Table 1 Evaluation for Taste of Kampo Formutla by Human Gustatory Sensation Test

Kampo Formulas

Taste

Kakkonto Sweet at first, later pungent and rather bitter
Shosaikoto Astringent, later slightly sweet

Shoseiryuto Rather acid at first, later pungent
Rikkunshito Sweet and bitter

Ryokeijutsukanto

Sweet, later bitter
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98.6 (C-6), 101.7 (C-1"), 103.8 (C-10),
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FZ o Zatiie LT, 1997 FEICERRSRA O RS
WE L IR DA OB I BT S IRl E WA
e, HEMFMEOURKE O HOERETTE (Joint
Act) ) BERzh, #ETHO—RE LT, O&
FREMOIRARREZTET S 7200 88155\ >
27 L(EWS, Early Warning System)iZ K 538
ERHBEHBREIT) . QFMFRICLB YR TE



ARV N ERBOBEFEETI Z &lkol, &
-, EU Tk, R ZTBICRE T8 AOHE
HwiELEHicHL, RERoAQFRNYHEET
(generic approach, %R LEWIZOV
TERE LT OTHRL, H2HEOFRE
45 EYE A GENIERE T ) R UKER
DER At E (emergency list approach, ELAYLK
OBENBH 0 . BEENICREHEEORIN DD
OV T BRICEERRIERH 21T O 0o
WT, HADRIEERFLTND EZATH D,
LLEDRIRERE 2, SE. BCKEEIZKT D
FRARERS BEFT7 v 7280) KT
DA (EEEIR) KoL THETSZ L2 BN
&L KRERET 53E TiE.DEA & T Food and
Drug Administration(FDA) %, Bk izt 278
2 TR A A (European Commission)%
PRLCEBIEEIT o7,

B. Wik
#EOREBHER U Y H
DAXE
(D DEAHead Quarters (Arlington, VA)
Drug & Chemical Evaluation Section:
Dr. Christine A. Sannerud (Section Chief)
Dr. Srihari Pella
Ms. Gretchen K. Feussner
Dr. James Tolliver (Unit Chief)
@ DEA Special Testing and Research
Laboratory (Dulles, VA) :
Mr. Jeffrey Comparin (Laboratory
Director) f#th 2 4
@ FDA
Center for Food Safety and Applied Nutrition
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling and
Dietary Supplements (College Park, MD) :
Dr. Robert J. Moore (Branch Chief)
Dr. Kenneth M. P. Taylor
2) EU

European Commission
Directorate-General Justice and Home
Affairs (Brussels, Belgium):
Ms. Elsa Maia (Detached National Expert,
Coordination of Anti-Drugs Policy)
Mr. Timo Jetsu (Administrator}

C. MEFRRUEE

1 XKE

(ODEA Head Quarters, Drug & Chemical

Evaluation Section

HOMEDHAEBEL TRWEERZEE (B 1) 28

HH S EZEL, BRFHICB->TT A Ay v

77,

I. The criteria and evaluation procedures for

the scheduling of new drugs

1. What are the criteria and evaluation

procedures for the scheduling of new drugs and

the system of collecting scientific data
necessary for the scheduling?

A1 AT P a— AL (R P a— b DTN O E
= (., Wk, FtE(public health), &7,
BEFEDORHIZ O L2050 BLETH
B, EERICERSHW2WIEPERTHD,

A2 BRI ESHICT R EYIC BT DT E
#1TH&3kiz, National Institute of Drug
Abuse (NIDA, National Institute on
Health-NTH OBFFEHEBED U E->T, EELA]
OB TR FICEKIREL T, T DRy OFHE
REMEOVERT —2EFHEL THED,

A-3 HAMIZIIE N COT — 2R EETD, £XI28B
AEILAEH, &HORGTOIEMERE Gl
) OIEFREREILT — A=A LEh T,
FORNBERITTD, 2%, ZOT—H—2AT
i pE RIS B BICRE TELLITR->THD, (RE
FRZOW TR BT TIE)

2. What kind of scientific data on new drugs for

scheduling do you show?

A 1A BI B ER S 2K T D2 EbH D78



Y EIR D FE U T psychological dependence
ZEHES DD, JEEIEME ARG T AR,
b BB 4T drug discrimination Téhb,
psychological drug dependence (2L TILiT
EAEELLS, FHIZETRERESRARN,

A-2 NIDA Tl &7 4 —7 oA TEOELOIE
HWAEFRDIELIT TS, FEAR &R
TS E—T oA DFE R OBEFF ORI LR D
T P HESHAUZ R V2 — (L2475
EROEEFERIELRDHD,

3. Do you have any drugs which you consider

for scheduling at present?

Al THFAF =R AL T, N7 43 RiL
BWEIRRAY P2 — N EL TV T ETH S,
NIDA BER LIV AMIBNT, A7 Pa—iL
LTI _EIEM O T ITHBDHN
5-MeOQ-DMT, 5-MeO-AMT T3, Hi{L&#
EZ W T NIDA THITERET —# &L T
B, RUAT P a— AT DRREMENS R,
2C- T2 IZFLTIZ., FDEENLATERIZE
REBIEAT Va2 — /T DELBRIR,

4. Would you please show us the current trends

in designer drugs in the USA?

AL KETHE, HLETHIT 77, b, ~ad
YINELREHO EFKTHY, T FA—RIo iz
MLTIE~A4)—THoD,

I1. Emergency Scheduling

1. What criteria must be considered in

determining temporary scheduling?

A1 TV AT —F I 07 DIINCBEF OB HI S DR
IR E &%, Controlled Substance
Analogue Act TEMDOEELE MO RRTEAEE LS
Ty, SRR L FREISRE NS
(EfHHTHERERLTWSL0O%EEL), DEA
DHEMZEN, [ZXO00ERLLEHT
HLIEBFFNBNTEETIES THI40%
W ZOI DT, LABELNY,
F~DIER TSR EINDLOIZ DT, B
AT MR A P a— MR {TS,

2. What additional criteria is required for the
placement of temporary scheduled drugs into
Schedule I?

Al BRIZEER R A Pa— b EITH (1L, 6
A OFESRT]) | FOENZ NIDA SHi BT
—HEMATOLILIINCIREH T2, LB H R
BT —&ifiiofeb, ERITAS oAb #1T
Do 28, B I OIFYERIZ OV TIL DEA 2345
T OR, B ERAICEMESRDONRD,
FABENOEE RO, TR O
2T 5,

III. AMT, 5-MeQO-DIPT, 2C-T-7, 2C-T-2, 2C-I

(£ : AMT, 5-MeO-DIPT, 2C-T-7 ¢Z2\ T, %

[T ? T Schedule I #57E %, )

1. What kind of scientific data do you review to

evaluate the risks to health of these drugs (e.g.

to assess toxicity, especially psychological

dependence) and how do you collect this data?

(1) 5-MeO-DIPT

(2) AMT

(3) 2,5-Dimethoxy-4-(n)-propylthiophenethyla
mine (2C-T-7)

Al1T-2%5H

2. It would be appreciated if you could provide

us with the scientific data on the above drugs

and their assessment for scheduling.

A1 e DI EAVRFIMT A TN R L TEY, A
E—AyFTCANENRTRETHD, PIRiIEGEEA
ST T =22V, 1% BT AT
. LnL, W EEM &L, (F5IZ 5-MeO-DIPT (2B
L TH) #45 & T3 Scientific data 430724,
B O#ELRH T OITFORN IO RER
UBMEEZSZIIUTHEL A,

3. Would you please show us the current

pattern of abuse and the trafficking of designer

drugs such as

(1) 2,5-Dimethoxy-4-iodophenethylamine (2C-I)

(2) 4-Ethylthio-2,5-dimethoxyphenethylamine

(2C-T-2)

— 73 —



(3) Any other new designer drug which the
Controlled Substances Analogue
Enforcement Act should refer to.

A-12C-1, 2C-T2 0L N T ZIREEMD H R R
Pa—HET DY AIDIRALA VY, 2C-T-2 12
LT, £OEEPLR TR P a— L 57]
REPEIZIEVY,

4. It would be appreciated if you could provide

us with any scientific data of the risk to public

health of the above drugs.

A-11II-2 28R, 2C-1 OFMIZSWTE EU @
EMCDDA @ Web IZ L& TWADTHR$
ey,

VI. Cooperation/harmonization with foreign

countries

1. How do you cooperate/harmonize with

foreign countries, especially the EU, in

controlling designer drugs?

2. In the EU, the Joint Action on New Synthetic

Drugs (established in June 1997) was updated

and extended with the establishment of a

mechanism for the rapid exchange of

information on new narcotic drugs and new
synthetic drugs that are being used illicitly, and
the provision of a risk assessment of the drugs.

The decision consists of the three consecutive

but independent phases created by the Joint

Action on New Synthetic Drugs:

a) an early warning system (EWS) to rapidly

exchange all available information on

substances notified to Europol and the

EMCDDA;

b) a risk-assessment by a scientific committee

in order to assess the social, health and other

risks associated with a notified substance;

¢) an EU-level procedure for bringing notified

substances under control in the Member

States.

Do you contribute to the above system of the

EU? If you do, how do you contribute?

A-1 FRIZRRBR S IEL TRV, B2 EU b5 R
- ORWNERERHY, VE o=, T &2 (3

HILTND,

V. Psychoactive Botanical Products

1. Would you please show us the current

regulatory status of psychoactive

plants/mushrooms?

A1 BB E TN TODLOIRT R TREEY
ERICHENTHD, FIZBEL T, e L T
AHLTWBLDIZ W TIRBREIS Thoas, —
BN RN ST-FETHRLA T, ThdE
BEELTHBIR SELRD, LinL, X ta—
TRTYUANERH EOBATHEREATH
DHDIZDWTIHRBILE R, e, FEFIC
OB HE > THDDT, & iTor- 1
SCIED DR HENAUTERL T D03, Iend
Bl & 7p B A IR L TIRL TS HIIIEE I
HLL, TORBREEOCREZERLTHELT
WHDOBZRTHD,

2. It would be appreciated if you could provide
us with the list of the distributed
psychoactive plants/mushrooms in the
United States.

Al G —TRE—=rVVa— )~ R ERE 25

—ThD, TIXAMZDNTHEIT AR
B AHEAL T, FERID LD IR THOEL
THHbDbHD, ZRODREITEIKR~ 2D
T, FEGERIRL TEUNEDLLN AT
DG T HIEITHELY,

@ DEA Special Testing and Research
Laboratory ,

DEA Testing Laboratory i & iZu 20X T
MY, (YT axd v TrRa v Y
FA, v AE) | EMINIE MOV —F R RET
4 AA L LT, SEHRILI =S =T
Dulles iZ#% Special Testing and Research
Laboratory XS T2 EEMLL BB 51 4,



36 £ D Chemists BEFET 5, HEaRMIZiZ, 30 4
REOEEE—ITZT AN ZENTE22 M —
=T IRRUI—T 47— Db ML, BT
JEUTRABBIOMN —= 7 %175 T3, &3
DEHT R REIT OB OIINIC, R 2 TE
THHHAOHMELSEML T, 8- ehRER I
R e B A E OFEHERLEEL TV, S ED
#HR9 T, 9 DEA Special Testing and
Research Laboratory M ¥BHRAEDMALR L
bz, BIERZ 7 OFATRIL, EELOTIER
Ui S W TT 4R v rav ko, i,
RFTND REET-T-, LFIZFOREEET,
A-1 Special Testing Lab Tit, £izab AL, ~n
A2 ARF T2 B DT a7 AV T CE
REBWTWS, A AT DWTHL, TAYb—
T ZEAEHLT N ORALFEEfREic a7
FAVA T E{THTUND, TaZ 7 AU T 5D
BT ICEDIT, ¥V —ERkE (CE)bIT
STEEDOFIEE LT, Tz, abIE
DAL ARG H 50 B L% GC-MS T
MEL., ZEEOabA R hDFnbIEEm
AL LT, ~aA 20 Tit, CE TR
EMEFEGEL, oy b7 — L% ER LTt
HRPTETT R THEMKIZLD GC(GC-MS) 5>
WEIT>TND, AFLT2HI2 90 TiL, CE
TREHDHHT NMR X537 u7r )7,
ICP-MS, t#utr, 74— MS, GC-MS
SIEITV, 77U T — R ERIL T
B
A2 FRGHFEHRELTL, b A (@ar e 7,
FUERKREHIFER VAW AR RO DR
%) #3000 REE, ~o1249 2000 %L, AFL 7
= HI%9 500-600 YEEFH(Z AV EEN BV K
CZEDMOFMTHhD,
A-3 BHIZED O A R Ui B BE R 2 i
BL, BRISUTEEII AL TV,
A4 BARIZBWTSIRNLGIZNS 5-MeO-DIPT
B R AMT 12BSL ., DEA OFERESHTIE (R IR
Bt LORIER A R R)F — g

REGLNZOWVTEWEROIEL, #H%
4 5LDEEN BTz,

A5 KENZIB N TH, FEMEIS TR A4 Do
FLEITRIEL 2o TS, FRFIELT, ==
IR N AT RE =y R r— X
Te=B AT TUXYRA(ET Lok i,
FrRE) BB, PIiZA A RELTER T3
U FEAEHRALTWSEBLSS, Zhiblt, Bl
HIR YO oo T BB ENBIN AL DL
HY, FWASEELW, BT AETIZRELTIL, £
FLAFEDLDIZDONT, WANWLREEIBED
HONFITTIRFEEEILTND, £, FiaiE
BLREL 2V, BAREICILEIE TS
HEELTWS,

A Al OV TH IR EERELTOER
FERESHDN, ELALENTVD, F0Td, 24
Pa— NV LIRS TWA, £/, F¥Aba
AT ZAZODWTHELAB RBENRER LT
Ao

@ FDA /Center for Food Safety and Applied
Nutrition
HHAUH AELTBUW BRI R (B4 2) 253
B LECEL, BRFRIZB > TF Ay iy
17272,
1. How do you evaluate the safety and
effectiveness of dietary supplements (especially,
botanical products)? What is the system for
collecting the scientific data necessary for
evaluating them?
A-1TABBTIZ, D DEDDF AFY—H 7Y A
YMZOWTE MR T R T2 137
Wy, REREA A RERICHE SR, thotsp]
PODEERH ST, RENICERSI R
FILT, 27 =R R 3D IS H YA R
LTORZE T BIENHD,
2. Would you please show us the current topics
of adverse events of dietary supplements

(especially, botanical products)?



A1 FAZ L) —H TV A NIBWER VST TIET
—FEIEH TR, EIE T, BIfERER
DI, FEFHEEILOT —FEHD, 7 —
FAR—2{EL TR, FAZZ—H VAT
BEDIIRVAT LT, HLETLY A 5]
—HFVAMIRRO—THD, EEEEDS
R SENDLIRIEWDB DD o TEILOIZOW
TS, V=7 CHREEHLTAL TS, BTE
=7 =R, AARIIMA, ar7)—RRTas
F(TYRRAF A ) BRI T o7 S8,
HAEMRZBE DO 4« OFEFIKAL TIIARETER
VWS, BRI TE BRI o T NI =
EEHLTN,

3. Do you have any information on adverse

events of dietary supplements containing

Citrus aurantium (synephrine) or Pueraria

mirifica (Kwawkhrua, mircestrol)?

A1V RTZVAZ AL TR 7 = Y LRI OfERR
BHDHEBERHIN TS, EIZEIUCET
HEEEAFITHESR TR, 73Tz
WTHSEORGEAEL T, FHfEE
fEFIC AT AERITR,

4. Would you please show us the current topics

of dietary supplements to which have been

illegally added pharmaceuticals and/or active
compounds in the United States? (Sildenafil
etc.)

Al R EHL WA 2 71L& TG oV
LT, WANWSREM TSN THDEH
WHBM, BEOI Y7 AL TR, T 74
NEBFE T AN TIHD,

5. Would you please show us any information

on botanical products containing psychotropic

compounds?

A-1 Botanical products £V MIED, SR THE, (BH
JE(PEE) R, TBHEM BRI EbEaEh
BROWEFZEIZELTVD, ZhbIZoWTid,
EIELELTOHEDHDLELRFMENESLL
EYIRERELERDL, HTUA L TOREE

BB VAL TEHME I T RE TH DA,
FF AT R ES 22 <FEA L T CRTERIZ e o Tnva,
HFF T ZOXIRMEREEDH T —EHL
<HHFT, FicpBifilE b7, KEHIZBNT
H, ZhORS BORFFHRTHD,

6. The ingredients listed described below(& £}

3) are classified as medicine in Japan. Would

you please show us any information on their

botanical products? If you have, which do you
classify these ingredients as food, supplement
or medicine? '

A1 VAMDHDIZOWTIHE, EEHELTH Y YA
VRELTHHEENRY, ZHBIZOWT, ZE
7= F e HATERELIGYFTUA YO HR
DIV ML AT HE ThOM, FHIEEDLS
IR RIS,

7. 7RI DN T
NS TR FT VT, — I RMELTH Y
UAAAELTHOR A THY, FF AL THLE
THZEIEIEIN TV D, BRREOTHOH
ABEELETHY, Elodilz >0 ThE R XN T
WD, ofEL . HAEMNLEM R KEICHRALT
FEHEBELTEARIZHTE T &
T DDEA) ZEZ DWW TR B2V, A
AIZBNT, bLEDIILRTHDHY, Mo
L —LHH5LHTHIE, KERTRHNLT
FDEI T LEEILTHTILIIFRETHS, 7277
L B0 7785 (BT FE)NIT 2D TRV Y
LA ALELNTELT, HIERMREEA
2 TW5,

8. DA
HEDLOIRIL TR L fatEidied &
&L TELVEAERBHLLOTH, L
DIELIZD T D LIRS E S THRREMELHD
DTEEDLETHD,

2) EU European Commission

HONLHABEL TBWTHEFIE (B 3) %



HAE S FITEL, FHEIEICR > TTF 4 A Dy

Lark{Tolz,

1. What is the background of intreducing the

Joint action?

2. What is your appraisal of effectiveness of

Joint Action and a work plan in the future?

A-1EU (mnB3E 25 EH) i 5RAKOILAE
IR TH B, KIZ Tsynthetic drugs)
DEAMDBEN,

A2 EURA—F— L 2{EBEA TWETZHELA
EmOFGhFE EU & UTHET 2 LEMER
FELTVND,

A-3 EU 5 fth[E~ synthetic drugs 3HiH LTH
., EUMBEBEBEERL Z2->TWD,
A4 BEFOEBRENDOHMHBIZ L DHEDOHT
REFMERHE LR R TETND, (BE
DB ORH AT HANC EU & LTH—®2

RS A LB L DFREL, )

A-5 R4 IZHIE "5 new synthetie drugs {Zxf L
T, EEREITHRIET D ITITA Y ORFRIH A
MNBT, EU Tt 1977 ££1Z Joint Action %
FE LI, ZhuE, FILWESmOHBIZSTL
THARHECZHND LD TH D, Joint Action
I3 oD FHNG R DHMITFLE L2,
Phasel Early Warning System
Phase2 Risk Assessment
Phase3 Control measures and criminal

penalties

3. Do you have a plan to introduce ‘generic

definition’, scheduling a series of similar

substances legislated in UK and Ireland into

Joint Action?

A-1 RA& EHBIZB 95 new synthetic drugs
~DxIGEE LT, DERYEESE (generic
approach) ¥ Ut} & 1§ F (emergency list
approach)® 2 M HikiZ L AF 220 T
MEFTHDLPE, WThoKiEb, EU &L
TOMH EEU & LTOEMIIRETH S,

A-2 EU TEIZHEELMEA THD OB E I T

HY, FHEABESEFE, BOEMRICKELHE
DL ETHDHIH, HHE~D R ZDHi
Ty,

A-3 OFEMMEEERL. - & Addh AENEE L
LTWTHMOE THREFHICEHRN Zh Ty
DLDNRHDRE, —HFIIEHEIT I OxEE
LV, Fiz, BAIBEISWTYH, MEEE
OEFICED Btk -T2, BEOFEERS
LEICRBZTBLZALHB,) ZEhb,
EU L LTOHAZEE L,

A-4 EU ¥ 2002 iz mEEE I zx LT, 860
BREERURAEEICETL 77— M ilE
TFEM LT, EU SARRAF LIZSNKT v 7
— FOFEFBERIC L 2EEOMERILITER D
EBVTHB,

AERMTEE
AE-TAHFVT, TANTUF, Fh
B AFY A
REIRTE
WAEF T, AT

D. BE#E
< K[EBE P >
1) US. Drug Enforcement Administration
(http://www.usdoj.gov/dea)

Controlled Substances Act

Controlled substance analogue
2) National Institute on Drug Abuse (NIDA)
(http//www.nida.nih.gov)
3) Food and Drug Administration (FDA)
Center for Food Safety and Applied Nutrition
(http://www.cfsan.fda.gov/list. html)
<EU Bd¥E >
1) 31997F0396 (Official Journal L 167,

25/06/1997, P.0001-0003)

Joint Action of 16 June 1977 adopted by the
Council on the basis of Article K.3 of the Treaty
on European Union, concerning the

information exchange, risk assessment and the



