UseNANVTANE R UN 1S

i
=

1394 757119100978 IRATMBLLNTRATTBIHLAS RIS IATITHNNTATE

FhuauerasunisRansAINesesTsHN15Iee AN HAneNAtuNle

TrenunTanAsAMAS #5115 N9 IFTUATRBLUNHAITENLAZRA 14N
TAseseneAdefiususraiunisfienssnnuedesssunsivetuan sniinendounle

BNFIETHNIAINAT NS ' I5IARBI UAZEE oo (i) WNTBTIRLUNNIANENEE
w13 21A98NNTUENITNITTHURENINE AN W.A. o eole LLﬂ:Nﬁ‘ﬁlﬂ’i:"leﬂm:ﬂ‘i‘iuﬂ’ﬁﬂ’ﬁﬁu
?uﬂniﬂﬁ:ﬁm%’vﬂﬁ wlotoc HaTu o qumw"u% W.A. mdod ﬂ‘i:nﬂuﬁ’uuﬁﬁm:ﬁu
ATENTINNITUINITHN NGRS Tum’mmzﬁm%ﬁ Hhodoe BaTi oo AN W.A. oeoe

o vty oy
Fepanusznieln sase (Ui

v 2 & ' w - i ITIJ o o - ' .
18 o UIATARISYNIT “USZNIANWIINYIRYUH LT 1989 8A91N 19 UNT I8 Y

AIma LLVluﬂ'i‘i'ﬂ’luti'HZﬁ@q’imﬁTﬂ 59519093 NEUERDIDFUNTITAITTNIATHIILTITHNITINE

TuAn Mg R Ul ”
190 Usznefwinaesu e susaendulsyniemdunuly

78 o Wasznnai

“UMANENEY” MHIEANGT Manendaunle

“TA99n19898” wunemanen TasannsA9ed 8 uid srasun1sfians s uens
PBussannivatuauAnadaunls

“AMENITHNNNS" MHIEAIIHAN ATINTINN595 85550n197 98 TuAw
wnAnendaunle

" BTAMENTINANG” MHIBAIIHIT USTE AN TNNNTBLTTaNNNTITe Tuem
srAnengeunls

£ 1 v ‘sl. v
“N“VI?QE]W?GN” VIHTEAITHIT [N ﬂm’gGﬁLQW’13’4*‘1"'[‘&’1%%‘/1Wﬁuq'ﬂﬁ"?’]‘ichrﬁﬂ'ﬂu

W'ﬂ‘[ﬂ‘iﬁ‘i’ld ﬂﬂﬁﬁlé’ﬁGl’mﬁﬂﬂd:ﬂi‘iuﬂ"ﬁ’“ﬁﬂﬁ‘iﬁNﬂ’iﬁﬁéjﬂﬁfuﬂu HNNANENAL LLNT@ ENE)



e

“ANTUSIYN” VIHNEATTHAN m‘iﬂﬁxﬁmmﬂmzﬂﬁums@%ﬂﬁﬁum'iﬁé’ﬂ?mu
WAl eRa1snlATIT9NITATULALAING
“N19RAITHILASINISTTHULLENLIW (Exemption Review)” NHIEAITHAT

'
P |

ASUTHNNS RIS ATIS NS fT AN IReaE nueawIafl Ao @ e NifivANRE9snne

v oW 1 1
ar

WLBN9INNITTIE LLﬂzﬂunmmmﬁmmmﬂﬂmumﬁﬁmsmﬂmu@%ﬂﬁs‘mm‘i"if%’ﬂsfuﬂumﬂ
AENITNNT9A3EsTINnTATe el smiAnendaunla Tneuszsuanienasuniadanssnnis

LML (A3 UsaLMNNY S1saumilau

1
>

“mﬁﬁ'm‘imﬂﬂwmﬁ ?.!LLU‘UL‘N@I'JH (Expedited Review)” wm&:mw'ﬁ'}
nszuaunsRansanlasssen1sdsed faesd selifnaanudoasnnaya1sannisian
mﬂﬂ‘ifiumﬁg‘kumuﬁfmy%’uuﬂwmﬂ SAUIUFBIAY WRNAHONANITAINTUIABLTTEIY
ABIEN39HNN593 55581935 e tuAN anvAneduunTs TnelumasineRarsonuivazgs
ARENIINNNIaBE oI TS T i Anendeunls wuRsuBIALszyy

“AngAa1smnlAsann ”ﬂLLUUﬂiumﬁﬂ‘i:ﬁu (Full Board Review)” #3181A97697

! v v 1 1
ot ~

nezuMNITReNIMlAT9519n197 ﬂ'ﬁumwmﬁ'mmﬂg&,vm-iqum'ﬁﬁ’ﬂLﬁuﬂmmﬁmﬁfmﬁﬂ
WInTasenasf faandurau wiadaananf e9a89iung 2131279 (Vunerable Group)
AINNTTHATTRVIUNINTA (ASUHBUNHE FIIUFINAY Usznaupasnsssnisfiiiuasdsnis
SIMIUFBIAN WazNTTHNNSAINe M AUsT A B lraneAgnnisduamiean uaminenlui
UszgnAnznasnnisasesssan1sianTuan anangdeunls il afiansonsuseslasesns
N15398

“AIMAEIAN (Minimal Risk)” M18A989n A9nsiitesd ufinanadesfivszay
hdAmszanfunpaagua WA iEnwInaeNUng Suduaniesiiflaniafindunsiesii
wu Amdssannafudaesnslasng mﬁfi’mﬁfmqa nratadnmin n1e9d1999 duntund
ﬁ’%fﬂﬁ’qmquﬁﬂsﬁuﬁmﬁﬁq{ﬂw‘%ﬂﬂyﬂﬁ’mmf‘f@iwaﬂfi:wumﬁm% RANgvNIg 3ovinin

Aowatselpms e

o

18 @ mmnAngdgeneaeeuwninisauuasRansanlasisansaseiau
IEWeB3U899385591N9A9e TuAaNNATENTIHNNS Fana Ui
() AmauWRIuNIsTENLATRaNTnlASITINITATeERa a3 UN1TR1T 0
ASausn
(1) n19RanTmnlASINISATERLLE NN (Exemption Review) insu

AFABLLNU Tui‘]’m‘n oo UMM mmumﬂmamﬁ



—\o—

(1) nMaRansnnlATINISAS LIS IR (Expedited Review) Tw la3u
pmpuws TsRsn woo um AeAumalaTInig

(A) NMIRANTIILATINITATELUUASUBIALSEEH (Full Board Review)
Wlpsuaaaumy Bdnsn eoo UM AoAuAslATINTG

(o) ANAELLNEINANTENMLATRAITHN L ATINISAIENAINITSUTBINELEITHAG

FqnTunn

(1) ANSRANTHITILITHATINAIRUINAEN1TADB g MTIR BT UT89N"S
9194195855994 AT9M193 9 (Progress Report and Renewal) T (A5 uAtmauunulugnsn
500 UM ADAUADTIENTH

() mﬁﬁ‘mfimﬁmiué’uLﬂﬁlﬂuTmamﬁ@"ﬂ (Protocol Amendment)
MIASUAABUUNHINERTT @00 LM ABANABASS

(A) msﬁmﬁmﬁﬁwmum@ﬂﬁ‘;fﬁfﬁﬁqﬂﬁ:ﬂdﬁ%ﬁLm (Serious Adverse
Event Report) Tnsanuiiiduagnietusmanedy W ASUARELUINUTHERST eoo UM ABAN
RE91897% wazrnandunseinisidendrseasauiase (Sie Visi) anleatetuniadoy
drsnasniAstrasnmensanntsTasssn iumiiunnssminfine e

() ﬂﬁ’iﬁm‘smﬁi'}mmmﬂm‘imﬁfﬁﬁ@m:mﬁ%"lmm (Serious Adverse
Event Report) Tmﬂﬂmuﬁ%’ﬂﬂéﬂﬂﬂuﬂﬂuwﬁwmﬁﬂ lnsuAmaUWNTNERST €oo UM ADAM
AD91897% LazrnsTunasinisi8undiseesaniiase (Sie Vist) mantsanetunisidos
f?’riqwmuﬁﬁf%’mmﬂmzﬂﬁwmﬁ@%ﬁﬁ‘su?uﬂmﬁumﬁ:wﬁ'ﬂﬁﬂméﬁﬁ’ﬂ

(@) n9ReTNIsIEIHnIsid saunanlasIn1sieed lnsunissuses
s3usssun1sian e wianmsuFuRa s arimua Minsuameuunulugngm eoo um
ADANABINLIY

(%) miﬂm'im’mmmmsﬁvuqm%’iqmsﬁé’ﬂ (Final Report) ®38918974
ﬂﬁqﬁ'fﬂiamsﬁf%’ﬂr%ﬂuﬁwuﬂ Tlnsurmeuwntuene eco UM ABANABSIZITM

(en) ﬁ'quauLmuﬁgwsameg@Tunqﬁémuﬂ:ﬁwwmﬂmq%wmﬁ%’ﬂ TN

Qﬁuﬂug?iﬂuﬂ:ﬂ’ﬁuﬂ"fﬂﬂ’%’uLﬂﬁlﬂu‘fﬂ‘idﬂﬂ‘iaﬁﬂLﬁuiﬂﬂﬂ%

() ynsagmqd@diduyarsntsemianends lnsuaimeuunm
uS991 oo LM AaAuRElATINTS

(2) a‘yﬂ‘idﬂmqw‘?ﬁ'Lﬁuqﬂﬂamﬂuﬂﬂumﬁwmﬁ'ﬂ Wlasuatmauwny

Tué’m'] @, 000 UM Wﬂﬂumﬂ‘[ﬂ‘idﬂ’]‘i



—\o—

19 & wﬁ’ﬂﬁmmﬂﬁﬂmﬂ?ﬁ?ﬁuﬁﬂﬁ’m WREMANFIHNTHEUMNNENGBUSENA

weaFd Usznounisidnaeny

USenAm 4 TUA N IHEIEN WAL wdoe

(9DIATANT19NE 1719 ATTWNE NBINT)

AsNTUANMTANE R LN e



