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Medical Cannabis Regulations and Implementations

of Thailand

Suthorn Puttasrijaru

Narcotic Control Division, Food and Drug Administration

Abstract

Thailand has amended the national law on Cannabis for medical purpose allowing

patient treatment, further research and development agriculture, commerce, and science

or industry. This study was an action research conducting a qualitative study method.

These objectives were to study, analyze and develop the suitable guidelines for controlling

the Medical Cannabis Scheme in Thailand. The result showed that each country has

the similar regulation over access to cannabis cultivation areas, also including security,

prevention and tracking system. Thailand should have standard regulation that consisted

of 4 main topics: (1) Plant area requirements (2) Security requirements (3) Storage requirements

and (4) Utilization control requirements. This regulation will be used as a basic guideline

for licensing precondition and for controlling and preventing of Cannabis misuse.

Keywords : medical cannabis, guideline, regulation
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Regulatory Development on Marketing Authorization of
Herbal Products in Thailand

Daranee Pencharoen

Bureau of Drug Control, Food and Drug Administration

Abstract

The objective of this research was to develop the regulation on marketing authorization
of herbal products in Thailand for preparing the subordinate laws according to the Herbal
Products Act B.E. ..... Documentary research and qualitative research were used in this study.
Documentary research was used by reviewing and comparing the marketing authorization
system of herbal products in the selected countries. i.e., United States of America, Japan,
Australia, Singapore, Malaysia, Thailand, European Union, and ASEAN countries. The results
showed that there was diversity of the marketing authorization system of herbal products
in the selected countries including the term used, classification and submission procedures
depending on the laws and regulatory systems in each country. The draft version of the
regulation on marketing authorization of herbal products in Thailand was prepared by
modifying from the system of those selected countries. After that, qualitative data was
collected through focus group discussion of the draft version. The result of focus group
discussion was used to develop the final version of the regulation on marketing authorization
of herbal products in Thailand, consisting of the followings: (1) Classification of herbal
products. i.e., herbal medicinal products and herbal health supplement products,
(2) Classification of indications or health claims of herbal products based on the risk levels.
i.e., low, intermediate and high risk, (3) Categorization of herbal products which the manufacture
or import for sale must have notification certificate or notification of details certificate or
registration certificate, and (4) Other items that must be submitted in the notification or

notification of details or registration.

Kegwords ¢ marketing authorization, herbal products, herbs
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wansueiayulnslulssmelne

fumoud 3 Fodenunmlasifudoya
MnMsUsEARNENEen (focus group) 9NE
UfuRnuaundndausiayulnslu 3 ngu laun

naudl 1 Wiy 0. nauNl 2 ElTeINeY kay
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[

WNEIiu (519 wwmanismuaumiugualunis
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1. wan1sAnwIUSBuiisuszuun1sAIvANmiugualunsaya i miegaaadmsunansioe

dyulwsluuszmasing

lpAnwidSsumeussuunsmvauiiugualuniseygnlidviednaind munan s
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M13199 1 NsUSeuiiisurilsnukasnguinevanildlunismivauinuguandndaiayulng

AUNAUUTENANINANSAN N

1. andgonisnn®®

3. poamsiay ¢

4. Aaalus ¥

5. wnaugy Y

(12)

6. lng

)

- Center for Drug Evaluation and Research.

US. Food and Drug Administration (US FDA)

- Center for Food Safety and Applied Nutrition.
US FDA

- Pharmaceutical Safety and Environmental
Health Bureau (PSEHB)

- Pharmaceuticals and Medical Devices Agency
(PMDA)

- Consumer Affairs Agency (CAA)

- Complementary and over the counter Medicines
Branch. Therapeutic Goods Administration (TGA)
- Complementary Health Products Branch.
Health Sciences Authority (HSA)

National Pharmaceutical Regulatory Agency

(NPRA)

- dtinen ev.

- dtines oe.

- Federal Food Drug and Cosmetic Act (FD&C Act)
1938 (and revised edition)

- Dietary Supplementary Health and Education Act
(DSHEA) 1994 (and revised edition)

- Pharmaceutical and Medical Device Act 2014

- Food Labeling Act 2013
- Therapeutic Goods Act 1989 (and revised edition)

- Medicines Act 1975 (and revised edition)

- Sale of Drugs Act 1952 (and revised edition)

- Control of Drugs and Cosmetics Regulations 1984
(and revised edition)

- wazs ey wa. 2510 uazatuudludfiudu

- WaETwUYaIReNT WA 2522

7. @namglsy 'Y - European Medicine Agency (EMA) - Directive 2004/24/EC, Directive 2001/83/EC,

Regulation (EC) No. 726/2004
- MhenumuaumiuguaTasusiaz sz - nsil Food supplements dufunguansusiazUszna

(not EU harmonized)

8. onfou @ Taidl - ASEAN Guidelines
- 9gj5eIeN3IAYIN ASEAN Agreement on Regulatory
Framework for Traditional Medicines/Health
Supplements)

Flan e

FFETDIMITHASYN aﬁ'mﬁaquumﬂu-aemﬂu 2562
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1. ansgouisn®® nansTausiayulng (Botanical products) wundu 2 Uszian

LYY

1. Botanical drugs: waafnusiranayulnsiiymuneldlunsidade fnwn vssin Jesdulse
dndlvgiidnvauziduemanilianmsnssyfenddylddnau

2. Botanical dietary supplements: ndnfauiiaiueimsainayulng Jundadaeififdulsznou
(dietary ingredient) agswilsaenslandenalsadia Mnayulnsnsofivnngg Wowasuems

v

faedsuUsENIU
(7-8)

N

- du uanSouiayulng (Herbal products) wiadu 2 Usziam
1. Traditional herbal medicines
1.1 Kampo products #3o Kampo medicines: \fuansafandensuisiivhanaindrunaves
granulnsanssIned Teududaanerdulunamasifaunistukuuresdgiudusssiom
819U
1.2 non-Kampo crude drug products: Uszneusaeseningavayulnssiademvsonaeviia
IﬂﬁJﬂﬁgﬂqmiﬁﬂ%ﬂlﬁLﬂuiUm’mMﬁ’ﬂﬂ’]i%aﬂ Kampo medicines usiidulumugnssisuen
futhu
2. Food supplements
2.1 FOSHU (Food for Specified Health Uses): iJunanstasiiasuomisaiinisnaiasis
AaUszlaviiugu e (specific claims) Tunshiifananasianienseussin
AMINWFVAINUIUTZNIS
2.2 Non-FOSHU (So-called “Health Foods”): tundnfnusiiaduemnsiiuaninisnandng
maguaiald Tnevinuiananisnandnamsgunmiuyianis
3. sednside nansfausiayulnsdnoglundndausiussian Complementary medicines oA
1. Herbal medicines: EJ']ﬁﬁﬁigulWiL‘fJud?uUszﬂauwﬁﬂ Tngauulng (herbal substances) viangis

a - a ada Ao @ A
NARNAIINNY LAZENNTINDUS NAALTUNY

s

2. Traditional medicines: gniifidruusznouvesity dnd uaz/mdoussndadulunuesdang
Ao wuuusulusia (Traditional use) fifivdngutenansatuayuainyszaunsainmslagan
Tugranaienuiu 3 sueignsoUssanal 75 U 1wy uauluTIEN 9IWNUeNgTLIN 81009913
Mudlosuazeasulwsununz Junn
3. Nutritional supplements: Namﬁmﬂfuﬁ%mawmﬁﬁﬁmsﬂénﬁwmaqmmw

4. Fealds"” nanfsiayulnsdneglundndusiuszinnComplementary Health Products
1. Chinese Proprietary Medicines CPM): wﬁmﬁmﬁmﬁﬂL%agﬂﬁﬂizﬂauﬁaaﬁqmﬁwﬁmmﬁwﬁm
viounniiinaniiy @ vieussny videnauiudsdivingruenanstoyanislélugwnlusaiu
2. Traditional Medicines: o ndndameunulusuuiaduazduiou lnedguazdeuld
soudulumuenansirsdshuswnlusnaiifedos
3. Health Supplements: anAnusinTngUszasdlfiaiuomaionuusslovifiunninaisermns
muUnfuaz/visieduaiuguammsimihiivessianie

11)

5. wnande nanuaiagulng wiadu 2 Uszian

1. Natural Products

1.1 Traditional medicines: nansuainldidugiiutiunsaianisiudalsenaunlgiiy dnd

Y3BUITININSTINY AN T lavseunnd
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1.2 Finished Herbal Product: nénstusiayulnsiviannayulnsuiswdansonnndt lnemnusenause
ayulnsunnndmilsvinaziondt “wdndusiayulnssan (mixture herbal product)”
1.3 Herbal Remedy: e1iUsznaumeatsviodiunauvesa1silaainnisiiiiv &l viieussnnain
sysumRniliuis Surunieunfundagliiunszuiunsdulauenani
2. Health Supplements: nansaueififinnugusneglfifioidtuens uazifioguasnu duaiuguan
msvimifivessenielifay
a 1Y (s 1oa
udnstustayulng wuadu
1. guslusa: enfigannedmiuldlumsuszneulsafiadsunulusia visen1sudalsndnd Feeglu
fyeuaulusafsguunsUsena wiessguunivssmaduunulusa wiesildsusym nli
Funzidousivendueunulusa
2. gniwnannagulne: wunefis susulnedszgngd eunuinUssand erfdusuenayulnsien was
granayulnsunutagiu
3. nandaeiaiuenns: naadunfildiulssmuuenmiioannisiulssnuensnudng Fallansenns
= 4 g < o W v a a 9 < v y A
ieansduduesdUsznou dmsuduilnaimaniUsslesinadimuduaiuguan

13-14)

7. anamglsy’ uansTuatayulng wuadu

Y

Herbal medicinal products: nansausiiiisenddyusyneude ayulns (herbal substances)
waw/M3oemseuaulng (herbal preparations) wiaiesnnnimilswia

Food supplements: wansausiomsildiiieiaduanemsunidaduundsesansemvioasdug
fisuasonisvimihivesiene e1vegluguvesansifeiniens

8. ondeu nanouaiaulng wuadu

Traditional medicines: ndnsfawifildilueniudundelnnziudalsznouseiiy dnd wioussn

PMnssINTIRUTsiavieunnin

o

Health Supplements: ndndawinfianussangldiiiowdtueims uasiiioguasne duasuguaim

v
&

svwmiAvassane TRy
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M990 3 NsIEUTiEUTRIMIINTSURRY IR T IMNEgRand T URAn SunayulnTuazrang U

o w

JoyananfdfaylunsudvedunmuUssmaAninn1s@ny)

£

1. ansgonisn®®

Botanical drugs

Botanical dietary supplements

2. g

Traditional herbal medicines
(Kampo, non-Kampo products)
Food supplements

- FOSHU

- Non-FOSHU

3. poanside”
Complementary medicines

- Herbal medicines

- Traditional medicines

- Nutritional supplements

4. Aanlus"?
Complementary Health Products

- Chinese Proprietary Medicines

- Traditional Medicines
- Health Supplements
5. unagy?

Natural Products

Health Supplements

- General, Nutrition,

Functional Claims

- Disease Risk Reduction Claims
6. Tng?

g uNUlUII

gntimunnayulng

Funzideuuszuam New Drug
Application (NDA)
liifosenuyn

A3l new dietary ingredient

YBINUIIMUUABIUTT LAY
& o

Funzidoy

X o

Funzidey

Lifesenugn

2AU34 (Listed medicines)

UINABIUTEIU (Assessed
Listed medicine)

Yunzilou (Registered medicine)

AU (Product listing)

liifesenugyn
lifesenugyn

Funzideu (Abridged Evaluation)

Funzleou
- Abridged Evaluation
- Full Evaluation

P

Funzilou

Foyadmuaunn Uszdnsnin uazanauaende
lidestuteyaln

v

YeyanuUaendy

- JoyarnuAmA N

- foganueIinNsAuAY

Foyarugunn Ussdninin uavanuasady
liidfestudoyala

v

- lidesBudoyadunmain Ussdnsan uag

U

Anulasnny

- fusesnuesagUfuRmungrine/ngsedeu
o a v

Anedes

- JoyadmuUssavsnm

- $UTDINLLEY AUAMNI kazAUUAEASY

v

- Yeyadnunmnn Usedniniw wazanuuaensie

- JoyarnuAmA N

- wangunsldlugunulusaiu
lisosdudeyaln
lisesdudeyaln

- JoyarnuAmA N

- Joyan1ueiAnUIAuAY

- JoyaduauAm
- 1ONE391984NINEA81
- Joyarmuamnn Useavsain uazAudaendy

- JoyanssuIsnisHan

- HansI AT TeRuNId

- tonansaduayuassnamivenueinILg
unulusoy

- foyarmuamnn Usgansan waranudaende
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a o ¢

NAnAUNETNOIMNS

- nsmdwUsEnoudAyaulasU
UM

- nsmdusznovdAydlding

Iisuaugn

7. anamglsy™
Herbal medicinal products
- fideyansldeteies 30 U

Tnaidunslélu EU aghetios 15 9

. v - -
- fidoyanislddulszdninimuay
anuvaenduduneensuly EU
aghatiey 10 U)

- nanSaeienayulnslog

Food supplements

- aanzidou

- geaug 9 ltaaInens

- Traditional use registration

(Simplified registration procedure)

Well-established use marketing

authorization

Stand-alone or mixed application

v
VDINLLY

Tilemmualy

v v

- doyarnuAnn

- JoyamuAmA M
- HANNSATIVIATIENARS U9

b

- FoyaruanuUaendy

- foyadunmnm
- 1ayad1984 (bibliographic) AuauUasnsiy

wazUsgansan

v

- doyasuamnm

f
8

- Joyad1984 (bibliographic) AnuaaUasnsiy

wagUszansnin

v

- fogadunmnm
- foyan1sfinynideiulsedrnmuasanudaonsy
- 9yad1484 (bibliographic) AuAuUasnsiy
warUszdnsam

- LidosBudoyaduguain Ussansam uag
Aulaande

lailarmualy

M19°99 4 NMIUFEUTIBUNTINUTZANNNTNA1IB1MeGUATN (Health Claims) vesnansinmayulng

'
a o

WAZNN5Y0RUYINTMUNAUUTEWMATNYIINTANY

1. ansgouisn®®

ANSanAINNLEEINTSIAALSA (Disease Risk
Reduction Claims)
N15NADHARBIATIES 19/ MU NVB9I 19NN

(structure/functional claims)

A5NAI819USINUENTEINT (nutrient content

claims)

MINA1I81N9EuAIM (health claims) 3uds

TadlRenun15Useiiuann US FDA wagndndueidlid

- fpsunsUsulunaglasuenginneu
- US FDA léidavihday@isnenisnisnanndsiilasueuan

- liidpaveaugn (neiindngrumigatideninund1ddn

vl v

vivliigdseneunis)

U

- aaniivendu disclaimer s¥ydn “damnuna1igneil

a

anudananeldlunsifady Snw visedesiulsn”

- lidfoswneyyn

- US FDA ladminin@sienismsnanonsua uaninaan

ANATIBN
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2. iﬁ‘l!‘u (7-8,15)

3. poawnsiay ¥

4. Fealus"?

- miﬂa'néwmaqmmmmﬁqammmLﬁﬂa
A5LAnLsA

- msnamsmhivesansemns (nutrient
function claims)

- msﬂa'naywwwqmmwmmLﬁaﬂﬁw

- msﬂﬁnéﬁwwqmmwmmLﬁ'mmuﬂaw
- mmﬁné’wmqqmmwmmLﬁ'mqq

- miﬂﬁné’nmqqmmwﬁ’ﬂu

- MInagmnfeItuguam (functional

- foshunsUssiunarldsusugnneou
S o v A v
- fifgyTsemsnmanandudldsueunn

- laifaesinunsuseiduy

-4 ”aﬁjswﬂﬂwsﬂwsﬂénﬁ%aﬁlﬁ%’uaumm
- foshunsUssiunarldsueugnneou
- fasunsUsulunaglasuenaianou
- lsipsveaugym IngsesUfifiny Health Supplements

o

Guidelines uagiindngiufigaudonrunarsraiuly

o

health claims) AfUszneuns

5. waide Y - MI3nandilunieansenns - fasunsUsulunaglasuenginneu
- MIndndramarentifivesaney
- MIndnduaneudsnisiinlan

6. lng ? - MInandramhilvesansemns - fasunsUsuunaglasuengianeu
- MInandramarentifivesnany
- M3ndndaneudnsiinlan

7. avamelsy 1Y - msnanddSinaasens - faviunsUsuiunaglasueuganeu
- snamdnemsgunn 16ud wadenthilues - EU édavhiy@sensnsnanésiilizuoygn
$me Msanaadssnsiialse

8. 9 fu @ - M3nandailundeansorms (Generalor  lalldtwualy
Nutrition Claims)
- M3nandamthil (Functional Claims)
- M3nandaneuideinisifnlsn (Disease
Risk Reduction Claims)

‘17;&]'1 é@ e, 19)

NNITIATIERUTEULABUTEUY
nsmvRuiiugualunseuyInlidmiieg
doarndmsundndaeiayulnsludssinasingg
Yy v & Ao w vo &
13 aunsaazilssinundidnlaall

1. ihenumuauiiuguandasio
ayulwsuusliidu 2 guuuu fe (1) Wuneau
Wenfunauauifuguanig1anayulng

HanSueESIe IR oERHaUNMLAETng Vg

30

nanatulaed way (2) 1 2 nignundnuay
nuuevian 2 atu Aemuen HandaTasLe1ms
< a ] [ ! IS L 1
wsowuaunm dmsunguussineedeudlid
MOBUNANLAENY MINeVaNLleaInegsenin
nsihdennassauiu agslsiniu ldusingin
IS IS a v 3
fusvwmdladinguunaianisndndugiayulng
wueatuUssnalneinmaadaingmnaane

Ao W.5.UNEnfueiaulng we. ..
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2. MaFonTendnSusiayulnsuay
mstaUsznmadntsiayuinsluiiarUssmeniy
poudhaflenumannrasuanaeuTuUsUY
NMSAUANANUALALAL N INEYDIUARLUSEINA
aghlsiny drulvgndnsuriayulnsauise
wuandu 2 ngundnde wranayulng uas
HAnAueIES IR VR RLESHAYA NAINEYULNS
Fuiugayananelunisld lnsusasUseina
anauvsmdndaeiayulnsdulssinvdess) uay
FunTesine fu

3. YomeMsveaLaNaRSaeaulng
fvansuuuuansailusazyssimageannsa
wusléiu 3 daamandnlaun Tumsdeou anuds
waglifasveaugyn d1mSundndueienain
anulnsnudn dwlvgifeuynusemeldiznis
Junsdeu nedlilidomesygaiinsdifende
Traditional medicines vo3@snlUs nansiua
Sua IVl HgUA NINEL UL nudn
drilvguszimaiiauundlideswosyyn
%381438N159AK39 Ussimanaidauazineg
T3 nstunsdeou

4. Foyandnidrdalunisdudve
Usgnaumedaya 3 iu laun oyanunnnn
UsgAnsnn wazeuaendy Tufulssiny
YBIHFNTUNUATYDINNITVROUY N ENTU
ranfue1nayulng wuinsdeayulnslu
wazeiannasulnsdosdutoyafiusuuuy
fenudnu nadiornuesdainafubudeya
AUANNINLAEYaYad1984 (bibliographic)
vievdngruativayunislimuesdarddai

AUNANAINETUD M TVISOLESHAVA TN WU
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nstifidutoyaifusuuuuiaauduldun FOSHU
veadjUu uagnAnfausiinassantiadoidss
nsdnlsavesunaile dunsdanudalifostu
Toyala

5. NINANONNEUANVDINGA AU
ayulnslaoasuuusliidu 3 Useuan laun
(1) M3namdailundoansems (General or
Nutrition Claims) (2) nMsnamdnssasentiiives
3729018 (Functional Claims) wag (3) N15na1979
n1sanAUdsInisiialsa (Disease Risk
Reduction Claims) Saifuluaudennasenden
M3naaEUszANT 1 uae 2 Ussaiiianiudn
dullvgflifiosvenygn duuszinnil 3 gl
Weuynuszmadasitunsuseilunazlasy
puInneu dnsulssinannaldenaying
N19NA1INNNUTEANADINIUNTUTELTTULAY
Iasuaynnnau

6. Ussinmpaawmsideiissuun1svesyyn
firoudneuanenusemadu lnoutsgomis
N1svRunInNaAingl Complementary
Medicines 1Ju 3 HoamnanusziuAdes
yowmanfasuTudLUsTnouie uasdeudd
W39N13N811819M19guAIN Inedreuiadu
F8101UTUT “Permissible Ingredients
Determination” (A) wagUd “Poisons
Standard” (B) Toudlinien1snaniensnaunm
wiadumnuidssivineds [aduasaguam
thysgua anudeaiunansmneda Tieatu
U531 $nwilsa arnadudaeiiliddreunss
Audssgaaneds 19esiu ussm 3nwilse

AL AUU8TS 18159 NsAlanwdlTd1nsu
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NARSTTT U A wasteuddanuidsh
muday@iounyelild nsdlanudsiifessaiduld
dmiunansneifisisenusad A wasdoudd
audssiiunans nsdtunzdeulddmsu

v

HARAUNNIAI MUY A Lay/130 B uaz

[V 7
v a v [

foudldmnudssgs il Joyavanildlumsiu
AvananaeiulukAaztInINIsVR YN
7. Wuihdunsin msmuauiiugua
mamﬁmsﬁm‘%ummiﬁaLa'éuajsumwmnagulvmfu
drulngUssimaiiamiwdlidesveaygn
velismavnudlaglidesdudoyaln s
Traditional medicines vosasnlusdslsidas
maaym@mﬁ?u NUIMUILNUAIUANANULE
ladnviingseideu nannae wazwuImnauos

] v A

TuiFe9a139 MAsITesliud wu Jedisnenis

IS v

meneygnlild/vuld Tadsenisteusdlyd

<

visomsnangremeguanniteyanalild/ sy
VENNTINTINYIITOAUNITNAIION NNt
Aenduenansvdnguildaivayudovdlivie
NSNANIBNAVNIN LONATTTOYAAUANAIN
HAN93LATIZA1e U JUsznouniseies
SutinvaulumsufUanungsedeu nannue
#ae Aifvuald ﬁamﬁgmﬂmwﬁﬂimaﬁfuaw
#neq 1AULIGUsENE U il ey
ATUANMIAUALATSEUUNITNTIVERURAAY
wdoengnainlnenisdunsianansiueiiiie
Ussiluvdngudeyaaduayuiivly wiensdl
AivssifiuAgatumase fuamsniFon
lenansndngudeyailiivlinysziiunay

yiInnsavalulanasnilan
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2. M33AI (319) WUINNNITAUANTINUALS
Tumsaysialvidmiegnaadimiunandue
ayulwsludszwmalng
2.1 NFBULUIAN

2.1.1 nwan1sAnwUTeuLiiey
mude 1 eduagiiiudi wdadueiayulng
wialu 2 Usznvmdnde enainayulng uas
AR fuaES eIVl HauANAINaYUlng
Juiugagaanelunisld uasidlofinnsandis
w.5.U. HAnSusTanlng wa. . Fafwunden
Vo9 “nanduanayulng” vuneds (1) 81970
anulng nungAuTINA erunulng e
anaslng owslunailifuayudamngung
FTIPILET WIDEIWNUDIAANINITUNNENLTRN
auisguunslagdlugiivesnmynIINNg
Usgmaimua Lilenstnde 31w wazusaim
Audutheveywd wion1sdesiulse uas
(2) wdnfaeianayulnsvIondnsusind
dutszneudAyiiurieuusanimainaslng
FanFonitzthlldunsywdiiieliAnnasoguanm
wiansvieuessenieliity waduadie
TnssaSravensiaumesneme sideantiadides
vasmsialsn..” Uszneududennasondeu
Iowdsndnduriayulnsutadu 2 Ussuavmdn
[WuLRBaiuAe Traditional medicines wag
Health Supplements §3deiaiiudn Tunsdavih
(319) UWWINNMTATUANTAUYUA™ i wan ol
ayulnsesuiadu 2 Ussiomvdn loud wdnsious
819 INAYUINT wagHANAUILATUFUAININ

ayulng
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2.1.2 91UUINTT 36 Uay 47 579
W.5.uNAndsaulng we. .. Aualinis
Yoaygnnanduaayulnsuiadu 3 doamia
#un nstuneou nmaudssazdon ua

n15aawds ngrunelalaiimuadiienuves
wiazremsliunlaseusenisndedilunig
YaouyInbIBaUssueulaRIn1S19N 5

M1579% 5 51901590095 lunN1sUeTUNLLTEU NNSHIISIHALLDEN WATNISIALI

1 Fovewdndsiayulng

2 #o fiogvesiretunafousiu

3 fsundnsdasiayulng

4 assnAnveINaniueiayulng

5 lnansviendngruieafuasswam 314 auam

wazAulaenduvemdniasiaulng

= a o o«
ﬂiamawamﬂmmﬁgﬂm

To NogveivouTITUaLIBeNY3oUDIALI
fsundnsosiayulng

6 FHauBuAREITUNTULUALIUIAUTTT EaBBuANEITUNTULLAYIUINUTTY
7 Fevauaunmuazdermunarzvemdnduriagulng - wildesusemanisimzvindndosiayulng
8 nilsdedusosnisounnlivienienistunzifeuiisu -

wegnsaAdunisiudn

9 aan aan
10 tonansiiundndaeiasulng tonansriiundndaeiayulng
11 F1ENTBUANTSTUUAS LABALUZINVDIANLNIIUNNT 318N13UMNNSTTUUASIAEALUZLIRIANNTINNTS
dsgmAfivug UsgnAmvun
a 9
an {39

9T 5 iiiudsensiidedld
Tumsvetunsdeuiiinnninmsveudsneanden
LazvRIRRI Ve8NS tnesen1sTiddnfe
lenansvidevanguieafuasea 814 aunm
warALUaensiY TrmuANAMN LA Ta MU
nzveNanfausiayulng §Idedaiuingomis
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Evaluation on Risk Control Measures for Medicinal
Products in Thailand

Wimon Suvvankesavvong1 Pakawadee Sriphiromya2

Watcharee Rungapiromnem1 and Sareeya Wechvvi‘than3

"Technical and Planning Division, Food and Drug Administration

“Rural and Local Consumer Health Products Promotion Protection Division, Food and Drug Administration

>Division for Health Products Entrepreneurship Promotion, Thai Food and Drug Administration

Abstract

The study aimed to evaluate the risk control measures for medicinal products in
determinants of operational results. The relevant impact and factors of those were assessed
to develop regulatory policy recommendation. Methods: This was a mixed-methods study by
quanti-qualitative sequential approach. The study period was during year 2011-2018. A quantitative
study was collected information in 2011 by a survey for opinion and operation performance at
selected hospitals and private drug stores. In the qualitative phase, a literatures review, academic
medical studies documents and minutes were gathered during year 2011-2018. Relevant database
was also searched. The evaluated measures were in the 7 nimesulide risk control directed by
the Drug committee which were classified as three groups: 1) regulatory measures, 2) implement
of study research and its surveillance 3) drug risk communications of responsible organizations.
Results: The study was found that all risk control measures had been done by all responsible
institutions in various formats or tools. Thai Food and Drug Administration had directed all decided
regulatory measures to be implemented. The drug risk communication was concreted distributed.
The Market Authorization Holders had complied with the legal enforcement in developing the
clinical study research but it cannot be performed due to the Ethical Review Committee for
Research in Human Subjects’ unapproval. Although 81.30 % of hospitals and private drug stores
had acknowledged the risk but they had managed to undertake selected regulatory measures
with following to their work operation guidelines in the organizations. 70.00 % of them agreed
that the directed risk control measures can reduce the drug’s risk. However, 77 hospitals (45.00%)
informed having nimesulide at least 1 year in hospitals’ drug list during year 2006-2011;
determined to withdraw it from their list or stop using nimesulide after realizing its risk. The
decided regulatory measures resulted in decreased nimesulide usage, less number of drug
registration and reporting rate of nimesulide-ADRs. In conclusions: All risk control measures were

made to operation except the implement of study research and its surveillance.

Kegwords ¢ risk communication, drug committee risk, control measures, nimesulide
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Readiness of Officers in Provincial Public Health Offices
for Controlling of Hazardous Substance Products According
to Globally Harmonized System of Classification and

Labeling of Chemicals

Wanida Pinyowiwat

Bureau of Cosmetics and Hazardous Substances Control Food and Drug Administration

Abstract

The objectives of this research were: (1) to assess readiness of officers in provincial health
offices in surveillance of labels for hazardous substance products according to GHS (Globally
Harmonized System of Classification and Labeling of Chemicals); (2) to assess readiness of the
officers in giving advice to the entrepreneurs in their provinces on GHS for hazardous substance
type I; and (3) to assess knowledge of the officers on GHS. A total of 72 officers relevant to
hazardous substance products in the provincial health offices were study samples. They all
participated in the project on Potential Development of Officers in Provincial Health Offices on
Supervision of Hazardous Substances during 10-11 January, 2019 at Richmond Hotel in Nonthaburi
Province. The research tools were: (1) a questionnaire on readiness of the officers in the provincial
health offices on controlling of hazardous substance products based on GHS and (2) pre- and
post-test form of the discussion on Post Marketing Checking of Labels for Household Hazardous
Substance Products in the project. Data were analyzed by frequency, percentage, and t-test.
The research findings were that : (1) most of the provincial health offices had inadequate officers
for post marketing surveillance and they did not know the Ministry of Public Health Notification
relating to GHS; (2) they had not yet received any trainings on GHS, therefore, they lacked
confidence for giving advice to the entrepreneurs in their provinces. They requested GHS
knowledge dissemination by the Office of Food and Drug Administration towards the entrepreneurs
and people; and (3) the officers had significantly more knowledge on GHS after the discussion
than prior. However, this discussion focused on knowledge and understanding of 9 GHS pictograms
but not details on chemical hazard classification. Thus, GHS trainings should be provided as
crucial and urgent need to the officers.

Kegwords ¢ controlling of hazardous substance product, readiness, officers in provincial
health office, GHS
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Evaluation of Food Safety Operation in Pathumthani
Province

Thunpitcha Sakpirom and Pornpiroon Deesawat
Pathumthani Province Public Health Office

Abstract

According to public health development plan 12" edition (2017-2021), the policy of
food safety operation is important of human being. It determined proactive strategic plan to
activate Thai people health and attached great importance to reform health of all ages Thai
people, proactive developed health system, especially health promotion, disease prevention
and consumer protection about food safety effectively. This study was aimed to evaluate context,
import factors, methods and results of food safety operation in Pathumthani Province by using
CIPP Model evaluation of Stufflebeam, and carried out during July to December 2018, used
nonprobability sampling and selected group samples by purposive sampling. Samples were
consisted of administrators, province/district/locality-level related staffs, entrepreneurs and
consumer or people. Data were questionnaire that collected from group samples. The data
were analyzed by using frequency, percentage, mean and standard deviation. For the results;
(1) For context evaluation showed that administrators assigned tasks to responsible person
following food safety operation in Pathumthani province. There are province-level committee
that carry out and control about the food safety operation efficiently. Related public health staffs,
entrepreneur, consumer or people and all related department or institution transformed
operation that related in requesting permission. (2) For input evaluation that consist of personnel,
resource and budgets are insufficient. (3) For process evaluation, the committee conducted
the scheme and determined the operation that consist of safety surveillance, Database system
development, explicit knowledge development, community, strength development, public
relations and assessment. (4) For product evaluation, the study found that they achieve the goal.
But there were still contaminants in fresh food, Sulfite were found the most in fresh food, 33.33%.
Some processed food didn’t comply with the ministerial regulation, 75% of the product from
flour found that preservative is over the permitted limit of the regulation. For conclusion,
this study was successful by using CIPP-model. But there are some operation activities didn’t pass
the criteria. Therefore, administrator should support this policy for it will be defined preventive
measure and enforce the related rules practically. The operator should adjust the operation
methods by focusing on the entrepreneur are conscious of consumer safety, statute rules,
People have knowledge about food consumptions and improve cooperation of the system.

Kegwords ¢ evaluation, operation, food Safety
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The Study of Using Preservatives and Synthetic Colors in
Thai Pancake Burritos In Phra Nakorn Si Ayutthaya

Suchart Thanomvaraporn
Ayutthaya Provincial Health office

Abstract

Thai Cotton Candy Burrito Pancake or Roti-Saimai (in Thai) is the most popular dessert
among tourists visiting Phra Nakorn Si Ayutthaya. There are two main components, the dough
sheet (Roti) and the sugar filling (Saimai). Some of Roti makers use preservatives to prolong shelf
life or use synthetic color to attract tourists. Therefore, the Roti-Saimai safety should be concerned.
This research aims to (1) Study of using preservatives and synthetic colors in Roti. (2) Assess
the basic knowledge and understanding about using preservatives and synthetic colors in Roti
of Roti makers. (3) Study the amount of preservatives and synthetic colors in Roti. Collect data
by conducting interviews and randomly sampling Roti samples from 51 Roti-Saimai shops, which
located in 3 areas of Phra Nakhon Si Ayutthaya District. 51 Roti samples were collected and sent
to the Department of Medical Sciences for analysis. The research found that most of the Roti-
Saimai makers answered that “did not use preservatives in the Roti production process” 56.86%.
From those who use preservatives, most of them use a teaspoon to measure preservatives
54.55%. The preservatives are commonly from wholesale stores (90.91%). In addition, it was
found that most of the Roti-Saimai makers answered “used synthetic colors in Roti production
process” (94.12%). They used in powder form (75.00%) more than liquid form (25.00%). Every
shop that use powdered synthetic colors does not use any measuring equipment. But using
the approximate shift by tapping directly from the sachet into the Roti mixing tank. (One sachet
can be used multiple times) For the liquid synthetic colors, most of them use the lid of a
synthetic color bottle that comes with a bottle (58.34%) to measure liquid synthetic colors.
Most of synthetic colors are obtained from wholesale stores. The basic knowledge and
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understanding about using preservatives and synthetic colors, found that all of Roti makers
answered about the synthetic color label correct (100.00%), the hazard from receiving synthetic
colors exceeding standard 56.87% correct, know the laws that control the amount of use and
the legal offense if using preservatives/ synthetic colors exceeds in foods are equal correct
41.18%. And the appropriate equipment for measuring preservatives is 7.84% correct. 27 Roti
samples are examined for sodium benzoate (calculated as benzoic acid). All samples were found
sodium benzoate. 81.48 % samples passed the standards according to the Notification of the
Ministry of Public Health No. 389, BE 2561, Re: Food Additives (No. 5). The value of benzoic acid
which found exceeds the standard is between 1,004 - 4,130 (mg/kg). 24 samples are examined
for Tartrazine and Brilliant Blue FCF. 21 samples passed the Tartrazine standard (87.50%). The
exceeding value is between 57.2 - 231 (mg/kg). 24 samples passed the Brilliant Blue FCF standard.
Considered these two colors when used together according to the law, found that 21 samples

passed the standard (87.50%).

Kegwords ¢ Thai pancake burritos, Ayutthaya, Roti-Saimai, preservative, coloring
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Affect Factors on Food Consumption Behavior of Sixth
Class High School Students In Muang Chumphon District,
Chumphon Province

Sakanan Rttanasakornchai
Chumphon Provincial Public Health Office

Abstract

The purposes of the study were to study (1) factors that affected on food consumption
of sixth class high school students in Muang Chumphon District in Chumphon province, (2) food
consumption behaviors of the students, and (3) relationship between the factors and behaviors
of these students. The subjects were 752 samples in Muang Chumphon District, Chumphon
province. The study duration was May-September, 2018. the research instrument was a
questionnaire, data analysis by using frequency; percentage; mean; standard deviation, and
Pearson Correlation Coefficient. The results showed that a generally factor affect of the subjects’
food consumption was an individual factor. A desire to have food caused by desire food taste
that students consumed. Besides, the subjects were found that the more had food consumption
knowledgeable and family economy, the more had a positive relation. They also had highly
consume junk snacks for a daily breakfast on a basis. The relationship between the factors and
food consumption behavior was a positive as a statistically significant at 0.05 and correlation
coefficient at 0.076 such as an attitude toward food consumption and knowledge. Finally,
it was found that the subjects who had high knowledge about food consumption had a result
in a high relationship with knowledge, attitude, and their food consumption. Most students
have eaten a lot of junk snacks in breakfast. Consequently, teachers and parents should improve
good attitude about having food and encourage children or students to consume good food,

also having food as suitably range age.

Kegwords ¢ chumphon, students, factor, behavior, food
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