Faliy

FoSTAT
Innovation of Functional Food &

Health Claims Navigation

“Health Claim na1791998149151% Win-Win”

(@nnuNne HHAN1S Foansgnaas)

16 {nuneu 2561

Prof.Dr. Pavinee Chinachoti

Food Innovation ad Regulation Network (FIRN)
By FOSTAT (Food Science and Technology Association of Thailand)
Email: chair@firn.or.th



(e
@/Bgumn"“rk

MRS et S
& Riboflavin. 1O
|SOFLAVONE

Calcium, Vit in

ource )
od Source of Vitamin

35mg

Innovation of Functional Food & Health Claims

AN19Laanazlsung?

: ! =
"~ ’

*‘ B THAN OUR REGLS B W s rooucr

‘ ' CONTAINS NO

Al l SOuUrce of whea! #* :
dairy nut an
pconuH

hee nuts

e90
soy

'llh

shelifish
’.



@!N Innovation of Functional Food & Health Claims

Food Innovation & Regulation Network

= = v
An1ataanazlsung?

CHOCOLATEY,
SWEETENED RICE
CEREAL

I,;\
.
\ gl

ANTIOXIDANTS
& NUTRIENTS

L 4 . 1\ ) A B VITAMINS  |8&

0)71e]1ilI/Spread Eat

% Vegetable O NET W 8 0Z. (227g)




lurmeric




lurmeric

The Taste
You Trust™
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Cosmetics
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Supplement (capsules, oral spray) .

Foods & Drinks (tea, pickles, juices)



Turmeric: €U

10 9249 “Curcuma longa/domestice (Common Neme: Turmeric,
kunyit, curcumin)” end Joint Health

Food or Food constituent Health Relationship Proposed wording
3748 | Curcuma longa/domestica Joint Health Cell protection / Helps to protect
(Common Name : Turmeric, Joints / helps to maintain joints
kunyit, curcumin) flexibility / Contributes to Joints
health

Conditions of use

- Root extract equivalent to 10 to 20 g of fresh root, titrated in 300 mg to 600 mg per day of
curcumin

- Root 0.5-3g/day

EFSA Journal 2010; 8(2):1493

10 4007 “Curcumin obteined from turmeric oleoresin® end “Required
ite heslth benefit properties like anti-oxident”

Live Cultures _ g8 >
BENZYMES

Conditions of use

Food or Food constituent Health Relationship Proposed wording ’ \»{
Turmeric ty v : Turmeric
. . . . . . : : ; E
4007 | Curcumin obtained from Required for its health benefit | Helps reduce the inflammation B L B
turmeric oleoresin properties like anti-oxidant and oxidative stress i TURMERIC 1 - TURMERIC
E E z
\

Live Cultures _ g
vt \
pa-

Rhizome, 1 to 3 g per day

ADI 0 1o 300mgkg. The desired dosage of curcumin is 250 mg twice a day. 500mg
Curcumin oral for 6 weeks, 2 gm per day with no adverse effect. Up to 1125 mg per day

dose.

EFSA Journal 2010; 8(2):1489 6
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— 2.

N15Na17919%UN9U (Other function claims)
3. N15N817919N15aAANNLELIVBINISLNALSA

(Reduction of disease risk claims)
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(Nutrient function claims)
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Nutrients

29

THAILAND INDONESIA

15

SINGAPORE JAPAN

15

30

20

N
N

Protein

Dietary Fiber

Vitamin A

Vitamin B1 (Thiamine)

Vitamin B2 (Riboflavin)

Vitamin B3 (Niacin)

Vitamin B5 (Pantothenic acid)

Vitamin B6

Biotin

Vitamin B12

Folic acid

Vitamin C

Vitamin D

Vitamin E

Vitamin K

Calcium

Phosphorus

Iron

lodine

Magnesium

Zinc

Copper

Potassium

Manganese

Selenium

Fluoride

Molybdenum

Chromium

Chloride

Lactose

Choline

Vitamins K and D

Folic acid
-claims for foods for pregnant women only

Iron
— claims only for food for children up to 6 years of age

Zinc
- claims only for food for children up to 6 years of age

n-3 polyunsaturated fatty acid

Beta-carotene

Essential fatty acid

*Remark

® =yes

— =Nno
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(Reduction of disease risk claims)



cNN Pogitive Liet of Other Function Claime in Southeast Agis
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Nutrients/Claims 0 1 17 11

Dietary Fiber (ID)
Oat soluble fibre (b-glucan)(MY) helps lower or reduce cholesterol.

Sialic acid - - ° _

Inulin and oligofructose (fructo-oligosaccharide) (MY)
Oligofructose (SG) - = ° °

Inulin and oligofructose (fructo-oligosaccharide) (MY)
Inulin: (SG) - - C C

Plant sterol or plant stanol - _

Lutein —_ _

Beta glucan from (state the source) - _

Bifidobacterium lactis = =
DHA and ARA - —
High Amylose Maize Resistant Starch (HAMRS) - —
Isomaltulose: - —

Oligofructose-inulin mixture containing 36-42% oligofructose (DP 2-10) and 50-56 % inulin (DP
>10) - -

Patented Cooking Oil Blend - -
Polydextrose - _

Resistant dextrin/ Resistant maltodextrin = =

Soy protein - —

Chromium — y _

Collagen - A —

Taurine - —_ _

[}
[}
Nucleotides - - _ °
[ J
[}

Prebiotic — — _

Prebiotic blend (galacto-oligosaccharides and long chain fructo-oligosaccharides) (SG)
Oligosaccharide mixture containing 90% (wt/wt) GOS and 10% (wt/wt) IcFOS (MY) - - ® ®

Probiotics - - — °

*Remark ® =yes —=no
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Oietory Fiber

m a. Soluble dietary fiber (psyllium, beta glucan from oats, inulin from chicory, and pectin from fruit) can
help lower blood cholesterol levels if accompanied by a diet of low saturated fat and low cholesterol.
b. Insoluble food fiber can help facilitate bowel movements (laxative), if accompanied by drinking

enough water.

ssamattat| Oat soluble fibre (b-glucan) helps lower or reduce cholesterol.

Inulin 9nd oligofructose

a. Inulin helps in calcium absorption.

b. Inulin helps support growth or benefical bacteria/ good intestinal flora in gut.

c. Inulin helps increase intestinal bifidobacteria and helps maintain a good intestinal environment.

LEUAEEEE 3. Inulin is prebiotic

b. Oligofructose (fructo-oligosaccharide) is prebiotic
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SINGAPORE

1. A healthy diet with adequate calcium and vitamin D, with regular exercise, helps to achieve strong
bones and may reduce the risk of osteoporosis. (Name of food) is a good source of/high in/enriched
in/fortified with calcium.

2. A healthy diet low in sodium may reduce the risk of high blood pressure, a risk factor for stroke
and heart disease. (Name of food) is sodium free/low in/very low in/ reduced in sodium.

3. A healthy diet low in saturated fat and trans fat, may reduce the risk of heart disease.

(Name of food) is free of/ low in saturated fats, trans fats.

4. A healthy diet rich in whole grains 5, fruits and vegetables that contain dietary fibre, may reduce
the risk of heart disease. (Name of food) is low/free of fat and high in dietary fibre.

5. A healthy diet rich in fibre containing foods such as whole grains, fruits and vegetables may reduce

the risk...
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“lifinalunistosiunsasnelsn”
*  enunansAnwlunywdniinisosntuuages (Well-designed “lyifinadmuiidneaamesoaund” “av

human intervention study) atduidy wazlasunisanusiluansansy
U900 LaLlana159819la08191ia A9l

(1) NSNUNIUITSUNTIUDE1 LT UTZUU (Systematic review)

LAENITIATIENDANIUY (Meta-analysis) NNIUAITANUNIUITENSNULT B0

. ledint i
o e.g. Calcium (EU) ===
(2) YeRatumAnnsilufiseudunasundedoanviiesu 09@ns e Authorized health claim statements
ﬂms@,%’mwmﬁwmmam%ﬁlé’%’umﬁaau%ﬂmsJa'ma “Calcium is needed for the maintenance of normal bones”

“Calcium contributes to normal muscle function”

“Calcium contributes to the normal function of digestive
enzymes”
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a 1. N1SNE1P1UTINV9a1581915 (Nutrient function claims)™ Positive list

N15Na17919%UNaU (Other function claims)
v A15na19819n1sanaduidesvaenisiialsa

(Reduction of disease risk claims)
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° 3’1aqmwamiﬁﬂwﬂuwwéﬁﬁmﬁaaﬂLL‘U‘U@EJ'Nﬁ (Well-designed
human intervention study) atiuliiy wazlasunisiiailunsansi
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7150
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Aa9e19 waartau (lne)
“nstasuspasdeuluUsunn ZZ unlusmisQiiununisesn

MasmefimnzauegsiogTuag RR ¥3.089a1ilaq 9
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lsAnsegnnuilaliongiingiuysn”
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- Comnbrsisieror |
| Oa (=
) lower 7’01710 3/

e.g. Soluble fiber (US)

Approved health claim statements

“3 grams of soluble fiber from oatmeal daily in a

diet low in saturated fat and cholesterol may
reduce the risk of heart disease”

21
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LT 01508129 19UUNNVNE159IRS MsNa1IBwUNiDY

(Nutrient function claims) (Ozy fneion e

-

LONENTVANFIUNINE AN
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*  ATNUMIUITIUNSTUBLTUSZ U LNAITRANIIUNININGIFATEAT

(Systematic review) WaznsiATIERe ALY *  FERNUNaNIsANYluLYEgNiinseankuuagem (Well-designed

Tkl SR e human intervention study) atdutfiu wazlasun1sARunlulNgesn

1 di = 1 1 d" [-v] dy
o YNYDDD LaLlonNa150819LA0819MIe Hatl
UNYDDND 158 o
(1) NISNUNIUITTUNTIURYN1LUUIZUU (Systematic review)

*  dofnunivnsiilunvensuwasingeie s ORI L.
. o o Larn15IATIEieANY (Meta-analysis) intunisAiuwlunsansiundoti
IINNUILITY DIANT NIOAMSHTLIVIYNN .
a o’d' Y (Y P=| m
Ineeansnlasuniseensulaeaing use e w a M A. A , .
(2) TafaufumAnnsidufiseususesindefoaniisny sedns wie

*  S18NUNANITANYI UYL EEININITEINLUUBENN v o - g .
AZ T YVINIVEIransilasuniseeusulagaina

(Well-designed human intervention study)
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Lycopene/
. Calcium Omega-3 Selenium
Claim/Product / Y 8 ./ / Cancer
- .- Osteoporosis Heart Disease Cancer .
Combinations . . Spaghetti
Orange Juice Tuna fish Eggs Sauce

Unqualified
Claim

Unqualified HC

« .. .. ” Derby A. andS. Levy, 2005, US FDA, Washington DC
...very limited and preliminary... http://www.fda.gov/OHRMS/dockets/dockets/03N0496/03N-0496-rpt0001.pdf)

“...promising but not conclusive...”

“...limited and inconclusive...”
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NTOANEN NI sugar alcohols HATNIINAIIIUEININ
4 callg (FASEB)

* Federation of American Societies for Experimental Biology (FASEB)

Food Innovation & Regulation Network

* Expert Committee formed (multi-disciplinary — animal science, lower Gl
microbiome, toxicology, enzymologist, food science, nutrition,
biochemistry, organic chemistry)

* Documentation on Conflict of Interests, Confidentiality, and TOR (Term
of Reference)

» Contract: work at home approx. 20 days/yr; meeting 2-3 times

Duration: 1 year

Deliverables: expert reviews; opinion and report writing support book
publication



Thinking Process

QOWhat Committee considered as “scientifically defendable”

W& Regulation Network

UCriteria for selection

v What materials are used for consideration and what to exclude (based on integrity, experimental design that
would allow or not allow, sponsorship of research, biasness

v’ Scientific reasoning for caloric assessment: glycemic index, total carbon balance study, sugar alcohol
absorption in Gl, calorie from gut fermentation, etc.

v Conclusive evidence for lower caloric claims based on in vivo that is well designed

dDetermine if you need the company to provide specific information (such as proprietary plant
operation, etc.); if any it would be very brief (with Q&A 30 min);

dChair of Committee experience in controlling the process and co-chair experience in detailing
specific scientific pieces of evaluation needed and lead persons assignment;

dCommittee design what should be in the report and totally committed to get the job done
according to TOR with desired quality



HEALTH CLAIM — EXECUTION and EXPECTATIONS STANDARD and PROCESS

’M} Market Launch
‘ o . Regulatory Review

-
t \\' Animal, ClinicalTrial 1, 2 Market Testing

r\ Research and Development—> Commercial plant

Conceive

P. Chinachoti
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REVIEW COMMITTEE Working Process

First Meeting

* Objectives and goal alignment,

=  Key deliverables and special elements needed to be discussed;
* Assign areas of expertise to review;
 Application materials to take home;

* Some 200 scientific references to be sent to all members at home

Second Meeting

* Discuss and debate review outcome and defendable positioning; references to be used and references to discard
- » Discuss main points and additional information needed (to be acquired immediately)
« Layout table format, key wording, and review outcome known so far
» Writing assignment to all committee

» Reading assignment and technical review writing sent to secretary

Third Meeting

* Review of all written materials; entire report editing

» Submission after proof reading
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2.1.1 ﬂ‘liﬂd"l?%‘lﬂﬁﬁTﬁﬁllﬂx‘lﬁ1§911’i1§ ‘ﬁu@nmﬁamﬂﬁﬁﬁinmuﬂmznﬁumsmmmazmﬂszmﬂ

) Yy v v A Y Aa d a v A . .
MyuA a1 Aesgenmsrangiumainemanidsznoumsnasanasit (food ingredient
functional health claim — documentation needed to be submitted)

2.1.1.1 nsnuninissaunssuadttlussuy (Systematic review)

Larn13tAsIsiainu (Meta-analysis) nun19finNiluI158157 UL Eada (in
relevant and well respected journals) viaa

2.1.1.2 Expert opinions ‘uaﬂmmumﬂ‘mmsmﬂumaamuu,a.,ml,‘ﬁaaamnwmﬂmu
DNANS wﬁaﬂmuwLéﬁmfmmmmmmmammmumiﬂamuiﬂﬂmﬂa waa/or

2.1.1.3 s19unani1sfne lunusdifinnsaanuuvadeg (Well-designed human
intervention study report) or
139 m‘sﬁﬂm‘luuumﬂmumsaaﬂLmuauq mmmusm TnalFIUIUAIDLNUATHA

ﬂ’]'iﬁﬂ]:ﬂLUQOG]HVILW&IQWBWQﬂ’]'ﬁWQ’ﬁmﬂ Vlvlﬂ‘i‘lJﬂ’]'W]WJJun’J’ﬁﬁﬁ‘Wlu’]L‘Iiaﬂa auLAN
(other suitable human trials and other suitable studies in adequate number of study enough to
support evaluation and published in well respected peer reviewed journals)

v" mostly animal studies
and short human
glycemic index studies

Only review paper no
Meta-Analysis —risk
assessment performed
by a committee
199NN (multi-disciplinary

committee)

None;

one C14 study of human subjects
and other studies

A

W & Regulation Network



2.1.2 mﬁﬂanmmumau !!aumiﬂm?mﬁﬂﬁﬁﬂﬂ?ﬁl!ﬁﬂﬂﬂ]’é)\‘lmi!ﬂﬂiiﬂ ﬁ@ﬂﬂulﬂﬂﬁﬁﬁaﬂ@ﬁﬂmﬁ
Ienenaaslsenoumsns mu (Other functional claims and disease risk reduction
require the following evidence)

2.1.2.1 sna9unan1s@ns lunusdfifinisaanuuvadneg (Well-designed v’ for dental carries prevention
human intervention study) atfulfin wazldsuni1siiuiluinsdrsiiigada fasnuun

(respectable peer-reviewed journal publication) iaztandnsatinvlaating

1ily svil and one of the following

(1) A1snuNIUITsaunssuadviluszuy (Systematic review) j _ _
Lazn15ILAsIEiaANIU (Meta-analysis) fiK1un1sARNluIsd1sAUEada NOWIGEFEIENEIS Celililiics

did ad hoc semi-meta-analysis
that has been published in respectable peer-reviewed journal or

(2) maﬂmmumm‘mmﬁmLﬂumamuLLaumL‘ﬁanammmf;mu aYANS 13a  There seems to be accepted

AnelE TN INEFAENST IdSUn1suansuTnudna (Reviews by SEAMETS I CEMISt ERmmUigg
.relevan’F and scientific expert committee that has received acceptance by ﬂ
international standard) £YNN

Food Innovation & Regulation Network



2.2 A sadUayu (Supporting documents) (/‘;\
q QAL

W& Regulation Network

Sugar Alcohols Case

2.2 lnd@rsdauudauu led o v
UNANMNALAEITDIFINTUNITNUNIULALA RN TUI15819 UL Tadiawd) (Peer-reviewed
published articles)

n1afnEludniInaaas (/7 vivo) v
n1sAn¥IAI8UannIadnINaany (Ex vivo) v

naan1sAn lunaaanaaal (/n vitro) v
n1sAnEIMNSTUIaINaEIdIne (Observational evidence) Gy lvinan1s@nuni v’ glycemic index
danAdaINUIINIIUIUNTITANMINTN1TaaALLLENIA studies only

$i1971311115 619181989 (Evidence-based reference texts) usasinsnduqg Milunaansy v/
wazungada (918)



2.3 ﬂ’J13~l!Wﬂx‘iWi’)%®x‘l!i’)ﬂﬁ1ﬁ‘l"iﬁﬂ§114‘7]1@’31’]81?”'0’9]3 (Adequacy of Evidence) 0 'RN
2.4 fﬂﬁﬂﬁTJ?)N‘V]N'GTGILﬂ1W§]°’W‘i]1’5%1!1ﬂ1€ﬂﬂi’)§1ﬂﬂ§°’ﬂ@ﬂﬂli’)\‘iwﬁﬂﬂﬂ!m (Food Nt

matrix)

2.3 AnuuiawavaanaIsuang unInand1ans (Adequacy of Evidence) duatfu  Not enough; recommend
ALNTNIANUANFINAtINFTUduKA1TNAIaNA UL sEAnana (Efficacy) aavsainng alternative values
uaadrulsznauuavainis lnainizfavdanadadnnaALLLiin1sus 1na

(Recommended use)

MnUsravATavnIsnaa NN NFuAINuuunannugd (Dosage form) Uaueuiiuusin v also USDA consumption
1ilaf (Recommended intake) s=eizt2a11°le (Duration of intake) data
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Health claims meeting the standard of significant scientific

agreement authorized by the NLEA of 1990

\/
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» Dietary saturated fat and cholesterol and risk of CHD

L)

&

* Fruits, vegetables, and grain products that contain fiber,
particularly soluble fiber, and risk of CHD

Sodium and hypertension

Dietary lipids (fat) and cancer

Fiber-containing grain products, fruits, and vegetables and
cancer

* Fruits and vegetables and cancer

» Calcium and osteoporosis

» Folate and neural tube defects
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