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FoSTAT

» 17 million results in 0.64 seconds

- Functional foods “any food or food ingredient that may provide a health

benefit beyond the traditional nutrients it contains. “ Institute of
Medicine/Food and Nutrition Board 1994)

- there is no consensus on what constitutes a functional food.

P. Chinachoti



CONSUMER ISSUES FoSTAT

ayulwsdhlseu5) L ARGEST PROBLEMS IN THAILAND
k People are so willing to believe-
Consumer education clearly needed!!

ISSUES: can belief have an effect on health
(- Placebo Effect)?

P. Chinachoti
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or bad for you.

—_— T Percent of nutritionists
saying a food is healthy

What does the regulation
do when neither food
experts nor consumers
know if food X is healthy
for what condition?

What criteria and how to implement it?
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Percent of all Americans

saying a food is healthy
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Sugar alcohol
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Federation of American Societies for Experimental Biology
(FASEB)

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

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

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

OWhat Committee considered as “scientifically defendable”

dCriteria 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 GI, 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);

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

OCommittee 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

%
* 7 Regulatory Review
Repeat

loop if

Animal, Clinical Trial 1, 2 needed

Market Testing
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COMMITTEEVVorking 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 positining; 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

4 * Review of all written materials; entire report editing

« Submission after proof reading




Any Questions?



1 msnanssiafivasssaiins wuaﬂmuamnwmummﬂmwnfmmsmmsu,a enisene
1w biidn maaaml,anmsuangmma'manmamﬂsznaumswmswmu (food ingredient
unctional health ¢laim - documentation needed to be submitted)

2.1.1.1 nsnuninissaunssuadtlussuy (Systematic review) v" mostly animal studies
and short human
glycemic index studies

Lasn153As1ziannu (Meta-analysis) iN1UN15ANNA TUI5d157AUNEaNa (in Only review paper so
relevant and well respected journals) viaa Meta-Analysis performed
by a committee

2.1.1.2 Expert opinions ‘uaﬂmmumm‘mmsmﬂumﬂamuLLaUmL‘ﬁaﬂamﬂwmmm N591N15 (multi-disciplinary

29AN5 V3anneldaim e IIInedan s ldsun1suansuTaaaina wialor committee)

2.1.1.3 sne91unan1sAne luausdfiiinisaanuuuadvg (Well-designed human None;

intervention study report) or

150 msﬁﬂm‘luuuwﬂmumsaaﬂLLuuauq ‘mmmvsm TRalTUIUAIDLNUAZHA one C14 study of human

nsAnwfiavsuiiiiaswasanisiiatsan Aldsunissinuiluinsasiivndada atiuisu subjects and other
(other suitable human trials and other suitable studies in adequate number of study  studies

enough to support evaluation and published in well respected peer reviewed

journals)
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waﬂgmwmwmmﬁmﬂizﬂaumﬁwmﬁm ¢3% Other functional claims and disease

Sugar Alcohols Case

risk reduction require the following evidence

2.1.2.1 snavnunanisfine lunusdlinnsaanuuuadeg (Well-designed ¥ for dental carries prevention

human intervention study) atiuifin waz lasun1sfRuilusasnigaia LA
(respectable peer-reviewed Journal publication) warlanaisadnilnasing

1ily Avil and one of the following

(1) nMsnumnssaunssnattniiuszuy (Systematic review) j | |
Larn153esziaiunu (Meta-analysis) finun1sifiniluinsansfivingatia ¥ Mo Meta-analysis; committee

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

(2) maﬂmmumm‘mm‘smﬂumﬂamuuavmmaﬂamﬂwmﬂmu a9ANS aa  There seems to be accepted
AnelE TN IINEFAENST LIRS Un1saansuTaudna (Reviews by SIS UE) LR COlUTllY)
relevant and scientific expert committee that has received acceptance by

international standard)



2.2 Lﬂﬂﬂ'\‘iﬁﬁﬂﬁuu supporting documents

e

Sugar Alcohols Case

2.2 and1sdriuduu laud - v
UNAMNALAEITDIFINTUNITNUNIULALARNA TUI15d19 UL Tadiawd) (Peer-reviewed
published articles)

n1aAnuludniInaaas (/7 vivo) v
n1aRnIINauanniadnInaaad (Ex vivo) v
uaan1adnulunaaanaaay (/n vitro) v
n1sAnEMNSTLIaINaEIding (Observational evidence) Gy lvinan1s@nun v glycemic index
danAdavNUININIIUIUNTITRNMINTN1TaDALLLBENIA studies only

1
al

61151991115 6151871984 (Evidence-based reference texts) wasinsnduq milunaansy v
wasungada (918)
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2.3 ANULNEIN AU ILDNFITNANFIUNNINUIFATRNS
(Adequacy of Evidence)

2.4 n15NA1 N NFUNINALNINFUIN8 TeadAlsznauaal
WRGNUA matrix)
- [SugarAloholsCase

2.3 m'mLﬁmwamaaLaﬂmwé’ng'\umﬁmmmam% (Adequacy of Evidence) Not enough ; recommend
JuatnuaunInIaIuang LNl uduwn1snaINd A ulscdndna (Efficacy)  slternative values
YavausudadIulsenautava s InaanIfiavFdanAda N INATLULUINISUS TNA

(Recommended use)

MwnUsravATavnIsnaIa NN g IWUuuuRAnAugd (Dosage form) dauneuit v' also USDA consumption
Luinl1ile (Recommended intake) sseiziaanii’la (Duration of intake) data

wariladedesineg (Risk information) v’ special emphasis on

production e.g. enzyme or
chemical safety; toxicity to
workers and contamination
to consumers

2.4 nananannguninaziarsannigldavddsznavsasnannaginatalinasa v Food formula
UssAndwavavainisvdadindscnauuavainiingiinannany provided
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