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Organization Structure of Thai FDA

Food and Drug Administration |

— |nternal Audit Group ?
— Public Sactor Development Group !
— Food and Drug Legal Group
| | | |
Cosmetic & Hazard Substance Food Drug Bureau Marcotics Contral
Control Bureau Bureau Diwision
i | | i
Medical Devioe Import & Export Pubdic and Consumear Teohniool &
Contral Division Inspection Division Affair Division Planning Divislon
Rural and Lecal Consumer Health Product Office of Secretary
Protection Promation Divislon Division
| | I |
Information Cammunity Health Produect Cooperative Chemical
Technology Center Quality Improvement Bureau Substance

Coordinating Center

Product control Division Suppaort Division
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Legislative Process for Notification of MoPH

Problem of lliness/ Standard of International trade/Public Concern Issue

Research and development —>

Collect data, Analyze data
and draft a Notification

Sub Committee

Public Hearing and
Announce WTO

Food Committee

The Ministry Endorse

Notify in the GovI ernment Gazette
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<+ Working Team

Thai FDA

Expert from
University

Consumer Group

The Federation of
Thai Industries
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Clause 4 Labeling of prepackaged food manufactured for sale or imported for sale
or to sell shall have text in Thai language and shall have the following particulars

(1) Name of food (if any); (9) Date Marking shall declared best before
(2) Food serial number; dated or Expiry date

(3) Name and address of manufacturer

or packers or importers or head office,

as the case may be

(4) Net Contents shall be declared in

metric system

(5) Declaration of main food ingredients (13) Instruction for use and essential text
percentage by weight in descending for food intended use for infant or new-
orders born baby or for particular individuals;
(6) Ingredients are known to cause

hypersensitivity and shall

always be declared

(7) Declaration of food additives

(8) Declaration of food flavor

09/04/2561 14
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Notification of the Ministry of Public Health (No. 367) B.E. 2557 (2014) and
(No. 383) B.E. 2560 (2017) Re: Labeling of Prepackaged Foods

Ingredients are known to cause hypersensitivity and shall always be declared

v’ Cereals containing gluten, i.e. wheat, rye, barley, oat, spelt, or their
hybridized strains and their products

v’ Crustacea i.e. crab, shrimp, mantis shrimp, lobster and their
products

v’ Eggs and egg products
v' Fish and fish products

v Peanut, soybean and their products

v" Milk and dairy products including lactose

v’ Tree nuts and their products, i.e. almond, walnut, pecan

v’ Sulphite in concentration of 10 mg/kg or more
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More information, visit webpage

* http://food.fda.moph.go.th/law/data/announ_moph/P383.PDF

* http://food.fda.moph.go.th/law/data/announ_moph/V.English/No.

%20367%20Labeling%200f%20Prepackaged%20Foods%20-
edit%2010-2-15.pdf
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Application can be submitted at

 For facility located in Bangkok:

— One Stop Service Center ,Food and Drug Administration
Ministry of Public Health , Nonthaburi

— Tel. 02-590-7341
d For facility located in other provinces,
= Provincial Health Office in your province.

L more information visit website
www: fda.moph.go.th
e-mail : food@fda.moph.go.th
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volution

-t

Chronology of Food |

Food Act

Concept preventive better than cure
«  Emerging Extract ingredients/technology

«  Focus on safety on its ingredients
*  Need to know benefits @ vl
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Functional Food

ANUINUATIENITNNNTRVNTUAZEN HIRTIIUBIUNT nranuundszinneasetng deyaiandulunisrelunzideauanuns

&

22



° Currently there is no regulation regarding |
Functional Foods functional food; however, the following |
relevant notifications of Ministry of Public |
-are similar in appearance to, Health are in place and can be used for
or may be, a conventional food, overseeing this food group, such as
-consumed as part of a usual * Guideline for fortification
diet, which is demonstrated to TR ;
have physiological benefits * Guideline for safety evaluation
and/or to * Novel food regulation
-reduce the risk of chronic * Nutrition Labeling
disease beyond basic X :
hutritional functions. ° Guidance for health claim

* The Use of Probiotic Microorganisms in

Conventional food + Health Claim : Foods

Functional Food

* Food for special purpose use
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‘ Guideline & Regulations related to Functional Foods ‘

Guideline for vitamins & minerals fortification

* 10-200 % of Thai RDI for W/S * Fand I required FDA Approval
vitamins case by case
. * 10-150 % of Thai RDI for F/S (MoPH notification 182 entitled : Nutrition .
vitamins Labeling)

* 10-150 % of Thai RDI for minerals |  ° exemption DS. allowed 15-100 %

; of Thai RDI. (MoPH notification 293
* 10-120 % of Thai RDI for Fe, /n entitled : Dietary Supplement)




Thai Recommended Daily Intake (i ropy

Total Fat

Saturated Fat
Cholesterol

Protein

Total Carbohydrate
Dietary Fiber
Vitamin A

Vitamin B12
Vitamin C
Vitamin D
Vitamin E
Vitamin K
Calcium

Phosphorus

65 ¢.

20 g.

300 mg.
SRR

300 g.
2854

800 mcg.RE

2 mcg.
60 mg.
5 mcg.
10 mg.
80 mcg.
800 mg.
800 mg.

Thiamin
Riboflavin
Niacin
Vitamin B6
Folate
Biotin

Pantothenic Acid

Iron

lodine
Magnesium
Zinc
Copper
Potassium
Sodium

1.5 mg.
1.7 mg.
20 mg.NE
2 mg.
200 mcg.
150 mcg

15 mg.
150 mcg.
350 mg.
15 mg.

3,500 mg.
2,400 mg.
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Guideline & Regulations related to Functional Foods
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® http://food.fda.moph.go.th/manual.php
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WT - bood Soerce aa¢ Technolagy 96 {2004} 138-144

Contants lists available at ScienceDirect L“'T_
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LWT - Food Science and Technology LANRISUAN gmm‘%’ﬂfsznau AuUANNUaaANE

journal hamepage: www.elsevier.com/locate/lwt

Comparison of sensory attributes in fresh mangoes and heat-treated \!)‘
mango purées prepared from Thai cultivars

Christie N. Ledeker *, Suntaree Suwonsichon ™, Delores H. Chambers *, Koushik Adhikari* ¢ ﬁ‘iq ﬁr] “‘%“ﬂ qf] iﬂq ﬁv'f]qa onf] ﬂ r] sﬁ Lﬁ EI qoillﬂq

* The Sevory Anabn Cender, Departioenet of Mamae Natntion, Kaesm State Usteernty, Morshatton, XS 68506- 1407, USA
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ARTICLE INFO ABSTRACT

Artick bestory: The effects of processing on the sensory propertics of six Thai mango culthars were studied. Descriptive
Recerved 19 Jasuary 2003 panelists evaluated the Mavor and texture of fresh mangoes and thermally treated purée samples pre
Recerved in seviwd form pared from each cultivar. Purdes were made by pulverizing mango flesh, passing it through a china ca

6 November 2015 1 Led L < ( d.q
Accnped 9 Noweme 203 e o e o e e 2 s e E’]ﬂ‘ﬂﬂﬂﬂ‘ﬂﬂ\iﬁﬂ')ﬂﬂﬁuiﬂﬁﬂ’]i NTAANANTNH

effects an the favor of each cultivar, with the largess impact on the fMavor of Nam Dok Mai and Cho

Keywasdx: Anun. Mango identity and peach flaver notes decreased significantly in Nam Dok Mal, whereas Cho

1
Mampnlero maxe > - R 1 - Qv =\ 1
Anun showed significant increases in mango identity, pineapple, and sweet flavor notes after processing
Ma .
= RTINS I IR . goquyidanaseauuwngam e FAO, WHO
Havar most of the variation i texture was diminated. Results suggested that manufacturers shoudd sele
P cultivars for mango purées hased on their properties after thermal processing because heat trearmer
A P  English Francais Pycckuit  Espafio

Food and Agriculture Organization

of the United Nations Jonol el s ood Q|
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Safety Assessment Process for Food, Novel Food
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Guideline & Regulations related to Functional Foods
ANSLAMNDIAMNHAFA NI NUURANANANA YIS

) N13NEIDWUNUIMBASNUINVBIINTUKAZH I

U UAnMUUTENANTENTEIS1T0UEY (RUUN 182) W.A.2541 1589 RaNlayuInNig

LazUIENIAGIUNIIUAMZNTSUNITOINITHAZE L1589 NISHEAITDAIIUNEID
LNYNUNUINVDIE1SDINS

) N13NAITNNIEVAIN

AeeUURnuAladnsuUsTY YUY

Fee N15UBYILAUNITNAIITNNIFUN N

http://food.fda.moph.go.th/manua
.......................... lphp

1 v
@ 38 A1UNUANUZNTIINNITANUITUAZEN HINTFIUDIUNT N17ALUNUTZLNNTAIBIYNT %H@ﬁmLﬂuslummﬁuml,ﬁﬂummi 09/04/2561



N15NA1ID1NIEUAIN (Health claim)

* luaynananais n1sidn ussinn daeanu wsa Snuilsa

nsuanegl sUn W saellssAng LATRIUNNY LATRIUNIENITAT UFTATBANLA ] LUARIN T
N2972INUBIMNT FULTENALURIBINNSUTRAITRIMITNNLIURINLFUN NN NATILAE

NNDAN

1.1150812919% 81N 8981597%15 (Nutrient

function claims)

3. N1SNAIDNNITANAIULEYIVBINISLAALSA

(Reduction of disease risk claims

| g dl o dl a A dl dl v o a A

NITLAAN @i?WQMM?’ﬂQMﬂ?tTH“ﬁu ..... fneany L NANIZIRNZAY TRINTTLIINABIWITUIE .. nngadesnun1LEinAeuNedauLlsenan
UVIUWVI?I@Q@’]?@’]WW?‘?I;IN@ﬁiﬂﬁ?‘ﬁ‘aﬂﬂﬁﬁ’]uﬂ’]? ddutsznavuay ’ﬂ’]ﬁ’]ﬁ‘i%ﬂ?‘ﬂﬂ?l‘ﬂ\iﬂ’]ﬁ’]?ﬁ\iﬁﬂﬂ‘?l BN @WM’W?iHU?‘UV]‘II@\?@’M’]?ﬁQVNWI?I'LI?‘IJWﬂ L‘Wﬂ@ﬂ

a a o A o v dl a dl o o v dl a A dl v dl a = dl
L@i‘fyLmUIm NITNENUT UTBNITNTSNIUUIN UslnAwa ligsenan niinnanulng viselneli ANNLALNTBINTINALA 81N13 Viﬂ@ﬂWQ$1ﬂ°] N

a 1 1 = = 1 o v dl 1 = d,/ A dl % dl dl v o

ANNUNFAT899NNE Wi AamaNEdaetae NNINIVUNLBITINNNEA T UTaNaL UL AsIL LﬂﬂQﬂﬂﬂﬂUQﬂﬂWW
NITLIUNNIASNNIANUATRUNUT U WIBASANIITN NATNN

o o o 5 o ¥ o 09/04/2561
ANUNNIUATUENTTNNNTRINRITUASEN HIMTFIURIUIT N19RUUNLUTLLNNTDIAYNT m@sﬂmnmLﬂﬂumﬂmummﬂummi



N13NA191NFUAWN (Health claim)
g

®9171159192NE129 9N 98NN faslinnulasndie waslinanininasgindulunuiinguunsiiug

A

1. N15NA1819NTUINV9EI1591915 (Nutrient 2. N3NA19MENNdY (Other 3. N1INA1ITNNITANANULELIVBINITLAALIA
function claims) function claims) (Reduction of disease risk claims)

LONANITNANFIUNIINPNARNT LONAIUANFIUNIANIATARS
e snuMUIsIAUNIsNegadussuy (Systematic review) Lagn1TILATIEH 031mmmamiﬁﬂwﬂuwwéﬁﬁmiaaﬂLL‘U‘U@EJN@ (Well-designed human intervention
917U (Meta-analysis) NHIUNSANNWIUITANTNULTDDD Y30 study) atuifiy waglasunsiiunluasansnunelie waglonaisedslaegranils Al
eJaRniumAmnsilufizeusulazintelioanvuisnu 83Ans wse (1) MsnumuIssanssuegradusyuu (Systematic review) warn15iAsIzsieiuIU (Meta-
ANEATEIMIINTInemansilasunisgensulagana use analysis) MIN1UNSARUNILUNTANTNUWTDTD 130
o518 UNANIANY ULy BENIn1TeRNIUUBETeH (Well-designed human (2) TeRnumadrnisnluneeusuiasintefionnyiieau 8adng M3eAMEETEIVIYNI
intervention study) AlasunisARuWlunsansiudelie atuify Ineransnlasuniseeusulagaina

P 40 . . L. L 09/04/2561
ANUNNIUATUZNTTHNNNITRNVNTUASEN mmgﬁummi m’immuﬂﬂi:mwﬂmﬂmw “ﬂmgﬂ@‘w@mLﬂusluﬁﬂﬂﬂmumzmﬂummi



Effectiveness: Systematic review

‘ Evaluation:
Filtered Information

“Gold

standard’
Data
Cohort studies ‘ sources:
. . Un-filtered
Case control studies/ Case series Information

Studies carried out with the food/constituent for claim
Appropriate outcome measures for the claimed effect
Conditions for studies comparable to condition of use for claim
Study groups representative of the target group or extrapolation
to the target population possible
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« Supporting documents for application

* Application form:
- Name of food product
- Food serial number
- A proposed health claim statement and the specific conditions of use
* Scientific dossier for support claim
* Product information:
- Product registration
- Product formulation
- Manufacturing process (Briefly)
- Specification of raw materials and product
- Certificate of analysis
- Purpose of consumption
- Recommended dosage
- Direction of use
- Package
- Label
- Target group
* A copy of Manufacturing license/Import license
* Legal Status of the claim in other countries(if any)
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Health Claim Approval Process
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= ~ as conventional food i
. , Food
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R e SLULO T ~ = nutrients®/food components®
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Wanngduuy/enlseney A No specific regulation |
a + health benefit |
LANAININAY S J i
+ health claims — No defined in regulation |

A a Y
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Usunlaouton lums g : | Classified by Product
5 Substances required ® Legislation in —

safety assessment Thailand

.

butter

No Medicinal Claims .
® Functional Food

Manufacturing or import license

_ Claims

No falsified/misleading

Product Approval

| @ Requirement for |
: eligibility to market
Health Claims * g y Health Claim approval

other than those are specified in regulation, required .

Nutrient Claims — safety assessment before usage. Advertisement Approval
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Thank You for Your Attention
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