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BIHE 1
Questionnaire to DEA

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?
2. What kind of scientific data on new drugs for scheduling do you show?
3. Do you have any drugs which you consider for scheduling at present?
4. Would you please show us the current trends in designer drugs in the USA?

II. Temporary Schedule

1. What criteria must be considered in determining temporary scheduling?

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

III. AMT, 5-MeO-DIPT, 2C-1-7, 2C-T-2, 2C-I

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-METHOXY-N,N-DIISOPROPYLTRYPTAMINE (5-Meo-DIPT)
(2) ALPHA-METHYLTRYPTAMINE (AMT)
(3) 2,5-DIMETHOXY-4-(n)-PROPYLTHIOPHENETHYLAMINE (2C-T-7)
2. It would be appreciated if you could provide us with the scientific data on the above drugs and
their assessment for scheduling.
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-1)
(2) 2,5-DIMETHOXY-4-ETHYLTHIOPHENETHYLAMINE (2C-T-2)
(3) Any other new designer drug which the Controlled Substances Analogue Enforcement
Act should refer to.
4. Tt would be appreciated if you could provide us with any scientific data of the risk to public
health of the above drugs.

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?

V. Psychoactive Botanical Products
1. Would you please show us the current regulatory status of psychoactive plants/mushrooms?

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

— 80 —



Bk 2
Questionnaire to FDA/CFSAN

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?

2. Would you please show us the current topics of adverse events of dietary supplements (especially,
botanical products)?

3. Do you have any information on adverse events of dietary supplements containing Crtrus

aurantium (synephrine) or Pueraria mirifica (Kwawkhrua, miroestro})?

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.)

5. Would you please show us any information on botanical products containing psychotropic

compounds?

6. The ingredients listed described below 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?

No. | Name English name Details

1 Pueraria lobata (Wild.) Ohwi kudzu root

2 Geranium thunbergii (Sieb. Et Zucc.) Kudo gelanium harb aerial part
3 Crataegus oxyacantha L. em. Jacq. hawthorn leaf

4 Panax joponicus C.A Mey. Japanese ginseng rhizome

5 Eucommia ulomoides Oliv. eucommia bark

6 Atractylodes ovata DC. rhizome

7 Hemidesmus indicus (L.) W. T. Aiton hemidesmus indicus, | root

Indian sarsaparilla

8 Terminalia chebura Retz. chebulic myrobalan fruit
9 Mallotus philippinensis (Lam.) Muell, Arg. kamala tree bark
10 | Vaccinium vitis-idaea L. Lingonberry leaf
11 Turnera diffusa Willd. damiana leaf
12 | @ Codonopsis pilosula (Franch.) Nannf.@ C. tangshen | codonopsis root
Oliv.
13 | Juncus effusus L. var. decipiens Buchem, soft rush whole plant




B 3

Questionnaires on the EU policies of synthetic drug control

We are interested in the EU policies of synthetic drug control, especially Joint action concerning the
information exchange, risk assessment and control of new synthetic drugs adopted by the Council
of the European Union in 1997,

1. What is the background of introducing the Joint action?

2. What is your appraisal of effectiveness of Joint Action and a work plan in the future?

3. Do you have a plan to introduce ‘generic definition’, scheduling a series of similar substances
legislated in UK and Ireland into Joint Action?

It is very appreciated if you could provide the related materials.
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1.N.NDimethyltryptamine & HHEH R 3 -

Carboline R{LEWHE AHEY
2. Mescaline &4
3. Salvinorin A &4
4. Lysergic acid amide(LSA)& 41 44
5. Ibotenic acid / muscimol &A%
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X B - Carboline R{L&W & HEE

ON,N-Dimethyltryptamine & HA)
F 72484 : Psychotria viridis (Rubiaceae)
Fyo—F
Anadenanthera peregrina
Anadenanthera columbrina
(Legminosae) g
Diplopterys cabrerana(Malpighiaceae)
Flanr A
Phalaris arundinaea (Gramineae)
7Hay
Desmanthus illinoensis (Legminosae)
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L4 : Peganum harmala (Zygophyllaceae)
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RE<ILREERDOFEENEFIIRBWT, 7YUR
HORRE CHERSNTER 2D, TYURALE, B
KT =/ NS CIRERICE <hBREE
THERASNTWDIEH THY, £ LIELRE
D& THHD, TYIANIIDMT 254 T 2HEME,
BI)TIAFVE—F (MAO)FAEAL EH T
HORFHEIRTHERZND, ZHhid, DMT AR O #
BT MAO BERICE > TN TTIER 3t h
TLEWERA TR, 3iRERA MAO E
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tZh [Passion flower ) &L TEISND Passiflora
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2. Mescaline & HIY (R 2)

X728 Lophophora williamsii (Cactaceae)
NI IR
Trichocereus pachanoi (Cactaceae)

AV EaN N =

Trichocereus peruvianus (Cactaceae)

Peruvian torch

O (K 2 BR)
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3. Salvinorin A & HHIY



XY Salvia divinorum(Lamiaceae)
Diviner's Sage, etc
FAET RIS ORENDY, MEMLLTY
SRFBLTVDA, ELHSN THSTH AT |
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DT FRALIIL TV, 1990 RIS T,
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4. Lysergic acid amide(LSA)Y& H i (& 3)

FAetili¥n: Argyreia nervosa (Convolvulaceae)
Hawaiian baby woodrose
Ipomoea violacea (Convolvulaceae)
Morning glory
Ipomoea corymbosa (Convolvulaceae)
Achnatherum robustum (Poaceae)

Sleepygrass
O (% 3 BR)

LSD(Lysergic acid diethylamide)iZ &b <&
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5. Ibotenic acid / Muscimol & 45

E722 518 Amanita muscaria(m=F 04 4r)
Fly agaric,
Amanita pantherina

Panther cap
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BOUEDTHS Ibotenic acid HIaE S 17ethiR Bl
BIEHOHLIERMONTEY, FAFI D 8 ~
80 fEDRITER %R, £ Ibotenic acid DR
AW TihDd Muscimol (ZiZIRV P EZ A% #1H
ERE v -7 /B (GABA) BHUER & DI EMs
Mo TWwWad, D Michelot & L. M,
Melendez-Howell O ICEDE, Fiftfla~=7"
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1) Ibogaine & T4

Xohli¥: Tabernanthe iboga (Apocynacae)

[ARH | T7VHOa T RHE) Y

DA EERL TS,

Ibogaine i% Tabernanthe iboga LIS T
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XLk
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T2 : Corynanthe yohimbe (Rubiaceae)
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(5-MeO-DIPT)
N, N-Diisopropyl-4-hydroxytryptamine

— 04 —



(4-OH-DIPT)
N NDimethyltryptamine (DMT)
N, N-Dimethyl-5-methoxytryptamine
(5-MeQ-DMT)
N, N-Dimethyl-5-hydroxytryptamine
(Bufotenine)
Psilocin
Psilocybin
Harmine
Harmaline
AMT HEEEHE1E Acros Organics # (Geel,
Belgium) X WA L7-, Bufotenine (1 mg/mL
A S 7 —ERH)  Harmine 2 O Harmaline (30
FMEL VAL, DMTIY, Psilocinl?
Psilocybin!? TR EIZHE LI FHETER LD
DuEEMR LR, 5 MeO-AMT, 5-MeO-DMT.
5-MeO-DIPT, 4-OH-DIPT {3A & —% v b T
RELLTREENTWDILDOEAF L, Zh
LiLEHONEIL, BRESRIELITo 2% NMR
2L DR L, M HPLC RU'GC-MS 12 &k Y
HEB L7z,
2) T=XFLT IVREY
B RDOEER 52 &t Figure 2 IZ/RLTE
10 & et gbath & L,
2,5-Dimethoxy-4-icdophenethylamine (2C-I)
4-Ethylthio-2,5-dimethoxyphenethylamine
(2C-T-2)
2,5-Dimethoxy-4-isopropylthiophenethylamine
(2C-T-4)
2,5-Dimethoxy-4-propylthiophenethylamine
(2C-T7)
2-Methylamine-1-(3,4-methylenedioxyphenyl)
butane (MBDB}
3-Methylamino-1-(3,4-methylenedioxyphenyl)
butane (HMDMA)
2,4,5-Trimethoxyamphetamine (TMA-2)
2,4,6-Trimethoxyamphetamine (TMA-6)
3,4,5-Trimethoxyphenethylamine {Mescaline)
2-Methylamine-1-(3,4-methylendioxyphenyl)-1-
propanone (Methylone)

MBDB 4 (1 mg/mL A % /) — AR 11
Cerilliant #: (TX, USA) X v Bt A L 7=,
Mescaline MifEITIBEICHE L HETARL
TZbDEMER LR 19, 2C1, 2C-T-2, 2CT4,
2C-T-7, HMDMA , TMA-2., TMA-6 X (¢
Methylone 4 & —2» FTREL LTKE
ENTVDLLDEAFLE, LEBOMER, &
FEREBMEEIT o7 % NMRIC X DREZR L, #lE I
HPLC RTPGC-MS Iz X Va8 L7z,

3) Z OfthoyaSE

LC-MS {2 & D ERSGHTIZI VTR BT T]
& L TRV Procaine HEIEIZFIEAISE L 0 ik
AL, AR 7 4 & — (Ultrafree-MC, 0.45
pm) T Millipore £t (Bedford, MA, USA) &
DEEA L7z, TLC X Merck X D EEA L 7= Sillica
gel 60 F254 (20%20cm) % fAviie, T Do
i, FOEMEEL DR LIRS A0
HPLC S MEAEM L, 72%6, TLC mEHR
RICHWza viea&lh U v L5833, 10 %
{tBE&GEE 1 mLIZ4%3 7{Eh Y 7 A 25 mL, K
24 mL 22 TR L1,

2. WEL R UMEE
1 #k
FRRASELEN L IBFEIA F—Fy bOR
BEVA bHBIVETHNV R a vy I TRIEL
TWE MM EDREEE T2 99 B oRR
(123 fl&) %A E Uiz, WROARTKOIE
WTHD, A 14T, A7k 3TEIR. B
# o0 11 38R, W 56 FlE, MREY (2o z,
B, T 1210, Fooft: 3,
2) FEUERRHE
AMT. DMT, 5-MeO-AMT, 5-MeO-DMT.
5-MeO-DIPT, 4-OH-DIPT, Bufotenine. Psilocin,
Psilocybin, Harmine, Harmaline, 2C-1, 2C-T-2.
2C-T-4, 2C-T7. TMA-2, TMA-6, MBDB,
HMDMA. Mescaline, Methylone {Z-2v>T 1.0
mg/mL DA Z /) — VAR A ER U, fR AT
BROMER R BTE AR F—a iR L
0.1~ 50.0 pg/mL D4 22 84D IR EARHERTT



FhENOEERERZRES U ToWEaicER
L, £, N=T 0 7 ¥ rOEHERTTHHA
RTFVEEELVE—NMIZOVWTHENAEN 1O
mgmL DA &/ —WAFHEFRIR A FRL L, TE
HiftZ 100 pg/mL @R # ) —VIRSEREER L
2.

3 Jd:PP-

S EMDEESITIZH V. GC-MS 13 Agilent
#E% 5890 series I plus GC - 5872 MSD % {&£H
L. EMRCEESITIZAV T LC-MS 1T Agilent
#2 1100 series HPLC system-1100 series
LC/MSD SL R L=, 7, _"=F 747
RE O STy HPLC 1, BiERERTH
SCL-10Avp system Z{Eff L7,

C. #%
1. TLC Iz kL 2 —F ik okt
21 FHOFY D TLC (2 & 5 —FEMSHICD
WTHET L7-, Sillica gel 60 F254 (20X 20 cm)
FRO. BT oORREGBEE AW THMESRE21T-
fo. B UV 254 nm RUYS O{LAEEED ) ©
LB EFEBRERISETEATIZ EICLY
Foi=,
Dx—FN:FTEr288%7 E=TK
(25:5:0.1)
A TFTrhryr:VruniBy A& )—1L
(3:1:1)
3) AV Fasn)— ) :28%F E=T K (95:5)
Table 1124 BEEABHIZ BT 5 21 FE O O
RffEiz = L7,

2. GC-MS Iz L 2 —F otk owt

GC-MS iz X 3 21 fifi o S O —F ETESATIC
DNT, UToLBY EHohEELZREILT,
2-1. GC-MS D5 BERF O

21 FEEOEMIZHWT, GCIZ X D RIEFSEES
TORBEEEESRDI DI, XY ETV—IT A
OHEER P GC OEANRE, b7 64 —7 &
Elzo>WTRET LT, U7 A, HEES v 27

Y—# 7 & DB-35 MS (J&W Scientific ¥, 30 m,
1D 0.25 mm, Film 0.25 pm) XU DB-5 MS

(J&W Scientific $2, 15 m, 1.D 0.25 mm, Film
0.25 um) #REt L7z, £OFEE. DB-35 MS 7
FAEFERL, HADIRE 200C, #7164 —7
VREE 120°CH b DHIBAITICBWT, FFEYIL
b BEFIZS7HE L T2, 7233, Psilocybin 13, GC-MS
ZYHTIZEV T Psilocin O B — 2 & LTHRiH &z,
ik, GC @Iz X Y Psilocybin A3 Psilocin (2
LIl EBbhs,
2-2. GC-MS I & 2 —FEHS L

2- LB TRET LICER, 21 HDO A F—
NTIVRRBT7=2FFNNT IVRBRIEFT
7D GC-MS 12 & 5 —FEMST ORI SR
TOEY Thote,
<GC-MS &f4>

# 5 & : DB-35MS (0.25 mm I.D. X 30 m, 0.25

pm film thickness)

: 120°C(1 min hold)-2.5C/min
—190°C(20 min hold)-15°C/min—280°C
(5 min hold)
He, 0.77 mL/min
: 200°C. splitless

Detector Temp. : 280°C

FE&EFIZBWT, Psilocybin #BR< 21 ¥
DOIEMIE 60 S LIRICBAFIZS3EE LT, Figure 3
(2, 21 MO KW ORSRESRIERD GC-MS h—
ENnAFrruaw VI LERLE, £, B
SITICER Lz &b e ORI U GC-MS
75 AL b A F % Figure 31277 Lz,

Oven Temp.

Carrier Gas :

Injection Temp.

3. LC-MS Iz X 5 —F a0t

LC-MSic X3 21 DTS O —F EMERUE
BRI OVT, BTD LB RO R
FFL,
3-1. HPLC D 43RS+ D REY

21 FEIFOIES R OE BT OIS EYE L
5T N A L OEREERE RN T, HPLC D43
M2 MEt Uiz, UV ERIE2 479 5 Psilocybin
AR THRMEAE < IRE O C18 # 7 AT E



AERFES R, -, 2C-T- 7T H a8
e 5, £l s R{bamohiziin
LOPDFUERGBTFEET D728, B HELTIE
HEETHD, £ T, tka 2BNHEEULI 7 L%
MW e BRI R EFRE Lic, TO/RE,
Atlantis dC 18 7 & (Waters ¢, 2.1X 150 mm,
5um) % vy, 10 mM ¥EE7 =7 AL(pH 3.5)
I TEh=bUs K (95:5) & 7Eb=F
YN AE7—NVEER (1:3) o7z My
21T > B b RO A5 G, 21 flH
OIEAT 60 SLANIZ BATICOBE L1, £HEHhD
Bimimo LC REREIZIKROBY THD,
Psilocybin (3.2 43) , Bufotenine (5.5 43) , Psilocin
(9.2 43) . Methylone (13.0 43) . Mescaline (16.5
1), DMT (17.0 43). 5-MeQO-DMT (204 47).
AMT (21.043). 5-MeO-AMT (24.4 43), TMA-2
(26.0 43). MBDB (294 43), HMDMA (31.4
43). 4-OH-DIPT (32.6 43). Harmaline (42.5
47). Harmine (44.3 4y). TMA-6 (45.1 43).
5-MeO-DIPT (46.8 43}, 2C-1 (49.4 53), 2C-T-2
(49.8 47) . 2C-T-4 (55.6 43) . 2C-T-7 (57.5 43).
32, A A ALERMADRE
L, =L bur a7 L—o 41k
(ESI) B X ORI T 4 7E— FIZBWTIT-
fro &RADIEA A AbEMIL, capillary
voltage, fragmentation voltage 22\ T, 7 12
—A Vg e T ORE L, 4T
DT A EMFICBWT, WTFROEBIZEANTH
7 bALGFA A MAHI R R -7 A
Fr&LTHRE SN, FEMOTn M ohF
A A [M+HIMFR DIEY TéH 5, Bufotenine
(m/z 205) , Psilocin (m/z 205) . Psilocybin (m/z
285), Harmine (m/z 213) , Harmaline (m/z 215) .
AMT (m/z 175), DMT (m/z 189), 5-MeO-AMT
{m/z 205), 5-MeO-DMT (m/z 219),
5-MeO-DIPT (m/z 275) , 4-OH-DIPT {m/z 261) ,
Mescaline (m/z 212) , TMA-2 (m/z 226) . TMA-6
{m/z 226) , 2C-1 (m/z 308) ., 2C-T-4 {m/z 256)
2C-T-7 (m/z 256), MDBD (m/z 208), HMDMA
(m/z 208) , Methylone (m/z 208) , Procaine (IS)

{m/z 237),
3-3. LC-MS Iz L 2 —F ek
31 R 32 BT DIRTIORE, 21 fio A
YF=AT IVRROT =R FAT IR
FZ v 70 LC-MS 2 & 5 —F oo &b
LTFO@EY Tholz,
<LC 53t &>
%17 A : Atlantis dC18 (2.1 X150 mm, 5 pm)
H— N5 Z L Atlantis dC18 (2.1 X 10 mm,
5 um)
MEE
A:001M X¥E7 e (pH3S) /
TERr=rJL=95/5
B:7Ebh=bUNV T AEZ/)—1NL=T7/3
A/B=100/0(0 min)—95 / 5(15 min)—
90 / 10(35 min)—73 / 27(52 min)—
30 / 70{60 min)
Jiif : 0.3 mL/ min, 7 LHIRE : 40C
HEAR 1l
B . 74 A4 — K7 LA RS
(=% /R 210 nm)
ROVE R AR 25
<HESHRHE>
AF AL ESLiE, RYF 4 TE—F
Fragmentation voltage : 80V
Nebulizer pressure : 50 psig.
Drying gas : N2 13 L/min
Vaporizer temp. ; 350°C
Capillary voltage : 3500 V
Figure 4 12 21 fifOEYMOREGZEEERD
LC-MS i LC 27 a< b5 4 (UV210nm)
RUKFEHOTw b oAby FA A [MtHI O <
ARra=w NI hERLT,

4. R=FT T T POART VEBROLE—
N0 HPLC s34k DT

REF U T B iDL RT VEERD LY T —
NDRGEL, S DHFIEZESTT-72 13,
bbb, BHREOIAE 1 g 1270 %AF /—L
ik a 5 mL AN BT A 10 3T - 1,



