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How is the ASEAN harmonization of health supplements standards and technical requirements organized?
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How would the ASEAN traditional medicines and health supplements regulatory framework be institutionalized?
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Safety data is required for products containing:

" %ﬁ'ﬁ ;9]5‘25} New ingredient(s)
= FLOVER MEFLEREREICKIEDRS

Ingredient(s) derived from new method(s) of purification, extraction or manufacturing

» BIFOFEMRSOFLWMEASHE ., HILLVER
B, HILLVRHAE

New combination, new dosage amount, new delivery system of existing active ingredient(s)

* REEOBRZHHLIBRFORMS

Existing active ingredient(s) with safety concern

HBDED =77 MBETRFAFZIEREFEDELD

New = has not been permitted or registered before in that ASEAN country

ZEHOEIT, FRESFTEEELDAEMRTORE
EDEIET—FEDNVTITITENTES

Safety substantiation can be based on finished product or ingredient(s) with justification

féﬂ%%ﬁﬁ:—a Safety substantiation data
- Emﬁ History of use
» BEEIShI-A&ICino-. BRI OHREICRES
REMEDF FRIREHL

Scientific evidence of safety that commensurate with the nature of ingredient in line with the intended use
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AAHSA's opinion

' 3Fﬁﬁm§éﬁ7—:_9§# Non prescriptive safety data requirements

. ¥ﬁ' LL\ﬁﬁébﬁNew combination

> HAELERBOREET SNDEIZLEHIENBY.
ChiIFRADAEICEELLZYS5SD

Safety data of combination product might be required and this may kill product innovation

ﬁ LL\&EE New dosage amount
> JVEVWEREENREMT—2EROLNIIGEELNHS

Safety data might be required for lower dosage amount

. ﬁbb\ﬁﬁﬁgﬁ,& New delivery system
> RLSHIHICREUTINDEICLSHENHS

Safety data might be required for different dosage form

AAHSAILBEICEIBEERET —FEHERELEL
FOT7ET7UMBEICERAKITAIVLELDHS

AAHSA has to continue to persuade ASEAN countries from implementing overly stringent safety data requirements
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The banned list only contains poisonous ingredients of animal or plant origin

s PET7ZUMBEIRTOESENEONATULVEGWELES
B &, FIRFEDHEBAS D) AMNIEH sh ., SR
A&RICOHERATES

Some poisonous ingredients of animal or plant origin without unanimous agreement to ban are kept in a list of
restricted active ingredients for reference only

’:’ AA H SA a) %E AAHSA's opinion

0 BRUSNTWSESLEEEMRS (T, BE. EEmHE
BRTRERShEL

The banned poisonous active ingredients are not normally used in supplements

0 Isupameattobsa—vXI—raE . — i
HICERASNSBREDD—EIE. FIEFEDH
S DYRNIBEHINTEY. LWOHhDTET
VHETHEANEIETh TS

Some commonly used active ingredients such as Black Cohosh and St. John’s Wort are found in the list of
restricted active ingredients and are banned in some ASEAN countries
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» PEZUOHARNPO)ZMILTD2OM5/H5:
s O—FTYHRATFIY13.6BRY T AUMIRERE
NTLSEFRI RN
» TEERFNMYNRTvI1ICIESHTLNDFN
MT., LEROO—TYHRATIYIZIE S TUVE
LNiEng

Some additives from “Handbook of Pharmaceutical Excipients” that are not listed in CODEX

.:‘ AAHSA@EE’ AAHSA'’s opinion

@ 7E7UOFRIFMYIANE, BEMBIEMRIC
—RICERASNDFMFAZ+722H/N—L TS

The ASEAN list of permitted additives is comprehensive enough to cover all the commonly used additives in supplements
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= PEFZUDERSVPIRTILD ERIEIL, T TICHEILS
NERBYRVFMEVRIVEBETIVICEDSVTHRRE
SNTHY., RDA(HRE) [CEICHDTIEEL,

The ASEAN maximum levels of vitamins and minerals are developed based on established nutritional risk
assessment and risk management models. It is not based on RDA (Recommended dietary allowance).

.:. AAHSAG)EE AAHSA's opinion

C —EBMICT7E7UDOLERER. FEAEDTETY
MEBEEHAEFBTEDHTVSLREIYEEFL

The ASEAN maximum levels are generally higher than the existing maximum levels in most ASEAN countries

0 BALAURRLTIE. EE—BOEAIVIZDNTH
B LBEERELA>TINS

Thailand and Indonesia still want to keep some of their national maximum levels

- AAHSAIE, B4 EAVRRVPIZP 7V D LIBIE
S ERATILIHA TS

AAHSA has to continue to persuade Thailand and Indonesia to fully adopt the ASEAN maximum levels
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» TE7UORBREGBIBRRICEITAMEMBRER,
REEBAICEVWTERESNTOSIFREEERR
&E%@%&E%Bﬂf“k%’ﬁ(

The ASEAN microbial limits for suppleme t combinatio fthelimitsfornon-sterile
pharmac tlbt dhblmd thBthth copoeia.

< AAH SAO)EEAAHSA’S opinion

@ 7E7UOHMEYVREIZIEEICELLBD TEA
; ?%%ld::h%(:iﬁé’d’é:&b‘“’éééld:'d"é

The ASEAN microbial limits are not very stringent and the industry should be able to comply with
these limits.
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= PE7UVDEZRBRERLUTOESY:

The ASEAN heavy metals limits are as follows:

u % . 10p p m l;Js-FLead not more than 10ppm
u t? . 5p p m u-F Arsenic = not more than 5ppm
" 7}(& . 05p p m u-F Mercury = not more than 0.5ppm

jJ I:Erb-L\ . 03p p m l;Js-FCadmium = not more than 0.3ppm
<, =
‘0‘ AA H SA 0) :E\ E’AAHSA’S opinion

o PETFUIRERIZTOLNT03ppmEL T ELSI RIS
- BLWAREV LD ERZRELTLNS, —S 0
g*ﬁﬂﬂﬁ:ﬁ'ﬂis CORIEDETFHELIVEEDLH

ASEAN is using the very strict cadmium limit of not more than 0.3ppm for herbal medicine on
supplement. Some supplement may not be able to comply with this limit.

s)wi| s|elsw AneaH Fﬂ'%m HNHH“

| AAHSAIR 77U MBREICHLT, EUDARSY
° LIRE(1O0ppmET)E AT SHELS55FAMKTS
HENHD

AAHSA has to continue to persuade ASEAN countries to use the EU’s cadmium limit of not more than
1.0ppm
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= PETF7UTIE. BEGEDEBRICEEDREEX
BRESNTLVEL, BEEETIEEE (GAP)
CEIESERE (GMP) ICE D RHMHEE%E
m<EH TS,

Pesticides limits are not set for supplement in ASEAN. ASEAN emphasizes the control on raw materials under
Good Agriculture Practice (GAP) and Good Manufacturing Practice (GMP).

‘:‘ AA H SA 0) %E AAHSA’s opinion

@ 7E7UVE . BREOREEHRELTELST
RERESABRLBEHELTEL,

ASEAN does not set pesticides limits and does not require the mandatory testing of pesticides .
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o 7E7UISHRAFREERE (WHO) BRI ESE &
r (EMA) DRI HEIMH KRS DTSE (&3EHE
BRI E) I EDYRVEBRIEAAIRSAIZ
- TLNVD

ASEAN follows the World Health Organization (WHO) and European Medicine Agency (EMA) guidelines on w

minimizing the risk of TSE transmission from ingredients of ruminant origin.

X AAHSAU)EE AAHSA's opinion 7

§ EXEI. RISBYHERSDIALTSATY :
AERERHTBRETTEN, RIS5EMBER 1 t
SOBEEEIAE (CEP) (X, RE4%iIBAT S L
TLLVBALEHTHS

A company only needs to submit a declaration of compliance on the ruminant ingredient. A
Certificate of Suitability (CEP) for the ruminant ingredient is a good supporting safety evidence.

SYSI 351 SulZiwIulN
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= FETFUDGMPHARSAVIZEERDGCGMPHARSA % E
ALTEREIh TS

The ASEAN GMP guidelines is developed using pharmaceutical GMP guidelines as a reference.

= PET7UVDGMPHARSAUIZIZPIC/IS(EESERIGES &L
VEEMEELXFRAX—L)DGMPIZEFEELEL 23D ESR
MNR»Hd. £Ff=. PIC/ SOGMPIZIZF7Z 7> DCMPHALRSA
VIZHFEELBWLSDDERNRH S,

There are 23 elements that are present in ASEAN GMP guideline that are not present in PIC/S GMP. There are 5
elements that are present in PIC/S GMP that are not present in ASEAN GMP guideline.

‘:‘ AAHSAG)%E AAHSA's opinion

1) IHEENEELOCMPEE AL TEIES
haCEMPRENDD. I—HILOWERS
. FE7> GMPAHARSA> DM RIER
?lto*ll'éf:&':f-d:llb6 bj d i i i f the ASEAN GMP

syusawalinbal dIAD #”‘H d w 9

U BMARICTEZUVOCMPEH{ZRI CEIXEE
2755, COREFFRZFBRBNTLVELY,

It will be difficult to enforce the ASEAN GMP requirements on imported products. This issue has not
yet been discussed.
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» PET7UVIEREHNETCEEROTEHEHTREMEIER
mi<ERLTLYS,

ASEAN imposes the prescriptive stability requirements for pharmaceutical products on supplements

PRI, —RRT—IVFEFEERBERT—IL
B2\ FEAVN-REMT—4

Stability data from 2 batches that can derive from pilot scale, primary scale or production scale

- REMRERIE. MER. 2. MR R
BEESLAREESA TS,

Stability study should include the testing of physical, chemical and microbiological properties

= MERREMEBRARDOND,

Accelerated stability study is also required

= YTZIEALDREERERIE, 77V —2IVDDE
4 (30°C+2°C /| 75%RH=*+5%RH) [ZESL\TiTH
NEFNIEGESEN, ELAERRIANIEL, D EHE
D{EALATRE,

Real time stability study must be conducted based on ASEAN Zone IVb conditions of “30° C = 2° C/75% RH =
5% RH”. Other conditions are allowed if justified.

JaWaIINba) mepM!l!qu$”ﬂ| 8 \&_\I Lﬁﬁﬂ'm




’:’ AA H SA 0) %E’ AAHSA's opinion

§ BROBSZESHTHAERICONTIE. IRTD
=] iﬂ]ﬁ%ﬁo)ﬁﬁﬁé‘:ﬁ-zh?éﬁgﬁgb\ d

§  EEROREHRBRTHERAINAIEEICEELT
AR INTGA—ZZHES

Follow a very strict list of testing parameters used in the stability study of pharmaceutical product

1) EXROREMRBCHEASNSERICHELT
R MEREIZHES

Follow a very strict set of testing frequency used in the stability study of pharmaceutical product

8 7E7IU—2IVbDEM(30°CE2°C | 75%
RHE5%RH) TREMETAMNT 2LELRHD

Require to test stability under ASEAN Zone Ivb conditions of “30° C = 2° C/75% RH = 5% RH”.

AAHSAIXBECBRGEREET —SDEGHEER
RALBWES7 7 EEISERARRITEIDELH S

AAHSA has to continue to persuade ASEAN countries from implementing overly stringent stability data
requirements

AAHSA = 77U TYAVMBETSAT VR
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» FEAEDTETZUVREBEICSENT, ZROSNIVICIE,
BUOEBERALGIALEDEL, 1L T 1A

1. IL—F 24VEY DVHR—ILIETEEDSA
ILEERATTEE,

The product label must be printed in the national language for most ASEAN countries except Brunei, Malaysia,
Philippines and Singapore that can also accept label printed in English.

= BIRSRIIZIIREBOER. HAIEX, N\VyFEES, &
EFABR. EDHE. REEFH. HEFRALEMR. v —
T4 I—x 0 DOARTEERT. 2ROEGZES
MNEFENGZITNIEESEL,

The product label must contain a minimum set of information such as, batch number, manufacturing date, expiry
date, storage conditions, manufacturer name and address, marketing agent name and address, product
registration number

.:‘ AA H SA o) EE AAHSA's opinion

U —mo7t7omBEI. BMER/SORAOBRN
-BEOHRERR. EX1UT1—IEE HEBD
RREHZHFELTLS,

Some ASEAN countries still keep their own labeling requirements such as statement on additive added,

statement on well balanced diet, security seal

jJuswadinbau 3uljjage] #ws |}I I %H-F),'\“
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» PE7ZUTETREDIBEDHERTIFASNATIS:

Below are three types of claims permitted for supplement product in ASEAN:

1 . —EH"]QET: ‘i%%ﬁi‘ General or nutritional claim
NEDRTRIE, 1IDULDORBILRAZRANTHR—LT
HIENTES XHR, BFREE-HEADRSR. RFIBEDR
f&. EREETI XE

This claim can be supported by one or more of these evidence: reference text, opinion from
scientific organization, opinion from regulatory authority, documented history of use

2. %ﬁ‘éﬁiﬁt Functional claim
CORRIF, 1D LEDREHIGRNZERANTHR—rFHIE
MNTES: REDENTORIERER . STk, M7 r0H6E - 1D
REZ REISBORME, EMBENEL T - BYRERT—5. A
BErIXE. MFHULE1—

This can be supported by one or more of the these compulsory evidence: good quality human
study, reference text, opinion from scientific organization, opinion from regulatory authority. Plus
one or more of these additional evidence: animal study data, documented history of use,
scientific review

3 . ﬁ’ﬁ U Xb"&.})ﬁi 7T<Disease risk reduction claim
CORTKFIFEMM AHRICINAT, . 1DLLEDENMFEHIZK
DS R—rSNEFIEARSE0: Xk, Bl2pIRR - #ED R
B REEBE0ORE. BEMLEL—

This must be supported by human intervention study plus one or more of these additional

evidence: reference text, opinion from scientific organization, opinion from regulatory authority,
scientific review

syuBWaLINbas wie|) ﬁﬂﬂ:ls ‘}I | %‘I‘I‘ﬁ%ﬁ




D AAHSAG)EE AAHSA’s opinion

@ RTEXFITLIHORDONLHBHMIIELTE
AHITTIHELY

The evidence required to support claims is not too strict

@ B|EROLALICKHLCTZHFIHIRAVOESLBEE
PILF-LDZEZITANSD

Included the concept of accepting proportional degree of supporting evidence in accordance with the
level of claims

0 BRICEETILOTHAL, ERAOTRITEL
TL2FANS

Included the concept of accepting the totality of supporting evidence relating to the claim, not just only
accept direct evidence that support the claim effect

AAHSAIZ., BLE Iz DL TEELL YT F 40
SOST7 7V REICHFAGTAILELNHS

AAHSA has to continue to persuade ASEAN countries to be less stringent on the requirement for
supporting evidence
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SR EN (X RIZERRT HDH ?

What does the signing of ASEAN regulatory framework agreement for traditional medicines and health supplements mean?

| M ,
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| WE_% Annex
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&= Annex
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ASEAN Traditional Medicines Health
Supplements Regulatory Framework Agreement|

20158 FE TIZT10)ASEAN
NBREORZAKXEIZEST
EEMNICHRENEIhD

To be signed by Trade Ministers of the 10
ASEAN Member States tentatively by 2015

il il A 175 7E D

hiE, 10077 MEET
RTHHEE DRE ORI
ZHDRHFMIZOVNTEET S

LEEKRT S

It means all the 10 ASEAN countries agree to the harmonized set of standards and
technical requirements in the annexes.

-, 10077 NEE

IARTAH,

AL =R OE TR %, B L

%2020£-$'CLEEE'JLE priy 3]

It also means all the 10 ASEAN countries agree to implement by transposing the standards
and technical requirements into the national regulations tentatively by 2020 at the latest
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After signing, does it mean a ASEAN c
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ASEAN Traditional Medicines Health
Supplements Regulatory Framework Agreement|

20158 FE TIZT10)ASEAN
NBREORZAKXEIZEST
EENICHREREhD

To be signed by Trade Ministers of the 10
ASEAN Member States tentatively by 2015

ntry has to implement the whole set of harmon

N —Sh =R RO EH
LZIFNIEESEDND M ?

ized standards and technical requirements?

%i(i/_ffo

ESWT. 7E7VmMBEIZ.

ZFENAENENBLH DO

[CHEEEZ SR ORMTY

BHZERV, RATHIEN
TS %o

The answer is no. Based on current understanding, each ASEAN country can choose to
implement the standards and technical requirements that the country thinks are
essary for the control of the product

IREDEFE(IC




77 MEEICL SR ORI E G ORI,
BERAICEOTRMZERT DM ?

What does ASEAN harmonization of standards and technical requirements mean to the industry?

> EUDIIZELITERLGY., ChiZ10077UNEEOREGIDEH
*u -ts lit’: L \ O ltisnota harmonization of regulations among the 10 ASEAN countries. It is different from EU.

> BRAR, SIEHRESE7TE7UOMBEICER [SEM P ExE
fTOEINIEESELT | HEIETERSN-HELl DT
7 VB ETRFRICARTFE TS DLIIEDELNSICETRIELY, .

mp ny still have to submit notificatio registratio ach ASEAN country individually. It doe a product registered in one ASEAN country it
n be marketed in IIth othe ASEANcountries.

> HOBEREENRE—SNETE7UOORBELIUEMMESRZE
=T IEE . TDBEEFIT7TE7UOMBE T RTIZE T,
%‘ @ﬁ%ﬂif' (iﬁﬁ@%#’éﬁ%kﬁf‘?’f‘a’)o If a company can

comply with the ASEAN harmonized standards and technical r equ rements, this company should have no problem complying with the product
notification or registration requirements in all the ASEAN countries.




DSM

BRIGHT SCIENCE. BRIGHTER LIVING.

CialEHYMNESITETLVELT-

Thank you for your attention
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