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F PHARMACOLOGY STUDIES

B In vitro target/receptor profiling
E Mode of action and/or effects
I Safety pharmacology

I ADME

I TOXICITY STUDIES

F ACUTE TOXICITY STUDIES
I REPEATED-DOSE TOXICITY STUDIES
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Chronic Tox (= clinical study

Pharmacology duration) Carc!nogemuty
Safety Pharm Completion of genetic tox gludies
Acute/sub-acute SEttE e (Seg 3 r_epro tox)
Tox Carci SX protocols (if needed) 'Ntégration of all
Genetic Tox Repro Tox Studies Segs 1, 2, (3) Studies

ADME ADME

*Not shown are Special Tox studies which vary by drug (e.g.,
phototoxic, local tolerance, impurity/metabolite testing, etc.)
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Pharmacology

Safety
Pharmacology

ADME
Genetic Toxicity
Acute Toxicity

Repeated Dose
Toxicity

Repro. Toxicity

Toxicokinetics

US FDA

Yes

Yes

Yes
In vitro

Yes, rodent and non-
rodent

Yes (2 wks-1 month),
rodent and non-rodent

NoO

Yes

Chinese SFDA

Yes

Yes

Yes
In vitro and in vivo

Yes, rodent and non-
rodent

Yes (2 wks-1 month),
rodent and non-rodent

Seg.1land 2

Yes
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Pharmacology
Safety Pharmacology
ADME

Genetic Toxicity
Acute Toxicity

Repeated Dose
Toxicity

Repro. Toxicity
Toxicokinetics

Carcinogenicity

US FDA

Yes
Yes
Yes
In vitro and in vivo

Yes, rodent and non-
rodent

Yes (>=duration),
rodent & non-rodent

Seg.1and 2
Yes
No

Chinese SFDA

Yes
Yes
Yes
In vitro and in vivo

Yes, rodent and
non-rodent

Yes (>duration),
rodent & non-rodent

Seg.1,2,3
Yes
No
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Pharmacology
Safety Pharmacology
ADME

Genetic Toxicity
Acute Toxicity

Repeated Dose
Toxicity

Repro. Toxicity
Toxicokinetics
Carcinogenicity

US FDA

Yes
Yes
Yes
In vitro and in vivo

Yes, rodent and
non-rodent

Yes (>=duration),
rodent & non-rodent

Seg.1,2,3
Yes

Yes (2yr or 6m
transgenic mice)
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Chinese SFDA

Yes
Yes
Yes
In vitro and in vivo

Yes, rodent and
non-rodent

Yes (>duration), )
rodent & non-rodent

Seg.1,2,3
Yes

Yes
11
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Pharmacology
Safety Pharmacology
ADME

Genetic Toxicity

Acute Toxicity

Repeated Dose Toxicity

| Repro. Toxicity

Toxicokinetics
Carcinogenicity
I R S S 25 77 B

US FDA

Yes
No for stand alone
Yes

IND: no
NDA: yes

Yes, rodent and non-rodent

IND: >=duration
NDA: 3m
Rodent & non-rodent

IND: no
NDA: Seg. 2

Yes

No

Rodents:1/10 severely toxic dose
Non-rodents: 1/6 the highest non-
severely toxic dose (HNSTD)
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Chinese SFDA

Yes
Yes

Yes
Yes (BRAECRRBREY)D

Yes, rodent and non-rodent

IND: 2 cycle or 4wk
NDA: 6-8cycle or 6m
Rodent & non-rodent

A0 RSP R 29 AL e T HAR AT RE R 2
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Yes
No
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<1/63EME A RFPIMTD




Y

: : H& 72
T FYS Y IITE e

* R EB

* L£BRHMm: KIR, B, K, A

- RBMNE . —~MREE, 20458, Hxsre

« 4B 4% a/4#, sc,im, iv/infusion, 4 <& iE,
topical

e —~BEE . ANl FH,

INA, 3/6/91A




- A2 77
ook £ 2 —

w8 A Fe 5 Sy 4Kt - Bl 2t 5 4 £ E
it HFod KT E L
BARAAERK, 2IBIALFALHA LN

32 K o FT 46 AT o5 AT Mo
AWK BEERGT @



oy —

R =T
B A 3235 ¥ A4 A5 o

R E: AAGLE— LG
rEatdr . M ERRDSAHGR
4% 12 5 3 A .

PN}

- KR




oy —

. Ag 7
—~ B E R F R —

* RUFUHER

* BRAMFHEHE: 2-134
* B FHER: 6/9NA

c HARER, R4, oM




AR 7T

iﬁ{%é‘ﬂ«%m“j{“ JOINN
* AmesiX#: RS RPITKEEABEQE
RE KB
* My

* SO <t s E
* FA 4t & a4t 2t B
. X P & A SAF AT % ’ "




- -
)
v

. — AR 7
24 HEFRR i

* PRAAE 4G
c @ @mE LR

c a4 Ed.: FLK
* %% % 4




[ —— A% 77
sR AR AR AR —

I & —# 4945 HX%
c WP EBR. HM. FAEHRE. SA. B
5 AABF
- B AT
I B2 8o SR 4 F X3
. IR & N8

s



AR 7T
&&2 i?ﬁ\ JOINN

X A 2,104 A #E KB
#h 4
43 #t 4 #%
- BAAR




: : AR 77
% i i F R m.,I.

AT FPREAELATTRALRMREGH W,
dodh B . AP LIRE ¥

AR FA: B/ AR FLERE. KAH
%5 KE. KR/4 A5 HE TR R KE

EARRIMEFM: B/ RABERRH WX - 44
ﬁ&*ﬁﬁé&/%ﬂ#&*ﬁ%&&




48 77
P PP —

MEBRSEFEM (L 2FRNA) . ALt LAz T
PCR#FALALRRNZ T oM, 227 ALK (BAEF
. lfatamE. LEAF. BAEF. AEDNAY) ¢
Z T o F ik

(2) htm it 75: t RAT et 644 A & A Fe 240

a2t ART-PCRF ik, oS AR ALAARA
ﬁfﬁ'"ﬁo g

b T 5 /G
_bi ‘ ' ‘ ».L: 148 )’ % m a 10‘:;\ b: ..... " l"7




Y

% B F BB i

FHH G RE LN
oo o i AR A
s X T B
9] 4 7| A Ak i o~ F Fak
_ﬂﬁ%#&(ﬁ%ﬁ&#?%ﬁ)




A2 7T
% & KB somn

2t % B o #% G E oa

ik Bk AR AR s (PFC) ¢4
MOEEGR: HIRAREANTERAEGE 4
(DTH)

&4*54&15@*4’ X HEL£L2EEZE (PHA, COI‘\A
WM # @ ﬁkwﬁlau@ﬂ@ﬂﬁ‘/ﬁﬁ]




Y

: . e 7T
R 3% F R R oI

A s
BHFrETEMEzhT
HHEHN (TALAEABELE)
I &, L XELEA, IgEAE
O&, atedd s, 1gCH5
M#, 22 54HhA K stt, 1gC. IgMA-&
VA, RLAKXLEZGEFY, THE@ONT

Sy Y




oy —

Ag 7>
LIMS ——"

Al at 4% 4-SFDA and US FDA #. i,
Aat X4 FAX

Provantis

Lt iaE A B Az A A B A RG] : Genius ToxTM

b k£ BAH LA ARG Inpro LIMS




Y

AR 7T

Foa A 8 oA A— ——
438 6] 9 IR 37 & A8 AT 6 Aok

. X2 RKZ A8 %6—FAKAE;
2. Rt it 50N T KA
3. Az e — z4H,

SRR IR




—
% ? ﬂg JOINN

P &z F1995%, R&AEARTFHLLAGCLPER 2, LHHF.

B 2005% & ¢ SFDA GLP #-4

E 2008 # & it AAALAC :A<E

E 20094 i it US FDA GLP #- 4

) 2009#-%6114‘4'4\%,&&ﬁ;QFDAﬁ&%ﬁs&f\%E\ <)—;§?9]~

Contact me: 18012758998 dylan.yao@joinn-lab.com
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How to Reach FDA Info SESEN

e General Web Address:

www.fda.gov
e Approved Human Drug Information:
www.fda.gov/cder/index
\dverse E\x en _'o orting: :
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President & COOQO, Joinn Laboratories, Inc.




Groundbreaking for The Heptagon - JOINN's
million-square-foot research facility near
Shanghai - is scheduled for
June 2009. Comple-

tion is slated for
£0117.
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JOINN Laboratorie


http://www.joinnlaboratories.com/
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