[
o Kl O pik{kh R - @D
BEO—YHII-ES
o #thmE © -0 © @tk
o TOMOENHFIY | tEoRE

| e®mir-ar



REBEBRRFICRBTRFNNAF)—R 2y DER IR
THRERRAMNEZAITOVWT(ERLEREREEEN 02

FREEEBRPLCZTOMODWVDORRHEEEMICDOLNT, IELLY
FHZIREL. B AETREBICHAKTESAMDERD ALY

1. BABREEGS HTUAURTE A —
<

NR-$7UAURT RN 44—
{}

2. R)E LR -FREMFTAT:NR

3. HHFEERRXEEMAHZ BRRRER
4. BERTEhE . BREMEEL

Juf
H




RER T DR FRIR M

Scientific Substantiation of Health Claim
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Health Claim




