“Standards for seeds and seedlings of Cham Dang Gui
(Angelica gigas) «“ W72 STz, FEOER., XE
R EBE MRV Z &S NWIP ([ZiTe 2 & 12
LCARIZ SN T, thEOFE R EFICET 2 1F
WEINETDE, TRA RSN,

2. RESFEUBEOHH
RKESETRBIN =0 Y OfETF LTS
WZBET 5 CD ZORERRKMKIERED 20124 7 A
25 HiICHEI iR S, 10 A 25 AfEOEIY T
FENR 2 SHTz, WGL T, CD RICERE LT
BEEIToN, a A LT, A4F=0Y
ANTEBRHMICBIESERA ISR TV D ER
ThHoHID, SEOREZOFNRIZIEELIES
TLEHEMLTCWDIERLINAT, & CD R&IEH
TEN, RKOAT — Y TH D DISD raft
International S tandard)~27 >~ 77 v 7 L, WGI
DFEEENT, SBIZ11A 1S BICEFELY R
SRY) Sk TCM (Traditional Chinese Medicine)
BHEERBICET S NWIP “Heavy metals i nn atural
materials o T raditional Chinese M edicine ( TCM)”
REMRRCRE S, AF 2 A 16 B ORER

DEY & REZ, BHEERNE#RLZT o TV D

AThbD,
D. ¥
%5 2 [A] ISO/TC249 W G1 &M K 24 425 A
22 B, #[E + KHOD KIOM IZB W TR Shiz,
AEHETITET, FAYDPLDORETHSD WG
& WG2 DY ZFICONWTERD R SN, B
DOFER, RRBEEITARINE, £, FEIV X
ZEN TV Vv OFET EEEICET 5 WD
ILTASI, CD & LTIRHENAZE LR,
AT OBREDORR, CD E& AR XL, DIS
NERT T T v EINA LERoTz, Ein,
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AR INWEREINTNDZ Lol £
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WG1T (raw materials) WG2 (manufactured products)
[individual standards for cultivation] [general standards for quality and safety]

Intended use
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ISO/TC249/WG1 N000S

AGENDA/PROJET D'ORDRE DU JOUR

Draft agenda of the 2™ meeting of ISO/TC249/WG1: Quality and safety of
raw materials used in TCM

22 May. 2012
Item Title Time Speaker / Coordinator
I. Opening of the meeting 9:00-9:05 Prof. Liang Liu
2. Roll call of participants 9:05-9:10 Prof. Liang Liu
3. Adoption of the draft agenda 9:10-9:15 Prof. Liang Liu
4. Appointment of the resolution draft committee 9:15-9:20 Prof. Liang Liu
5. Report by ISO/TC249/WG1 Convener 9:20-10:00 | Prof. Liang Liu
-1. Work progress during the past year and outcomes from WG
meetings
-2. S trategic r eport i ncluding w ork pl an, ne w pr oposals a nd
recommendations
-3, Communications between WG1 and WG2
(To be prepared)
6. Presentation and discussion on the preparation of Part Il of N13: | 10:00-10:30 | Prof. Edmund Lui
the s tandard de velopment of s tandardizationons eeda nd
seedling standards of ginseng - P. quinquefolius
-DocB Ginseng Seeds and Seedlings -Part 2 P.quinquefolius
Tea Break and Group Photo 10:30-11:00
7. Discussion on Part IT of N13 11:00-12:00 | Prof. Liang Liu
Lunch 12:00-13:30
8. Discussion on the CD registration of N13 13:30-15:00 | Prof. Shengyuan Xiao
-Doc01 Ginseng Seeds and Seedlings — Part 1: Panax ginseng
C.A. Meyer
-Doc02 Submission of WD of N13 to TC249 Secretariat
Tea Break 15:00-15:30
9 Presentation a nd di scussionont her evision of pr oposals Prof. Liang Liu
according to the Resolution 6 in the 1* meeting of WG1
Part A: Revised proposal submitted by SAC 15:30-16:00 | Dr. Lanping Guo
1) Limited V alue S tandard o fH eavy M etal in T raditional
Medicine Materials
-Doc03 Limited Value Standard of Heavy Metal in Traditional
Medicine Materials
Part B: Revised proposal submitted by KATS 16:00-16:30 | Dr. Gyeon-Ho Han

2) Determination of arsenic, cadmium and lead in Ginseng and
Ginseng products by inductively coupled plasma

spectrometry;
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-Doc04 NWIP_Heavymetals Ginseng 20120201
-Doc05 Working draft heavy metal

3) Microbiological quality control of ginseng and ginseng
products
-Doc06 NWIP_Microbiology Ginseng 20120201
-Doc07 Working draft Microbiological quality
control_l.aerobic_plate count
-Doc08 Working draft Microbiological quality
control 2.fungi
-Doc09 Working draft Microbiological quality
control_3.coliform

4) Ginseng and ginseng products -Determination for pesticide
multi-residues - Method by GC/MS/MS and LC/MS/MS
-Doc10 NWIP_Pesticide Ginseng 20120201
-Docl1 Working_draft Pesticide

-Doc12 C omments from Japan on K ATS’s ne w proposals and

response of Korea

10. Presentation and discussion on new proposals
1) Standards for seeds and seedlings of ChamDangGui 16:30-17:00 | Dr. Chung-Berm Park
(Angelica gigas)
-Doc13 NWIP_Angellica_gigas-20120404
2) To be confirmed after the plenary meeting
11. Discussion on the future activities and next meeting of WG1 17:00-17:20 | Prof. Liang Liu
12. Preparation of resolutions 17:20-17:40 | Resolution Draft
Committee
13. Approval of resolutions 17:40-17:55 | Prof. Liang Liu
14. | Closure of the meeting 17:55-18:00 | Prof. Liang Liu
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R 245 IR AR TR AT SRR A B (MR R B B ST T 36
EBECI IS LB 2RI RIS SL o 7o B AR ST R WiE - A T7 43 B R LUV HRE DR V(L DR ST
WroE R EE

Round table meeting to discuss Title (and scope) of ISO/TC 249

W AE R RE (RRAAERKEREERFHEAER  HEER)

WREE

2009 £F 9 AICREDFE O B72 ISO/TC249 1X, H#I K Y, Technical Committee DX A ~L L L
T, "TCM (Traditional Chinese Medicine) "#E£iRT 2HEE, TR THE (F& LTEEE
HA) LOMTEBRANRNEEINT, BETHTCM  (provisional)” & KAD EFE & 72 o T B,
2012 FEICHE E T2 3 BlafkaiE (BE) ik 203 E5 AICET 7 U I TORERTESNT
WAE 4 BIEESBIZBWT, BEERANGZA MERERRT D 2 EREBRITICEVIAENTZ, &
NE 95T, 2013481 A 18 BIZ B D =EIC X % 430D Roundtable meeting A3 B S 4172, AF8
TiX2013 41 B2 EEIZHV TRIfE & 4172 Round table meeting in Shanghai’ D EIZ DWW THRET D,

ABtRBM
2009 FIZSAC (HE EFEEEHEES) © B HRAZE
HElck, FIE 9 BlcREBERXADONLE " Round table meeting in Shanghai’ (285

ISO/TC249 i, 2010 £ L ¥ &=k (Plenary  &EHD presentation BEIEDHDT 1 A H »

meeting) ZBFE L[E, BEL TWDA, £0Z A varklbEa—L, TC2492KiITDZ A bR
FACOWTHEEEBES I, "TCAM FHIZHOWT, 5BOBARDFEHEIZONWTELET
(Traditional Chinese Medicine) ” % E3Ed % Do

BEEOFEE, ZHUIKXTHE (EE L TH#E

HeHEA) LORMTRZBARRVWESNT, BHE  CHRER

TH” TCM  (provisional)” E{EFROEE & 72- SEBOMEINIZOWTIILLTO®EY Th o7z,
TW5, 2012 FFICBRIE S 758 3 Rtk (8 1) &#FA4F : Round table meeting to
E) Tk, AE (2013 4F) BESNh L% 4 B2k discuss Title (and scope) of ISO/TC 249
2F @77UH) IZBWT, FERANSZA 2) BAfEAK:: 20134-1 H 18 H
MEEZRTRT DI EPBRIITE Y IAENT, 3) BfEHt . by (hEARILME) Ascott
ThE ST 2012 > 12 FIZTC249 FHRM B Huai Hai Road Shanghai
Ao =EIC LA GELHETIE. B 4) ZME 24 & (BRUADEICOWT
LA HoTe, AFATIEP25RNEERIZ IZ observer Z4EHE)

2013 £ 1 A 18 Al EBITBVWTHESN [(=%R] 64)
7=’ Round table meeting in Shanghai’ OHEE|Z David Graham Chair, IS0/TC249
DNWTHRET 5, Shen Yuan-Dong Secretary IS0/TC249
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Sang Zhen Secretary assistant

1S0/TC249
(FEMRE]

Lu Aiping School of Chinese Medicine,

Hong Kong Baptist University/

China Academy of Chinese Medical

Sciences, Dean/Director

Huang Longxiang China Academy of

Chinese Medical Sciences, Professor

Chen Ken China Academy of Chinese

Medical Sciences, Professor

[ AARE]

BEEN4A (BfixkE: #%)

FABR T
HEHIR)

R
A F—)

CRRARERKS

(BRABRFE THF

GCEFES S
FHE—ED GRER A% B D)
INE S (LR R E S AT

BT EIFTER)

ZHEE (ZHFERE R

[EEARE]

Kim Yong-Suk: Kyung Hee University,

Professor

Koh Byung-Hee:

Professor

Kyung Hee University,

Yin Chang~Shik: Kyung Hee University,

Associate Professor
[(EBBYER— A —]

Ivy Lee: Secretariat support team

Shirley Xu: Secretariat support team

Huang Yufeng: Secretariat support team

5) Agenda (GEfE)
9:00 - 9:05
9:05 - 9:1b
9:15 - 10:15

Opening of the meeting
Roll call of delegates
Presentations by

China, Japan and Korea

48

10:15 — 11:00 Discussion

11:00 — 12:00 Group discussion
After the end of
morning session,
participants of each
) nation can take
advantage of the
period between 11:00
and 12:00 to have a

group discussion.

12:00 — 14:00 Lunch

14:00 - 15:00 Discussion

15:00 - 15:30 Tea break

15:30 - 16:30 Discussion

16230 = 17:00 Summary of the meeting
17:00 - 17:10 End of the meeting

6) 5 agenda |ZIZIE L7 o TREITHEITE
., &OICPE, AKX, BEDOIEET
presentation 2T lz, 7 LAETEED
presentation O E E R,

7) HE® presentation

[EA]

c TCM IFRWESR 2HT 3,

s FHEEAIZER - TWD, GBE, BE, R
)

- ZL OETHE, EflbIhTns

K EOHFEENEEN Y ¥ —F T T

THE

(R
ERSAIC N ARE S L TREINh T
WB” TOM” 73, TC249 DAFRE LTk
LB TH D,

8) HZ® Presentation
BANLIXEFICEB R OEMEN
“C 7= background paper @ I B IZfE VY,
IS0/TMB (BEifT & B A kR ) (T L D7 ISO/TMB



Policy and Principles Statement: Global
Relevance of ISO Technical Work and
(04-07-26 TMB) 7> LA T D
R E 5 A Lo oEm & B LT,

(51 Lizftik]

- Fif LR OGO =— X (R TEICE
T D) RN T S

- B2 Ex ORFER), BIR8Y 72 REICHE
IS BP

s BT HREE 220

c NERBREETT R

- ORI ORREEE L2
CEFRE IR R D = X0FE
BfR2 S 2 HE 1, FEDEF 72 i3IS D
FECERFEEZELE LR

Bt FLal ({4K) (design prescriptive)
IR DD & &, HRETHRET S
I DOEFE SR IS X B
BHEOEREIZ 2D L ORI OZE L2
55,

(s

> Products and informatics of

Publications”

Acupuncture and Herbal medicine
associated with ancient Chinese
D TC249 DE A bk
LTRbETNLEEZD,

medicine’

9) #E[E| D Presentation
[Z=A]
TC249 DH A "NVEELLT2R%EE
NENDOAY Y b, TAV v FEE
O THeR LTz,
1. Traditional Medicine (TM)
AV b BECELAREE
7V, BRHENT
W5 —REIA TR T
5D,
FAYw N MOERERE D=
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BB SRR, BT

Te I 3B % R—T
ERVTEREMELR D D,
2. Traditional East Asian Medicine
(TEAM)
AV b BECEHAZEER
vV, I R0 b,
#HHEZREL TV D,

TAY v b MRAEELZART
HY . EEEECIRET D RN
20,

[Fw]

B R CLERE 2 RS OREZHEE L L
TIHEFo TR, Lnl, A4 My
DbBHNELE LT, 1) BLvHEL
RS RETH D, 2)
“traditional” %” old-fashioned”
DA A—VRHHN, EHEEFITHR
BNTH, ERLBANTZLDOTEH A
WDTED G, FREMBOHHAL R E
BIETRETH D,

10) 3 HEPOLDO TS Ly F—a & Tk, 7

A ATy v a ATANY | RO Grahan K25 H
A, FEOREDENZENIZOWVWT, AV v
f 7AUy ML, 5 4ELERE 6
A-®m7700) ORCEFESHRTZRELT
ELITHEEATHOSETHETLA L L
L7,

D. E%&

AREHRBAIN O TFRERSNILZ & TIEH D5,

PEEXEREEY TC249 O % 4 Fr e L
T” Traditional Chinese Medicine (TCM) ” %=
B L7, BEE S Presentation IZRB W TCITHFHH DR

<, ERPHLERLTWSZA Fr (T

(Traditional Medicine)’ ° TEAM (Traditional



East Asian Medicine’ ) 3 X OVRAI (T4 %
ZA MVZANDRE TIERW]) 2ERTHICE
EFEolz, ZHICHL, BRIE FEDEE I
HIRDFFERCBERFEHEZER L2V, TEHOR
WoREEEE L2V Lo 72.150 O TMB 75
wHEbh 2R ER & H5WVWITLRM
5. ” Traditional” X°” Chinese” Z&teX A b
NEDIEZEE IR T o L & BT, TC249 TH
FREDRR & 72> T Dl Acupuncture &>
5 THigEysE ) & Herbal medicine &9 [RKEKR
W& RW-EBYEE) OZERTH D 2 L 2RI
IZ” Products and informatics of Acupuncture
and Herbal medicine associated with ancient
Chinese medicine” D& bAEMLRF A M TH
HEERLE,

T TCTHEMNZE TC249 X A4 kL
T TN ICEET 2 D0y, ZOERICONTE—
ERY IR > TH,

HEEFFEEEEFIRBITL TS [FEF
EFE®m] 20124 1 A 4 REQE, #HRPEESS
EE (WFCMS) DRERTHLIEREDA L F =
—HFIRET TV FICLDPEROEBRERE (U

SRR P EEERMERE) ) PEE S TRY,

ZZICHEDO S A MY D EARNRER 2
HEBHZ ERHRD TEIL, [HEZE
(Traditional Chinese Medicine: TCM)| %9
LEEEBTEZHRTLIZEICL-T, FE
BN OERERDGEEZ SV, FOHRAHNEE
NEIRFTHZENTED, ELTWDS, £z, H
HicBEZH T 56REF 2 KE TIET &I
Acupuncture and Oriental Medicine & F#L T\
Bz L, (B2 122V CTHRPEERRES B
3252 & TWbWw5H” Oriental Medicine” 23
HEZE (TN DOHRBER, BRIZEZHADE
B L2 d e 6720 2R TnD, Z
5 LEEREPLHAIND DX, FEICE > TIX
TCM & WD AFRE AR, EERR RS KRS & E D

>
0 N N
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TWL ECRAIRA 7T K4] THY, 1S0
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BRAERR 72 & OnH EFBEE O E RS H E O
Al & 2 DEBREAREREESZToT0NDd L L
BHETE LR, IS0 ICBWTEREND TOM O
24 MVIZEIC THEEZERE T5ERES @5
o - BERIE) | #EWT 20 TR BRICK
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2B,

AREFHITIIT D HARD presentation 4 IS0 D
R ChH AR EEFTRSOTHH LER) &
—%EE 2 [EREFIAEES L OREDOFT
HERELTWD] ZE2EAZBTOOMBALED
DTHY ., TOEREH, D ORRIEAZEOERED
B0 T Ilc o TIE, ZEE® David Graham 38 LY
BB Shen Yuandong D b EBOEENSY
bivic, BHEHIRE A PAREIIET 7V ATO
EEEBETRIND I LIIRBETFHRINDD,
fhd TC249 ZMENZR LTS HEZDOEED
DI AARPERT D] Z&E2TE—ATHIE
D, BEHNCIZ A ROERZRETOIREL L
LT EEZD,

E. RBEEKRIE®R
B

F. ®IRRXE
YL

6. WREE
BALP

H. SNBOBAEEEDHER - B&RR
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* Common International standards of TMs
(TCM, Kampo, Korean medicine)

Harmonized standards based on the similarities

January 18,2013
JAPAN delegation to ISO TC 249

Objective of the meeting
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iObjective of the meeting

“Background paper for the discussion of the Title of TC249,
- DECEMBER”

“Those TM systems which are relevant to I1SO
standards, i.e. those TM’s originating from
ancient Chinese medicine which are gaining
international usage, are TCM, Kampo and
Korean Medicine.”

“develop harmonized international standards
based on the similarity of these systems”

Key Words for
“Scope and Title”
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- Key Words
“Background paper for the discussion of the Title of TC249,
DECEMBER”

Key words for “Scope & Title”
“Quality and safety of products and informatics”
| “TM originating from ancient Chinese medicine”

Title plan based on the
background paper
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Title plan

as per the “Background paper”

Quallty and safety of products and .
lnformatlcs of TMs originating from anC|en
. - Chinese medlcme

ISO/TMB Policy and Principle
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ISO/TMB Policy and Principles

ISO/TMB POLICY AND PRINCIPLES STATEMENT

GLOBAL RELEVANCE OF ISO TECHNICALWORK AND PUBLICATIONS
04-07-26 TMB

Effectively respond to regulatory and market needs (in the global

marketplace)

Respond to scientific and technical developments in various

countries

Not distort the market

Have no adverse effects on fair competition

Not stifle innovation and technological development

Not give preference to characteristics or requirements of specific

countries or regions when different needs or interests exist in

other countries or regions

Be performance based as opposed to design prescriptive

Hence the development and adoption of an International
Standard that fails to meet these requirements is open to being
challenged as creating a barrier to free trade.

Key Words

ISO/TMB Policy and Principles

* Respond to regulatory and market needs

Not distort the market

No adverse effects on fair competition

Not stifle innovation and technological

development

* Not give preference to characteristics or
requirements of specific countries or regions
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;?;?}.Rtegulatory and market needs

Regulatory and market needs

Separation of “Acupuncture” and “Herbal
Medicine”

JAPAN

Acupuncture and Herbal Medicine are under

~ completely different regulatory and administrative
 systems '

. USA

: Official Title;*“Acupuncture and Oriental Medicine”
3 categories of licenses;

Acupuncture, Chinese Herbology, Oriental Medicine
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Innovation and technologica
evelopment

Innovation and technological
development

Modernization of relevant devices and
products
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Innovation and technological
development

Herbal decoction machines

Acupuncture with modern technology

Ryodo therapy and neurometer

Silver Spike Point
Device
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- Acupuncture with modern technology

Micro-Current Device

o Phototherapy Device

~ Moxibustion devices with modern technology
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Materials for Discussion
(Title and Scope)

Materials for Discussion

“ Products and informatics of Acupuncture and
~ Herbal medlcme associated with anaent
| ~ Chinese medicine -
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 Materials for Discussion
~ (Scope)

Scope of ISO/TC249
The scope of TC249 is to develop standards within the
framework of quality and safety of products and
informatics internationally common to the medical
systems associated with ancient Chinese medicine.
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RE Ehm REI7V=v7 -k
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ZI Bl ZIHER iR

MEES

AARDEEFHEI—THNTHY ., BFEZIZOFHEOF CEHAINTWA D, BEEFEL OREER
DR EERIF> TV, Fxld, FECEHEDO L5 R alERGEO D & TEEREIN T A EHRES
CBEFEFZEDENVERD, TOREEENLEREOENREDL > RLDTHINEHEIZT A2, 18
FRIZBT 5 S S ERMRPEFRE LRI L TH A THEEITV, TREND Z A T DMK %280 5
M LTz, TORER, BARDEFEFOV AT LI, BREFH2FERICEISAEEL, —aHEERHRIE.
BT AELICL > TR ANLCTSEEFZHLOT WD, EHES% AW ARG SEEORIL., R
BIIRET NITRY 5 B ThAHA 9 Z EBRHLNIESTE,

A TFEBH

BAOEEHEL. EEEZ(BRES 0
ETDMKBD—THERFETHS. (RITETD
ERICHT HIEERBIIEIL THY . HARER
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BERLUERTEDL TRHEEBZE > TSR
S MZF B,

B. IR AE DR

RO B ICEE) S RmE T SEE
X, EDIHRF TR EEL HWAOBREENEE T,
BRETLT, TORER. EFREOBNEERELIT T
RS THY. BEEZ( BRES) #dibé g5

BRRE O — STMEBFIE D72h> T BEHIRED AL
PHESRERBRO, BEET (BRES) OEEREKLOR
RIZBWTHOTTAZEREBETHAE, AN—DE
RoO—8B%E,
D5

DFEEEZ BRES) OEERERHAHO, 2) 7
HEEZERED) OFEBRERZ2VH O, 3)FEHER
BN CRHWERREDTZD AVBIRWE D, D34y

15 (54 7) lobl T A RO B R g
TS R T B, KO CEREROZATICo
T, BEREORFMZE(RCT AER) . A
Bl L, 2 OB MBI TS, KT, THLR
— SRR ED T TR TR BN TR
%5,

(fmERE ~DHELE)
BEREOXBMEFEHTA-D ., IR ELZLES
LARUY,

C. AREFER (&EA)

SEET, SESERHERERNRELEEL, FO
INFA T ETAONEI THEINERF L (K
1), EORER., — TR BT A TE R E AR
YEIRBEOLOBMRNEHD TEET, ZO &AW
THADELEFPNFEEEREFLRRY, 5 ER
HABEREBERL TOWAZENHLIN 25T,

D. &%

—ERERHED T TITONDETEREL, BiZ
FEEEFRR B TRMEiSh D, TRbbRED B KRR
3 RERR AR & L CEFIREMTbN IS,
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