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Fundamental Question Remains About True Site of Action

10.3 million of Functional Foods and Their Active Constituents
people per yoar unless we act
Bioactive
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Syndrome Molecular

Dysfunction|

If Prevent Do not need

to treat! Diet is clearly Mental  |[necplastic
important P it e a3 Pr Process I
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Dr. Lee Jong-wook, Director General WHO

Literature 1s Full ol Inconsistencies
Breast Cancer; Sov Intake

The Dark Side -
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the truth about 5{]5,- 1
Vegetlyes, s s fe! OY
lie J
UNDER

Is Son Sat o Eat® Western

A

N\ -
= s the honeymoon with soy over?

Messina (2006) Personal Communication

Comparing People Is a Little Like
Comparing Apples and Oranges!

Many opinions and policies based on

idemiological evidence with

inadequate assessment tools and lack

of attention to individuality
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What Is Nutrigenomics About? Basically variation in the response Genomies Can Influence the RL‘HIM‘.H]\L‘
due to the “Omics™ coupled with a Molecular Target to Diet at \[ilhi[\j;‘ Points
— ! X
* ['ood preference
» Food tolerance
Absorption
I'ransport
Metabolism
Effect in target
tissue

“Nutritional Precmption™ 3 >
Concept that bloactive food companents can be introduced at points of initiation & Lampe and Potter, in Ciene-/
progression for patlowvay leading to an unhealthy or lethal phenotype | Modified from L;”nru (per communication)

I ] (¢
nvir Interacnons (2006)

Body Weight Change in MZ Twins in Response to Glucose 'I’runsporlcr Type-2 (GLUT2)
Negative Energy Balance ¢

IT'winA

* Body weight
(p= 0.02):
F~6%:R

Glucose

Homeostasis

« Fat mass
(p <0.01):
F=14.1; R
* AVF | k y ; = | §
(p<0.01): = S [ Thr 110 lie

F=11.7; R Twin B | oo S il | GLUTZ Protein

Weight, kg

-0 -8B -6 -4 -2
Bonchard ct al, New Engl J P
Med, 1990 (Positive Wt Ga
REC R e B S Bouchard et al, Obes Res, 1994

Polyunsat ! 15 of the

APOA1-75(g/a) polymorphism on HD

The Fram

Sugar Intake and Gene Polymorphi

Visit 1 Visit 2

HDL-C (mmolL)
TR TR LRI T

|

The/Thr The/Thr X A
The/lie + Me/Ne The/llle + Mle/Nle e

APOA1(-76G/A) Genotype
Eny et al. (2008) Physiol, Genomics, 33:355-60. Ordovas et al; Am, J. Clin, Nutr. (2002)
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Genetic Information May Assist in Identifying

Coffee Intake and Risk of Myocardial Infarction
Those Who Must Assure Adequate Intakes

Odds Ratio

OR for Colon Cancer

prosee

AIC + CKC

i1

SIA/SIE &« 21F/*1} VDR Genotype
CYPI1A2 Genotype * D005

’ i mesis, 24 01-1095, 2003
Conielis et al. (2006) JAMA295. 113541 Wang et al. Carcinogenesis, 24: 1091-1095, 2003

/ : § XRCC (Arg399Gin) Polymorphisms May
)j\.’ \ .y \: ) » & - v
DNA Strand Breaks and Diet Influence the Response to Lycopene
Lycopene Arg/Gin + Arg/Arg
Intake Gln/Gln “high-risk”
(ug/day) “low-risk™
High 0.82 0.21
(0.33-2.01) (0.06-0.71)

DNA Strand Breaks

in tail (%)

0.97 0.59
(0.39-2.44) (0.23-1.50)

Fluorescence Intensity

ro

i Low 1.0 1.0
Blood Sampling Pariod
Pool-Zobel et al. Carcinoyenesis

1997:18:1847-50 Goodman et al., (2006) Nutr. CA, 55(1):13-20, *

Genetic Information May Help Identify Those Limit
Intakes of Specific Foods

121 control

Balance of Foods Important High Amylose Maize
Starch and Red Meat Ameliorates DNA Damage

0 1k ved men
23 1490 16d mest
B M40 red ment
0 1400 whive et
DD s whie imast
5D 3440 white mant

z
[
=
c
2
E
-
2
]
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1
g
-

Witk HAMS
Dietary groups

W <8 times/whk © 5> timev/wk
Kury et al. (2007) CEBP, 16: 1460-7.

Toden et al. (2007) Carcinogenesis. 28(11)2355-62
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Future 1s To Focus on the Process Needing Modilication

Caremogen metabobiam

P 2 = Bicactive nwa)
components

ULV

Coll pllerenmiation
{ & '

DA Repar Y
L
o ." o .‘é'
T4
Credentialing of nutrients and molecular targets is likely the fiture?
Credentialing is defined as “omic” changes that bring about a phenotypic change

Genome-wide association sthdy identifies
novel breast cancer susceptibility loci

» A genome wide association study identifies allcles in

e FGFR2 associated with risk of sporadic postmenopausal
s

breast cancer

e Common vatiants on chromosomes 235 and 16412

5 ; q

oy confer susceptibility to estrogen receptor-positive

e hreast cancer

Gt

Aamdoes Mawebia', Filrid Sustams, {imn
fpet

Ferguson et al, (2007) Cell Mol Life 64(23):3105-18,

Not all that enlightening probably because can't monitor intake
of specific bioactive components in the diet

Nutrigenomic Testing
Promises vs. Reality!

Commercial Nutrition-Gene Test

- Sciona 19 §

antioxidant/detoxification
sensitivity, and inflammation
— Cost about S300.
Genelex The panel examines 19 genes that play major
roles in your body's detoxification capacity, antioxidan
capacity, heart health, bone health, insulin sensitivity, and
lissue repair

— About $500.
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VDR Fokl Polymorphism Affects Calcium
Homeostasis in Adolescence

Abrams et al. (2005) J, Bone Mineral Res, 20: 945-0953,

23 and Me

Genotyping
-$999 /salva kit
-Results in 2-4 weeks

o =lllumina HumanHap
% 550 + BeadChip reads
nearly 600,000 SNIP's

-
=1
.

-

-Has odds
for person with specific
Compare your genes with friends, family and the
world!!
Exceeding complex area since about 30, 000
Genes, 8-10 Million SNPs

The overall contribution of Copy Number Variance
(CNV) to complex phenotypes expression levels of
14,925 transcripts with SNPs and CNVs in individuals
who are part of the International HapMap project was
evaluated

I'he signals from the two types ol variation had little
overlap

Stranger et al (2007) Science, 31 5(5813):848-53
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Diet and Human Amylase Gene Copy Number

N Median Mean sd
O High starch 133 7 672 235
| Lowstarch 83 5 544 204

-] -]
B 8

-
3

Proportion of individuals

|
111 11 1] 1| Sy

6§ 6 7 8 & 10 11 12 13 14 15
AMY1 diplowd gene copy number

Perry et al, (2007) Nature Genetics 39(10):1256-60.

eee: % Y ¢

DNA Methylation Hstone modifications

Boactive
_Food Components

Noncoding RNA Chromalin factors

v §88¢ [0

Maternal Methyl Supplements* Reduce Tail
Kinking Phenotype and Increase Offspring DNA
Methylation at Axin Fused

* Folic acid, vitamin
B12, betaine, and choline

Waterland RA, et al
Genesis 44:401 -6, 2006
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LTR Hypomethylated

Cooney_cfal, ] Nutr 132:23935 (2002); Dolinoy et al. Envir, Health Petspect 114; 567 (2006)

Oxidation

Cellular Energetics,
Diet & Cancer Prevention

(2004) 32:4100.



es Hyperhomocysteinemia and

Folate Rey
Influences Ep

nNKERKE

Tt would Never wock., Richole ; —Tirn
n the c)q:-:nmm-l-'a\ Seoup and
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Dietary Intervention Can Cause Shifts in
Transcriptomic Expression

Multiple Food Constituents Can Influence
One Nuclear Transition Factor
Garlic, fish, broccoli, tomatoes

§40a8

HS 2 S

r ﬂﬁi@—_’____,__. <>

Nucleus

CEE2ARE

“antioxidant responsive element’

o Sorf2

Increased GST, QR

netic Control of Gene Expression
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SEN-rich Broceoli Sprouts Inhibit HDAC in
Human Volunteers.

Dashwood RH, Ho E, Semin, Cance: ol. 17:363-9, 2007,

NAME

Mau meaioprolenase
OMfactomedin 4
B-tactor properdin
Insubn-ie growth factor-2 recepio”

Likely orthoiog of ral vacucie membrane protew |
Transforming growth factor beta 1 induced Iranscripr 4
mTedale early response 3
Chapesonin contmning TCP1. subunt 2 (beta)
Mayor hustocompalibéity complex class Il DR beta 4
Chemoking (C-X-C molif) recaptor 4
Lumcon
Chramakn (C-C mobl] igand 2
Oual soeciicity chosphalase 1
imradate sarly response 2
SPARC ke 1
Toox 3
_V-sts eryOvobissiosis vius E26 oncogens homolog 1

‘Soivte camer family 25 member 3
Peroaredonin 1
4-amnctutyrate amnckansie ase
Folate hycrolase (prostate-specfc membrane anngen)
23baphosphoghycarate mutase
Semdar i RIKEN cDNA 0810008918 o

Liu et al. Cancer Epidemiol Biomarkers Prev, 2007,16.2150-4

Lack of Protection Against Induced Tumors in
40% Caloric Restricted KO mice



Nutrition. Cell Proliferation, Ot

ity and Cancer
Prevention

Gene-Nutrient kJ/min
Imbalance
, 7.0

Additional Strategies: Tea Increases Fat Oxidation

| Placeba |Green tea |

6.0

5.0

Physical Activity 4.0
Fruits
Vegetahles
Whole G i
Sov: Pr 10 mins 20 mins 30 mins
Genetic
Susceptibility
(Polymorphisms)

Growth Factors

Venables et al. (2008) Am J Clin Nutr 87: 778-84

A Molecular Approach to Medicine

Herceptin and Dietary fish oil increased the latency
time to mammary gland tumor development in the
HER-2 transgenic mice

Evidence Has Existed for
Years that
1 addit

Not All Cells Are Equally Sensitive and Antioxidant Properties May Not be
Mechanism of Action!
SWez20

HCTI6
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Ban et gl J Pharmacol Sci 104, 374 Herman-Antosiewicz. et al (2007)
383 (2007) Acta Pharmacol Sin. 28(9),1355-64




Insults Such As Radicals. Bacteria and Viruses Could Obesity Be Reflecting Some Other Metabolic Effect??
May Modify the Response to Food Components T Sl

Bioactive .
Food i { Cellular

Component Process(es)

Total Body Fat (%)

Snijder, et al (2005) J Clin Endo & Metab 90.4119-4123

I'he Foundation of Nutrition and Cancer Prevention Are
Controlled Dietary Interventions Studies in Humans

A () Genistein

3 10 pM Genistein

Cl 100 pM Genistein

£
&
5
g
<
o
c
2
t
]
&

3H-Thymidine incorporation (% Control)

R

Time (y)

Lappe etal Am J Clin Nutr 2007,85:1586.-91 Swami ctal. { 2005) Mol Cell Endocrinol. 241(1-

Serum 25(OH)D and Prostate Cancer Dietary Interventions May Not Always be
Risk B Protective
Today Concern About
Nested Case-Control Study in Nordic Men (62 ses and 1451 controls) - Excess

Calcium
Iron
Folic Acid
Selenium
E— Vitamin A

e S Vitamin D
= Others???
was
5{'" Why does this
<19  20-39 4059 60-79 differential response

5, . !
25(0H)D (nmole/l.) — ? Normal vs

. " io pp 0ni
Tuohimaa et al. lnt J Cancer 108;: 104-108, 2004 Albancs ef al (1995)AICN 62.14275- 14305 m.npl.nlu cells??




gen] Cupoer Death Tune ( Your)

Esophageal Canoer Death Tine (Year) fmmhia
3 2005 tahsorat)

& "
lavior, 1! ¢t al,. Gasiroenteralo

Foods Are
FUNdamental
For Health

k) .
However, all may
not benefit equally

WCRF/AICR Recommendations

Be as lean as possible without being
underweight

Be physically active.

Avoid Sugary drinks.

Eat more of a variety of

vegetables, fruits, whole grains, and legumes.
Limit consumption of red meats

If consume alcohol do so in moderation

Limit consumption of salty foods

Don’t use supplement to protect against cancer

109

Population Growth Will Also Influence Health Issues

Percent Change in Population, Selected Countries; 2008-2050

United States
Canada

United Kingdom
France

Sweden

ety

Spain

Germany

Russia

Japan

Haub and Mederios Kent, (2008) World Population Data SheeL

While I' have raise lots of Concerns:
There Is Light At the End of the Tunnel!

We Must Be Careful About Messages to Public

One Size Does Not Fit All! More is Not
Always Better

10



Three Types Biomarkers Needed To Identify
Responders (Both Positive and Negative)

Soy
fomatoes
Spinach
Broccoh
Garlic

Nuls
Salmon
Oats
Blueberries
Curcumin

Alte - !
Altered . | Green tea

p— S{r0CIITES

Function . A arins
unetipl | Modified i 3 ine’ Jhounre. 21 2002 Red wine

Predictive <—Personalized +==+Preemptive

Nt

Participatory



i Jun Tam agawa

Director,
Office of Health Policy on Newly Developed Foods Department of Food Safety,
Pharmaceutical and Food Safety Bureau Ministry of Health, Labour and Welfare

April 2007-present Director

April 2004-

August 2003-

July 2003-

EH19%F 48
TE16%E 48
Eri15% 8H
ER15% 78

Office of Health Policy on Newly Developed Foods Department of Food Safety,
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

Associate professor
Facuity of Humanities, Law and Economics
Mie University

Deputy Director

Policy Planning and Communication Division
Department of Food Safety

Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

Deputy Director

Office of Health Policy on Newly Developed Foods
Department of Food Safety

Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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Health Claim and FOSHU
System in Japan

FALES T NIRRT N

JUN TAMAGAWA
Director
Office of Health Policies on Newly Developed Foods
Department of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

| Used for purposes thal have ar sfioct on the str . turs

¢ What is “Food”?

Food Products
(Food Sanitation Law)

Foods with heaith claims }

Approximalely
¥2 Irillion

S0 callad health foods)

Other foods

Pharmaceutical Products
Approximal
(Pharmaceutical Affairs Law) ¥74 hm.;w

LEtea v the Japanese Phamac:
Jsed for disgnosis irentmant an:

csvantion. of

Fsaases

ard function of the body

Categories of Food with Health Claims

L— Food with Health Claims —
Foodwith |  Foodror
Nutrienl i Specified Health
Medical Drugs ¥ : Uses
= o : Food Products
m'”" -:W " v “health foods™)
R
+* "4
Taght

ta Categories of Foods
Classified by Use

Pharmaceuticals (including quasi-drugs)

H For use by persons wih ‘
H 2“ - o nu-:;-c-ua--n. ..g;
H ard parturient wormen the Minisiry of Health, Labour and
H nfants, the ekjerty, and for Wellare)
( i uses Weatment of alerges
| U Bessssesslusnasanensnsnsnnannn, e
f i ks i .? m«n-uumu—.m A,
umrs (product desed : Wy v
:ogggrgﬁf.'m . mopeoval yve) g :
* health
H
: claims i
H Neo approved
fssesscscasanses T T 1oge

and Welare)
o ol s
ucts
L Other general food products |

“Health Foods” = Foods with Health Claims + So-Called Health Foods

2l

)

Foods with Health Claims

(3 What is the System of Foods
with Health Claims?

o Implemented in April 2001.

o Under this system, certain of the numerous and
diverse
"so-called health foods” that meet certain
conditions can be referred to as "foods with
health claims.”

o There are two categories—"foods for specified

T S B

health uses” and “foods with nutrient function
claims” with different approval conditions,

2 purposes, and functions, etc.

|-

E]
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Background to the Creation of the
System of Foods with Health Claims

Concern about the health of the pubiic is increasin

against a backdrop of confusion concerning eat:r;? bits,

increases in lifestyle-related diseases, rising healthcare

costs, etc. and demands concerning food functions are
becoming more compiex and diverse.

2. Advances in food science and technologggfsdevelopmenr
?re Iggdmg to the development of new with varied

unctions.

Developments in regula schemes and

internationalization are leading to reviews of food and

pharmaceutical classifications.

4] Demands from consumers for the provisions of
appropriate information concerning foods are increasing.

5 There have been some incidents of improper iabeling and
ingestion methods leading to risks to heaith and
complaints concerning foods.

6, In overseas, there has been increased consideration of

regulatory standards for foods that have certaln functions

such as labeling that emphasizes heaith.

T

§)

Foods

with Nufrient Function

Claims

(3 What are Foods
with Nutrient Function Claims?

Foods with nutrient function claims are

foods that supply or supplement the
nutritional components ([\,rltamms, minerals,
etc.) that are necessary for sound growth,
development of the body and the
maintenance of health.

0

With advancing abg_e, confusion concerning
proper eating habits, and others, it has
become mc_reasmg?l difficult to maintain
normal eating habils; and foods with
nutrient function claims are foods that
supply or supplement nutritional

: components when it is not possible to

: obtain the necessary nufnfa!ona?

| components each day.

i i

() Handling of Foods
with Nutrient Function Claims

The system for foods with nutrient function claims is a self-
certifying one that does not require the filing of individual
applications for approval or notice, etc. to the Minister of

Health, Labour and Welfare (MHLW).

' The standards adopted by MHLW Include bellows;

- Regulatory standards that set upper and lower limits on
nutrient functional components included that are ingested

daily

- Labeling standards that specify the content of functions
that can be indicated and warnings concerning the

nutritionai components that are ingested

Products with nutrient function claims must comply with

these standards.

Foods whose nutritional component functions may be
labeled as foods with nutrient function claims are currently

12 vitamins and five minerals.

Regulatory Standards for Foods with Nutrient |
Function Claims

'

. . Zinc Calcium Iron Copper Magnesium
Upper limit 15mg 600mg 10mg 6mg 300mg
Lower limit 2.10mg 210mg 2.25mg 0.18mg 75mg
Vitamins
Niacin Pantothenic Ackl Biotin Vitamin A*
Upper limit 60mg 30mg 500pg uwm,mn;
Lower limit 3.3mg 1.65mg 14pg | 135pg( 4s01V)
Vitamin B1 Vitamin B2 Vitamin 86 Vitamin B12
Upper limit 25mg 12mg 10mg 60pg
Lower limit _0.30mg 0.33mg 0.30mg 0.60pg
Vitamin C Vitamin D Vitamin E Folic Add
Upper limit 1,000mg | 5.049(20011) 150mg 200ug
Lower it 24amg | 1.50ug(601U) 2.4mg 60ug

“Beta carctens. 8 precursor of vitamin A, is designated as & source of vitamin A for foods with nutrient
Auncton claims. but in that case the it s 7,200 g and the lower kmit s 1,620

e' Representative Labels of Leading
Product Formats for Foods with
Nutrient Function Claims

Tablets, etc. Chewable Multivitamins
(Vitamin B1 is a nutritional element that assists in the

P of energy from and in i
the health of the skin and mucous membranes.)

Capsules' Germ Oil Capsules

(Vtamin E is a has effects
that prevent oxidation of lipids in the body and helps maintain
cellular health )

[

Powder, etc. Powdered Calcium
(Calcum is a nutritional element necessary for bone and looth
formation.)

wf

Fruit Juice: Fruit Drinks with Iron
(lron is & nutritional element necessary for red blood cell
formation )

113




t Nutrient Function Claims
and Warning Indication

Nutritional
Function Claims Warning Indication
Increased intake of this product will not
result in curing diseases nor moting
Resighs e rapin WASAS I Please comply with the advisable
vamaa,  |Sedeck sdiepets daily intake. Women within the third
health months of pregnancy or women
o to be pregnant should be
B careful of over consumption.
heips to maintain skin and Increased intake of this product will not
viamin C mucosa heatthy and has result in curing diseases nor promoting
o it e ey Ao heaith. Please comply with the advisable
R _— B daily intake.
3 Increased intake of this product will not
'—‘j Pecessay in the result in curing diseases nor promoting
| cooum development of bone and | heaith. Please comply with the advisable
3 dally intake.

Ingredients Added to Foods
with Nutrient Function Claims (Review)

[$)

Adoption of reg s y Deing d for the 9
vitamins and minerals for which nutnient function ciaims have not been approved
(saght nutrttonal ) from the p of of function claims
and p ] formation to
| T irg vaming are vitamin K, . wodine, mangar
\_ welenium, chromium. mobybdenum
, and Potassil

<Vitamin K, Phosph:
According 1o the nutrRional
quired f these three
<lodine, Manganese, Selenium, Chromium, and Molybdenum>
No surveys of intake etc. have be: ducted

. <Conclusions>
Accordingly, from the of p PP ab
these eight the database on safety

from @ national nutrition survey, the
nts are obtained across all ages groups

and effectiveness for

health foods of the National Institute of Health and Nutribon will be used for the ime being to

provide scientif g nutribonal ings

)

Foods for Specified
Health Uses

il
P i

t What are Foods for Specified
Health Uses?

o Foods for specified heaith uses are foods that
include functional health :?redreqts with
physiological functions and biological activity of
the body and that state claims to the effect that
the expected health functions can be expected
from intake of the food with the intention of
fa‘c!sigving a specific health function in eating

anils.

When foods are sold as foods for specified
health uses, a screening by the national
government must be conducted concerning the
efficacy of the individual physiological functions
and specified health functions as well as safety,
etc. and approval must be obtained.

a

(3 Applicable Scope of Foods for
Specified Health Uses (Part 1)

Foods for specified health uses are foods
that contribute to improving diets and
thereby maintaining or improving the
heaith of persons who have not yet
contracted lifestyle-related diseases, etc.
that arise from eating habits or who are on
the verge of contracting such diseases.

AT

( Applicable Scope of Foods for
Specified Health Uses (Part 2)

Foods for
Specified
Health Uses

Healthy
i
]

i Jil
| y

! - Sick
|

¥ Pharmaceu
ticals
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(3 Categories of Foods for
Specified Health Uses

=
SRy,

‘(@
3, v
S A
- gD

—
* Foods for Specified Health Uses (reguiatory standard type) oiata,
Those foods for specified heath Lses are foods that are capable of undergoing
bass

L- Foods for Specified Health Uses

adminsrative review s there s scentfic those

foods such as an sdequate approval record and that e spproved under the e, g

reguiatory standards without 9 by il J
B

* Foods for Specified Health Uses (disease risk reduction  +"5as%s

ciaims)

Thosa foods for specified health uses wre foods that can indicate a reduction of v

dissases risks when the components have been medcally and nutrionally Taght

established o reduce the rsk of diseases. J

SRS,

* Conditional Foods for Specified Health Uses . \d

Those foods concerming which certan effects have been scisntifically

confirmed but do not reach the level of ordinary foods for specified health uses:

and approval s condiioned on indication of the limited scientific basis ia-., ;'J

kd: of D d Foods for Specified Health Uses

(-;'of November 19, 2008)

Category Number

foods for specifed heath uses 531
l;on;l_n;’nal foods ;ov specified he; uses i 1
;oods for specmed heaith uses (re-qulalory standard rype)uﬁ 18
Foods for $peciied heskth uses (dmesse sk reducvonceime] | 6
Foods for speclfn;d r;a;lth uses (:;-op;wmed. etc.)h = 264
o S TolaI“ R o 7 é20

)

Ialhon yen
700

Market Size of Foods for Specified
Health Uses

600

o 8 88 8 8

2003 2005

Source. Estmaies made by Japan Health Food & Nutntos Food Assotishon

2001

1997

)

o Efficacy in humans has been clearly established.
o There are no recognized safety problems (toxicity
testing using animals, confirmation of effects in
case of overdose, etc.)

o There are no nutritional problems (excessive salt,
elc.)

o Compliance with products standards until the
food is consumed has been confirmed

o Quality control methods are established (product
and ingredient standards, manufacturing methods,
testing and inspections, etc.)

Approval Requirements for Foods for
Specified Health Uses

Classification of Approved Foods
for Specified Health Uses by Health Effects

Con of Perientoge te
Laated Haihsi i Representative Ingredients O | St
S | Frvdecis)
Impewres semach | vertoss lostutesa, e
Canditon mpure Iactis ouid bactasis, destary fibes (indigestibie dosirin, 301 36.7
- g aat, ot}
e el [ bl I T 145
A I mmm;mmn“ 102 12.4
Chotestarol e Ll T ——————— 95 11.6
Toeth Parstingse, munnese, aryihisol. st 65 7.9
o [ T ————— 60 [o )
eyt Lo mabecuter vt shginstn, popitem soed ast detary
N hendo 33 4.0
: Sones Soy isellaven, myahin basic prwtecn (MBFL ot 30 3.7
(A — et e o o, 6 0.7

t) Proportional Transition of Foods for
Specified Health Uses

100%, condition improve
90% bowel function, etc
80% © Fat
0%
60% B Teeth
50%
40%
308 1 Blood pressure
20%
10% [ Cholesterol
0%

1997

L) Blood glucose levels
Source Estimales made by Japan Health Food & Nutnhoa Food Assocstion
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Review Procedure Flow for Foods for
Specified Health Uses
[ Applicant A Appllcant B l

Minisiry of Health, Labour and Welfare Mmswom.um Labour and Wellare
(Dfce of Healhs Polcy o Hewty Devsioped Food) | mdmm-mwrm

Approval/ Pharmaceutical Affairs and
f { certification I Food Sanitation Council
. + Newty Duveloped Food
v Surysy Comymities

- Nty Devsioped Food Assessment and

: Survey Commifiee
A
G

Foods for
Special Dietary Uses

L 2

)

O Foods for special dietary uses are foods for persons with medical
conditions, dried milk for pregnant and nursing women, formula milk
for infants, foods for the elderfy and that are labeled for special
purposes such as the deveiopment of persons with medical
conditions, etc and maintenance and restoration of healith

What are Foods for
Special Dietary Uses?

(© When approving labeling, the suitability of those tems for which
there are established approval standards is reviewed and individual
assessments are conducted for those items without approval
standards

O Food formats include individual foods (soy sauce, jams, efc ) and
compound foods (combinations of multiple foods)

. O Under the Health Promotion Law, approval for special-purpose
i labeling includes foods for specified health uses

(3 Classification of Foods for Special Dietary Uses
Foods for ansm mim {@spproval sandard fype
ondtons

Indhvidual foods for persons with medcal
Low calonie foods.

Foodsfor |
Special Aliergen-tree foods.
Dietary Uses |

Low-proten foods
Low (no) protein, high-calorie foods.
High-proten foods

Lactose-fres foods
Compaund foods for persons with medcal condtiors
Low-sodum adjustment compound fod
foodss.
Livar disease adjustrent compound foods
Adult cbesly ajuUStMent Compound focds
|_{F5oas Tor persons wilh Medical CONGIIONS (roduct-besed spproval fypm)

nursing women

lor pregnant

e
| Foods for persons who have trouble chewing
Foods for persons who have troubls chewing or swalowing

- )
ealth Uses (product based AoVl tyoe)

e

Regulations Prohibiting
False and Misleading
Advertising, efc.

T

e' Prohibition of False and
Misleading Labeling, etc. under
the Food Sanitation Law

False or misleading labeling or advertising that
poses a risk of harm to public health is
prohibited (Food Sanitation Law, Article 20)
Violatio
n

» Revocation of busmess hcehse elc.
: . = Disposal of foods, elc.
i « Penalties (imprisonment, fines) |

! Ko
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(' Prohibition of False and Misleading
Labeling, etc. concerning Health
Maintenance and Promotion Effects, etc.
the Health Promotion Law, Articles 322 and 32-3) m

Nuwmmmhmmummmma
- food that is offered for sale that is:
(1) Differs substantially from the facts, o
Substantially confuses

‘With respect to health mair

o p effects

W there s 3 nisk of 5 sign mpact on the
MAIWIM“h“mhmymMMh
Hﬂwdm. Labour and Welfare and heads of local health offices)

.

If the measures specified in the recommendation are not taken without due Qrounds, the person
0 quesbon shal be ordered io take the specified measures (Minster of Heslth, Labour and
Weltare and heads of locel health offices)

. %

if the person doss nat comply with the order penaltes shall be Imposed
mdumuhﬂwnhdlmmuhﬂ)

T

(3 Decision-Making Flow under
the Provisions of Article 32-2

leebng eoncemmg Fonds Thltm thmd iot Sale |

L] 4
/Can the item objectively be "1/ Does the item claim heaith
determined lo be advertising? maintenance or promotion effects?

(1) The ntent of stiracting cusiomers 1) Heslth mantenance of promotion effects
(encouraging purchasing intent on the part of (2) Matters specified by Mrwairy of Healih Labour
customers) s clear, o] Weltere ordnances

| (2) The name of a speciic food, etc. = clear, and (3) Incdemct haalth masntenance o promotion

\ t!)huwniu&mmrmhw wflects, et

e A —

“Does the advertising differ mhmﬂdly from the facts
umua»ﬂdiyco use people?
werrining i The advertming difers wub “hm‘l\nh:hunwywim
Mumtn—mwnmiwﬂhm understanding of
| e gunerat puae
[ A decon mmmmn

baned on
| “dogrve of srangen

|
oo
mmmnmunm 1
-mwcmnummum-mhnn |

the appeal * |

() Relationship with Regulation of
Advertising, etc. under Other Laws

o Pharmaceutical Affairs Law

Prohibition of advertising of medical products
prior to approval, etc.)
o Act against Unjustifiable Premiums and
Misleading Representations

(Regulations concerning transactions involving
products and services)

o Specific Commercial Transaction Law
(Fairness in transactions involving designated
products and preventing harm to purchasers)
o JAS (Japanese Agricultural Standard) Law
(Regulations concerning standardization and
proger 5abeling of agricultural and forestry
produ

¢)

Information Sysfem

on Safety and
Effectiveness for Health
Foods, eftc.

(‘ Information System on Safety and
Effectiveness for Health Foods, etc.

Basic knowledge conceming the use of healith foods
(Healin and estng habts, SyStems CONCETENG NESEN 100GS SUCH §% 10008 WATh health Clasms,
anatysis of scentfic papers, etc )

Information on the safety and harm of heaith foods

(Examples of harm fo health, etc.)
on food ingredi that are y in the public light
(information on indwvidual foods for specified health uses, basic nformation on vitamans and

minerals, etc.)

- Health food ingredient database

(1) Basic information (for the general public) names, summary, ingredient properbes and
quality, general on safety and

(2) Detailed information (for specialists) hmuhm-m analyss

mathods of main of safety and based on aremal and
hmmmmm
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