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C. BIRBREUER
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EE R 25 5 O & SRR HEIZ D WNT
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TAVAGREIZBNTIE, BREFIZEK
RBOEES - EMUA L E2BE5T L8,
BT FDAICLABHEBIVHELRD.
Clinical Trial (HZAIZ BT S EHKEBRCHB
BirEEno 72 EKHd72 <. Clinical Trial
LEBEIND) ERefTLZVWEE - BFAE
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KENZ BT D ERERED clinical trials i
IND HIEIZ X2 2FEBRLZ>TNS,

FDA 13 regulatory authority & L T.

Public Health Service (PHS) Act, Food,
Drug and Cosmetic (FD&C) Act &5
it A T T ARETHD,. TOEORMK
W& LT, &0 EAENERKITH S Code of
Federal Regulations (CFR) (254
21 17 IND HlEE-SLFR eI OWTOIHAE)

AEMENT NS, FDA Z#EET 5D,
MR B IZ BV B IR O JE LT BB

DHHS ( Department of Health and
Human Services) Td%. DHHS iZid,
FDA (2 A THEN OB EEEOREEH &

L T@® NIH (National Institutes of
Health) &M TFiEZDOhaE S CDC

( Centers for Disease Control and
Prevention) 7A{E{ES 5703, JRAETE =TT
DR FDA TH 5.

C. 1. 2 #ifg - M&&ZRALI-EMEA
BRUEHFEROFEEICDONT

FDA L, 720t 5 — -« &N SHMR
ENTWVWS, DBEEERNREORITEHE
BELTH. ERMZEHDOMND Center for
Drug Evaluation and Research (CDER).
-4 B A5 & 5 Center for Biologics
Evaluation and Research (CBER). [E#¥
B O30 & 2D Center for Devices
and Radiological Health (CDRH) @ 3
DINEFEET 5. CBER @4k 5 A BAITIE.
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AR - RSB, MO TF 0 T

LIV >, idE#. BREICHT 5 T
TOF . RERFERORF 2 - bFY
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5 (1),
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(CMC=%{bFrttE - B - MEDX
DR KRGARGE, TEN) E2EATS
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(DCGT). clinical trial @70k a— )%
IRB. JEERIKT —% 24149 % Division of
Clinical Evaluation and
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of Human Tissue Products (DTP) 7°3fH#&
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(HE 1),
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Office of Cellular, Tissue and Gene
Therapies

Regulatory Management

Division of Cellular & Gene Therapies

Division of Human Tissue Products

Division of Clinical Evaluation &
Pharmacology/Toxicology

Principal Investigator) O J#EE#E - FEAHUE
REMNSENS. IND BHIFICKIN- T,
sponsor {3 pre-IND & IR 5 FRiEwE %
ZWBIENTES, D pre-IND &3,
IND HENE =L =T LET—2
a>r/\yr—T% FDA Ioxt L THRHL.,
IND AHEICBITSRA > EE$E,
MESEHRTELHETH S, @, N
w r— % FDAIZHR B K & 3B [ #2 2
TEHICLDT VAT 7S ABBI
HN 5. Pre-IND #F#&KII4& IND & [FEERIZ
product reviewer . clinical reviewer .
pharm/tox reviewer @ 3 A& . HEIZIED
TZ® supervisor IZE > THEAEIND, &
DLHETIE 1 BRICHDI> TR 5—2 D
BFEBECHBMEFIIMLTOEE, a4
> hiEnd (WAFEEEOHERIZE
S7z).

BlEHEWT IND HiF & /25, FDA 138
W r—T%FBL., IND F2N—%2{
V=, HUBEHREORORVEYOSE
BE (bH5VWEEEE) O LLEEE

(Pre-IND & [F#RICEAET 3 AOBEE)
KRy T —C%2EMT S, BEHHBMIC
pre-IND 788 Zizbh TWBE13, #@%
FURAEENIND FEEZMYT S, #)EH
it (original IND) D& REIZER 30 H
PR &EE->TWD (30-day rule). HL#E
IR IND sponsor ~ @O H B HIH, #f
REHLENDHLES,. BiEH SV Fax
IZTHEREN e E 5. Sponsor THHEH

& B WITWFFEHERI O regulatory affairs (B
FERE R NAE) & OEESHTEA R ANIZH
NaxWHET, HEEHCHET 2RIEICE
TEEVMEL N8BT, £D IND
i3 clinical hold (DAY — %388 7%
W) EDHEWITES., FAEWME, |EEC
THEHEHLVIILBIEC TEEENE
s B % sponsor IZIRA . TOH EBE DR
#F (concurrence) . N FEAEKA 2 E N5,
NXEEROBRIZIE, HYEBEICELT
CFR (Code of Federal Regulations) /5
OEHEHOSIAN TN S,

IND HEEAZ#HEET NS E, sponsor (&
ZFOiEER) 12EBF D enrollment Z BRLG
T5H5IENTES, FDA 12X % original
review IZFE L T minor comments ¥

(clinical hold issue 2% 5 /2 W iiiH) TEE
Fla - BeRENH - Ha1, ThuH
THEEXL., T—#/2E% amendment &
LT IND % T2EHEEICIRNTSZ
ENEENS, T, BBEPICRIIMHEE
TRIERASCLEEHE® (SAE; Severe
Adverse Events) 7i& - 786G, BiGhHik
WEBENRSH -G, BREMIZIEEND
2788, FEXRERED. FDA [
amendment Z{EH T 53H01H 5.

C. 1. 4 MRHEAOELERVETOERRK

#H O IND HEZ{T-> TOBRKSERIZ
BiT5H CMC KHELL, HH BUF O K #Il
(CFR; Code of Federal Regulations). &
<12 21CFR 312.23@a)7)() P D HEAHS



HbB, LinL., ELICHEERHZCEY
JFRECRAVLSNSMRACEL T
{X. "Guidance for reviewers: Instructions
template for chemistry,
manufacturing, (CMC)
reviewers of human somatic cell therapy
INDs” (draft guidance, 2003 4 8 H) 72V5E
FEN, BEMN (FDA BEY) RUMEH
(RFEPREMSZE) BT LU TOREERR
REEHFMOBZHIZDOVTEILENTH
B
MREA eSS TESONRT T 7o /0
P—HMERR LUCAEZITOKEFETH
727 OWIZHEBO N1 A X F v — D
. Ed. FEER. HIER T, iR RS A
SHRIZB Wz 1978 £ 9 A DEEM - EW
SANZ BT % ¢cGMP (Good Manufacturing
Practice) i % & 8 7z @ H 17 B AL HI
(21CFR 210/211). &5 WX 1991 4D
the Preparation of
Investigational New Drug Products
(Human and Animal) ~®OxGAN R EEIZ
RoOTETWS.£ZT.2006% 1 H.FDA
@ CDER K&UF CBER 70 %5”Guidance for
Industry: INDs Approaches to
Complying with CGMP During Phase 17
(EAF. [¢GMP during Phase 1]) 7K <
ZhAMFARELTREBEN . KA
K54 13 federal registry & L T CFR IZ
AR S T, Massx sz [
W/ T HEERARICH T 2YR/OEZ S
ERTHOEEH>TND,
FEEFARSICBAL T, EFESTHIR
WHO GMP HHEL D H T SICRBORE
NN THDZENH D, FHMNHA DM 4

and

and control

Guidance on

DHEFNIE iz b B BEEEZ NS K
DI, £IT, EFPBEICHNS

AL

DLOHE (WrmbEd) DT, 2004
£ 11 HIZ current Good Tissue Practice
(GTP) JEAEAVNFT SN, BIEIIAMNEIZ I
DWW B EfTBOL B TThN T WS,

KEIZHBWTHE. IND HEOFE EER
LD, KFEFEMRBEREIC K> TEAIC
?’r’bﬂ%ﬁ.’ﬁiéfiﬁ (HMENZ BT HARKE

ﬁsI%éz@{:#‘%t@lﬁbjM%« - JCIY

IZ FDA 28FEMICEEEZITOoTWA I &

10

BRHHEVEZDS. TDH. 1TE (FDA)
WK ELSENORKREDEKARO—IE
M, BENT— 5 0%, ERAAOHFERE
fit, 2 L THEEFHOEFH &R L HEFr
ShTWa,

MAEERICE T 2% 2EamIE. MK
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