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EOH KE FDA LB D ARIDEE

ol

| Food and Drug Administration (FDA) O3 AFIOHHEE, Center for Drug Evaluation and Research (CDER) @
Office of Hematology and Oncology Products 0 review division TSN, RGO T &7 5 308 BT 1R
MY Center of Biologics Evaluation and Research (CBER) o) Office of Cellular, Tissue and Gene Therapies (OCTGC) THHE N
TWB, FAHECOK SR IDA & UTOANE, IBIc I Clfis X7 L, BB 0ELF T PY YA TV A L a—
VA T RN A A H Y A HD PR S EN b b B, ARITHE, TOXDICEEIEER
ROFd 45 L R LN IR %,

1. D ABIREEBPIOERE

2003 4EIC, CBER THEHEI N TV, AAWHT A5k, HAWA, U0 bAoA E0EWEAOHEET,
CDER {2 Office of Oncology Drug Products (QODP) ASHii & N7z & Ll & 9 {37 X 417z Division of Biologic Oncology
Products ICBEE Nz, TORS, FEROETESFETH B NDA (New Drug Application) 1ChiZ CHEMNAHEETH B
BLA (Biologic License Application) 0% { M CDER IcBEENBH T L LT, ThIC X D O ESFOFHAM & E
A O RAE M~ D AF— L, [A—DHRHTRKE LTH—INTITPNB R0z, 20T, EIHEHE Division
of Drug Oncology Products "¢, 4485143 Division of Biologic Oncology Products ¢ OODP OFHMABIO I TtlEi E
BRSNS 7 o 7=, 7=, Division of Medical Imaging and Hematology Products & Y4 1 380D ik 2 g & Ui
review division ¥ UCHEI# &Nz, 2011 4, OODP & Office of Hematology and Oncology Products (QHOP) o8l &

= D OHOP I3, Office O FIC review division & U T@ Division of Oncology Products 1 (DOP1), @ Division of Oncology
Products 2 (DOP2), - 3 Division of Hematology Products {(DHP),- @ Division of Hematology Oncology Toxicology (DHOT)
WS N P, & Division DRI TR L7855 T3,

DOPL : #A A, AR A, WIREEMN A, LSO STRRE O

DOP2 : {H{EE N A, Ml « BB A, MERNA, BPNA, PR, RO - A%

DHP * PEAUigens, MmsRseRmgas, AR OWE

DHOT : JERRRRABRD #EE
LROuE, FUABHIEICIB W T NDA & UTHETNBERGE LTOFBAKL, HELWIBENS
RIS, BARBRROFYS R BO TERNEDIC S G2 TWa T &, PIPAAIL OFtHIfEL UTOHM
EHRINLTVB T &, K, “IEREEORIEEL L TBO BT T ENE R TR T L BIEKS,
(NDA) &/EHEER] (BLA) & UTEKRIT 2RZMNE LA LIS o TV A T LA b, BOHMIC L D B Iell
WRBEEENB T ENDBURICAIU B E VWX B, FTz, T0RIE, AR —FIcBYEEEIND HToNTY
BUTENBH D, BT LEERBHTOEM L LTOHMIE &L > THD YT BTV TN -T2, Ol
EOEMENL D EHEND T LIl D, BE, FMTEEE UTRMIRESEDMERE T TR L, S E S,
SEEA, MRBERL & OB LOESOWAIMMEML, Z e ttOIEERRRO B LI M SN EL MU Eo T
feteth, TORBOHRMDBEARD SN TCWA, DHOT & LT~Ab L THARZT BRI ko7, Thickb,
TREREREERTO sponsor-FDA B HEENAIC T 315K TH B pre-IND meeting DFEFEA S IND H13% (Investigational New
Drug Application) 0D EIZEH L b RHL - FRILE B T LAPHEFE NV B, Division TOEEIL team leader &L
UC, BERSATE, SERLAkaars, (b, SUMHRaE» 525 review team B E N, HENFTDNIS,
IND HEEH D BRFRRER & Tl BN review team AT LAWK 3T 3705, 3 - HHEEE LILFHEEERE
CHBADEBETOBENKRE L, SYRHEEEREIRBICE 2 CHEOEEEMEL, ERFEEREHOKESN
IND il SIRRHRANE THE D ED LR, L) HIEOBRRSIC X D FHEEEORMNOLEN N 2R EN 55,
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RO & D ICAAT & 52 L BIEFIREIE CBER O OCTGC MR I0 M T 5, JH £ 09T Tl IEM AR O 2 HIH
H, $EABIEOOT, M, H 350 MBI B RIEE FIT 27 » Qi€ 7 VR Z LD ORI
IR DIERICHENT 5 T LB, 20T, ERFERRBEHITONKI —F » 7L LT prepre-IND F LI V7 7
LY ZDRERZF BN T VWS, TOR—F 0 T OREX D IEERHREITY, 7 OFEZEIC pre-IND meeting #

FTIND BH LW AF— AR 5N TS,

2. BREBEORN
[ 1 I< FDA COHEEDOKENZFNERT,
Accelerated Advisory
Approval Comnittee

IND i ND. il
SRS A 2 | oy BE2 i \”f @

; 441
| Z /‘I ! }

Pre-IND Endof Pre=NDA I‘}Ef‘ i
AMeeting Phase 2 /BLA : )
Meeting Meeting Priority

: . Review
Fast Track = = = s sty
Orphan Drug == = - >

E1 FOA LB BEREDRN

IR B O R gk% HEBRONERSE, BTV, ZEEANDORBREE sponsor-FDA B THRENT 5
“Pre-IND Meeting” &0 233K meeting BIGFE 5, 72771, 8% CI3E <, "PresIND Mecting” #2#%4°Ilc IND I TThN
BEENH B, FORE, ERUETOBESINMEVERICE Hod ¥HhT5ha c 23, BBERROBREYE
WORERIE ZFRIC I OW  EEHRRO 71 VR ERD b B BT 1 2 MR U Z QRS 2T %
“End of Phase IT Meeting” A& N T %, NDABLA BFATIICIE P 2 DREEBICH A 54 h,  HAVIIREAE
DRA Y b LI BHRMOEIE BIYE Uiz “Pre-NDA/BLA meeting” MEEEN TV 5, BEMMAFIIE, FDA A
REBEITS L ORBELAERR RS BRI, SEEEN 5K D 11D Advisory Committee GHASAKINEEE Oncologic
Drugs Advisory Committee) h’ FDA OEEH5E X DI E 1B T L DB B, FhED BV RLSMICFED 2 WS 5 WLIdK
BRICOWTERN YESNO R TEEERITI . HEINIC FDA I Advisory Commitice D7 BICHES BHRMANEOD, 13
EAEDEETTORRZEELTRECHET R ERTI.
FMAKI TR EBNCERTRICRDENE THB D, FHDH EHEREL @:@3@(«1?’?5 T AR RBENT
W, TOkD, UTFOREMRIIEN T3,

D Accelerated approval GRERED TEEHAVREMPVENENBHER) ZHRL LT, BREOHRMN, vk
PBEOITY FRA P ERWEBEET 2905~ b« L2 RSV MERIC X BRETH D B HAEROM
BeHo THRKENIRELE S, AP LA RUIV - Oy P a—jb B LRI B ESR GReiii+ina
ROBEY UL, ERGROTIREHRERBE U THRLOERIERIENAT 2 T LDRITHY, Mizdanig
BIGIEAEGRORDELLH D 2 B,

@ Fasttrack (77 AR« FIwd) UHISGRMEE, THREHIERCHRDBER - READBE D T72 Ay
ke AF o I s 2 ZADIEE R0 3 ARG AR T & THB, R TH 2 IND OHIMICHEB S,
FDA &L AR DI ~F 0 V7 RBENDORNICEM L, MBEEFOMREAS L ROV THEL
LD BVIKRIC ORI B VAT LTH B,

® Priority Review ({B/E8E) | BHFEOERFICH U A RERERRTHED, OB EOENFRERED W
RRBOBMSICH L TRk L %D 3 2BRIKIEEE NS, #HOFEE (standard review) Ti&, FDA TOHE K
Nty AURTH B0 U, #EEREICREEIND LHEEUEAYR Yy ADIRICERiE NS,
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@ Orphan drug (A7 7> BFw¥) 1 Lt & 3 iR 2 R 2 0Tl <, Mbmisior 5,
Prescription Drug User Fee (KRHIFINGFOME) oMbk, PHFEHIOBYER, WIgERiS0A vy 5 « k-
THFAENET S ENENTH 5. KETEMBEED 20 7T ALINT, BFEH 5 ELN CHRIFEER & EId
% EUABDIT ) BDPeR T, ARREEEIEICE LOBR (RF—) THBH T LM%M Lins, Bilso
e Ax o TR COE L OMADE LT DTS,

COXHIEHERTENT % C LSRR Y UTWHEITH Y, review division & OAWRTE L 155, TDTHIC,

BAEMSORHNE, WA NIV - 2V P u— L EIRAHK - FEROENSRIETH D HFEOWINN S O+ 53t
L, FOMBRCHT B FDA OFMEMRL Tl ¢ ALz 5,

3. AHELETNCED(ER

FDA OERILE “The Food and Drug Act (1906)" 5 B UGE 2 HSBUHFEICHL - CO BN, BODODHENHABE
CHBH U TWA, ) %O Orphan Drug (3 1983 4£0) Orphan Drug Act {2 & b, ZRELHIFEIF 0D User fee 14 1992 £
B 5 4RO R AVAESR & T HIHEIC % % Prescription Drug User Fee Act (PDUFA) 12 & » THIE N T\ 5, PDUFA
XD FDAKABIPARSIADOFESTHY, Tl kb AROHM, W7 X7 LOMEPAHEL 5o T,
—%, PDUFAIC & B 15RO priority review HHIEE N TV B,

BRI Bl & 4 7 BB OHIHL & U T Code of Federal Regulations (CFR) BSEHIEN T W5, 1HER - RIS
T AHE R0 MV 2LTIEIEE LW BTN B, FDA DOBGE L LTINS 2 0 (Ad) & CER TH
0, BAESRENT A BRI & 4 B Act, CFR O SRIEAEH RIS N5, CFR T International Conference on
Harmonisation (ICH) O#EfRic &b, MEEi% ICH OWNAR KNG 5 k5 CBREPEINTETVS, UL, CFR
WIRBUNT U “Adverse Bvent” &3 UGN R TV BN, ZOEEWEZT N THE ST “Guidance” IR EN TV
720, FEiz, "Adverse experience” (& CFR TERMICIHME N T LA, BlRSE, HANOTLHBG 5 WIEEENRERE Z YD
BEICH LT LE—F L THENY, iz, "GMP” Tlda<, M SHOSRATYS “current GMP (cGMP)”
PR E LTHMNE N TWAEOEMPEDEN S, CIRIGBHMICEMNSNhTED, H—HHRTO “dinical
hold” DI, “FDA may place a proposed or ongoing Phase 1 investigation on clinical hold if it finds that:(i) Human subjects
are or would be exposed to an unreasonable and significant risk of illness or injury; (i) The clinical investigators named in the IND
are not qualified by reason of their scientific training and experience to conduct the investigation described in the IND; (iii) The
investigator brochure is misleading; erroneous, or materially incomplete; or (iv) The IND does not contain sufficient information
required under 312.23 to assess the risks to subjects of the proposed studies. (2ICFR312.42)” D X 3 IZFMiciiE N TV B,
THE—BITHB A, BEE L UTOERST L CFR OMBUILAL TNTHD, MCEXIF CFREBMT ST 2IC
& o THEOEN IR L NEPIIRTE 2 L ka5,

S BIRO B GE RO M L <, $ehrti Ry, ZoRMnESain st zsc e
5%, TOKSBHAIC DA T, FDA DX JERTER L UT “Guidance” ZFEHIT 3 ¥ THUSMSERZERLS
T#H % “Guidance for Industry” 3 2\ G ISEEYE & FDA QA TV CH % “Guidance for Industry and FDA Staff”
BEAPVEDF ENBEDCHERHHTHC LM TEE, HEEE, FH O “Guidance” DIRICHE S THREF
54, TO “Guidance” &, WHIAIEHEODTAR Y — G R OUBER RS B WIE A DWIRREEE 2T
FDA 1236 L T REEOMEIC BV “Guidance” DPIBEICDWTRIT 5 ¢ LAl TH B, HFISARIORICBREL
= “Guidance” Offil# LTI, “Clinical Trial Endpoints for the Approval of Cancer Drugs and Biologics”, “Patient-Reported
Outcome Meastires: Use in Medical Product Development to Support Labeling Claims™, “Clinical Consideérations for Therapeutic

Cancer Vaccines” XT3 T N TES,
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4. BERROISE

“Drugs@FDA™ &, a8 Ag;.@ﬁﬁg’?ﬁ? ??H’D‘C%IEE?’J‘%?EE%’CL‘% w2, “Approval History, Letters Reviews,
and Related Docurments” @ﬁfli “Review” & LT SEEOBREHEEMBRINTVARLDNSH S, FBET AW
HBOT F—Ty Nefi—E N, BNETIMBERRLRT no THY, HADED S VEMIIC OV T B IR
DNERTTICTENTER, & 72.%{]3,,0) advisory committee (3 AR Y~k FDA DS LYY F— 3 VDORTA Rb5
VERBERLAME ATV %, COX S BFETAECEBMHONE LT, WAADE SR E LTOTL
BFSTRETBC EATE B G FIOAAIDE DI B SE—2 AR &> TEH#05 5 WHT
BY, ARCBEUTEBEES S LENTOE, LTAN, IARFSTEF LY 2 Y LOGMIRETH 2 Mo %
ﬁ%@@ﬁé?%ﬁAGWX%&tLfﬁméﬂfb%agmﬁmk@mmeammmdfGﬁ%ﬁk%&%%%ﬁ
KTEU,@ﬁ%w&nﬁ%hﬁﬁmﬁ®%&ﬁkw?%ﬁﬁ@ﬂ@ﬁ%@@%a&okaCtﬁb#é%

feE

SH[# FDA 'C@T"ﬂ%*ﬂ@%ﬁﬁi, SR, K B BT A VRO L SR & > THE R TS, T
BRI, ”%@&ﬁ&%#@%w@mMmymmmwwﬁﬁ%&ﬁﬁ#%c&m;bﬁﬁ@%%%ﬁmiazt
AHETH D, ERAMHCE TR BEEWRTS DIEHT 5 T LA 5N,

, Lo X LS
D http:/Aviw, fda.gov/NewsE vents/‘\?ew9ro’omlPressAnnoun'cemems/uuxi.??1501 b :
2)- http fwww.fda. gm/AboulFDA/Cemcrs()ﬁices/Oﬂ‘iceoﬁvled1ca11’roductsand’lobacco/CDER/ucm09l745 htm k
3) 21 CFR 310305, 314.80,600.80 :
4) http:/fwwiv.fda. gov/Dmgs/GuxdanceComplmnceRegu!aioryInformanon/Gmdances/default htm
5) htlp.//www.accessdata.l‘da‘gov/scnpts/cderz'drugsatfda/mdcx,cfm ,
6) http;/f’“va,fda‘;gov/AdvisqryCanmittees/deI"aulthuil4 '
7 hup://www,fdz\.goy/ohrms/dockets/ac/cderOS.ixtnﬂ#Qiic{)légicDrilgs
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