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Regulatory science began in the late 1980’s in the pharmaceutical area in Japan. It aimed not only at vertical, top-
down regulation but also horizontal regulation to suit the social value system. Herbal medicines and dietary supplements
are two areas where regulatory science is still not well developed and used. Risk perception, risk assessment and risk
management in these areas are often neglected by regulators, academicians and the public. Since the risk of using herbal
medicines and dietary supplements is a global concern, development of a global regulatory system is needed. In this
paper, we introduce the current situation of several projects which deal with regulatory science in herbal medicines and
dietary supplements, namely: (1) Herbal ATC (HATC) classification project initiated by Uppsala Monitoring Centre
(UMC) which led to the development of the provisional HATC code of 228 Kampo formulae and Standard Kampo For-
mula Nomenclature (SKFN) in Japan, (2) WHO/WPRO International Standardization of Terminology (IST) which
resulted in the publication of ““WHO Internal Standard Terminologies on Traditional Medicine in the Western Pacific
Region Forum for Herbal Harmonization’’, (3) Forum for the Harmonization of Herbal Medicines (FHH), (4) CON-
SORT extension for herbal medicines, (5) ICH M5 (Data elements and standards for drug dictionaries) , and (6) activi-
ties on nomenclature at the International Organization for Standardization (ISO). However, there is a lack of coordina-
tion among these projects. Therefore, harmonization of all projects aimed at harmonizing and standardizing all aspects
of regulatory science for herbal medicines and dietary supplements is recommended. However, careful consideration
should be given to each unique local situation.

Key words—herbal medicines; risk; regulatory science; standard kampo formula nomenclature (SKFN); forum for
the harmonization of herbal medicines (FHH)
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AE Line list on MHLW web (8 June 2005)
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Fig. 6. Adverse Event Line List on MHLW Web
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7. Herbal ATC project

ZIM5E, GEOT—XTHD/N\N—"T « L3 -
PTURAD MTHFBRLUEEEICDONT, wohn
DEBEMN/RT O 27 FE/HBNT S, N—7 - &
S EN RN E/R D, T, Herbal ATC
project &, 7 O—/N)LL X)L & HARENDH =12
DTS,

7-1. 7 O0—/\)L L X JL® Herbal ATC project

Herbal ATC (HATC) 13, 2 D® WHO 1 /5t

—DBERLTNS, 1 DR3FRAOICHDEEM,
&t 2% 75 i WHO i 1 > % — (WHO Col-
laborating Centre for Drug Statistic Methodology)
Thd. ZOL2H—ITHEITATC HHICEDE
JI—KzfH5ELTWS. ATC 4% & 13 Anatomi-
cal, Therapeutic, and Chemical classification ® Z &
ThHsb. I—RNPRED EZNITHT S 1 HIEGHE
Hi & (Defined Daily Dose: DDD) &k 5415,

—MRIC TRIFLEDSIEWHDNTNWSH) LD
ERIZHIMAZTED EIFT 150 M) 7Z&H 1500
B ERETHIND Z ENZND, EMiZE -
MU K 0 e %, ST I8 O FHI BT
(measurement unit) 2NN E L7/ 5, [EE2 G E
HEFAA (drug utilization study; DUS), D% D i
EDOSHENHEDODNTWENZEINKT 50T
N7=H DN ATC/DDD ThH 5.9 HAFE D website
(http'//atc umin.jp) MHEBFELHBE I ENTE
5. BITHRFHANEZE NOTHEL THE - &
W THETESXIITLAEBDEZEZATHRWN,

EAMIIA R 0D > & —NEAE 2 Bl iEE FF
5 ATC & DDD O#EZL T o, IR
NS 2T IR ANDAN—LEH—DRY
W IMBIED, FEHEFIIDACN—D 1 ANTH 5.

ZiEL, N—T7ICET % ATC FF AT = —F
DU TYS5I1HD Uppsala Monitoring Centre
(UMC) 74 L Twa. UMCIE, HEEEREGE
=41 >% WHO #J;t >4 — (WHO Collaborat-

ing Centre for International Drug Monitoring) T%
HV, HEZEZOMHASEMNS D ADR report DI
BE, RIBEOIF OO EEZREL
TWw3, 300 5:LL Ed ADR L 7R — k73 Vigibase
ENDF—=IR—-—ZARZEFEINT NS,

ZOHITE, N—T7SAEPLESUF O ADR
report & 1 DL EEEND. L LAWK —
NnTnwian, F£7~ UMC ® ¥ X5 Ad Roman al-
phabet TUMEH I N TWizW, I TF—%
N—RAz2RE LU THNT 572013 i a—
RO EITIR S,

2002 £ 5 H 27 HIZ, N\N—TIZDWT ATC % f}
25 1 [ HORHEMAMMNN, HATC J— K5
EHIGT S I &0k, TITHN—T LI
IN=T DHIES RIS S 75 E DIEHEE LK
ZED. TDOELEDEHEZ Fig. 1317, £H52Z
ﬁ®T3A®X>N—&UMC®X9V7ﬁ§WL

. HB2EORHEIE, O KT 2005 44 AICH
mérhf:. Fig. 14 IT/RY. E—F—%2EFETWVWDD
MN—7 BROENER O MR HFEETH L F T >
% @ Peter de Smet TH 2. A% 1992-1993 IT £ &
W7~ ““Adverse effects of herbal drugs 1 & 2”’ (Sprin-
ger-Verlag) (32 OEBOHHEHEONDIHDT
& 5. UMC @ HATC project bH & H D7 A
FT7TCHESZOHDTH S, O, Fig. 15158
TV OO TFAHRE Nz, BRON—TITD
WTIEEEICT— RMEBtEAT.

27 May 2002 Uppsala Reports 2003: 22 :16
Fig. 13. UMC First Herbal Reviewers Meeting at Uppsala in
2002
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UMC Second Herbal Reviewers Meeting , RSM, London, 29 April 2005

Fig. 14. UMC Second Herbal Reviewers Meeting at London
in 2005

Key documents in pharmacovigilance
of herbal medicine and HATC

L] F &0
L & 5 v B @
i

WHO guidelines on

safely monitaring of herbal medicines :

in pharmacovigilance systems
Z

W v . WMo

T m~§Mm PR
Bwow & & % W S R ]
2004 2005 2005

http://atc.umin.jp

Fig. 15. Key Documents on Herbal Pharmacovigilance and
HATC

IR R 72 BMJ TS S N7 B AR O
TEREHRICR L, HADAEFKIZE —O I — KRB
TWAUX, Vigibase Z2F|HL T, ROHICURA T DY
TFINEBRDTBIEMTELI LIRS,

7-2. BARICEITBHATC 7oz bEES
WAEDOD—TFREDEENL  ZOH, EHEIIE
SEESEMEEWATEER RO GHRA kR E
FEMAEE S LEESREZAW702 7 b
WA TIEE, HATC IZRIET 2 HAMO 7O
=7 b%& 2002 ENSEG L. HATITHEKOA
HEOBHEAHUH E L THANLL TEDLN S AN
HMITKREWN, T TERUS D ATC N5 A
H—hrU7. £72E2003 ENSIEEAFIFOO—

WAL A0 — v R R

Standard Kampo Formula Nomenclaure

ver. 1.0} 5 Mlarch MK

MR NEE W
LY AR ACGHRR A e W B A N T
L e o bt g Ceire |LBIC) Signal Reviimnd !

Bhichon TSUTASL Shosstctl SATARE. Koo TORILA ba. Dhanbe HBIAME Kans VAMADA

2N6

Fig. 16. Standard Kampo Formulae Nomenclature (SKFN)

REEZLOTOD 7 Mgz, Ih5DFL
WiRRFRIE, 2005 4F 6 H TR TRAME S 7256 55 A
HAREES S AINRATHREL, PRt
MHHZDOTELEHLEZEHE =N

& somhickvzo2o20702 27 M
AT U CHEATE, BREIRAE R E LTI AL 44
O — Y F#50i% 2005) (Standard Kampo Formula
Nomenclature; SKFN) 7345212 2005 4F 3 A 125865 L
7=. Fig. 16 IZ/;RT. ZONEIZ, HAHEESRS
O THARFEE LM, HAAEFEERD “Herbal
Medicines”, FIEEPE#EK 2D “Journal of Tradi-
tional Medicines” & 3 DDELFEOEREHTEIZA
572 ELT, 2005 ENSfEbNBED . £28
2006 FE 4 HD T35 15 iE H AR/ 4| 1THD THE
FHWFH M 6 FEINE S NzEEITH DO —FEKL
FHWSs N, Fig. 17 IT/RT.

—J5, BEHWS DO ATC I3— Rig, T—fMEs
WHDOTFFIEY (1975) 12dH 5 210 L5 & ZnList
WEBHEL THRFEINTWDE LGNS 18 Dt
228 WG BTz, 2002 FED T T T RET,
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Fig. 17. Key Documents Using SKFN

I—RIZZELST3IDETERDENTHBD, HAT
BHWH 20 ET5EEH RS-, TOREHR
X, BRI O HEZEICHEL W (http:// mhlw-
grants.niph.go.jp/ 7 % download ®]§E). Fig. 18 IZ
I—RFEOBMOMZERT. T8I —KN1D
THOBOIE, 48AH, £20%I1TH#H /20, il
2DV L 3DDI—RBFMNEDTHS.

INZ, BEHEFZORDEEI AT LIIES. /I
LEGE, IFRICE S SIHLERRTH D, Eilwk
MEICHED EERGZRTH D, BRITHED SBHRE
RTHD, TNFFT3IDOI—RBfFNTLED
DTH5.

¥/, BEHEFIIFEIEZOHA variation & 0
AHHDTHBN, FEEHARIZDS X T LNHE
THEE->THD, FohEEL#EE, XhFA
PHERELEHES TS, 5735 EFEUELNL
Ji#%THh>THaA—RNERDIEBETHI LI
7%, ZOURMTIE, I— RZ2EWERKHH O
REBBITICANE D EWI A RO B ZERT
ZENHEEIT/S.

L)L, Zofo7oy 7 MERANSNAN
AREIDANNEEF>TREEES &, Bo<HkES
BV, EFIHAZ T THhHEERDT, =070
T ZAEBRLT, ZAZAVEIOEERHFL TT
5. ¥Zo7oYrl MIMETHED XS T3k
WEHIBL, B ORWEBRLBENSHED D RE
EEZTNVD,

£725ENE, FRAEOKR S WEEFES®EN 5

The number of HATC codes of
Kampo Formulae in Japan

3 codes

1 code 2 codes

48

Fig. 18. The Number of HATC Codes of Kampo Formulae

MWy, OTC EHHA, A¥E, HTUAZ AR
EZDVWTHITOIRETH D, WITRITEAULS &
EIEORERDOT Uy 7 ZZ&ED, T UMC
H =D AT LTHAAEND &, AADETL
HMAESERALZ o EINn, AN SE L > EIER
HMEEDITVWANABRMBTNTEETHAD.

8. WHO/WPRO International Standardization
of Terminology (IST)

WHO (=it = HFREREE LT D o 7 b, I
MTISTEHHINTNDZHDTHD. BIDE
Meld, JEE(T 2004 4F 2 HICBHE S Nz, £ D14,
L, BMEIOREEFE, KB&ETHINT %Mk
HXNVINEATLHDTH D, HATIE, HAKEFE
&Y 3 v h£xi% (Japan Liaison for Oriental Medi-
cine; JLOM) MY L=, ZF0D#%, 2007 48 HiT
WHO P K i FH % /7 5 “WHO Internal
Standard Terminologies on Traditional Medicine in
the Western Pacific Region” & U CTHIRE /=, [
CdDNEERRD website [http: // www.wpro.
who.int/] 725 %R} T download TE 5. /=72l 4
356 XR—TBH 5.

ZOiEFEH, 2006 FORERHET, ZOHE
ICAESRY, BEHWHAE AN ED D mI N
. TOISTOEWF, HPEMTERSNLZDD
T, E2%BE WL, 2004 1T OH T O
[ 389 F & 5B 953K (English Translation of
Common Terms in Traditional Chinese Medicine, 1t
5 hEREEE) TH S, IST DRITIEH
PN 21 3R 493 1, T5AIAN 19 0 HHAE 469 A - T
Wiz,

Fig. 19 IZHHEIZDNWTZE DA &,
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REDDEEENERDH
1. fARE 31 12. & Mk 41
2. ERE 85 13. B BRI 1% F IR 3 42
.ETE 16 14, RHEE 10
4. TEREEEE 30 15. FEHFE EE 15
5. LB 10 16. BHZRE 6
6. FIKBEE 31 17. R E 61
7. iBRE 14 18. Ui 38 20
8HERE 33 19. JEAEEE 2
LHRBRE 7 20. R HIEFEE 7
10.BR R 3 6 21. IRAETAEE 6
11.1F M3 20 total 493

Fig. 19. Classification of Chinese Medicines

ABIDSBESDERDOR

1. fERH 20 11. B #| 37
2. ;F58A 86 12. & EF| 31
3. BT# 18 13. B 1EH| 4
4. FnfEHl 16 14. LB A 38
5. B%EA 22 15. TEERH 26
6. Wit H 94 16.HEH| 5
7. EEH 14 17.BR & 20
8. Rl 8 18. ;B 2
9. BAZRH 6 19. BHE#| 6
10. B K F 35 total 469

Fig. 20. Classification of Chinese Herbal Formula

Fig. 20 IZ A FNTDWTIH U < 7p¥4 & KR &R
TIN5 OHEIRE, EANICIE, PEOFESE
REPHEERTIL<HbN TS M%) &
(&I OBRELFARLCLHDOTH .
ETAERKICOVWTHEMmSINLD, I TRERM
I 78 > = DIZAFE D 575 4 (pharmacopeia name)
DIT UBERLOBETOENTH S, FIZIEAS
I HDOH T, HASLHEEDX SIT Ginseng Ra-
dix ERLT2ESHNUITHFERDORNMFLDLIIC
Radix Ginseng ERid I 5EdH . E660T7 T
CHEELTELWOTHADIM? RAYNLHEE
BEHGT, FLBPEEZOELEED Paul
Unshuld 12 X 3UE, 572 i ERGEOEMEEHTHH
D, WEEBELWEDZETHS.
F/ZOT70Y 7 bOAIN—-RZEEDEHKE

FOWMRENEL, BROANIHEVEZ RN, &
EOEFRHIFEOHEFHEERIMMERT S EFR
RFLAERTHD, ZNIIRTHEOIBRIELEES
OB RIROD LI TERNERSZDTH
2.

RADERELUTIE, £ - hEIITONWTHRD
S5NIENDTHLHMS, WH4 - FRAITDOWTDH
PDDDINININENDENDITET, ZOEHKE
HHEIBITOWTIE, MROBEE 2 7.

EFIZOERIISMUREHEKESECZ, Z
DOEOHEEFZRD L, HDEFELUHIINT
ODEDDHHEICNFED, 2D EORMEICIRD Z &
FRWZ iAW E, ZuE, EEoa— Ry
MWTLES EWD HATC J— K &i3E .
HATC O— Ri%, FIMREHIENESR4, #2030
L2 RO ER R S D ENIRE D, RO,
RN - EHPHNPHETH D, ZORDICHDHEIC
2D LD — W TLED. ZHITH
LU, WEESROGEARRIE, THE © NER
E, HEEEZELEL TWAOIIENI=Z—71T
REDDTH 5.

1L 20 O AITE, HATHE D AN
BNDDHHEIET D, ENZEDDBREFIIHAT
b HSREHESEFZMRL 2 b OITIT MR TRETR
HDThHD.

ZOWDIE THY OT7EME S FEARR] (east
Asian herbal classification) 139 £< HF T, #
SIS IR TIR D REEDY D 5. T %, HATC
I—REMHABEDEY LT, UMCOI AT A
IHAAD Z EBfBRIIE A 5N 5.

9. Forum for the Harmonization of Herbal Medi-
cines (FHH)

D ATCIEH &H & WHO I — 10 )Nl FH
& (WHO Office for Europe; EURO) 73E8/& L T
ZHDN, D% WHO AHFAHY UBEI IR
Wix7ny 7 MZB->72bDTH5. —K, IST
& WHO P RSEEB R B R (WHO/WPRO) O
JO2x 7 hThb.

ZZTHMNT 5 FHH I, & H & WHO/WPRO
MAEELZHDT202 FEICHESTZHDOTHD
s, BERE, HA, #@®E, PE, NXbFLA, 20
A=, F—=ZALTUT D6 HEIZEENMDO,
“6+1" TEEMIGEEINTNVWS., TOHAMIL,
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HX EU ZFICL T 1993 Eh 68N TVnS THX
EU [E 3§46l A F1E B¥ 7% ) (International Con-
ference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use:
ICH) 7»% harmonisation ® fHiEA £V, WHO 74
KRG/ OB T 5 E O TS - K
DEZDN—FFTAE—2 3> &2THEILNDIHOD
TdH%. /2P ICH I3 % 5E T harmonisation 7243,
FHH |3} # T harmonization &7/2> TW5 Z &I
BEIN .

Fig. 21 TR T LOHIC, BHIE, 320402
(Sub-committee) 73& %. Sub-committee I {3 A5
L HEHE{L, Sub-committee I 13 5 & 2 3F & 15 %k,
Sub-committee 1T {& 2005 4E 7 5 U5 % - 7= ®I1E A
(adverse drug reaction) THh 5. FHLWEENIZY ¥
IWRFERAYBLEV R NEEL T2 website
(http://www.fhhm.net/) MNHHD Z ENTE S,

ZOFHH IZ, 2FHATEEHL TH O ZHAO
BOOICEE Y 77— LZ2HEL TWa, EHFIIIT
IENT, 2004 4E 9 A @ L TO First HFF Interna-
tional Forum, 2006 £ 11 H ® 3 5 T® Second FHH
International Forum 7% & T, HATC O 5 788
EEFNUTHHE L2 AARDIRIZD W THE L .
BIERICDWTOMDEN S OFMED H o724,
W O PRI ORI B R HE S T I3 N
NTRWENEL, WIHINFEER, £/ZInnhs
ENDSEZIATHAS.

Tl VB EANCEN 2R DOMENE £ #’L’C%’nﬁ
MEE D &V EBREWRREADOHIRITIE, 0
FHH O% v b T —=213 0L T 5.

FHH: early stage in pharmacovigilance

FHH established in 2002

Sub-committee I:

Nomenclature and Standardization
Sub-committee II:

Quality Assurance and Information
Sub-committee 111

Adverse Drug Reaction (since 2005)

Fig. 21. Forum for the Harmonization of Herbal Medicines
(FHH)

10. CONSORT extension for herbal medicines

CONSORT #HH (CONSORT Statement) (315}
W TTESF > RICE D [E#] (evidence-based
medicine: EBM) D41 D H T 1996 FEIZ/ERk S 1
ZHDThH 5.

Z >4 MblbigitB (randomized controlled tri-
al: RCT) zZMaiICH&ET 2B, Fzv 2 Z7UX b
%Jﬂ WTHERIEHNREEIN TN DN E DI D%

AL, AUCFzyrURMEMEERETCERE D
@DVXTAT%%.&&@%K&%KE%%?M
HOWEREEZWART Z2D070—F +— h D
XANDIHENEREND. TN HITEK> TRCT i@
XOEME, I5IERCT Z0HOOHEM L2 1
HTH2HDTH 2.

2001 fFRICE S NHEIE, 22HENMS 2> T
5. < OMRNBRELMEIRBEHET IO
CONSORT FHIZ D AN, FENHES Lz H
KLU TS, BEFEIZEIER I8, web (http://www.
consort-statement.org) TP N TW5, Fig. 22

WCHAFERO —EZRT.

ZOTAT 1 7I3HA OHMICHERELKE. 1 D13,
RCT IZR 5 MDITET 1 > TORKIET = v
JUANDIERTH S, AT FU X, BRU
7%, FEHMUHE, BECEMLE IS OHAE
NEx EOANEILE, HRERTTHS. Y

b5 1D0WNIE, &S HHARFER (com-
plementary and alternative medicine; CAM) D fEis
TOF v 27 IJANDOHIETHS. FiZ T Al
(intervention) ICTDWTIDFLSEZXTZFDRXIC
RHENAEIET ADFEREEZSHDO5HDT
» 5. $ D STRICTA 75 B (http: // www.stric-

ATHR CONSORT(2001)FT v &Y ARV
(525 LALHAEE WS S AFENSXEMEDF T v ') R )
=2 [EEE ] HER
Section and Topic no Descriptor
S LEBR 1. BNELEDES CAARIRES hizn (B [ 525 LBRY | (random
Title and Abstract allocation). I 524 Ak &tz (randomized). T T4 AIZBHIBhiz)
(randomly assigned)) «

3L &I Introduction
#=® Background 2. HEMERE SEMRYrationale) DB,

7k Methods

$MWE Participants 3. BMEOBEHEEME T—F HUKE Wi KR (setting)& 1. =

T A Interventions 4. BHEES WA AOHRL A RV OEDLS KRB hich.

B8 Objectives 5. WEOBME R
6.
7.

Pk AL Outcomes . BIRICERS Wiz WS L UBIRMET O H AFERE. HTIIEIHE :
i3, MEOHERLE €2HE(H. WROBRK. FEEOIL—2Y).

SEMI Sample size L EQLS (ZBERMAROL Wb HTIIELBJAIIE, PMRIFE P
EBROBH.

>4 ft Randomization

IREDIER 8. BAREE R 1A%, BTHICHBEMATLABAM, Tavy
Sequence generation fe. RSHE) (22 OWEE &S,
B OB O SUFABHITORIGEM, BRHEE. SARELE . ézmmmf R

Allocation concealment HRTTHETHRIREHBEE hTOEMES HOBIER

I Implementation 10. MAEUT I IREE (R 2\ A BMEE t@)\n(enrole)f LN 7
EE ERICHH b

Fig. 22. Consort Statement in Japanese
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ta.info) TIE, ORI LRIADES, K BkEhN

DHEBT, EOREOHKRERND SN E DA
HITDHLIIToTND,

N—T7BEBRTHEEAH D, 1 DIFHKO LT
DWTT, 2006 4 3 HIZ Gagnir 512k > THES
N7z TZTE, AEomEMA, MO, T,
B EHO K LR EDRENRDONTNS,

F4E S HIZIZA/# D Bian 510k D, HEIZEH
Ji < H1#K (Chinese Herbal Medicines; CHM) 2D
WTOHDOAHE SN, 10 22 THH % 63 HHEITHL
ﬁb BlEHEH, FilmiAONER EFEESES 2

LR UCEEHNPEEN TN S,

I3 51d, CONSORT FHIMLEL TTE T
w7 1A K&EWS T ET CONSORT extension &
WSS, FICLEBRMEORIDIET > A
MEDREDELDMN? ZDIEF > AZHDHEID
BEMFZAZON? Vol —HF—iEMDE Z
HISBDOTHS., TBUIBIE L7sWnD, w3
ROBERET, TON—T - AENES NS DML
E%ﬁﬁt%@kb,mb@?ﬁ%ﬁ@ﬁﬁ®&%

DMEERETBOETHHDT, 4%, KER
fé): NI N5,

11. ICH MS5: Data elements and standard for
drug dictionaries

FEITIR R 72 ICH 13 EEA I H HEBHFE D =0 D FT
A RIADEERTDHDTHD, Quality, Safety,
Efficacy, Multi-disciplinary ® 4 DD H 53 —1Z4)
JTEEN#EATNS, 20> H Multi-disciplinary
(&) O05DHO 0P/ FT, M5 Data
elements and standard for drug dictionaries (=3 %,
HEDLOOF—FIHHKUHERE) LHFd570Y
=7 @S5 T herbal substance (FE#)HISEDWIE)
%> herbal preparation (FE#JHA]) 7%, 2.2.2 Active
Ingredients Controlled Vocabulary (%% HH
) DIHTHmIN TS,

WE, ZOMS hEw 7132008 4 2 A BE step
3D THS. Step 313 step 2 TT & /= draft iZ
HTHZNTU Y7 aARA FERODZBDTHAS. H
AR OFEDYI 01X 2005 4£9 A 16 HTH D, BTE
step 4 D EALRIERLATT TOEENHEAT NS &
ZATHD. Step 2 DINEIL, website NHH B Z
EMTES (www.ich.org/ H AKFEZ http: // www.
pmda.go.jp/ich/ich_index.html),

ICH M5 step 2 (10 May 2005)

2.2.2 Active ingredients controlled Vocabulary

Definitions: An active ingredient is defined as a substance that alone or
in combination with one or more other ingredients produced the
intended activity of a medicinal product

Herbal substances will be mapped on the following principles:

- Botanical scientific name according to the Latin bionomial system
(genus + species);

- The author (e.g., Linnaeus, abbreviated L.) if knows;
- The plant parts (if known); and
- The process (when applicable, and if knows)

Herbal preparations will be mapped on the basis of the standardized
treatments (for instance extraction, distillation, expression,
fractionation, purification, concentration or fermentation) as
described in the official Pharmacopeia of the three regions. For
extractions, the solvent will also be specified.

http://www.ich.org/cache/compo/276-254-1.html

Fig. 23. Herbal Substances and Preparation ICH M5 step2

Fig. 23 IZ¥X DS 2R, TT PRI KD HEY)
%, B, MR EZELEHT 5 EITk5.
2B, ICH IZFITR 7 & 51T H B %6 2 ol
El7urz 7 hThO, —EHREORIVEHH
EHEENDD, T MS OFEZEGEEE T herbal
substance % herbal preparation 2’5 N TW 53 D

, BEHEOHEMAEZBHWITL 2D DT,
ﬁﬁ“aﬁ%ﬁon O hJ—)LEFFHEZ (case report
Mmlﬁm)f DR & U T oS ENRREH S N

Bamd L0, TN AEIESCREMITERL T
mé%éﬁ%é.%:f%h%@ﬁﬁ&%%@k?
LZENHDHENDONHEETH 5.

2. N—FEFAE-3>DN—FF(41E—->
3>

ERLESDOEMCH, FEBEELHESE (In-
ternational Organization for Standardization; ISO)
TOFHEDHHY, AVBLHPATIOEDN—FEF
1= a oEBMETOY 7 MIEHT6 D
THd. AnsMAD MERKER] (characteriza-
tion) 2E5FTHNIODNTOTOY 7 hEHW
Z 5. Fig. 24 [Z/R9.
ZOEIRN—FFAME—TarithkbrrToP
=7 "OEIRE T TEIWTWAEIRTH D, Zhs
DN—FEFA¥—>a>07alcy hON—FEF
1TtE—=a3> (H) bRELEEZISNS.
INSDOETHLSDONY 2V IDRTNTNnEHDH
b5. HATC #1479 % UMC 1%, #EEODF 21—
fE¥ B (Royal Botanical Garden, Kew) & 1778 {%
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Projects in characterization
of herbal medicines

1. Uppsala Monitoring Centre / HATC

2. WHO/WPRO International Standardization of
Terminology (IST)

3. Forum for Herbal Harmonization (FHH)
4. CONSORT extension for herbal medicines

5. ICH MS5: Data elements and standards for drug
dictionaries

6. ISO (International Organization for
Standardization)
=Harmonization of harmonization

Fig. 24. Relevant Projects on Harmonization of Characteri-
zation of Herbal Medicines

WHO herbal ADR database

I
SUBSTANCE IL-| INGREDIENT |«3»| MED.PROD. |

Valeriana officinalis root dry extract Valeriana of ficinalis root Valeriana officinalis root
9012300502 dry extract dry extract

015616 03 001
herbal code number (HCN)|

(Filenumber)

(as a serial number)

p)
Baldrian-dispert
015616 03 002

ATC/HATC

HAO2DW - Herbal carminatives
HNO5CM - Other hypnotics and sedatives

Valeriana officinalis 90123|
root 005HCN

dry extract 02

Valeriana sylvestris root dry extract Frempong W, Ericsson J (UMC). Herbal Singaling.

2nd Herbal Reviewers Meeting , London, 29 April 2005
Extractum siccum valerianae radix

Fig. 25. 'WHO Herbal ADR Database

I2d%. UMC O Vigibase IZ ADN—T 7 EDLRR
DR ZF 1 —EYENHENST 5 2 EITE> TS,
Fig. 25 {2779 WHO herbal ADR database ® 1 >tz
7 NI O herbal code number (HCN) #5395
1003 —RNdHD. WA SH, AL 3
Hr, Bk - FEN 2 THS. InsidFa—HEY
EAHNMTHDTHSD. ICHMSIZHF 2 —n5E A
ON=MASTWD. 7= UMC 3 ISO & &R
LTWw%, %% % HATC, FHH 72 £ O 8) E 1T B %
LTW3,

FrELINGO R IEZFNIFEESIEF< > TnD
RTIERWY, EITHEN L7z, HATC T—HEICIEE)
LTW5F5 >4 ® De Smet & H2 HNph8E7- & &R,
M—E L, 2007 4F 12 I —FfEICF 2 — YR 25
M UBLIRGRA U 72 7Y, HARRY - ESMBENH D 2

FERL—XITIFEA TIZTW RN,

EFIT T OEHEDURE - EFESUEE O A
ﬁtbfﬂbé@i,%l®ﬁﬁ®%%ﬁf%é
FEITU AT XV BAINSIEE D Lk X7
M, YAV #RMT 5701213, BAEES - BIEH
BHROWNENETHRETH 5.

HAL, MK 3 77t O RIVE e AR 57 8
CHEED., 2095 UMC AHEETNLDIZZDD
5D 20% % 505 TEZRE] I35 ERERE
Bz EnsiER:, BEEHENRESNE2DDODA
Thbd. HOKB% D M¥EME] 1T UMC %
5T, *iﬁﬁé%(MR)#%ﬁﬁé
M) DESEE, HHOENEVWEDE
A5 N5NHEEETIRENNHERITIIFHEINT
mmm@t R EEHEICOWTHEETH 5.

i, WmEI5I1iE, e, %EElk, o—v
%kb@ﬁhi@b?%@i%@k%tm5ﬂmﬂ
H O Z DRI THEENEITH LD I ETH
5. ERBAETIE, SEITHIT L 7 2005 4£ @ Stan-
dard Kampo Formula Nomenclature (SKFN) 73 fi
bhé&ﬁ’@otﬁ FNLRNC—ETIEH 20
UMC [T 5N TV EORIEREHRIE, MHHE
ME—INTHET, 2EMBRMHO DI
SKFN EDX v E T DIEENRETH 5.

HEN 51, 2% < D ADR report 78 UMC I Ji
TW5EDZETHASN, FELHANTEL TIX
HEBE DRSO — MMEDREINTWRWED, 1§
HATERWREICH 2. HEUEFRENEREEE
5 (State Food and Drug Administration; SFDA)
WX UMCICAY v 7%2EDT =02 3y TIZBME
B0, ¥ENTH ZOEBOHE 23 TICHG
LT3,

ﬁﬁﬁﬁ&%mmﬁtﬁéﬁ ADR report 731
MTIFEE > T, RS - BEITONW TR
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£l
- 16,000 {8
RRBERS a 795)

+

VBB RERS
1 3K 4,000 £8F3 (40%)

P53 - 31,100 8 (3%)

"R
5,000 £8F3 (14%)

BABER v —IEE
3,200 f8F3 (9%)

Fiiem
3,900 {83 (11%)

HATED 1,500 (8F (4%)

“products” |

Breakdown of US$35bil.

US$21bil.

Food with nutrient 170
(17%)

(60%) function claims (FNFC)

+

Other health food
US$14bil. (40%)

e
‘ Acupuncture

Kampo & herbal medicine US$1.1bil. (3%)
US$5.0bil. (14%)

LWLPTS  Manual therapy (Japanese traditional massage,
Uss1bil. Massage and Finger pressure)

(40%)

Us$3. (9%)

Judotherapy
US$3.9bil. (11%)

l Quasi therapy  US$1.5bil. (4%)

HA, A - BEHENLSHWSN, HFKE
KHDEEDMOIVAIHIBL AT LEFFOETH

5. 4
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ERFEL, LFa2I M) —PAILOXEHKETDZ
EMEEND., ZNFIHAENTTE KSR EE
HitE7259.
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