4 F—IEAN

CRFETIVE LT —% (FEER) 1BV AT DIZANTEET, Fr—Yaro
F—EBRETH D FTHOLERXHV EX¥A, T—FEASNT5IZ1%. EXECUTION E
¥ 2 —/L® TIMEPOINTS % 7 ' MEASUREMENTS ¥ 7 %7 VU v 7 LET, r<T R
WZIETF—Z AN DOFERF T 2 D WebCRF 2895 L ABEHESINTEY, EhEh
RIS CTHENWGIT IR TEET, £T. FEANGFEOBREZHHALE T,

BRNZAF: EXECUTION ® TIMEPOINTS ¥ 7 Jx () MEASUREMENTS ¥ 7 T, £IHHE %,
REERAODTAALET, VVRA U FPTAS - BEEZITWEWEZIERTHZ LB —K
BT, KEDT—ZE2ANTE2HEITITEDL L S 2HNET,

¥ LHTASN: EXECUTION © TIMEPOINTS # 7 J U8 MEASUREMENTS # 7 T, [Data Grid [ #
VIV IFTBIETU— v — hORA Vv E—T7 =—ARREALET, ASMHB—FNZH
O, AB% [ENTER [¥—%#3 2 L TROANMCHITT 20T, #fiL TREDT—F AN
PIFRET, F4LBA v FEATY—RA Y Mi, ThEROF 775 &M Lz Data Grid|p»
BOBZRANTEET (FALRA VY PEAVY—A L FOWGERRHZANT D Z L IXRTTHE
<1

eCRF #F\"TAH : EXECUTION > TIMEPOINTS ¥ 7 J% (X MEASUREMENTS % 7 T, eCRF |
Zv Vw3528 TEDC OBRANAVI—T 2—ARBRALET, FALRA L
AV — A FDAIMB, ET—FCRREINET, FLOTANTEIHE LRRIC,
ENTER|¥—%7 Y v 7 T2 LROFICBEHD, EELTRKEDT—F 2 ANT HHEIE
T, . LA T RO CRF LTV BTz, AR LENENWIFRbHY ET,
BRER O —Va B3y ) —HBRTRREIND D, I7r—Va VH. HREROYY &
ZALBEBIATAET, AL, FALRA L FERAT Y —RA L FEJLIZAT LI2WFEITIE,
M NMETT,

eCRF ~ix, a3y ADA VA h—NLEBIERENAERAOYa— by FEHWT, a2
CVADAA VA VE—T 2 —AENEFTICT 7 EATEEY, ZOHE. vr/A &7
FaLOBREZERINET,

WebCRF ZHWTAS : HEA 7 a3 & LTRE SIS WebCRF £ 2 —/Lid, oA
HFEERRY, Tu~TVADRAAL A F—T 2 —ADblIT 7 BATE ¥ A, WebCRF
~DT 7 ¥ A%, Internet Explorer 207 7 U —2HWVWTITWET, 7o~ RAD7 54T
vEarR—R Y bEA VA PV LTWRWRRPLTHT 7 ERATEET, T—FDAS
iz, HREDTY b —bITXDDOBREROFHTT,

.20.
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4.1 fERICAA

Memsm Events | Event vates |

USRI e BN e

@ #A ALKRA 2 hDOAFITIL EXECUTION O TIMEPOINTS % 7%, A V¥ —A L hDASN
iZ1% EXECUTION 0> MEASUREMENTS % 7% 7 U v 7 L%, BEifi4 T o [Update|# 2 U
7 3BHE TEBAN - EHARRILREBICRY £,

Subject Nri? Occasionnrig

Subject ID: TUTO00T Activity:
Birthday: | 1077/08/25 Description:
Gender: i Male

Timetable: :Screening Sample Code:
Section: Notes:

@ AIRDOHIEIT 774 ETF 4D g1y

TERY¥7, LKA, 3 [Date-time] A7 7T 4 ©F 4 T,
WMz AREZEBANTES. 74— FOL RV O RE V22 Y v
I LTRRENDBHIVUF—T 4 FUNLABEBIRLET, ANBRKT LD,
Savel# 7 Vv 7 LTRELET,




42 FL®HTAAN

@ #A LEA Y FOASITIZ EXECUTION @ TIMEPOINTS # 7%, AV ¥ — AL FOAT]
213 EXECUTION 0> MEASUREMENTS % 7% 7 ) v 7 L%, B/ Fo Data Grid|%
2V ITBE ANAE—T=2—ABERLET,

| Date/Time

hOom o BPHR  MEMREME
% 00m BsHem MR EHEE R (S m LRI ED
3h 00m Home WEEOIRTED

B T TN

e

0/07/02 142742 |

@ FALTF—TNHADEALTA Y PXUIA T ¥ — A FOAIABRET—INTERS
nNEd, ZHEY 7 FOU— 7 — RETTF—FEANLTCVWEET, FHBEDOT—
5% AH#Z [ENTER % — %43 L A/NNEBHES L, ROTIHBY 7,

® BT ENTER ¥ —%#3 s, T EF—F BENEZBMSNET, LI
BBEAIA—DOMT AV BT ) I LT, T—FANERTLET,

¥ 7. & 22 "—Dk<Occasion [k Ut |Occasion>>% 7 U v 7§ 5 Z & CREREND A —v
2Oy Y %z %, K<Enlistment [k (% [Enlistment>>% 27 U v 75 = &L TREHBREM D
BV EXEITAET,




43 eCRF ZHWTAD

@ eCRF #EBAJ 5121 EXECUTION ?® TIMEPOINTS X X MEASUREMENTS Z 7% 7 U v 7
L, BEAETFD CRF K4 %22V v LEY, BHOFAZ hyFva—kby b
BhVI, FTIA7 Vv r7lTulA %, 7ubarzBRT5ZLTH eCRF %
Va—)VZT 78 ATEET,

BRENSRIEIEANTLOAIERE
WREOEENEEAD -

InfGons ESRE BRI IR EAHN?

[ 0h 15 DDIG 08 108

Demograph v BRELEONN

Fhn
Gender
7"(‘2‘(::1 i3 @57‘2(
MedHis  BBEOHEE
[ Medts || L BEBEORBORE
| 1h om0 00 v
[ gpR  mEAEENE
BpDias $3REAM A
BpSys riEEAmE ? mmHe

HR L3EEY ?  bpm

Qs (00 fa0 Aoy

OTT 0l BE LOS records | [10/07/02 144547 [SITUTORIA |

@ FALT—TNVADZALRA L DAV X =RV FOANMBETINIRTEN
¥9,DataGrid (iR, ZHE Y 7 bOUV—7 o — FERETTF—FZZ AN LTVEET,
F£EEHOF—# AN%I ENTER [ — 23 L AANESRESH, KOFICBY £
T, =Y OR#TENTER[F — %7 &, KOR—InFRENET,

@ E#OITT ENTER ¥ —%#7 L, ZhUl EF— 2R ENELBRSNET, 27
RO H WA a2 20 92 LT, F—FANEKT LET,
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44 WebCRF ZHVWTAL

WebCRF %V 27— & ASNE MDA FEE FHRPKRE S BRDA v F—T =—RApb
FonEd, Z0), AETET—FAIORY FITMA, v/ rHpb7a b V@R,
WEE - A —v a VBROWHL L THALE T,

441 vlAr~Fr—YarDER
WebCRF ~® 7 7+ 21X, Microsoft Internet Explorer % Mozilla Firefox %D~ J % —%

FEoTITFWET, VAT LEEEND WebCRF 727 ZHDO URL Z#ZAFL, Zhz 777 ¥
—DF7 RUAR—=ZANLTTFEW, FRROou /A VEREPRRINET,

RRT—=RZTHY Y hOu s AEREASLET,
B (a)l BEBRL. lymd] #BRLET,
#7007 LTCYRTFANDT 7B AZRBLET,

n

E= TR ) o P s

® vlArvEg. TIEABRFANENRTWE T haLto—ERERINET, T—F AN
EEF5Fa barzs v s LCEBRLET, —BILERINDI 70 Faing
VWIBAT. i KXFFEANTEZ LT, —EICRTR

Ena7a haERViAteZ EBRAIETT,

.24-
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b Sereening
F

@ 7u ban@ERg, <X WebCRF DAL A U F—T 2 —ABRRINET,
BRE. AV¥—RAV b, FEAARVPDZDOD X TRERENET, BRES 7
IV, FT—FANOMBLRDAr—Va vk, BEERE (E0—&XvsVysL
TER) RNWTE T —Vary (FO—EXW 7Y y7 LTGER) OIREICEELET,

® Fr—ValEBRULCRET, AVY—AV N TE7 Vv L, T—F AN %FA
LET,

442 T—FAN

F—Z ATOFEEERIT, 4.3 THHL eCRFIZEITEBY, ZALRA UV AT ¥ —RA v
k&% TANT IR TT,

BRI THTO001 15 Male
WAEEE EFERE: 1877/09735
- Bobu Tesuts

O F—2%—ETFOANLET, 4.2 THHA L7 Data Grid X 4.3 T L 7= eCRF [
B, AN#%ic ENTER [%—%4#4 2 2 C, AWNARRESNET, 7FX b7 4 —
N ROAN T SATT B BER b 5541 SHIFT | — % # L7243 5 [ENTER |% — % ##
T L THITTEET, .

@ ~_—VORKIZEE LD, ENTER ¥—%# L%IC, BETICBZELEE 2G2S

AvE—URRRENET, N2 7 Uy 7 LT ROR—VIZEATTFIN,
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45 FINF—Fx o FY—

Fuvw VAT, ANT—F2FE—FEE»L 2EAN L, ANOKBEEZREDDZ L
BTEFET, FINT—FZ LV PR TTHE, A7V —= 77 —FIZELT
DHETNZ N —DBEZERETEET, Zhid, F7Ar= P —ShTWR
V7 —% T, DEFINITION @ VALIDATIONS ¥ 7 Ci%E L7=iBIR « RAVEHED F = v 7 HMThh
BOFFESTHTT, BEIX. 72 b a A RERT 5B T DEFINITION £ Y =2 —/b

screening values 234172 > TV BEATL, BEHBRE KD 7 = — X~BAT S HHIC,
(—RADZAT> AN EFRDOAD) F—FRERNS ZEIBOT —F ANEITOLENDH Y F
T |

£ 2—/L 3 EXECUTION TiZ72 < DUALENTRY 72 &\ 9 Z & LISk, BIEFIER OFLIZ—RA
HAOBKLERUTT, BWE, —RANEFIZAAESNZEE ZRATEOE L ORIZA—EBR b
STBRAIT, F—BEBRTH-0D0F T 4 FUBERTAZ LT, TR, [UHEHIMLE
AN [120], ZRASEC 1117) EAA LTZRBEOFITY, Z0KkREE, —K -
THERANEONTROREESTANE LT LEo LW AREEREV T, FHERZ R
LT, ELVEZBRL, PK|& 27V v 7 LTFEW, BRALERSEE, [Cancel|# 27V v
ZLTHEDOEEIZEY T, ZOHAE. BRI IV M) —REBOIREIZED £3 (—
RANEHORBEHMER LET),

0l Value 120 iscorrect |

% New Valde 117 s comect |

|| @ Bancel Updafe (r~eniter valie)

FINxy kY —OfE%E AH#%, Enter|%—%4#9 L (Dual Data Entry Conflict 77 1 2 K%/
BRTENDFAEZRE) T—FREARShET, D&, FEREERILVIRY ., WEITRT
BT, FTNT U F) —BOT—FEHOERPEZ O TVHL—F—ThHoTh, 7—
B EEH LB TEROBRROA N ZERINET,

.26.
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4.6 ¥R EIEH (Notes) AN

7u b aVOERFHCER LT —F DA DERE LR T 256035V £, FIZE, i
FTERR ZRE @M L TITbiGE . (RN FHER Y 1T > e Dh)ZTL&E L T
BERLVWEEPHVET, £, HFARDEEERELLHERBIL, RENFELOEEEFE
TEV, BPOEXLRFHEZEZ TEOEAREAONE T, ZORRKFREFHL, Try
A Ti% Notes & LTRE#ET 5 Z L BSAIRET

Notes DiE&kIL. ANFECELLTITXET, ZUFA LRV PUIAT ¥ — AV M2
WLwEET, B7 422229 927958, Notes DF 4> FUREBL X3, WebCRF
DHEAIE, Notes ISR EFERF %22 ) v/ LET,

Note nr: Type of note: | AMM

B ARSI EE BT 5 101L, AddREF V%7 ) v L, KERFHEOAHNKI [Save|r 7 U
v 7 LET, HEsEICHBMIC Note nr 23810 B Thh, ¥4 FY E¥SO—KICEM S
nET, BEORTEELESHT 5581, —ENLEHNROFDEELY /Y v/ LTER
L. [Update |# 27V v 7 LT, HREROHAE LR EEix[Save |7V v LTHEL
¥, STORERET LED, WrAark s Vv LTAL VY4V RYCRY £,

M, AV F—7 = —ZOFRPRZ v OB EAR Y £355, WebCRF 125 T b EAM 728
EFBIRRAL T, EERRT Lich, FILARZ V27 Y v 7 LTAL VY4V FYIREY
ES

-27.

~167-



iniliREFD G b &notesa i |

hﬁaifﬁm&sys.shéﬁru.acéﬂsdiﬁsfwebcﬁ.pwmﬂ &5 Intemet | Protected Modes Off




5 A2 Y—=vTHBOMNET—F DMK

5.1 R7V—=r7bRBMAEAN~

A V== I F—=FDANNRETRT Lizb, AS17—4# 2 %4l DEFINITION O
VALIDATIONS TER/E L7288 - RARELRETHZ LBFETY, M. AHBMEX
EXECUTION “E ¥ = — /L ENLISTMENTS % 7 T4T 9 O B’ —f&H T3 3, ADMINISTRATOR
%Y 2 —/L 0 ENLISTMENTS % 7 T{T 5 Z & L AIRE T,

" Subjit Subject ID

?Informed Consent 2009/03/03
7:Screening validated
?Selected for trial
?:Participati leted

Occasion defined 2009/03/03 2009/03/03
0:Start Execution 2009/03/03
Occasion completed

Name: :Boku Tesuto < Male Enlistment Stat
Subject ID: BT Date of Bith: |1977/09/25 | Screening Result:
Subject nr: : i Extemal Ref: i

Screening rr: 17
Study Centre:

(D EXECUTION X |3 ADMINISTRATOR €30 = —/L (D ENLISTMENTS ¥ 7 G M HEBRE 2 A
54 FML. 74> RUET|Check Screening|# 27V v 7 LET, Fu~v A, #E
FEORI Y == T — 22 &R - BRAEBELBEAEL, AR L TWANENEHERLE
T




5 Subject H.S does not comply with Exclusion criterion “BP”

% One or more screening values for subject TUTOI0E have not been dual
- entered

@ FENRHIEE. TOEREETHA v E—VRERRENET, TORELLER - &
NEHED—DIZTHE -l 5 & | FBREITIERICEAAN DN RV 5, @DF
Tk, HEBRE RN - [RIVEYE [BP) (MEDEO— DA ERIMAEEICHEA L TV 5) (2
BELTVWARVNEW) ZE T, @DFITE, —2UEDTF—2RF T h)—
IhT b\fib‘J a%%ﬁb'é‘é% /-lz—‘/'c DEFINITION O CHARACTERISTICS ¥ 7 C
#ET 5 Dua | BEMCRS>TVBIRIET, F7 Nz b —
BT LTb\f:v\%Akﬁr érhi*r

@ RRERZ T #EBRE 2 [SNERE) & L TIRE T& $£79, EXECUTION O ENLISTMENTS
% 7 CHEifEA T Update|# 7 V v 7 LET,

.30-
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2
‘Subject Info
Subject:
Subject ID: £

. Extemal Ret:
i Sereening nr: [

Study Centre:

--Sereening

{4 Upen Sovesnivg for dala eanx

-Select Study Occasions to Open for Data Enti
Occ# OccStatus  Timetable

7 Show Open Occasions -
‘Random GCede

T e

Description

@ [Update enlistment for...| 7> KT, .

v IFxw B ANE
T, FRIRFTREIR A r—V a VR T O—BIZRRENDDOT, LI \WAr—Ta v %
7V o7 LTEBR ONMMFA4F) LET,

Occ Status RandomCode.  «

® BBREESIL. A7 Va— Mo TUBRIRONTWE ET23, B THREBS 24

ELEWEARE 7420 %2 Y » 2 LT [Select Subject Number] ™7 4 > K& %@
BSEET, Vv RUEDO—E,D, #IY YTRVERESESZBRL, 0K|22 V
v 7 L¥¥, Update enlistment for...] 74> F7IZR-%L, SbIC0K[E227Y »

7LTC ANNEZHELET,




Selected:

Subject has passed validation and is assiened a subject number, which will connect the subject to the
| randomization table detined for the selected subject number. Other occasions can start executing.

-~ Change status fo.. Actual date
* SOR: Screened [CURRENT - no change] Informed Consent: 52009/03/03
VAL Validated Screening validated 2
i SEL Selected Selected for triat 2010/07/
1 END: Cbmpleted/Wiﬁ’adrmm Participation completed: :77 L

Subject ID: BT

@@ ADMINISTRATOR E ¥ = — /A bEERAT 5 $&1%. BEEAE T, [Check Screening [DF
I23 % [Enlistment Status |[R#Z > %27 U v 7 L%, [SEL: Selected] #ZERL. 7 4
v RYETFOK]EZ Y v 2 LET, EXECUTION ¥ = — A bLEET 554 & Fkk. &
TAavE7 )7 T5E, FEOHEBREBZSLHIVETHIEAETY, BL,
Execution BV 2 — AL BELTBERIIZORBECHRIKT 24—V a v EHEET
X 7-DIZ%f L, ADMINISTRATOR ¥ a2 — AN LEELGERIE, A2V —=vTH%0
FHr—a VIZEBNICEREINEYA, T —Y 3 COfERKIL. ADMINISTRATOR D
OCCASIONS # 7 N bAT O MERHV £,

THh T BREHEREELEAT T b IVIHBANTZZ LI T REHEREDAT —F b,
Z ATV SCR (screened : 27 U —=\7") H b SEL (selected : /) IZBITLE T, &
##1/E% ADMINISTRATOR E ¥ =2 —/L 3 bATH L CITRM S Z & THH, EiXSCR & SEL ©
RIZ VAL (validated : ##8) L5 b 5 — DOERERGFAT —F ABHY 7,

g AT —Z AVALIZ, A2V —=V 7 BT L, BR - BRAEEOF = v 7 bEFERL,
7u Fa VA ANTRAERE THDILERLET, ZORZEAT—F R L, A7V —
=V ERBERLELONL EHICHD —EDEE THAANLHRE &Y LI-WRAEEICH
BT,

A7) —=v THOTN

BEERENAZ )V —=V T 2BRL, RV —=V T HROF T —T a UBRRRENTZL, EEROLES
FITORBOETERSAEBLEINET, A7V —=0 7% b, BEANICIIEE3 ENL 45 ETRMTLEF
JE LB OHNT, T—FINE, F—FAN, FTATF—Fxr ) —RTbhnEd, NEOEE2 I
B, AETIIUTEIVF TNy MY —%DOT—Z OREDOFIREZBITLET,

-32-
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5.2 T—X DTG

T—HZAARTRIZ, HDHRTT—F2HKE L, TORO—EYOEENRFAISNRNEL I IT
TEEY, T—F O, T/ —Y a VEAL, BEEREBM, 37w barefETTo
ZLEBFRETY,

521 FHr—TarvRTF—FRAOBITICL BT —F DR

Fr—a VB TT— % 2 BETDHE . BEORRUND I r— 3 A2 o0 TIEE] & #E

ET—FANPFERTY, A7V =V ITRTRICAZ Y —= T DT —F DREFRET 5%
B TR 21T S HEFITAMTY.

Milstone Definitins | Potoce | Enistments Occssrs |Event Coding | Nots | uery Menaeement |

Subject 1D

Treatment
OEXE ‘Screening

{Boundary between DEF and EXE

Description: iStart Execution

| Relatedto: Occasion |
" Expected datel
Actual date: 2008/04/15
Enlistment status: Comment. ©
Subject rr: 11
Occasion
Qccasion status: B

(D ADMINISTRATOR ? OCCASIONS # 7 T, BT 54—V a v 2B R L., BEETD
[Occasion Status|# 2V v 7 LEF,




Completed/Terminated:

Occasion is either completed or terminated. All data related to this occasion is be frozen.

- Chanee status to.. Actual data
EXE: Execution [CURRENT - no chanee] Start Execution:

END: Completed/Ter minated Occasion completed: ‘2

Subject ID: HS ' Subject Nr. | Oceasion: |

. T [END: Completed/Terminated| R L £, FRAD :

com t‘e‘?éiﬁi:‘ END BN LA Hr)@iﬁ%k%%:&ihiﬁ‘ w VR vm—-%

® A4 —V a0 Status 2 TEND] 2720 TWBZ EVMERTEET, £, T/ —v
a v DA IVA h—2—E®D [Occasion completed | DTIZHFB A TND Z & A3
WTEET,



522 HREOBEAT—F ADBITICL 557 —F OFHRE

BEFAT—Z ADBITIZE Y, 7o har~DfHR AN TONTT—F O ASINRAREIZ 2o
72EHIC, ELRABITIZEVEUEKREICBITIAT—FDAN « EH2LTARARIZTS D
ERTEET, ZOBRE. Tr—VaVilicT—22HETAVNEIID D F¥A, BHEHRE

DT —FEETHMT DI LITRZDT, RBEAKDOFr—Va 2y sZ b Tl
DEF,

Mﬂes(om Defnmons Promcol Enlistments iOcoasms] Eventcodmi Notesi%ry Manuememi

® Subl#SleectlD Status Ser Result
S ; Suitd:l

2009/03/03

Selected for trial
Participation complated

Protocol ID: ‘TUT-0801 ilestor : ienlisted  {(Start of ENL)

;i Assigned to study i

Full name: ‘Boky Tesuto | dto: {Enlistment with status ENL |
< 1971/09/25 ;2009/69103 o

Actual data.:zl]llGIBa/ 83
Comment:

(D ADMINISTRATOR ?® ENLISTMENTS ¥ 7 C, i L7zWAr—Va V2BR L, BERAET
® [Enlistment Status|% 27 V v 7 L¥,

Completedmithd'ewn

ial is either completed for the selected subject or the subject has been withdrawn from the study. All
ta related to this subject will.be frozen. No occasions can be started for this sub;ect

1

Actual date

Subject ID:




C)EﬁTéﬂmm@mmmmmﬂﬁwﬂmﬂmﬂoJ74/F7®*%E®(&m%
%%mu)T’ENDCmmbwﬂmmhmmJ%@RLiT 145 O Participati
completed iz, END Z@R LI- A A HBMICEXAENET, Va4V R r70>~%

\_ﬁﬁﬂd)t \Z Subject ID. Subject Nr BRTENBDT, FEVWARNT & &

#BL.OK|EZ7 Y v LTRRELET.
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523 7B bPai7z—X0OBTICLB3F— ¥ 0%

TSV ADABRT A —FA T A 7 NVZIE, 70 haViZRO 7 = —ABRFEELET,

DEF| > [APP| > [EXE| > DAT| > [ANA| > [FIN| > [END|

DEF 75 EXE IZB1TT 5 Z & T HBRE OB -HAAN LT —F AN AEEIZR D £ LT,
EXELBEO 7 ha)L7 =— BT 5 2 & T, Ei e /e e BFEAICHIR T 2 Z &M
FRETT, 7= — A THFAINTWAEEIILLTOEY T,

EXE : #HBREORE - MAHANL T —F ANBETHRE

DAT : F—Z ANBLETHRE, HEBRE DBE - A ANITITEEE RS LE,
ANA : #BREORE - HAAN LT —F AN OETICERERERELE,

FIN: ANA&:RUC,

END : #HBREORG - HAANL T —Z ANB—ET 2V,

t Phase.

SAMPLE HsoZpZ0oran i
Template v4 Japanese Template __DEF i : 2008/04/07
CTRIALOGD2T M SIS A mah s 2008/04/14
TUT-R e 1w m
g
TUT_1001 WEAION L6051

Protocal TD: Milestone code: icreated | (Start of DEF)
Revisions: Description: :Protocol Registered
Related ta: in phase: %DEF

Actual date: 2008703725
Comment:

@D ADMINISTRATOR @ PROTOCOL ¥ 7T, 7= —RXDBITEITH> 7 harZ @R L, H
fHiZE T [Protocol Phase|[# 27 U v 7 LET,




Data Entry phase:

During this phase, data entry can continue. New subjects homever can only be enlisted when with admin access right.
This is also true for starting new occasions. If the study is double-blind, then the treatment codes remain hidden durine

this phase.
<« hange phase to.. : i Actual date -
“+ EXE: Execution phase [CURRENT - no change] Approval Ethics Committee:
@ DAT: Data Entry phase End Clinical Phase:
i1 END: Terminated study Protocol completed/ter minated: i

@ BB 5 [Change protocol phase from EXE to...] V4> RUOHRED,
phase to.. Tﬁﬁbtw7m—x%§ﬁbiﬁ'ﬁE®7;—zm O&®7l~2k
7a harE TE2E% TS END 72— XD " OnHBRTE 1, EROFITII, B
HEDT7 2—ZANEXE THHD, IRODTZ7=—XThH5 DAT &, %T%%’%Té END
#6%&?%&?’@ﬁﬁk$bf WJ/FWE@EmI

7a FaLOBEDT = —RXCBEbbF, ERODO Y 4 v Rz WT €
iréhémﬁfﬁﬁm71—xkﬁiéjF&@7m—x«§ﬁtéjmmnuu%¢61
D=RTT,

END 7 =—XIZEBE L7 e baniid, LEROD Y 4 RUTEND 7 = — X2 S ER]
D7 z—RAETRTIENTRETT (EFHEHER), I CHEESLERDRE, END 7x—
b0 THE] ZBRVTIE, BANIC e bar 72— XTI REZ LIIARFRETH D
ZeTt, HlxiE, —EDAT 7 =— X EE7a banid, EXE 7=—XZR$ 2 &
IIRATRE T,

-38-

-178-



6 7=V D3RT - NHE

T A, 2—VF-HOBVERVE, JZUVBEZBELTITY ZLBFAETYT., 74
BRELTWEEAE., REEHAMOPOFERH2HEFIIONT, 72 2HTL., fho=
—F—BENICEIZEL, RBIJECT74A0—%2RITT2EDOZ L BFETYT, 7 ORIT
EOEEICIE, #BlkeT 7 & AERBLETT,

7 = U ##EIX, 71 h 2/ (GENERAL ADMINISTRATION > PROTOCOL X |3 DEFINITION >
CHARACTERISTICS /5 7 7 & A W[RE) . B #k#kERE (EXECUTION > ENLISTMENTS /257 7 & X
AHE) . # 4 LARA >+ (EXECUTION > TIMEPOINTS X /% EXECUTION > EVENTS /26 7 7 & A H[
BE). A¥V¥—A YV b (EXECUTION > MEASUREMENTS X |X EXECUTION > EVENT VALUES 7>5 7
7ERTRE) ROAr—va ryTCERENFIATEET, 7o) HEREILTEROY 4~
Ry (FR, UFZ VU4V RYLFRLET) 2TV, ThENOERYTEHEY 2—/b -
27T, A==a—3—0 Option 7*5 Show Queries #3BRT 2, F—FR—FKD "%*‘%W
T, XY An—0W T4 av ks ) v /T HILTT 7R ATEEY, A —Va vicH
357 V385 T, EXECUTION E ¥ 2 —/L DK Z 7 (ENLISTMENTS Z[&<) T, 44—V 3
VDO—EEA27 Y v 27 LT Show Queries ZiBIRTEHZ L TT 7R TEET,

Nr:Status Query

Occasion nri (
Time/Evk
Activity:
Parameter:.

Originator: |

Bcompt L Remot R Lp§ Regws |

OGN0 632 8

Fie, FVa—N - FTh60OT 7 EBRLSMZ, Data Grid, eCRF, KT WebCRF 2 b b %
NENT IV EABRARERTT . ENENTIZ ) U4 FUNDT 7B AHFEPRETRRY 7,
FLAR~ =27 VEBRTEVAETR. 72 ) U4V FYTOBELZFLITHAL LT,
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