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Us-30
JP-04
SE-31
Us-3t
DE-90

SE-S12

N=DEICH—VIEB LIFERIEERS Z &N TEEXT:

# Subj. per Site
DE-96
DE-95
Us-30
JP-04
SE-31
US-31
DE-90

SE-512

11 V=i

Zoom R=LA>F5I10F, REVWERREZY vy 2L, 27Uy I LcEERTv 7958 THEK
INET, FTTICRTICEXTLIY v I LET,
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ALicHh 3 OV LTRFTyT>ayba2e328DTEES, ZORFy T3y b
iEpngfecarEa— & —EICREEINE T,

27Uy oshe. BARRCHIEBDLY £T, 5B/ U v/ TBETIRY £7, 8
BERCIE, BBE—D O —IERLET,

YEF o 3XEEICHh— VL eEdhbE s CEREAVHRL Y, 7YV &KV I TRT—IL
L. YEZZ e BT XE7S C EAEBEICBEICIIA - SN TE LT

Zo Uy odBE TAY MLV FUICERIN, FANRRINET,

YV—ILIZDOWTOFAIEI b ETBLLILE N,

2 ERBOEEH
BiE07 5 7 KIBRBOBEREEL £ 7. SERIE/ S—ICRMENTH Y, HEIDCRBIAFRETT,

N=DEIZH—YILEFbE S L, [ERID. MRS LBEHPRREINET,

# Subj. per Site

DE-96 |

DE-85

130

Us-30
JP-04
SE-:
Us-31
DE-90

SE-512

3 ZEDBIR

77 7RNEBIRL B> TRRT B EAHERET, BIRTE2THUIIBEOA» & &Y £ 75
ffle LT, Gendery 7 7% 7 Vv od5L, DT T 7 TOGenderDEIGZFRIE 2 Z & HWHERE T
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Gender Age (by Gender)

- - -

Male '— —| )

Female

Male Female » [ l .

Race (by Gender) Ethnicity (by Gender)

e _I
American Indian or (blank)
Alaska Native

Asian II
MULTIPLE
White I|
MNative Hawaiian or
Other Pacific
Islander Hispanic or Latino
Black or African
American

Treatment (by Gender) # Subj. per Site (by Gender)

(blunk) PEes -ll

Medication X

Not Hispanic or
Latino

SE-31 II

Us-31

Placebo DE-90 II

SE-812 |
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Genderz 7 ) v 242 &, GenderbAIhD 75 7 D& A hLiZ (byGendenLiEMMENET, ALY 77 (Floig
a7 tGender) 27U v U LCTTICRD D, IO 7720 v o LTCROTE A RIS E/-07 75K RLE
ER
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<

Adverse Events

BEER

¥£47% Viedoc System 2022-10-31

1.IFC&HIC
11—

2. s EOaE

3. ZHDIRIR

1 1FL®»IC

AE (AEFER) *—YIllE. BEFROA MY 7 ANKREINET, I TEHREET 1 VIS L TEL 2BHD
7avyk (&K62) 2RZ2IENTEEY, REDI 7713, BRI DBEBEHERLTLET,

Severity Causality

(blank) (blank)

Moderate Probable

Not related

Action taken Serious

(blank)

(blank)

Dose not changed

Dose reduced

Drug withdrawn

Not appiicable

Unknor

Outcome # of AEs per Site

(blank) DE-96

Recovered DE-05

Not recovered

JP-04

Fatal

B

Us-30

DE-20

H

N—=D Elch—VILEBL LIFERBEEZRZ Z &N TE X7
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Qutcome A S O |

(blank)

Recovered

Mot recovered

Fatal
Unknown
Recovering
11 Y=
Zoom =LA >FBIClE. REVERRE 7Yy oL, 72Uy o LT=EFE NI v od5ETU 7H¥HEK

ENET, TICRTICEEE Iy 7 LET,

Download ' & Fiz#h 2 EOUw o LTRFy Foay a3 ENTEET, ZOXFy 73y b
ZpngfEi ca v Ea— & —EICREENE T,

Toggle €79y 30L. METRANIEDY £T. bI—EI U YT ETIRY £7. B
BFERTH. BIBE—2 O/ — SRR 7,

Scale YEE/C@XEEICH -V eEhbE 2 LEREMHRLES, 27UV I7& KT I TR —IL
o vERz e BT X7 L EREBICBEIOILA - BV TE T

Expand

oYy odse. Ay EHFLLWT 4 FUICERI N, N ERRINET,

V=ILIZDOWTOFEIT L o2 TBLIEEW,

2 BREBEOBERRY
B0/ 7 HEREOEERRILEL 7, BIRNE —CRMENTH )| ERID CRIBIATRE T,

N=DEIZh—yLEGbE s L, MERID. BRELAEEREIETRINET,
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# of AEs per Site

DE-98
DE-95
JP-04

SE-31
US-30

DE-90

3 TH DR

7T RN EBIRL B> TERRT DA ENEKF T, BIRTEZTEUIIEEBED A & 1 V) £
fflé LT, SeriousZ537% 27Uy o d3BE, DTS5 7 TDSeriousDENS TR B2 EAHEKRET,

Severity (by Serious)

- _
o _-
- --
- -

Action taken (by Serious)

mmmlll
mwﬂl
WMI

Outcome (by Serious)

-
-
Unknown I
Recovering I

https://help.viedoc.net/c/8a3600/?print=ready

Causality (by Serious)

- _I
o _-
- -l

o -I

Serious

- _

- -

#0f AESs per Site (by Serious)

DE-96

e ---

JP-04
SEB1 I.
Us-30 II
DE-90 I
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Serious® 7 ) v 7§ % & SeriousbASND 75 7 D& A R ILIZ (bySerious)EIBIIENE T, AL S 7 ol
B7:&Serious) #BEI Vv I LTTICRE D, BIOTZ77%20 ) v o LTROBHERME S0 7 752K R0
i _a_o
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Data Browser

T—RT7 7Y

173 Viedoc System 2022-10-31

1.IFC&HIC

2.8y vo—F

21 7 7 AILEZ
22CRFT—4 D& >Aa—F

2.3 Cross-check®— I

3. =2 DEHFLLER

1 3L®ic

FT—=RTTIPR=—ITRF, IRTDT+—LP, BET X 52—BRCHERTHEPTEES, 22Tl L
TICHBBT 2 LS5 12, WUEBEX. BR, 74027 JORFzv o, BLPT—XDTIAR—r%E{TSZ

ENTEET,
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T—RT I TCRREND 7+ —LX T4 =L FRE, 2——O0— G L TR EICL>TREY

ER

viedoc reports

12-Lead ECG (EC)

Subject Id

DE-96-001
DE-96-001
DE-95-001
DE-95-002
DE-95-003

DE-96-005

Event name

Screening

Baseline

Screening

Screening

Screening

Screening

Dashboard |

Performed

2020 - Demo Study

Demographics | Adverse Events Reports

9 Search

Date

2019-08-01 00:00
2019-10-02 19:09

2019-09-26 00:00
2019-09-29 00:00
2019-09-29 00:00

2019-09-30 00:00

LRAY 7RI YR DS 7+ —LEBIRLES,

(6]

Reason not performed

(blank)
(blank)
(blank)
(blank)
(blank)

(blank)

A @D —

e Standard mode v xlsx ¢
e Select columns

4 Clinical judgement e

Normal
Abnormal - Not clinically significant
Abnormal - Not clinically significant
Normal
Normal

Normal

2RELICVEEZANNT S L. ZOEEBNZENLIRENRD 0 ORFEERNRRINET,

3. Standard mode % 7-1%. Cross-checkmode COESRAIEICETIVEZ £7, FFARIILIT. ZonE4 iK% S8

LTy,

4. 87> a— P % xisx/csv/xptO N HIBIRL £9, FFMHIILIT 7 -2 T 7 X R — b ZSRBLTIEE N,
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5.Selectcolumns% 7 ) v 7 L. FAYZEZ > UR MO ATLZBINEIZERL Y. EEHEROER%
70y LTRY X9,

6.NAZLDAYE—% sy 3L BIBICT—22L~NBRDIENTEEY, LI—EI7 Vv od2E, %
ElcRRENE T,

TAERBEROTICH 2BV A — L FEI Yy T 5L ZOIEEDT— %74 MRV TTHIENTEE
o xRV ZIUy I LTT74002%E )Y FLET,

2 Xovao—FK
LUTFoFERTT— 242K 70— K432 &N AEET

= XLSX

« CSV

« XPT

- XPTV8
= RDS

T—RT7 7 IFR=ITITONMOBREL T A - F 7 7 A LICIEIRBENE LA,
s T7ALDETyAO—FRiE, -V —0—ILIZT Y AKR— FMERIPERESNTWLWBRY ATRE

21 7 7ANLEA
7ANZOWEEIZILLTO®Y T9,
[STUDYNAME_FORMNAME (FORMID)_DATE/TIMESTAMP.FORMAT]
[DATE/TIMESTAMP]IZ LA TR OIEIE&E IC > TWE T,
[YYYYMMDDHHMMSS] ZHhid, F—Z&hViedoch b4 7> A—RanAETYT @ERHOT—LXEHIICL %),

7 A LB D—l: " DemoStudy2020_Demographics(DM)_20200903220345.xIsx"

22 CRF7T—ZDx7>vA—F

TFT—RTZIYDOR— TEFEREE (CRF) 7 —4%=4X7vO— K325k 22oH Y £3, BIRL 7= CRF»
S5TF—R%EX7vA—RTE3HEE. IRTOCRFASEFICT—2E2X7>A—RI35E0HY £,

74— LEBRLTEY Y A—-FI2BHIBLUTOLSICAY £7,

1. HEBCERINITRTD 7+ —LARRINZFAY TX I A Za—Dn, 70— RT3EED T +
—LZEBIRL 9, UToBITIE. BEER (AE) 7+ —LNBIRINTULET,

https://help.viedoc.net/c/8a3600/?print=ready 42/130



12/13/24, 3:21 PM

2,

12-Lead ECG (EC) +

Body measurements (BM)
Check Questions (CQ)

Daily pain report (PAIN)
Demographics (DM)

Drawing pad (DP)

Eligibility (IE)

Evaluation of objective tolerance (EVAL)
Exercise Diary (DIARY)

Home administration (HA)
Laboratory results (LBRES)
Medical / Surgical History (MH)
Physical Examination (PE)

Prior and Concomitant Medications (Ch)
Randomization (RAMND)

Report adverse reaction (AES)
Report medication (CMS)
Serious Adverse Event (SAE)
Study status (S5)

Treatment Allocation (TA)

Visit status (STAT)

Vital Signs (V'S)

Wound Examination (\WE)

N=YBALOEETA AV OREE I Vv ISTBERY T Ty T4 v RUDEEET, 2IICHBT—X
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Ty n& Ty 00— REEEIRIRY 5,5 5Download selected form %2R L £ 9,
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[

Settings

Appearance

Light Mode )

Choose the download behavior for data

browser

Download selected form T

Download selected form

Download all forms

L

Download all subreports 4

Download data for custom reports

31. Yy AO—RELEWTH+—<y FEBIRLET,
2. Xyva—FKEI7Yy o LES,
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Standord mode o xlsx| 4 Downlood

xlsx

ect colum
CSV

xpt
Clinical jud;
Xptu8

rds

ZOfITIE, BIREIN/Z 7 7ML CEEBRIN TR TCOFERR 2L 7 7 M ADPERINE T,
7 7 A LVZ D Demo Study_Adverse Event (AE)_202203211243523

LTOCRFTF— 4 %@ E Y ra— FE31E&IZUTO LS oA Y £,

1. R=VBELOEETAIVHLREET Vv 7T 28Ry T Ty 74 v FurBEEd, Z2ICHBTT—4
TV 0K 70— REWEEIEIRY 5,5 HDownload all form %8R L £ 77
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Settings X

Appedrance

Light Mode J

Choose the download behavior for data
browser

Download all forms J

Choose the download behavior for reports

Download all subreports J

Download data for custom reports

1. FovO0—F&ELEZVWTr—vy FEBIRL 9,
2. Xyva—F%x7Uvy o LFET,
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Standord mode o xlsx| 4 Downlood

xlsx

ect colum
CSV

xpt
Clinical jud;
Xptu8

rds

EES! xlsx/csv/xpt/xptv8TER & BIR L 7188, ZIP7 7 A LAMERRENE T, 7 7 (L ZDIERIZLITOEY TF,
[STUDYNAME_ALL_FORMS_DATE/TIMESTAMPzip] & % Y £,

s ZIP7 741, FCRFT—ZABI7 7 4L E LTSN TWES, 7 7 M LZBOEKIZLATO®E
) ©9, [STUDYNAME_FORMNAME (FORMID) _DATE/TIMESTAMPEIR X n7-$itEFle AW £,

7 7 A I fl: Demo Study_12-Lead ECG (EC)_20220322002931.xIsx

» TA—7y brdsEBIRT D E rdsT7 7 AILDERRENE T,
STUDYNAME_ALL_FORMS_DATE/TIMESTAMP.rds] & W5 7 7 A LEZ TR I N TWE T,

7 7 4 L% l: Demo Study_12-Lead ECG (EC)_20220328230332.rds

Download all form% &R L 7-188&. TH 7 L DBIR, CIBIR L 7= H 7 LICEBER <. CRFODEA T LA E T v
A—RENET, ETCHOCRFT— 24X 70— FT2BEG. {EEE—-FE/RRFzv 7 E—-REBIRLTY,
KgvO—RENBT77A4ILISEWNEIH Y £HA,

2.3 Cross-check®— F

I ZR— FEFIZ"Cross-check® — R"ABRICH > TWBIEFIE. FRICIDT DL 22007 7 A ILEZLZIPY 7
AUDPERENE T,

77 ANBOBEIILITOEY T9,

[STUDYNAME_Cross-check mode_DATE/TIMESTAMPzip].22® 7 7 A JL |4 "Standard®— K" (Li8) TEZRI N
1277 ALNEE—L XY,

7 7 A W D—15l: "DemoStudy2020_Cross-check mode_20200903220345.xlsx"

3 TO0EREHER

Cross-check®— R ZBIRT 2 ¢ EOTICH I—OFEMBIIE N, 20DEALEKTA I EATEET,

TODRZLLET 5121, Cross-check mode# 2R L 7,
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Adverse Event (AE) ¢ Standard mode 4 xlsx 4

Standard mode
Search Select columns 4
Cross-check mode

Subject Id Event name AE number Event Start Date of Ongoing End Date of
Adverse Event

Adverse Event Severity/Intensity ~ Serious

DE-95-001 Adverse Events 1 Fever 2019-09-26 12:01 Yes (blank) Moderate Yes
DE-95-001 Adverse Events 2  Fever 2019-09-26 13:50 Yes (blank) Severe No
DE-96-004 Adverse Events 1 Headache 2019-09-30 01:04 Yes (blank) Moderate No
DE-96-004 Adverse Events 2  Headache 2019-09-30 16:56 Yes (blank) Moderate Yes
DE-96-005 Adverse Events 1 Headache 2019-10-0119:30 Yes (blank) Moderate No
DE-96-005 Adverse Events 3 Pain 2020-12-07 13:31 Yes (blank) (blank) (blank)

“OB0&7HBRNET,

Adverse Event (AE) & Serious Adverse Event (SAE) & Cross-check mode ¢ xlsx 4
Search Select columns &
Subject Id Event name AE number Event Start Date of Ongoing End Date of Severity/Intensity ~ Serious E

Adverse Event Adverse Event

DE-95-001 Adverse Events 1 Fever 2019-09-26 12:01 Yes (blank) Moderate Yes
DE-95-001 Adverse Events 2  Fever 2019-09-26 13:50 Yes (blank) Severe No
DE-96-004 Adverse Events 1 Headache 2019-09-30 01:04 Yes (blank) Moderate No
DE-96-004 Adverse Events 2  Headache 2019-09-30 16:56 Yes (blank) Moderate Yes
DE-96-005 Adverse Events 1 Headache 2019-10-0119:30 Yes (blank) Moderate No
DE-96-005 Adverse Events 3 Pain 2020-12-07 13:31 Yes (blank) (blank) (blank)
DE-96-005 Adverse Events 4 Test (blank) (blank) (blank) (blank) (blank)
DE-96-005 Adverse Events 5  More test (blank) (blank) (blank) (blank) (blankl’

LFLTEOTRIC2 P EoE BIME N E T
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Serious Adverse Event (SAE) |

Cross-checkmode ¢

xlsx & wnload

Search Select columns 1
. Start Date of . End Date of . - .
Subject Id Event name AE number Event Adverse Event Ongoing Adverse Event Severity/Intensity Serious Eve
DE-95-001 Adverse Events Fever 2019-08-26 12:01 Yes (blank) Moderate Yes
DE-95-001 Adverse Events Fever 2019-09-26 13:50 Yes (blank) Severe No
DE-96-004 Adverse Events Headache 2019-09-30 01:04 Yes (blank) Moderate No
DE-96-004 Adverse Events Headache 2019-09-30 16:56 Yes (blank) Moderate Yes
DE-96-005 Adverse Events Headache 2019-10-0119:30 Yes (blank) Moderate No
DE-96-005 Adverse Events Redre oo 202N12-07 1221 XA s (blank) (blank) (blank)
>
Showing 1to 8 of 62 entries
Search Select columns
Date adve
Subject Id Event name Report type SAE reference Date of birth Height Weight Sex Date of onset of event bec
no: adverse event R
serious
DE-95-001 Adverse Events Follow-up 1 1980-08-12 167 55 Male 2019-09-26 2019-10-0
DE-96-011 Adverse Events Initial 1975-10-03 187 82  (blank) 2019-10-23 2020-02-1
DE-85-072 Adverse Events Initial 1988-12-19 157 63 Male 2020-09-15 2020-09-
DE-96-034 Adverse Events Initial 1979-05-23 187 100 (blank) 2019-12-08 2019-12-0
DE-96-085 Adverse Events Initial 1990-05-08 182 79 (blank) 2020-04-24 2020-04-
DE-96-097 Adverse Events Initial 1993-05-03 (blank) 2020-05-25 2020-05-%
DE-96-109 Adverse Events Initial 1989-06-06 (blank) 2020-07-03 2020-07-C
»
Showing 1to 7 of 7 entries

RALE2—TCTITo0RE7 77X LTCHETES LS IChY £ LT,

“oBnFEAFL %21E. Standard mode%iEiRL £ 7,

TANRY Y IRPT I ZAR— . BREIEIEMICIT-TLFEE N, JOARE—RTCI I AE— 42T 5B L
ZIP7 7 ANIZRAZ OB ENES, FLA BT XTI/ XF—+%
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Reports

LR—hk
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$1T& Viedoc System 2024-12-06

1.IEL®HIC
2RRAVZ—FLKR—F}

21 —fBEY L — L LB
22U )L— kX b
23L E2—XT—KRX
24 BT — X
26 7TV F—T)L
26 RBHRD 7 5 — L
21 T— BTV ) —HAIINEAL
28 XT 4 AN - A—TFT 4
2.9 fEBINE
20T ET 74 v 0 %L
2N BB L B2 —
211 H#EZE (Overview)
2.11.2 FAiE
2121 B S L 70y B
2.11.3 LZREZ(Y, (Change over time)

2N32 T —X AL — 3 ED 25 7 (Number of data operations plot)

21.3.3 T — AL — 3 EEE (Cumulative number of data operations)

212 FFH Y R U igHE
2124 FEHL Y R JIgEOEETE
212.5 HfE (Overview)
2126 s8¢ (by Site)
212.7 KRIFE _(by Key Risk Indicator)
213 #BidA N~ b
214 7 —LAT—RALFE—F

215PMS& v ¥ aii—F
3. HRZLLKR—F
4.Reports® &7 A—F

416 7 7 AILEZDREEIZLLTO L S 124 Y £4,

417 xRy a0— FE
5. 7— X2 D[EIHE

1 IL®»IC

LE— b= TlE, REVE—FLER—b e, AREZLLFE—PFOERIIMR. S EIE£HFFICHOVWTT—
ZOUREZATEF T, £/ UTFICHATE LIS, LE—FOBER, 74020 v 0 BLU0T K-+

IO L TEET,
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Dashboard | Demographics | AdverseEvents | Data Browser

Recruitment by Country 4 e Search e Xisx 4 Download
e ‘Screened Enrolled Total

Study Country Total

(6]

2022-DemoStudy ~ Germany y 221 220 250 310 46 3 14 132 588 08 36 2 15 1 209 6
2022-DemoStudy  Japan 28 26 50 50 54 0 0 2 588 0 01 0 0 1 26 0
2022-DemoStudy ~ Sweden 14 13 250 140 126 3 231 1 588 0 0 0 0 1 8 2

2022-DemoStudy  United States 43 43 50 62 13 2 a7 5 588 0 02 0 0 0 40 1

Showing 1to 4 of 4 entries

LRy 7EZ R AL EEREDLR— FZBIRL £,
2. KAy 7E8y ) X ka s, ERI/EERRI/EBER/ 7 + —LR/MERR L /RS ELZWIEBE V) v 7 LE T,
3RV —ILFRICANDTI &, BEHDOBRELI-ZVEELSUERNETREINET,

4. 27 A— R ZE xisx/csv/xpt DBIRL £ 9, FFLIELUAT, T2 7 -2 TEBLRLE L,

RNy Z—%o Uy ord5L BIBICT—22W_REZDIENTEES, I5—FI/ Vv od2&, BFEICY

—hFENET,

BAERIBREOTICH 28\ 71— FEs Uy od25L ZOEEDT — X% 740U TTH5ZENTEE
o xhEvZI7 Uy LT740L2% )Yy FLET,

2 ARXUE—FKLR—F

T — R ICEHOLE—MIOWT, UTFo+E27> a3 THHIEL £9.
LE— FOEAEICDOWTIE, 24 v 244 FEESBEE WL,

21 —REIL—IL EEE

LUTotEs7>aryTld, 3RXTHOLKR— MIOEHINZ—RHRL—IILEEBHRICOWTHIAL £,

« BRI NBEEBBREIAYCFEINT. LE— ML ENETHA,
» —RLIERER A —LlEA T P ENL. LAE— MIERENET,

s BEEOA— LI LTIEERICAE > TWA 7+ — LERIZ. ZOEEOO—ILAERRT S L FR— MZIX

HY P ENTRRENE A,
« A —LlE, BBESIHEBINSEZIC MY A—S N L AT EINET,

s TA—LAlE BBREINARY FRICHYBBINTUAWES., RBEARINET, FE NI,

TRTCDARY h &4 7 IBRENET,
s A —LEOMERLLEHIODDIEBENANNEINTWBIES., 7+ —LlIZBBESN/IzExREINET,

22 U Z7IL—FX2b

UOI—bAVPLR—=ME, BERT—XADFMHE LBV IIL— AV b T—2EFRLET,

https://help.viedoc.net/c/8a3600/?print=ready

bLs SF SFR% Current  Expected  DLE ER/week  ER/month DO DOR % Candidate  Ongoing ~ Completed ~ Withdrawn

51/130


https://help.viedoc.net/c/8a3600/e31fa4/ja/

12/13/24, 3:21 PM

Recruitment ¢

Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

by Subject ¢

by Country

by Site

by Subject
by Subject (with dates)

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Showing 1to 8 of 303 entries

2.3

LE2—XT—ZRLAR—=FICI, LE2—=XTF—=&X (FUZHI,

L

Site Name.

University Medical Center Freiburg

University Medical Center Freiburg

University Medical Center Freiburg

University Medical Center Freiburg

University Medical Center Freiburg

University Medical Center Freiburg

University Medical Center Freiburg

"1 — AT —X X
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Search
Subject Screened  Enrolled  Candidate
DE-96-001 Yes Yes (blank)
DE-96-002 Yes Yes (blank)
DE-96-003 Yes (blank) (blank)
DE-96-004 Yes Yes (blank)
DE-96-005 Yes Yes (blank)
DE-96-006 Yes Yes (blank)
DE-96-007 Yes Yes (blank)

(SDv) . BRA. LU0 v7Y) OBERIFRINET,

F—

Ongoing

LE2A—RF—RRALF— FOEMHICONTIE, LE2—A8BIAI L,

Review status

Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

24

N

by Site 4

by Country

by Site
by Event

by Subject

by Form

Germany
Germany

Germany

= —"

BT —

20
95

96

X

Site name

Academic Hospital of Munich

Berlin Hospital

University Medical Center Freiburg

TIET— 2 TlE. KEEE M ERRINET,

Search

CR

RIET—2 L R— OOV, TIET -2 8BEI0,

Missing data &

Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

byForm

by Coun
by Site

¢

try

by Event

by Subject

by Form
by ltem

Germany

Germany

Germany

Germany

Germany

Germany

Site name

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Search
Subject Event
DE-90-002 Screening
DE-90-003 Screening
DE-90-003 Screening
DE-90-003 Screening
DE-90-004 Add subject
DE-90-005 Add subject

25 T UF—TL

JITYF—TNLR— b

Percentage (%)
oM sDv sign
0 40 0
04 1 36
03 0 17
Event A Activity
Sequence  Eventbate oy
1 2020-0716 VA1
120200827 Vi
1 20200827 Vi1
1 2020-08-27 Vi1
1 20200828 SCR
1 2020-097 SCR

Lock

443
06

0.6

Activity
me

(blank)
(blank)
(blank)
(blank)
Add subject

Add subject

Completed

(blank)

(blank)

(blank)

(blank)

(blank)

(blank)

(blank)

J—y

CR

27/61

4/928

0/1569

Form

Withdrawn

(blank)

(blank)

(blank)

(blank)

(blank)

(blank)

(blank)

DM

0/61

4/928

5/1569

Laboratory results

12-Lead ECG

Body measurements

Wound Examination

Study status

Demographics

Reason for withdrawal

Native Hawaiian or Other Pacific Islander
American Indian or Alaska Native
American Indian or Alaska Native

Black or African American,Native Hawaiia
White

White

American Indian or Alaska Native

R, V—=RT—=ZNRNYTF—= 3>

JiE. HERENICH- BRI L RNILTOFFAR I TY T—ZARREINET,

JTYF—TILR— DRI OWTIE, THHDY VI ERBIRLTCIEEW: 2T L

https://help.viedoc.net/c/8a3600/?print=ready

\—I‘o

Count (n/N)
#of
sov sign Lock subjects
22/85 0/61 27/61 10
8/784 33/928 6/928 79
0/1330  26/1569 9/1569 130
4 ¥
Form Days Unconfirmed  Confirme
Sequence  elapsed  missing missing
items items
1 732 1 o
1 690 1 0
1 690 1 0
1 690 1 o
1 689 1 o
1 669 1 o
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26 REHDO7 +—L

REBHRDO 7+ —LLR—MCIE, RER RRT) O7+ —L*HERRINET,
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BhRD 7+ —LLR— FDOFERICOVWTI, EBFD 7 5 —LESRBLEL,

Pending forms &

Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

by Country 4

Showing 110 4 of 4 entries

Pending since - L

AR L72ARY PRICHUBIRINTLAEWE E 745 —LIXREBREHLINET, nld, BERFSEZSLT

Country

Germany

Japan

Sweden

United States

te when the first form became pending

Search

# Forms pending

Pending since

1494

247

13

384

2020-12-16

2020-12-17

2020-12-17

2020-12-17

Days pending

579

578

578

578

# Sites

# Subjects

21

27

42

RTCDEATDARY FMEBRHEINET, BUIRLO 7+ —LTIE, 74 —LDBRYIDA > AR v AHDKEIEDIE
B, FOT7+—LIFHREBRERLINET, TH—LEVEY FTEEZTDT +—LIFREEBRICAEY £T,

27 T—RITVM)—HBAILEAL

T—=RIV b= HBAINEALLER—MCTIE, YA P TT7+—LT—2ZNAT20ICHh D 2EEIERRIN

i_a_o

F—RIV MUY= YL TN ZALLR—FDOFFICONTIE

Data Entry Cycle Time 4

Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

Country

Germany

Germany

Germany

Germany

Germany

Germany

byForm 4

Site
Code

Site name

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Subject

DE-90-002

DE-90-002

DE-90-002

DE-90-002

DE-90-002

DE-90-002

28 ATFTA4HhI-aA—FT4 Y

Search

Event

Screening

Screening

Screening

Baseline

Baseline

Baseline

Event
Sequence

FoRT R UYL O AL LEBREE,

Activity
1d

Activity
Name

(blank)

(blank)

(blank)

(blank)

(blank)

(blank)

Form

Body measurements

Laboratory results

12-Lead ECG

Eligibility

Randomization

Treatment Allocation

Form
Sequence

Event Date

2020-07-16

2020-07-16

2020-07-18

2020-07-16

2020-07-16

2020-07-16

Initiated
Date

2020-07-16

2020-07-16

2020-07-16

2020-07-16

2020-07-16

2020-07-16

ATAHAN - A=TFTA YT LKR—=FTlE, I—T14 v E3NzT7—2%2FxRL 9, WHODrug, MedDRA,
MedDRA_J, ATC withoutDDD, IDF OFFED L iK— F ZBIRTE £ 7,

https://help.viedoc.net/c/8a3600/?print=ready

Data
Entry
Cycle
Time
(days)
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MedicolCoding & MedDRA 4

site
sequence  Sitename
number

University Modical Center Freiburg

University Medical Center Freiburg

Univorsity Modical Contor Freiburg

University Modical Center Freiburg

University Modical Canter Fraiburg

subject Event
Stecode  sequence  Subjectld  sequence  Eventld
number number

o 4 DEos004 1A

3 4 DE-96-00¢ 2 ae

o 5 DE06-005 1oae

o 5 DE-06-005 3 At

o 5 De-06-005 4 oae

29 EHIRER
FEGIRERL R — b E. FHBREERICHT-2REVEFHIRT — 2 XOFELZRL £,

Event name.

Adverse Events

Adverse Events

Adverse Events

Adversa Events

Adverse Events

Event dare

20190930

20160830

2091001

2020-12:07

2020207

Viedoc Reports User Guide | Viedoc eLearning

AFLAN c A=F A4V T LR— FOFHICOWTIE, AT AN - O—FT 4 T HSRBIE W,

Activty  Actiity
m o

ae (o)
ae (o)
ae (o)
ae (o)
ae (o)

Form
Formld  Formname  seauence
number

e Adverse Event
ae Adverse Event
ae Adverse Event
3 Adverse Event
e Adverse Event

orign
Subject

b Subject
soquence

E
A soquence

number

FEGIPIER L R — P DEHRIC O W T, FEAPERE S8BT L,

Disposition ¥

Event Name

Add subject

Screening

Baseline

Home adm.

Follow-Up test

Final Visit_1

Follow-Up 3

Follow-Up 4

Event (table by Study) ¢

Event (table by Study)

Event (table by Country)

Event (table by Site)

Event (plot by Country)

Event (plot by Site)

Subject status (table by Study)
Subject status (table by Country)
Subject status (table by Site)
Subject status (plot by Country)
Subject status (plot by Site)
Event dates by Subject

210 TEISZ 74 v 0 F e

Search

Source
subject
form

seavence

()
ok
(bon)
(oni)

(bloni)

Hemid

AEEVENT  Event

AEEVENT  Event

AEEVENT  Event

ACEVENT  Event

AEEVENT  Event

# of initiated events

Headache

Heodache

Hoadache

Pain

Test

Dictionary instance Codng scope

doseription
MedDRA, Adverse Events Adverse Events
MedDRA, Adverse Events Adverse Events
MadDRA, Adverse Everts Adverse Events
MedDRA, Adverse Events Adverse Events
MadDRA, Adverse Events Adversa Events

- D

Coding  Code

scope sequence
lovel  number

tem '
em 1
o 1
tem 1

246

102

33

TETZ74v0&EDLE—FTE, TEI 774 v I R=—VOBHEF12RE A F v — bhFRanE

_a_o

FEIF 7490 FEDLER—FOEMICOWTIE, TEV T 74 v 05 EDHESBIEI L

(N = EERIZY)

Demographics summary +

Parameters

Subject count
Subject Status
Completed
Withdrawn

Ongoing
Candidate

Enrolled

Descriptive Summary +

04 The University
of Tokyo Hospital

N=28

0 (0.0%)

1(0.3%)

26 (8.6%)

1(0.3%)

https://help.viedoc.net/c/8a3600/?print=ready

30 New York

Downtown
Hospital

1(0.3%)

1(0.3%)

28(9.3%)

0(0.0%)

315t Luke's
Hospital

0 (0.0%)

1(0.3%)

11(3.6%)

0 (0.0%)

Search

31Uppsala
University
Hospital

N=13

2(0.7%)

3(1.0%)

7(2.3%)

1(0.3%)

90 Academic
Hospital of
Munich

1(0.3%)

0(0.0%)

8 (2.6%)

0(0.0%)

95 Berlin Hospital

N=T79

1(0.3%)

4(1.3%)

74 (24.5%)

0(0.0%)

Asx L
96 University
Medical Center s12 Site12
Freiburg
N =130 N=1
4(1.3%) 0(0.0%)
1(0.3%) 0(0.0%)
124 (411%) 1(0.3%)
1(0.3%) 0(0.0%)

Total

N =302

9 (3.0%)
11(3.6%)
279 (92.4%)

3(1.0%)
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NRAF v =M, HAZOTAAV %I ) v 0FBE PNG77ALTEIYA—RTBEIENTEET,

Demographics summary & Ethnicity &

Ethnicity

(blank)

Not Hispanic or
Latino

Hispanic or
Latino

-

21 BEEEEOL Ea—

BEIHFOL Ea—LR— b TR BEOT —ZANI/E - EOBEC. —fRATG /T 4 =< Y ADFRENE
¥, #EE(Overview) & {ZBSZE(L(Change over time) D20 D X 7H HIBIRT 2 Z A TEE S, 74 L 2BEIE. =
nn2o20 % 7 THE T,

2n1  HEE (Overview)
HEE (Overview) % 7 TlE. AT DBREHITEETT,

 BIERIFLAR— b Tl B, YA b ARV T —LTTANLZY Y THERETT, T AIL T
lE, TRTOF T2 arvMBIREINTVWET, TXTOF Y a v %RIRT 2158 1FAIZ, TTOER
ReER 215BEENonez 7 ) v 7 LET, RER7 4 — )L FZ2FEAL T FROEZRREL £,

» YRXTLT Y 7T—F (SystemUpdates) &% %7 (Include). F 7= 13RI (Exclude) (2T B %18
RLET, BIMT 740 MR TUWETS,

s BRERECEOY v LTEREZERL £

« 70v k%A 7Plottype(Count/Rate) . L — k%A 7(Subject/ltem)BIIC L K — F ZFRT 5 & 5iEIR
TEET.

= Plottype "Count"%;&R¥ % &, &8N\— |7 — 2BEOEEIFREINE S, A7V b &4
ZCounttype® 7 F A b O—ILT, (¥ — Ty 77— MU H,EFRRT 5D
EIDEPUEZDZENTEET,

= PlottypeldRate T, L — b %1 7'ldSubject# &R L 7-18&

x ERI& YA FBIZ S 7 Tld. Subject” & DEHFDER
XA~ hBI7'A vy bSubject EventZ & DEFHOERR
% 7+ —LB7'0y b TlZSubject Form Z & OEFFDERR

» Sort type (Descending/Alphabetical) (£, XEWDNN—DOBFIDOFIEE /=1L 7L 77Xy METY — T
LZENTEET,

Audit Trail Review 1 Overview
Countries Sites Events Forms System Updates
4 Countries selected L 8 Sites selected i 24 Events selected L 25 Forms selected L Include 1 @
All None
Count type Sort type
| Germany v (O Insert () Update @ Both @ Descending () Alphabetical
Japan v
Sweden v
United States v
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EBl. U4 rBI, AXVIE, 7 —LBOT—XBEAWERT D LN TED LS IR F LA, /. IEEH
DT —RBIE (Eh20M) #R2ZE&NTEET, ThiE. 777 X4 7TCount, MBIRENT WV BIBEDAFRRS
nxJ,

2m2 )

Insert: Subject, Event, Activity, Form, ltem D& 7L —FICEFE2RAIDP NI % nsert, E FLVE T,
Update:@ L 7V — 73 F I T, DD NS % Update, E L £ 95
OperationType*'Update' C. EditBy»"'System(0)'® Lo O — F (&, SystemUpdates& A7 SN F 9,

Rate by ltem(d. Update®ll/Insert# (IBB. #HERE. 1> tEAL, 7Oy MEBICE D) Z/NRaEE2I Tl
BAALDHOTY.

Rate by Subject |&. Update#{(IEE. #WRE. 1~ MgaL, 7ay FEBICE D) /HBREL 2 /NmE2fl
TIEAANLZH DT,

2121 WEHSLUV7AY FARE

Rate by Item: 5 1 VB (4. FHFEIEOESET /SHEEL RNILTDA v 4 — FEOEE 2 /NS FEo I THERAANL 7=
DT,

Rate by Subject: 7 A V@, EFEEDOEET / WERELE O/NIRIAT R THEAANL 726 DT,

213  #EAFZ{K (Change over time)

Change over time® 7 Tld., LATFORENTIRET T,

 BERRFL AR b AT AR B0 B YA b ARV, T —LEBIRLET, T
FU R TR, FRTOF TS 2 v ABRENTOET, TRTOA TS 3> FBIRT HIBERAIE, T
RTOBIRZ RIS T 2188 1ENonex 7 VU v 7 L £ 9, ERDEZIRE7 4 — L FICAALTRRT S 2
& HABET T

» YRTLT v 7T—F (SystemUpdates) ZZ® %A (Include). F7zIdf&Sb (Exclude) (23 2 h %18
RLET, BIMT 740 MIZR->TUVET,

 BRENACEZY v LCEREZEBRAL £,

« Accumulate type ((EF& X 1 7)) 1. 2FBMEN /5 7 T — X2 BRI XM LKA v FMEREZBIRTE £
ED

2131 F—RFARL =2 av#dn5 57 (Number of data operations plot)

F—RARL—2 3 VDTS 7L, HEBEERY SIHREE CORRY T, BEATERBINA VY —NT Y TT
— roE#ERTLET

Number of data operations (o]

3mo 6mo 1yr YTD all

A
2500 —= Insert
—e— Update
2000

1500

1000
7238

500 203 258

8 8 24 30 192 L ki 53 70 83 1

Nov 2021 Jan 2022 Mar 2022 May 2022 Jul 2022

/\\’_4/\/\/\\ | [

2132 F—RARL—¥ 3 VBIEH (Cumulative number of data operations)

0
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T—2FRL—2a VBBV T 7IE. JERFRY oIREE CORRTIT. HERBERY S %2 OFRE TIlfThh
7zInsert/Update O RFEEE = R L £ 7,

Cumulative number of data operations o]

3mo 6mo 1yr YTD al

16645 16698 16/68 o851 ot Aa
15374 16097 16355 16457 16551 — Insert
Aa

73 15081
15k —e— Update

10k

5k

20 626 650 680 715 1 9 758 765 74 786 3

0

Nov 2021 Jan 2022 Mar 2022 May 2022 Jul 2022

P i

32 OD YT 7B B aNkes

s AAVDOTTTTRICHREL. INSDHDTTT7HHY ET, INEFE-T, A—LVPEREEFRRSED
ZENTEET,
s TT7FILETIE. 7Oy FEZBRBOREZALKRA Y MIA—LENTWET,
s TS T7EBICHDEZR R EFEST, BAEDIHEDO Y 4 > F7ICX—LEEETT,
= 3 mo - 3 months
= 6 mo - 6 months
= 1yr-1year
= YTD- Year-to-day - X108 » SEAL. BRHFO LA LKAV FET
s All-RALTAVEEERRTE1-DDTINY A XX=LT 7+

212 FEHKRY X vigE

FEA4 U X 71BIZ (KRL: Key Risk Indicator) LAR— M &, ¥4 FZTE0FER Y R VIGIELBRICIBIET 2 2 &2 T
XFEY, TOLER—FMCIE, HE(Overview), ¥4 +Bl(by Site). FE7% U X 7 I51ZRI(Key Risk Indicator) D 3f&EiEH
VET,

2121 FER X VIBEOHERE
FELY X VIBEKRIOEIR, UTFOEICEIVTLET,

« A b L RULFER
- HEBRL SLESE (VA R LAATF—REY)
« ARBRL NUEERE (PA bLNLT—2 L)

LHE—FiZit, L\FOKRHBAEF R TR &N TEET,

eCRF T —ZNNDRALTF T
&7+ —LOEBEEEEIS
fERR OB, HERA 027 + — L OFYFBEE T,

T2l eCRFOT—Z AN Z 7 OEO Y v 7 IZLITO’EY TF%

s BTA—LICONT, 74— LBERACHRT 24Xy FEOBOENFHES N B, IhiE, EVy b
Baro 74— LBEHF COZBIEE(BENE LTEEIND,

» FIZIE ARy FAP20225F281H T, 7 # —LADBRIIRES - D H2022F28108 DR, &iA
BEEIZoR & & B,

» ZOERRIE. BIOIEEL R— bO—EBE LTHRIARETY : 7—2 T b — - B A 7ILEZA L (by
Form) Y 7L iR— b -REOFIIT—R T b U =Y A 724 L (HE) T
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SEBOHAV’BETCLE IRV
BY 727 FOHRMBEA N OIGEEFAEL £,
Site Value (44 MB) 1. BIEROEEF I L OHRMBE /A X b OFIH T,
BRI ICHARRTIN A R > b AR WIBE. HIRTIN A RY MaRRSNEHA,

BEBORYTA VI 744
BWBREBOFYR T v S HREHEL £1,

Site Value (Y4 MEB) 3. BIEROBEBBOFTIYIR VT4 77+ —LETT,
FEWEE I FBEEN L WNES. RV TA VI 7+ —LIIERINEY A,

7+ —LBOF— R EE
B 7+ —LOBEFHEE = BE
TERRDIBIE. HERRARDE T + — LA OFYEHFHE T,

EZ0EN (HE)
87+ —LOBROEBNBRZAEL T, Nl REREAFLEFAFOEORHE LTHESNET,
TR CER N7+ — L' 2IBEDHETEINE T,

FEIBROBNEILTO L) ICFHEINE T,

« SiteMean=8&Y A FDE7 4 —LOEZDENDOFIYE,
= StudyMean(V 1 kL RLT—%&1Y),

» Study standard deviation(t 1 kL NLTF—% K V),

» Study median(¥ 1 kL NILTF—XH5),

FEGIEB DAER
BREEOAEHEFEL ET@EBIC1 L 3—F AE DIRE()
fERR DB FERRA O =RERI O FHIAEE T T

FE COERAHEINERENDIZIE. Viedoc Reports DEEESF X 7 ICEREINIEEIBREINT LD
EBAHY £9 (Designer>7 A—NILTHA VEGESL R — FMRE-BEER TRE) .

DOR% (K By 777 FZ&:drop out rate)
pRERE2EHH L £ 9,
HMEER DB, BRTEE100/B8REE T T,

SFR% (R 7 ) — = /'5B{=& : screening failure rate)
27— VKR EH L £9,
fEER DB, X7 ) — = JREE100/R 7 ) —= > TE T,

7+ —LBOF— R EE
&7+ —LOEFEREBUEL £ 7.
TERRDIBIE. HERRARDE T + — L OFYEHFHE T,

FE! RO U—= v /KBERIZ. Viedoc Designer CEFER SN TV ALUTEFIA T — X RICEE £ T,
ScreenFailed - if WithdrawnState = TRUE and EnrolledState |= TRUE

EGIEORFRI T
EFED 7 T
HMOEIE. MEERHOSEFOFYF— 7 7T VETd, (RIBT—RIEESENFELA.)

EflIBOERE»I LY

BEBO/TUE
ROMEE. FERAODERIOFIIERES 7 T VT, (RET-2EBENELA.)
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gEBOYY s bShizoTY
BEETUY I/ bEN/ T OBEFELE T,
Site Value (V1 M@) &, BIEROBEBO /T VA YUY o banzs T OFGETT,
Uz y bENEI T UL BRVBEGIIRRSINETA,

JTVDLRRYRRZRALT S
BRE /T CEDBRICESETOL AR Y AR 2ETE
HEEROD(EIZ. FEERAROEL 7 TURED OERE TICHh D » =R T,

EFIEBOHEREARIET — &
EFBORBRS TV LB, 727 LIEREADBED A,
Site Value (V1 M) MERROMEIS. FERRMA O SERIOFIIHERZEAKIBT — 2T,

FEBIE O KRR IEIER
EGFIBOFRIBR, T EEL, 7272 LKRHERDIES D H,
Site Value (H4 ME) (3. FERP O LRERIOIIRMERIIET — 2 E T,

Study mean (FHERFHY) & Studydeviation (GHEMEAE(RZE) (3. MR FERIEDO Y LRERET T,

2122 #fE (Overview)

OverviewX 7| I%, ERR. E. MEE2— F. (ERR. BB TEY X JBEL VL HFIAH Y 1HERICD E1
La—FORNIERSNET, HIEKRIZERL., FAUEEZD 08B, HFAEBHLET, EBHICH—VLEEDE
L&, KRIZFERT D Z &N TEET,

(s + e + - CE

Study Name Country site Code site Name # of Subjects Key Risk Indicators
2020 - Demo Study Sweden SE-S12 Site12 1
2020 - Demo Study Germany DE-95 Berlin Hospital 79
2020 - Demo Study Sweden SE-31 Uppsala University Hospital 13
2020 - Demo Study Germany DE-96 University Medical Center Freiburg 130
2020 - Demo Study German y DE-90 Academic Hospital of Munich 9
2020 - Demo Study Japan JP-04 The University of Tokyo Hospital 28
2020 - Demo Study United States uUs-31 St. Luke's Hospital 12
2020 - Demo Study United States Us-30 New York Downtown Hospital 30

2123 JEEE T & (by Site)
bySiteX 7 Tld, V4 FE2BIRT DL, ZOYA FOKRIRT—ZRAHET T 7 TERREINET,
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Key Risk Indicators ¥

bySite ¥

Key risk indicator status for Site DE-90

+/-28SD14.3%
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+/-18D 857%

Select site

DE-90 Academic Hospital of Munich

DE-05 Berlin Hospital

DE-96 University Medical Center
Freiburg

JP-04The University of Tokyo
Hospital

SE-31Uppsala University Hospital
SE-S12 Site12
US-30 New York Downtown Hospital

US-31St. Luke’s Hospital

7. KRIOFEERIRE LT, BBEE. B, Y1 ba—F, Y4+, FBYRJIBE. Y4 ME, BT
B, HRREE. BELIFRSINES

Study Name

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

Note:

Country

Germany

Germany

Germany

Germany

Germany

Germany

Germany

SFR % - Screen failure rate

DOR % - Drop-out rate

dot - Median across site means in the threshold diagram
line - Site mean in the threshold diagram

« Site Value (V1 HE)
« Study Mean (FHERFIIE)

Site Code

DE-80

DE-90

DE-90

DE-90

DE-90

DE-90

DE-90

Site Name

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

« Study Deviation (GRE&RE(E)

Thresholds (E§{&)

(R) &H 35—~ R TR

SD = Standard deviation

2124  KRIE (by Key Risk Indicator)

Key Risk Indicator Site Value Study Mean

Data changes per form 143 2.37
Unconfirmed missing items per subject 233 4.36
Overdue events per subject 044 04
Signature lag (in days) 0.00 99.85
Pending forms per subject 8.89 859
Rejected queries per subject 0.00 001
Confirmed missing items per subject 0.00 028

BEOYA MMIB T 2EEDIBIZEDOFEE
Z DEEDIBIED Y A MEDFY

Z DRFEDIBZED Y A MEDIEERE

Study Deviation Thresholds

ors [l |

=
[4
©
@

Y4 MEOHRE (R) . Y1 ME (8) . £1-SD (4) . +2-SD (#F) . +3-SD

By Key risk indicator 2 7 T3, £EA U X 7ISEABIRL. ZDIEEDOHY A FRT—4 R %&2@J5 7 CHEBTS

EDNTEET,
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Key Risk Indicators

Site status for key risk indicator # of AE per subject

by Key Risk Indicator +

+/-238D 37.5%

+/-18D 62.5%

Viedoc Reports User Guide | Viedoc eLearning

Select key risk indicator

#of AE per subject

Confirmed missing items per
subject

Unconfirmed missing items per
subject

Open queries per subject
Closed queries per subject
Rejected queries per subject
Query response lag (in days)
CRF data entry lag (in days)
Overdue events per subject
Panding forms per subject
Data changes per form
Signature lag (in days)

SFR %

Fle. YA PRT -2 R0OFA%ERIRE LT, #BRE. B Y1 23—k U4 bR FEVRIIEERE U1+

& HEBRFYE AREEE. BErRRINET

Study Name

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

2020 - Demo Study

Note:

Gountry Site Code
Japan 4P-04
United States Us-31
Sweden SE-St2
United States Us-30
Sweden SE-31
Germany DE-80
Germany DE-95

dot - Median across site means in the threshold diagram
line - Site mean in the threshold diagram

SD = Standard deviation

Site Value (44 @)
Study Mean (3RE&EIS(E)
Study Deviation (FAERMRZE(E)

Thresholds (EB{E)

Site Name

The University of Tokyo Hospital

St. Luke's Hospital

Sitel12

New York Downtown Hospital

Uppsala University Hospital

Academic Hospital of Munich

Berlin Hospital

(7R) &=Hh 77—/ FTHRR

213 #Baa x> b

Key Risk Indicator

# of AE per subject

# of AE per subject

# of AE per subject

# of AE per subject

# of AE per subject

# of AE per subject

# of AE per subject

Site Value

BBARY PO TLE—, FEREAV b, BRI, Y4 B HFR
SHETA BEOATHEZ ARV FEFRLET,

Y h&TW

BEARY FOLR—FOFFAICOWTIE, BiEA > FESIBEE N,

https://help.viedoc.net/c/8a3600/?print=ready

Study Mean

014

014

014

014

014

014

014

BEOYA Mo 2HEDIEROTEIE
Z DEEDIBED Y A MEDTHY
Z DEEDIBED Y A MEDIEAE RE
Y4 MEOHIE (H) . Y4 ME () . +1-SD (£) . +2-SD (&) . +3-SD

ARV RIS FEBRAS Y.

Study Deviation

012

012

012

012

012

Thresholds

N
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Overdue events +

Study

2020 -

2020 -

2020 -

2020 -

2020 -

2020 -

2020 -

2020 -

Demo Study

Demo Study

Demo Study

Demo Study

Demo Study

Demo Study

Demo Study

Demo Study

by Event +

Country Site Code

Germany 90
Germany 90
Germany 90
Germany 90
Germany 95
Germany 95
Germany 95
Germany 95

‘Showing 1to 8 of 81 entries

214 T —LART—XAXLKR—F

74 —LAT—ZRALE— i BEORT -2 X, flZIE A RB. BT, BEEY. XBEGLCOBEZ

RHLES

Site Name

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Berlin Hospital

Berlin Hospital

Berlin Hospital

Berlin Hospital
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Search

Subject

DE-90-001

DE-90-003

DE-90-005

DE-90-006

DE-95-011

DE-95-012

DE-95-017

DE-95-024

Subject
Status

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Event Event Event
Event sequence | Froposed Window
Date Start Date

Baseline 1 2020-07-08  2020-07-01
Baseline 1 20200003 2020-08-27
Baseline 1 2020-09-24  2020-09-T7
Baseline 1 2022-01-25  2022-01-18
Follow-Up test 1 2019-10-31 2019-10-24
Follow-Up test 1 2019-11-05 2019-10-29
Baseline 1 2019-12-04 2019-11-27
Follow-Up test 1 2020-0114  2020-01-07

TA—LRAT—RALR— FOFMICOVWTIE, 74— L AT —ZRAESBIIE L,

Formstatus

Study

2020 -

2020 -

2020 -

2020 -

Demo Study

Demo Study

Demo Study

Demo Study

by Country +

Country

Germany

Japan

Sweden

United States

Triggered Initiated

3512

433

191

617

Search
Triggered
Pending
2018
185
78
233

1494

248

13

Initiated
Completed Saved with issues
1737 281
103 82
42 36
151 82

Event
Window End
Date

2020-07-15

2020-09-10

2020-10-01

2022-02-01

2019-11-07

2019-11-12

2019-12-11

2020-01-21

Completed
signed Not signed

49 1688

31 72

11 31

5 146

Overdue
since
(days)

725

647

158

976

o7t

942

Form initiation
progress (%)

57.46

4273

40.84

3776

Triggered - "R S NMAJIATBEIC 72 - 7= 7 #+ — L #{(Initiated 7 #+ — L% & Pending” #+ — LE % &)

Initiated - NJIDFEIA L 72 7 #+ — L8]

Pending - AR 7 + — L &]
Completed - KfFRD 7 TVE L TCANINFTT T L7 7+ — L2
Saved with issues - FKEERD 7 T U A1 DA EH 5 7 + — LE]

Signed - B S N7/-5TT 7 4+ — L]
Notsigned - EEZ SN TWAEWE T 7 4+ — L

Form initiation progress (%) - Initiated 7 4 — L%§ / Triggered 7 # — L%

215 PMS% ¥ aHR—FK

PMS% ' > 27" — K iZViedoc PMS#% ZFIFDRBE/FEBOATHRLTHEY . LLTD L S BHMR T — % XHRSR

ENEY,
RENET,

. EG. oft. DMEE. XA LT TRIIT 22335 ENTE, TNTNUTDOH Z LHER

by Site (hEz&AY)
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« Cases}H 7 LIZIE, Pre-registered ({RESREN) KU, Registered subjects (BEEFiFE) HMEGIRA T —X
A BEHEINTVETD,
= Booklet (9ff}) 777 L ICZ1E. NotInitiated (KZEHE) . Initiated (with issues) Efgh (1> 2—7 77
B/F4—7>7 T ) . Readytosubmit (EEF/F—7"> 27 T VE) | Submitted (EEFH).
Received (F£§i%#). Returned (BHREEKIEZA). Frozen (BEEEFH)

DR T =2 X, (RELHEGIL. ELREFH O TR L NV TE L O TRRZENE T, DMEIEDEBR T Z 1
777 TCN—t TR L E T,

by Subject (fEfIR!)

» Study (&) . Country (E) . Site Code (fEz% 3 — ). Site Name (i5&4%) . Subject (FEf) .
Subject added date (FEFIEAINH) (subjectAddedDate.rds 7> 5|FH). Subject completed date (JEfI D
5TrH) @EHRT—Z2 XA 55|H)

= Booklet (9ff}) 77 LIZ1E. Notinitiated (REfE) . Initiated (with issues) Efgh (1> 2 —7 77
B/F4—7>7TJH) . Readytosubmit (EiEF/4—7"> 7 T UE) . Submitted (EEFA).
Received (F£§i%#). Returned (BHEEKIEZXH). Frozen (BEEFH)

PR T — X X DEFEE L O EORENIH. EAZT HOERL NV TE EDTERINE T, DIHEEDELK
HEESZ 7 TN—t T —F L T,

by Booklet (93f5!)

« Study (&) . Country (E) . Site Code (itEz8 23— ). Site Name (iEz84%) . Subject (FEfI)

= Booklet (9ff}) 777 L1214, Bookletname (#5f48) . Bookletsequence # (S —7 > X+
—). Currentstatus (IREDSMA T — 4% R). Lastactivitydate (FP 77 74 ET7 4 H) . Booklet
start date (FEIEH) . Bookletend date (ffizer H)

« Queries (7T V) #7LICIE, #openqueries (FRERHRZ T VEL) . #resolved queries (FRRFH 7 T
J#) . #closed queries (87N 7=7 T UEQ)

BEOMIR T— KX EEFFDT 274 ET 4 —H., HLOFEEL BTFA, o O—X 70T HEMFL N
LNTEFEDTERINET,

by Booklet (history) ($3fRIERE)

» Study (38Z) . Country (E) . Site Code (jE282— F). Site Name (f:845) . Subject sequence
# (FEBI>—4 >~ X+ > /"—), Subject (fEfFI) . Subjectadded date (FEFRENNH) . Booklet name
(9f4%g) . Bookletsequence # (i —4 > X F > /3—). Bookletstatus (SR T—% Z).
Booklet Activity (9172 74 £7 4 ) Date & Time (UTC) (UTCHBRE) . User Name (ID) (2 —H—*

— L - 1D)

PR 7 — X X DBFLHFFRI N, 21— 11—t subjectAddedDate.rds 7 7 /L% HHEED IS & EBRENIR % 7 «
WK FTBENTEET,
ifE! Notlnitiated (KRZEHE) L I— FIEFEENFEHA,

Timelapse (24 L7 R)

» Study (&) . Country (E) . Site Code (fEz% 3 — ). Site Name (iE5&4%) . Booklet Submitted
Lapse Days (HHEEZIEH)

= Queries (7T YU) 57 LIZIE, Resolved lapse days (FF:BH 5 DRBHAZY) . Closed lapse days (7
A—Xhu0FRAK) rERINET,

B T— 2 XDIEFEAH, & RO EH, DB DIBBEER T EICEE Db DT, FBFAEL N O0—%

ADY T Y DEBHRBL I CERESNET,

FE! DA ELIOOSAERE - EEEIN TV AEROAIETRE A Y £3, & 512, FEFICH L TDResolved
(EGEEH») &Closed (#87) w7 T JiRBIZ. Queriesh H3|[HESNFE T,
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PMS dashboard bySite Asx 4 Download
Search
Cases Booklet
registered Z:g:s'e'e" Not initiated :;‘J“;;’t‘es:ues) z:s’:{“" Submitted Received Returned Frozen

Study Country Site Code Site Name  cases % Frozen

PMS Dos China 004  Beiling 4 2 10 2 1 0 5 0 > I 200
PMS Dos Germany 003 Berlin 3 1 3 0 1 o 4 4 o IO

PMS Dos Japan 002 Tokyo 1 4 2 1 3 2 10 3 s 38

PMS Dos Sweden 001 Uppsala 10 4 17 1 15 1 13 5 1 I 239

Showing1 to 4 of 4 entries

3 HRRLLAE—F

Customreports (HRAXLLFE—F) ICFERENELFE— FE, YZEBICShE HEREI N D TE, XX
L L 7R— b &, Viedoc Designer TEEEINTWL 2 I —HY—#ERICH D 5T, BICKY v O — FAR[EETT,

FE! LR— b O—EBOFILATHICHR > TWBIEELNH Y £3H. INIECRFL NILTOI—H —0—IIL OFRRE
EICLPHDTY, T—2E2FRRITDUHUOBEZ 74 NLEZ—LFELR—FCE-TEBARYFT, 22Tl hRZ&
Ly L — DM Custom,(ZDemogl & Demog2 (EfIZIZFRENTUVELA) D2ODFAEENTWAHIERL
TWEd,

DM Custom ¥ Demog1 ¥ Msx & Download
Search
Subject Id Date/Time of Birth Age
DE-96-001 1990-05-09 294
DE-95-001 1980-08-12 391
DE-96-002 1994-05-10 254
DE-96-003 1990-03-22 295
DE-96-004 1994-05-12 254
DE-95-002 1984-06-26 353

4 ReportsDX 7 >A— R

LAR—FILATFO 7+ —~%y b TXYA—FTEET,

» XLSX

« CSV

= XPT

- XPTV8
= RDS

» XML-HWREZLLR—=FA, 72 LUTOKGAE-TIHED A !
« RRZUZFTLR=FHEADPXML & LTIEESNTWBIES: reportOutput <-
list( [xml] = new_xml_1)
« BT 7 A FBEIF A ENTWBIES: validationCheck <- [Identifier]
s LR—FRICTFXIFAE2B AR ENTVLIIES

EMICIOWTIE, HRZLLFE—FETELEI L,
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~ ==
pE =1

« Reports CITHN/-MUOREZ LTI RAR— MIIRMENFTADTITEFEL S,
s V7 ANEXTVAO-RTESZDE, - —0—ILIIT I RR— MERMIEREINTWLWE I - —D
HTT,

41 77 ALVBOBERLTOL S Ik Y £9,
[STUDYNAME_REPORTNAME_DATE/TIMESTAMP.FORMAT]
PTLR— DD BBERT 7 ALBRUTOL S IcAY 7,
[STUDYNAME_REPORTNAME_SUBREPORT_DATE/TIMESTAMP.FORMAT]
[DATE/TIMESTAMP] 14, LA O & 5 AigisEic e ) £ 97
[YYYYMMDDHHMMSS] i&, Viedoch' s 7— 2074 U —TfThbN2 T — 2EHIS /- AR T

7 7 A WE D "DemoStudy2020_Review status_20200903220345.csv”

42 Ko>Oo— Rt

LR— b= TlE, 220FETLR— 287 O—F22 8N TEET, BRLIZREZVX—F - LAR—-F
EXTA—RTBHEE, TRNTDREAVE—F - LE— b X 7 A—FF3EEDNHY £,
ERXRYVA—FTBHIENTEET,

BIRLBEL R— Mo T—R%&&7 00— FF 211

LFE—F_R=YTLR= LT A—-FT5ICE, 2205FEV’HY £9, BIRLEEL K- 24— F
TEHEE. INTOEELR—r2—FTEX 7 v A—FI5mENH Y £7,

BIRLIcAZ v A—FLif—bhoT—2%27A—- T 35E
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AAVE—FLFR—F ROy IR oA Z2a—D 58T yA— FI2EEDL R— FZ2BIRL £,
DoI—hr Ay EPBIRENTWET,

Recruitment | by Country |

STANDARD REPORTS

Recruitment @

Missing data

Queries

Pending forms

Data Entry Cycle Time
Medical Coding
Disposition

Overdue events

Form status
Demographics summary
Audit Trail Review

Key Risk Indicators
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XA T7RTT, KAy L7 4= 12— 5Download selected subreport% 2R L % 7,

Settings

Appearance

Light Mode J

Choose the download behavior for reports

Download selected subreport

\”

h

3.

2.8y va—

Download data for custom reports

L8 yA—Rd27+—<y FEEBRLET,

Fes Vv o LET,

Download

2

Candidate Or

TRTDRALZ Y A= FLF— b E—FETEY YO~ T 55
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1. B/EXATRIT, FAy F& Y > A= 1—7h»Download all subreports % i2iR L £ 3,
Settings X
Appearance

Light Mode 4

Choose the download behavior for reports

Download all subreports J

Download data for custom reports
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2. LAYy A—Fd37+—vy FEBIRL £,

2.8yva—K%7 )y o LT,

¥lsx L

xlsx o

Ccsv

xpt
Xptv8

rds
Candidate Or

iEE xIsx/csv/xpt/xptv8E A 1 BIR L /=155, ZIP7 7 A ILHMERR S N E 3 7 7 1 ILBORBRIZLLT
MiE'") T9, [STUDYNAME_REPORTNAME_DATE/TIMESTAMPzipl& 7% 1) £ 9,

» ZIP7 7 AICIERCRET =X MBI 7 7 AL & LTHRIASNTWE T, 7 7 M ILZDORERK
[ZLA T DB Y T4, [STUDYNAME_REPORTNAME_SUBREPORT_DATE/TIMESTAMPIZIR

SNTHRBRFIE B Y £,

7 7 A NLEZ D Demo Study_Recruitment_202203230002854.xIsx

» THA—<y brdsEEIRLIES. rds7 7 AULPMERRENE T, 7 7 1 LZOERIZLLT
DiEY T9, [STUDYNAME_REPORTNAME_DATE/TIMESTAMP.rds] & %2 1) £ 9,

7 7 A IWZ DO Demo Study_Recruitment_by Country_20220329230643.rds

- Oy bEZTO-RTBIBE. SOy MMIZIPT 7 A ILVRIChtmIZ 7 1)L & LTREFES

N, 77 AILVZBOERIZLATDO LS IZR Y £95,
[STUDYNAME_REPORTNAME_SUBREPORT_DATE/TIMESTAMP.html]

= Keyriskindicator L' 7R— kX, %7 LR— b CRIARRER 1 —H —BIRICL Y, T 74T
Download selected subreport & L\ 5 X7 > 00— FEEN’H Y £ 7,
- BEAIFL Ea—LAR— NS, Ko — Nl H Y £HA,

5 F—4sonEHE

Viedoc Reportsh'EIHA L % < 7 2 AJ8EMA % V) £, Viedoc Reports A EHAD S9M 718G, LITFOFIETHRERS
a7x Vv b, BET2ZLZ2EBOLES,

1. Viedoc Admin/Studyz&%E CViedoc Reports = FEIC T 5,
2. 1H§FE§?%/DO
3. Viedoc Admin/Study 5%5E T Viedoc Reports ZBx0IC L £7

BAEAA Y £y FE¥h, BUBEBENE T, Viedoc ReportsiCIEL WTF— X AFREINZ LT TT, EIBRRL A
W& L. ViedoclEBHEEFICEBLEhE (2L,
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Viedoc Reports: Recruitment details

Viedoc Reports: U 7/L— kX > b

¥£17% Viedoc System 2023-07-19

1. Recruitment
1.1 Study/Country/Total/Site Code

1.2 Screened Current

1.3 Screened Expected

1.4 Screened - Max allowed

1.5 Screened DLS
1.6 Screened SF
1.7 Screened SFR%

1.8 Enrolled Current

1.9 Enrolled Expected

110 Enrolled DLE
111 Enrolled ER/Week

112 Enrolled ER/Month

113 Enrolled DO
114 Enrolled DOR%

1.15 Total Candiate

1.16 Total Ongoing
117 Total Completed

118 Total Withdrawn

119 Reason for Withdrawal

1.20 Screened/Enrolled/Completed/Withdrawn Dates

1 Recruitment

BB, FERRB). MWHRERIC. U7 — XY P AT R RCEREH T T - X OUANBEZXAHRET. ThThlL

ToOBINERENET,

by Country

by Site

by Subject

Study, Country, Total

Screened: Current, Expected, Max allowed, DLS

Enrolled: Current, Expected, DLE, ER/week, ER/month

Candidate, Ongoing, Completed, Withdrawn, SFR %, DOR %, # of sites

Study, Country, Site Code, Site Name, Total

Screened: Current, Expected, Max allowed, DLS

Enrolled: Current, Expected, DLE, ER/week, ER/month

Candidate, Ongoing, Completed, Withdrawn, SFR %, DOR %, # of sites

Study, Country, Site Code, Site Name, Subject, Screened, Enrolled, Candidate, Ongoing, Completed,
Withdrawn, Reason for withdrawal

by Subject (with dates)

Study, Country, Site Code, Site Name, Subject, Screened, Screened date, Enrolled, Enrolled date,
Candidate, Ongoing, Completed, Completed date, Withdrawn, Withdrawn date, Reason for withdrawal
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Viedoc Designer CLATRDXIFEE R T — X AERNBI-INTWE I EZFHRE L=, UJZI— XY FLER—=FD
ExIILUTO®EY ¢,

FEIBERT X ADEHEIT. BHBRORBEENR— YV TEREINTWEESBY T,

Screened (X2 —=>7587T) -ifScreenedState = TRUE

Enrolled (E$F%#) - if EnrolledState = TRUE

Completed (587) - if CompleteState = TRUE

Withdrawn (51E) - if WithdrawnState = TRUE

Candidate ({&f§&) - if!ScreenedState and CompleteState = TRUE and WithdrawnState != TRUE
Ongoing (JEfTH) - if ScreenedState and CompleteState = TRUE and WithdrawnState = TRUE
ScreenFailed (R 7 U —=> 7'5B]) - if WithdrawnState = TRUE and EnrolledState != TRUE

Dropout (KB v 777 ) -if WithdrawnState = TRUE and EnrolledState = TRUE

N7 77, BERBLIUVELNLTELO LN, LITOEVPEHEINET,

E

i

DLS - Days since latest screening - | D 2 7 U — = > ' Bh b OZiBAZL,

DLE - Days since latest enrollment - S O EERH A » OB HEL,

ER/week - Enrollment rate per week - ZX$REE % / BRM OZBEE.

ER/month - Enrollment rate per month - ZX$REE L/ BRM OZBHEEL.

Candidate - IBIIE N2 7 U — > A58 T LT LAV REEEL

SFR% - Screenfailurerate - R 7 U ==V IHRINL B 278/ R 7 ) — > HTT L - BEE#
DOR % - Drop-out rate - F11EIC 7 - 7= BB E/ B EREEH

ERM (enrollment rate per month) - Z$REEE /(B H%1/30)
ERW (enrollment rate per week) - BEFEEH /(BB EUT)

BRI, AT LS ICERS NS,

s BEORT LTLAVGS, RbBVAXY MERAY OIRERE TOE,
» BENRTLTV2IEGIE. RHBLAAY MEBAY oREOBESIRA X TOE,

IAFRT, 85IV 7 LR—FOFMAHIAE CBL T ET,

11 Study/Country/Total/Site Code

H$7LR— b Bl

Study B

Country L L DR ERSENBIEFT .

Total BEGE.

Site Code Es& 2 — . (Site, Subject, ¥ & U* Subject (with dates)¥ 7'L R — M CDHJEA, )

1.2 Screened Current
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Y7LR— bk i

Country 2 —Z v IR TDEEOAE,

. FTRTCOYTLE-FDRTF—RRIE, FHBRT VAV TERBSNTLET,
Ite

Subject

Subject (with

dates)

1.3 Screened Expected
H7LR— b Bz

Country 27U == T FEREGIEL. Admin FHERRE CHRIER DB REL £

Site
14 Screened - Max allowed

Y7 LR— b Bl

Country 2y —=>7 FIRE, Admin sEREE CRMEROEAREL 75

Site

1.5 Screened DLS

HYT7LR— b BTz
Country Days since the latest screening - \REFFD R 7 U — = > 7' H 0ZBEE. BTIEHEERD
Sit FrEBIC L > CRRESNE T,

Ite

1.6 Screened SF
Y7 LR— b 88

Country Screenfailure- X7 U —> A58 7 L, daLlbich Y, BEFEI N - 78,

Site

1.7 Screened SFR%
H7LR— b Bz

Country Screened failure rate (X7 U —=> A pRINZE) -'Screened - Current' ° 0 DIES.

SFR% 130T,

Site 'Screened - Current' 7' 0 & ) KZ WBE. E&RIG/INHARFEINLE CIOERAESNE T,
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1.8 Enrolled Current

Y7 LR— b 88
Country Counrty® £ USite 7L 7R — T, BFTIIEFEOBEDAETTH S,
Sit TRTCOYTLR-PFDORT—LRIE, FABRTVA v CERINTLET,
Ite
Subject
Subject (with
dates)

19 Enrolled Expected
HTLR—k Bz

Country EHRTFEMEGIEL. Admin FHERERE CHRIERDEEZREL £,
Site

110 Enrolled DLE

Y7 LR— b A
Country Days since latest enroliment - &{& DREFIEERH» > O BE <Y, BT IR O FrEE
ICERESINE T,
Site

111 Enrolled ER/Week

H7LR— b Bz

Country Enrolment rate per week (JB& 7= Y OEEFR) -IREDEEFEL (‘Enrolled - Current') /
(BZBEH/T7) . BIT/NEEIN E CIOERAINZETT,

Site

112 Enrolled ER/Month
Y7L R—F Bz

Country Enrolment rate per month (B & 7= V) OEERER) - IRFEDEEFEE(Enrolled - Current') /
(ZBESY7) . Bl NMIRFENLE CIHERASNETT,
Site

113 Enrolled DO
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Y7 LR— b 88
Country Drop-out (%) -Zfgan. fhib L -EBEH,
Site

114 Enrolled DOR%
H7LR— b Bz

Country Drop-out rate (Ji%2&) - 'Enrolled DO'/ 'Enrolled - Current' (IRTEDEEFEED .
'Enrolled - Current' #'0D1Z&. DOR (X 0T,

Sit . w .
e ‘Enrolled - Current' 70 CEELMES . 458 4/ NYAE T £ CIHEAN = N-{BTT,

115 Total Candiate

P LK— b #i8A

Country 27 Y == SREN. FHIE. KT OBEOEF T,
Site

Subject

Subject (with
dates)

116 Total Ongoing
YT LR— b A

Country 27 —=> 7, FALL KFETOBEOERHTT.
Site

Subject

Subject (with

dates)

117 Total Completed
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YTLR—k
Country
Site
Subject

Subject (with
dates)

Hi8
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HERT YA COEROPE DOV R T LEEEDNEETTT

118 Total Withdrawn

Y7 LR—F

Country

Site

Subject

Subject (with
dates)

119 Reason for Withdrawal

TR b
Subject
Subject (with
dates)

#HiBa

ABRT YA Y COEHRICEDO W FIEBEOEF T,

HiB8

BENVEBRE R L ERTY,

1.20 Screened/Enrolled/Completed/Withdrawn Dates

5

Screened Date

Enrolled Date

Completed Date

Withdrawn Date

YTLR—k
Subject (with
dates)
Subject (with
dates)
Subject (with
dates)
Subject (with
dates)

Elﬁ\t

]
HEET YA v TCERINTVET,
INENAI Y-V I5%T, BiE. TrIEL/CBT. BYE

ARV A7+ —LroBBasnEd, (UTC) £7ix R
FE) MBS hEd,

HBE T YA v TERSINTWE T, IHERAMRES B
Y: I Ty O

FEIBERT X ADEHIT. BHBOHBEER -V TERINTWVWDI EHY TT,
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<

Viedoc Reports: Review Status
VViedoc Reports: L E2 —XFT—X% X

$1T& Viedoc System 2024-03-25

L.LEa—XT—42 R
11 CR Percentage (%)
1.2 DM Percentage (%)
1.3 SDV Percentage (%)
1.4 Sign Percentage (%)
1.5 Lock Percentage (%)
1.6 CR Count (n/N)
1.7 DM Count (n/N)
1.8 SDV Count (n/N)
1.9 Sign Count (n/N),
110 Lock Count (n/N)
111 # of Subjects
112 Reviewed ltem
113 Clinical Review By
114 Clinical Review Date
115 DM Review By
1.16 SDV Review Date
117 SDV By,
118 SDV Date
119 Signed By
1.20 Signed Date
1.21 Locked By,
1.22 Locked Date

1 LEai—2XF—42

LE2—RTF—XZALR—FIZIE, LE2—RTF—%2X (D UZHIL, T—K V—RT—EZRNYT445— 3>
(8sbV) . BR. $LU0Rnv ) OFERIFRINES, B, ER. 1RV BE 74+4—LITLIZT—8%Y
—hLAELE2—RT— R RICEAZHRTEIENTEET,

by Country

= Study, Country
= Percentage (%): CR, DM, SDV, Sign, Lock
= Count (n/N): CR, DM, SDV, Sign, Lock

« # of subjects
by Site

= Study, Country, Site Code, Site Name

= Percentage (%): CR, DM, SDV, Sign, Lock
= Count (n/N): CR, DM, SDV, Sign, Lock

= # of subjects

by Event
= Study, Country, Site Code, Site Name, Event
« Percentage (%): CR, DM, SDV, Sign, Lock
= Count (n/N): CR, DM, SDV, Sign, Lock
= # of subjects
LF— FDfTIE, BINGTHA > DA X2 MG L /BB TR 7,

by Subject
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Study, Country, Site Code, Site Name, Subject
Percentage (%): CR, DM, SDV, Sign, Lock
Count (n/N): CR, DM, SDV, Sign, Lock

Study, Country, Site Code, Site Name, Subject, Event, Event Sequence, Event Date, Form, Form sequence,
Clinical Review By, Clinical Review Date

LR— FDfFit, BRIGT A > DA X2 MR U7 )BE T F 7,

NIN=4EED AT —RRIZDODVWTLE2—aSNT7+— LB/ BEDRT—RXIZDOWTLE2—aJREHR 7 +— L

o
DLEE],

sej2m
pE 31

Review status &

Study

2020 - Demo Study
2020 - Demo Study

2020 - Demo Study

ARV A7 —LlE 7+ —LRAT—RRAIZIERENF AN, LE2—XT—XXIZIEEEENZET,
INE LEI—XT—XZADND, QZIET7+—LAT—RAD M) H—ENT7+—LOELY b
KEWZEEBEKL FT,

SDV DIFE. N L SDV A EIRER 7 + — L DB TT, ZOMBORTF—XZIZOWTIE, TXTDOT +
—LICEASND 720, NIZ 7+ —LOBEICHY £7,

SDV MMREFDIBE. —ZPOIEEA'SDVITIBRE S LTS 7 + — L, "Notrequired, TlE7%: <. Tblank,
ERREINET,

o & - D

by Country

Search

by Site

by Event

by Subject Percentage (%) Count (n/N)

by Form #of
c Site name CR oM SDV sign Lock CR DM Sbv sign Lock subjects
Germany 90  Academic Hospital of Munich 443 0 40 0 443 27/61 0/61 22/55 0/61 27/61 10
Germany 95  Berlin Hospital 04 04 1 36 06 4/928 4/928 8/784 33/928 6/928 79
Germany 96  University Medical Center Freiburg 0 03 0 17 06 0/1569 5/1569 0/1330 26/1569 9/1569 130

11 CR Percentage (%)

Y7 LR— b A

Country SUZHILL 2 —aEHBASA 7+ — LD b, LE1—FAD T +— LOEIGEE
, FR7 4 — LRI TT),

Site

Event

Subject
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1.2 DM Percentage (%)

Y7 LR—F 498
Country PR L AETREABAE R T 4 — LD B, Fe KL P —ERDT 4 — O
Site BEEER 7 + — L IEEEINTT),

Event

Subject

1.3 SDV Percentage (%)

$ 7L R b 5488

Country V—RT—aRY 74— a VEARERBIAE S T 4 — LD B Y —RT 4R 7
Sit 47— aViERD T+ —LOBIGEHERR 7 + — LIEFRIN T,

e

Event

Subject

1.4 Sign Percentage (%)

H7LR— Bz

Country ERARELREREA 7 4+ —L DI B, BREFHAD 7 4 —LORIGEAERRTR Y7 + —LIIXIR
Site AT

Event

Subject

1.5 Lock Percentage (%)

H7LR— b Bz

Country Ay JATBEABHAE A 7 4+ —LD 5 6. Ay 7% 7+ —LOEIGEERR 7 + — L 3315
Site ST,

Event

Subject

https://help.viedoc.net/c/8a3600/?print=ready 78/130



12/13/24, 3:21 PM Viedoc Reports User Guide | Viedoc eLearning

1.6 CR Count (n/N)

HTLR—k Bz
Country n=27YUZhiLLE2—FD7+—LE,
sit N=CRAMEL SN 2BHEEFH 7 + — L OHBE (FERRD 7 + — LIZCROXIRIM T
ite
EDB
Event
Subject

FEL nIN=EEDPRT—XRICOWTLE2a— L7+ — LD/ EFEDPR T —XRIZDOWTL B2 —agER 7
+ — L DIBEL,

1.7 DM Count (n/N)

H7LR— b Bz

Country N=T—&LEa1—FAT7+—L,

sit N = DMAUELFIAE A 7 + — L OE (IERR7 + — LIEIDMOXIFRINTT ),
ite

Event

Subject

1.8 SDV Count (n/N)

HTLE— Bl
Country nN=Y—RAF—Z~RY T7445—23ViEHT7+—LE,
Sit N=7#4—L2fFIE7+—LLEDDREH1DDIERICEALT, V—XT—4~Y
Ite
74— a v HIRBRFIREHS 7 + — L OBEL
Event
Subject

1.9 Sign Count (n/N)

H7LR— b Bz
Country n=8ZXH 7+ —LE,
. N=BEHFBELBHAES S N7+ — LOBE (EERO 7 + — LIBBOWHT
ite
—g_)o
Event
Subject
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110 Lock Count (n/N)
YILHE— Bzl
Country n=0v 2iE7 +—LE,

Site N=0v 7 AREABIEEA T + —LOWE (JEER7 + — L3384 c9),

Event

Subject

111 # of Subjects

Y7 LR— b #HiBa
Country BE DL,
Site
Event

112 Reviewed ltem

BRi

Event LE2—T2o>ariaxy FRICK L TEITEINIBE. "Eventdate, RIS NE
ER

Form

LE2—=T202ard74+—LLNILTEITINEEBE,. FormAERRINET,

113 Clinical Review By
Bl
JUZALLEL—%fToa—HY—D21—HF - LD,
4 Ry hBfF7 + — LA Viedoc Clinic 1 SIS N T L2184, Viedoc Reports - ReviewStatus L 7K —

FTlE, 74 —LIZBFTERLIZH, 'Clinical Review by' I3 "N/A" (2474 L) ERRINET,

114 Clinical Review Date

#iBA

sYZALLEr—PTon-EFERR (UTC BEHFRR) .
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115 DM Review By
B
F—RLEa—AFFLIA-Y-D1-¥—-FLID,
116 SDV Review Date
A
T— &L Ea—hfThn/-HEF (UTC) .
117 SDV By
A
V=RTF=EZRY 74— a3y (SDV) AE{TLEZI-HYDI1-HELID,

118 SDV Date

BRi
SDVA'EfTE /=B (UTC) .
119 Signed By
BZlE]
74 —LIIBEL-A—Y—Da1-HY—-FLID,
120 Signed Date
BlE]
7+ —LNEFIN-HEE (UTC) .
1.21 Locked By
Bz
74—LzEAOyvy Liza—HY—na1-H%—-FLID,
1.22 Locked Date
BZlE]
7+ —LP0Oy o In-HEE (UTC) ,
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R=Y DLy T~RD

= 3=

ARV A7+ —LE 744 —LRAT—RRAICEEENFTF AN, LE2—XT—XXITIEEENE T,

i, LE2—=XRT—=ZZXDOND BIZIE7+—LAT—RAD MY H—EN=T7+—LDELY D

REWZ EABKRL, HT

- SDVDIF&E. NILSDVATIEER 7 + —LDEETT, ZOMMBDORXT—XXITOWTIE, §XTOT +
—LICEAE NS0, NIZ 7+ —LDBEICHEY £7,

« SDV WMREBHRDIEE. —EBOIEEASDVICISEINT WS 7+ — LlE, Notrequired, Tld7: <. Tblank,
ERRINET,
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4

Viedoc Reports: Missing data

Viedoc Reports: ‘KI8T —

¥£17% Viedoc System 2023-07-19

1LRET =%
11RIET—X
1.2 # Subjects with missing_ items
1.3 # Forms with missing_ items
1.4 # Unconfirmed missing items
1.5 # Confirmed missing_ items
1.6 Query type
1.7 Query status
1.8 Query resolution

1 XE7—%

11 KRBT —%

KIET—4TlE. KBEBICET 2T —srFRRINEd, 7—xIEEB. ERA. BEB. 7+ —L3). IBBEI
ICRRE D EATRETT
by Country
« Study, Country, # Subjects with missing items, # Forms with missing items, # Unconfirmed missing items,
# Confirmed missing items
by Site
= Study, Country, Site Code, Site Name, # Subjects with missing items, # Forms with missing items, #
Unconfirmed missing items, # Confirmed missing items
by Event
= Study, Country, Site Code, Site Name, Event, # Subjects with missing items, # Forms with missing items, #

Unconfirmed missing items, # Confirmed missing items
Rows in the report are ordered according to the events of the latest effective design.

by Subject
= Study, Country, Site Code, Site Name, Subject, # Forms with missing items, # Unconfirmed missing items,

# Confirmed missing items
Rows in the report are grouped and ordered by site and subject.

by Form
= Study, Country, Site Code, Site Name, Subject, Event, Event Sequence, Event Date, Form, Days elapsed, #

Unconfirmed missing items, # Confirmed missing items
Rows in the report are ordered according to the events of the latest effective design.

by ltem

= Study, Country, Site Code, Site Name, Subject, Event, Event Sequence, Event Date, Form, Form
Sequence, Item, Query Type, Query Status, Query Resolution
Rows in the report are ordered according to the events of the latest effective design.
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Missing data byForm 4

by Country
by Site
by Event

by Subject
Study

by Form
by ltem

2020 - Demo Study ~ German, y

2020 - Demo Study ~ Germany

2020 - DemoStudy ~ German, y
2020-DemoStudy ~ German, y
2020-DemoStudy ~ Germany

2020-DemoStudy ~ Germany

1.2 # Subjects with missing items

Y7 LR— b
Country
Site

Event

Site name Subject

Academic Hospital of Munich  DE-90-002
Academic Hospital of Munich  DE-90-003
Academic Hospital of Munich  DE-90-003
Academic Hospital of Munich  DE-90-003

Academic Hospital of Munich  DE-90-004

Academic Hospital of Munich  DE-90-005

88

Event
Screenin a
Screening

Add subject

¢

1

Event Date

2020-07-16

2020-08-27

2020-08-27

2020-08-27

2020-08-28

2020-09-17

Vi1

Vit

Vi1

SCR

SCR

PR CEBIDODIEENTIE L TWSEEDE,
IHEEA S ENE T,

1.3 # Forms with missing items

YTLR—k

Country

Site

Event

Subject

1.4 # Unconfirmed missing items

B TLR—- b

Country

Site

Event
Subject

Form

i3

MERCEH1DOIBIEENH 5 7 + — L, ZOICIE. 1B

BEENEZENET,

Hi88

(blank)

(blank)

(blank)

(blank)

Add subject

Add subject

Viedoc Reports User Guide | Viedoc eLearning

Laboratory results

12-Lead ECG

Body me

Wound Examina tion

Study status

Demographics

#
Form Day: Uncor
Sequer elapsed  missi
items

1 732 1 o

1 690 1 o

1 690 1 o

1 690 1 o

1 689 1 o

1 669 1 o

ZOEICIE. FEREH DOIEHE & RFERD

33
A=

HDIRE & RHERD

BEINT7r—LRONEEH? S 5, BRACEHICA > TLW2IEEE,

W/RIEB IO TV TERINE T,
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1.5 # Confirmed missing items

Y7LR— bk i

Country FSNT7 5 —LORERAB. BEGE TEHICA > TV AL
Site WEIEE 3RO T YA v CTERINE T,

Event

Subject

Form

1.6 Query type
B8

Missing data (K387 — &) £ 7z Unconfirmed missing data (GREEBXRIBT — X ),

1.7 Query status

247 BLkz

Open Rizesnhizrx,

Removed gpgEnizrx vy,

Resolved ERL;-7T Y,

Closed ER. LU0 TEINITY,

1.8 Query resolution

#iBA

) —BEEFL-I-Y—Da—-Y—-FLa1—-¥—ID. LU/ TV —DIER,
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<

Viedoc Query Reports
gL LR—F

F£17% Viedoc System 2024-11-12

1L 2TYLR—F
UEHFHI/IUSLUEEFZT Y
1.2F&Fr Y
131EFs T Y
147L0T)

2. 5Dz
2.5 # of manual and validation/manual/validation/pre-queries
2.6 Total
2.7 Resulting in data changes
2.8 Ratio (%)
2.9 # of queries open
210 # of pre-queries not released
211 Average time to (days)
2.12 Average time to release (days)
213 Number of subjects
2.14 Queries/subiject
215 Pre-queries/subject
2.16 % of queries in trial
217 % of pre-queries in trial
218 % of queries in country
219 % of pre-queries in country
2.20 Query sequence
2.21 Query type
2.22 Query status
2.23 Query text
2.24 Raised by
2.25 Raised on
2.26 Latest action by
2.27 Latest action on
2.28 History
2.29 Time of query cycle (days)
2.30 Age of open query (days)
2.31Age of resolved query (days)
2.32 Query resolution
2.33 Time to resolution (days)
2.34 Time to approval (days)
2.35 Item
2.36 Total # of raised queries
2.37 Total # of raised pre-queries
2.38 # of unreleased pre-queries
2.39 # of open queries
2.40 # of queries resulting in data change
2.41 Edit check

1 2Tz ULFR—F

JITYLR—MI BEHBICBIIZBRAEDILNLTDI T T—RERT—RRAERRLET, INHDLR—F
ICid, FEIVIUBSLIOREEZ TV, FEI/7TV, BT, 2 LTTL o) ICEET 25 RIEEN S N E
j_o
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viedoc Demo Sty 2022 A CED —

555555

11 FFEI/ITUBLOHEEEZ T Y

F—2%H, HER. IRV b BEBE Tx—L, FRIEFEIIVT—TLTEDITYRT—RRICEREHRTT
WREZ DI ENTEET, TNTNLUTOFLRRINE T,

by Country

« Study, Country, Total

= # of Manual and Validation Queries
= Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

= Number of Subjects

= Queries/Subject

« % of Queries in Trial

by Site

= Study, Country, Site Code, Site Name, Total
« # of Manual and Validation Queries

» Resulting in Data Changes

= Ratio (%)

= # of Queries Open

= Average time to (days)

« Number of Subjects

= Queries/Subject

= % of Queries in Trial

= Number of Queries in Country

By Event

= Study, Country, Site Code, Site Name, Event, Total
= # of Manual and Validation Queries

» Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

» Study, Country, Site Code, Site Name, Subject,Total
= # of Manual and Validation Queries

= Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

By Form

» Study, Country, Site Code, Site Name

« Event, Event Sequence, Subject, Form, Form Sequence, Total
= # of Manual and Validation Queries

= Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

Query Table

EE! 7T —70E RIZTY B onTn iy 7L R— T NROFIERREINE T,
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Study, Country, Site Code, Site Name,

Query Sequence, Subject, Event, Event Sequence
Activityld, Activity Name, Form, Form Sequence, Item,
Query Type, Query Text, Query Status, Query resolution
Time to (days)

Time of Query Cycle (days)

Age of (days)

Raised By

Raised On

Latest Action By

Latest Action On

History

it=! Raised ByF!)IZ(E. Viedoc> AT LICL > THIFEINZI/ T, FHLE 7TV ERGTLI-I—Y—0FRIHN

FTRENE

viedoc

9, RaisedOn%licid. 7 TV HEITs BN FRRSNET,

12 FHEprx Y

Faoxl

TEILT—

by Country

by Site

By Event

By Subject

ICERZZETT, B M. A b B8RE. 7+ —L FLRFELBLFEITUIRELKIER
REWNEZDHIENTEET, TNENUTOFINFRENE T,

Study, Country, Total

# of Manual Queries
Resulting in Data Changes
Ratio (%)

# of Queries Open
Average time to (days)
Number of Subjects
Queries/Subject

% of Queries in Trial

Study, Country, Site Code, Site Name, Total
# of Manual Queries

Resulting in Data Changes

Ratio (%)

# of Queries Open

Average time to (days)

Number of subjects

Queries/Subject

% of Queries in Trial

% of Queries in Country

Study, Country, Site Code, Site Name, Event, Total
# of Manual Queries

Resulting in Data Changes

Ratio (%)

# of Queries Open

Average time to (days)

Study, Country, Site Code, Site Name, Subject,Total
# of Manual Queries

Resulting in Data Changes

Ratio (%)

# of Queries Open

Average time to (days)
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By Form

= Study, Country, Site Code, Site Name

= Event, Event Sequence, Subject, Form, Form Sequence, Total
= # of Manual Queries

= Resulting in Data Changes

= Ratio (%)

= # of Queries Open

= Average time to (days)

Most manually Queried ltems

« Study

« Formld, Form,

« Itemld, Item

« Total # of Raised Queries

= # of Open Queries

= # of Queries Resulting in Data Change

viedoc Demo Sty 2022 G G —

o Demographics BATHOAT Datecibirh

v Vi signs sspvsomes  Spicticodprsre

13 #REE7 TV
by Country

« Study, Country, Total

= # of Validation Queries

= Resulting in Data Changes
= Ratio (%)

« # of Queries Open

= Average time to (days)

= Number of Subjects

= Queries/Subject

» % of Queries in Trial

by Site

= Study, Country, Site Code, Site Name, Total
= # of Validation Queries

» Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

= Number of Subjects

= Queries/Subject

= % of Queries in Trial

= Number of Queries in Country

By Event

« Study, Country, Site Code, Site Name, Event, Total
= # of Validation Queries

= Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

By Subject

» Study, Country, Site Code, Site Name, Subject,Total
= # of Validation Queries

= Resulting in Data Changes

= Ratio (%)

« # of Queries Open

= Average time to (days)

By Form
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» Study, Country, Site Code, Site Name

= Event, Event Sequence, Subject, Form, Form Sequence, Total
= # of Validation Queries

= Resulting in Data Changes

« Ratio (%)

= # of Queries Open

= Average time to (days)

Most Triggered Validation Queries

« Study

= Formld, Form,

= ltemld, ltem

= Range check OID

» Edit Check

= Total # of Raised Queries

= # of Open Queries

= # of Queries Resulting in Data Change

viedoc O D —

Dashboard | Demogrophics | AdverseEvents | Datasrowser (N
Voldation Queries L Most Triggered Vaidation Queries Saarch sy

study Formid  Form omid tem Range check OID Edit Chack Raisad

Demo Study 2022 vs Vital Signs SYSBP_VSORRES Systolic blood prassure RC_SYSBP_VSORRES 26.0.1

Bm ORRES_BMI e RC_BMEMI 5 0.1

Demo Study 2022 vs Vital Signs DIABP VSORRES Diastolic blood prassure RC_DIABP_VSORRES 26.0_2

Demo Study 2022 (lank) EventDate (blank) (Biank) (k)

Demo Study 2022 3 AESTOAT Startdate RC_AESTDAT .03 Plase verify.

Demo Study 2022 3 AeAcn RC_AEACN 7221

Demo Study 2022 oM ace Age RC_DMAGE 101

Demo Study 2022 e Adverse Events agouT Outcome RC_AEOUT_#1.0_2

Showing1108.of 2 entries

14 7LoxY
by Country

« Study, Country, Total

= # of Pre-queries

= Resulting in Data Changes

« Ratio (%)

« # of Pre-queries not Released

= Average Time to Release (days)
= Number of Subjects

» Pre-queries/ Subject

= % of Pre-queries in Trial

by Site

= Study, Country, Site Code, Site Name, Total
« # of Pre-queries

» Resulting in Data Changes

= Ratio (%)

= # of Pre-queries not Released

= Average Time to Release (days)

« Number of Subjects

= Pre-queries/ Subject

= % of Pre-queries in Trial

» % of Pre-queries in Country

By Event

= Study, Country, Site Code, Site Name, Event, Total
= # of Pre-queries

» Resulting in Data Changes

« Ratio (%)

= # of Pre- queries not Released

= Average Time to Release (days)

by Subject

» Study, Country, Site Code, Site Name, Subject,Total
= # of Pre-queries
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« Ratio (%)

= # of Pre-queries not Released
= Average Time to Release (days)

By Form

Viedoc Reports User Guide | Viedoc eLearning

» Study, Country, Site Code, Site Name
= Event, Event Sequence, Subject, Form, Form Sequence, Total

= # of Pre-queries

= Resulting in Data Changes

« Ratio (%)

= # of Pre-queries not Released
= Average Time to Release (days)

Most Pre-queried items

« Study
= Formld, Form
= Itemld, Item

« Total # of Raised Pre-queries
« # of Unreleased Pre-Queries

= # of Open Queries

= # of Pre-queries Resulting in Data Change

2 FIoFH

LITIE, 7L R— bROZFNICEET 2555 T o

21 # of manual and validation/manual/validation/pre-queries

Sub report

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

2.2 Total

Sub report

Country, Site, Event, Subject, Form

https://help.viedoc.net/c/8a3600/?print=ready

Field

Raised

Rejected

Approved

Closed

Removed

Promoted

Released

Description

Description

RITIREED 7 T /T Lo T DEY

Uz MREED TV /T LT O

FERIRRED 7 1) O#Y

7 A—XRRED 7 TV DY

HipIkEED 7 T U /7L o T ) DEY

IRRED L o T ) DY

DU —XJKRED 7L o TV D

FEgi/TVU, BRI/ T, BLUOTL 7T D%
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2.3 Resulting in data changes

Sub report

Country, Site, Event, Subject, Form

2.4 Ratio (%)

Sub report

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

2.5 # of queries open

Sub report

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Country, Site, Event, Subject, Form

Description

T—REREICEL T/ T Ly T pfERI N EIE

Field

Updates / Query

Queries / ltem

Updates / Pre-query

Released / Pre-query

Modification / Pre-query

Pre-queries / ltem

Field Description

>7 days

>14 days

>21days

2.6 # of pre-queries not released

Sub report Field

Country, Site, Event,
Subject, Form

https://help.viedoc.net/c/8a3600/?print=ready

>7 days

Description

Description

TABBEEF| TR Ly T O/ R
EH+HIT + ERE S + BEEAD 7 T U

Wy T U /CRFICADEW-IEEH

F—REREICL >R ENAETL 7T YD
B/ 7L 7 TUNRT, R ER. B

B, FIEBEINRETRITINSET

Lo T DBRE

ZoHEEREICWLTY Y —RankS Lo
YO/ ZOWEREITTH L 7T DL
”

TF X FHAMBIEES N-[EIEN/ & OHERE X
TEHTL 7T OBRE

FOWERBITTETL v ) OBE/ FD
#HERE ICXF L TCRFICAAD E N-IBEH 0%

=TT )05H, BEAPTREBA 4RO O

F—=7voT U056, P UEEZBZ21IBLATOH D

F—=Trox)nsb, AN 2IHEZEBA 25D

RITERIHERBINLTL7TUDS b, FTHE S X TLAMGD
ENTHEBZ1AELIRD H 0 0
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Sub report Field Description

Country, Site, Event, >14 days

FATE- BB INE7TL 7DD S5 b, BTHE Y ZATFLB[GD
Subject, Form

EHNM4EEBZ21IBLARD £ D DY

Couptry, Site, Event, >21 RITFEIERIN LoV 0SB BITHE VR TLAMD
Subject, Form days EHNEEBA D b OO
2.7 Average time to (days)

Sub report Field Description

Country, Site, Event, Subject, Form = Resolution & T ) ARFINTH HBRF/-III/A—-XEINB2FTD

HAr

Country, Site, Event, Subject, Form  Approval ITYUDBBREINCH OEBE - IIHTEIN2 F COHIY

s ZOFE, VYN FERERT - R EE > T0WAEWESIEIERICA Y £7,
» 7T UHPREBICERE L UEREINLES. Z0FIICIETONRREINE T,

2.8 Average time to release (days)

Sub report Description

Country, Site, Event, Subject, Form 7 4 — s god_RTcO 7L/ TV IZEWT, LT YUMRITYE LT

U —2&Ndh, HIFEND D, £HIEHIBRENIIBEEOTEHY U —
25

s COFE. TTUDEBRAT AR EE S TWLWAWRSIITHICAY £7,
» 7T UAERICERS LR ANSIBS. 2050 ANERINET,

2.9 Number of subjects

Sub report Description
Country ZOEICH T D HERE DBE
Site

Z DIEERIC B T DHHERE D42

210 Queries/subject

Sub report Description

Country, Site E/FERICH T 2FEES L OHREE 2 T U A/ E/HERIC 5 T DHERE D483
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211 Pre-queries/subject
Sub report

Description

Country, Site TL o T ) OEBEL BERE D%

oA,

212 % of queries in trial

Sub report Description

Country, Site E/fERRICH T 2FEIS L CEREY T A5/ SBRERICHEIT% 7 T U ks

213 % of pre-queries in trial

Sub report Description

Country, Site E/FEERICHB T2 7L 7)) OBE/SHEBERICHE T2 L 7T OBRE

214 % of queries in country

Description

MEERICH T 2FES L OB T ) OGBS/ BLIRICH T2 7 T U 0%

215 % of pre-queries in country

Description

BICHBITETL o) OB/ BELRICEIT3 7L 7 ) 0ikE

216 Query sequence

Description

TV OHERY —7T v RBES

217 Query type

Type

Description
Manual and Validation AR E LCEINICHTINZ 7Y EFEI RTINSV 2EKRL
Queries
x4,
Validation MREHER e LTHENICHEITSN/ /7 T Z2ERL S
Manual

FFHTHTINII/ TV eERLET,
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218 Query status

Sub report Field Description

Country, Site, Event, Subject, Form, Query table, Pre-queries Raised RITENS-7 TV EET
Country, Site, Event, Subject, Form, Query table, Pre-queries Removed ez EEL
Country, Site, Event, Subject, Query table, Form Approved ERENT-7 T EET
Country, Site, Event, Subject, Form, Pre-queries Rejected H|RENEI/TYAEST
Country, Site, Event, Subject, Query table, Form Resolved BREINF-7TYAEST
Country, Site, Event, Subject, Query table, Form Closed BSHEN/A-7 TV A2ET
Pre-queries Promoted BRI n-7TVUEEE
Pre-queries Released VY-S0 ) 28T

219 Query text
Description

MRE7 T B LOFFH I Y OmBICEHAINE VT U Xy —2DTHFX b

2.20 Raised by

Description

JTVEFGLIA-Y —01-F—BELUI-Y—ID

2.21 Raisedon
Description

7T UHNRITEN/UTC (IEHFREF) TORA

2.22 Latest action by
Description

JIVICHLTT 7Y arviafTofca—Y—na—¥-gFL0a1—-%—ID

2.23 Latest action on
Description

JIVIFLTT 7 ¥ 3 »afThhzUTC (HEHREE) ToiFzl
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2.24 History

Description

RAED V7 TUIRRE, BEET 71— —0FF] (2 — V- IDAIFIMNICE ). B LUBRICET 2HBET+
2k NBEThTWBIES) .

BTV T EDT— 2 EENZBENH Y £7,

2.25 Time of query cycle (days)

Sub report Description

Query table JITUNFTEINTH o, BB BT, £ I7R—-XSN 2 TOHR

2.26 Age of open query (days)

Sub report Description

Querytable s T U ARFENTHS (FTVUICHLTADT 7> 3 > H{Thh T WIKRET) BEOH
ENCPI=E

2.27 Age of resolved query (days)

Sub report Description

Querytable T/ U AEBRINTA S OZBAK., TR TOBREAZ TV IZOVWT, BRINTH SEE
ORfFEToORE (2FY. 7TV L E2—AREICL-TELET 7Y ardMfTFbhbhTunian

HD)

2.28 Query resolution

Sub report Description

Query table REOCI/TVRT—RADHDV T UBRTF X b

2.29 Time to resolution (days)

Sub report Description

Query table STUNRTINTHA SR E T/ A—Xa N5 F TCOHIR
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2.30 Time to approval (days)

Sub report Description

Query table JITUDREREINTH SRBE- IR TFIND £ TOHR
2.31 ltem

Description

7T HFTENTIEE

2.32 Total # of raised queries

Sub report Description
Most Manually Queried Items 7 T OIEL

Most Triggered Validation Queries

2.33 Total # of raised pre-queries

Sub report Description

Most Pre-queried Iltems TL T 0ipE

2.34 # of unreleased pre-queries
Sub report Description

Most Pre-queried ltems RKITH L OHEBFIREICH D LT OF

2.35 # of open queries

Sub report Description

Most Manually Queried Items FITIREED 7 T 1) 0#f
Most Triggered Validation Queries

Most Pre-queried ltems TLOTUREEN S U U —RENEFIFRED L 7 T 1) O

2.36 # of queries resulting in data change
Sub report Description

Most Manually Queried Items F— R L S TR INA-27 T U /TL o T ) OEE
Most Triggered Validation Queries

Most Pre-queried Iltems
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2.37 Edit check

Sub report Description
Most Triggered Validation Queries EEDI/TY TFTFXNTEREINTWET
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4

Viedoc Reports: Pending forms

Viedoc Reports: {REBHD 7 + — L

173 Viedoc System 2023-10-21

1LEBRD 7 +—L4L
1MEBRD 7 4 — L
1.2 # Forms Pending
1.3 Pending_since
1.4 Days pending
1.5 #Sites
1.6 #Subjects

1 RBFO7+—L

11 (REBEHRDO 7 +— L

REBH (Pending)® 7 + — LD LHK— hZIE, REF (KZT) 7+ —LOT7—ahFnansd, B Mk
ARV BE 7H—LTCIRBRO 7+ — LT —RICEREHRTE I EAARETT, TNTNLUTOH T A
NERIRINE T,

by Country

« Study, Country, # Forms pending, Pending since, Days pending, # Sites, # Subjects
by Site

= Study, Country, Site Code, Site Name, # Forms pending, Pending since, Days pending, # Subjects
by Event

« Study, Country, Site Code, Site Name, Event, # Forms pending, Pending since, Days pending, # Subjects
Lif— F DITIE, OB G T A > DA N> FBEICHE> THENSNFE T,

by Subject

= Study, Country, Site Code, Site Name, Subject, # Forms pending, Pending since, Days pending
by Form
= Study, Country, Site Code, Site Name, Subject, Event, Event sequence, Form, Pending since, Days

pending
L= b DIl BHFBERNG T A > DA N> BB > THNS N E T,
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Pending forms & by Country 4

Study

2020 - Demo Study
2020 - Demo Study
2020 - Demo Study

2020 - Demo Study

Showing 110 4 of 4 entries

Country

Germany

Japan

Sweden

United States

Viedoc Reports User Guide | Viedoc eLearning

Search

# Forms pending

1494

247

13

384

Pending since

2020-12-16

2020-12-17

2020-12-17

2020-12-17

Days pending

579

578

578

578

# Subjects

pall

21

42

* BRI NIcARY MZHY, 7 —LIZABANAINTORVFEIRBPEABRINET, Chid. BE
Hib ViedocMe 1 RX¥ b ZBE, IRTOXA TDOAXRY MGERAINE T, BYIRL 7+ —LTIE, 7+4—LD
BHDOA Y R Y ANKFRDIFE. £ D7 —LIMREBRE AL EINET, 7x—LzUty bdHE £D7
+ — LHREBHICRY £9,

1.2 # Forms Pending

Y7 LR—Fh

Country

Site

Event

Subject

HiB8

REBLABESND 7 4 —LE, 74— LDRBEHLRINZDE, BALIANY MR

THRRROBE T,

FE . TRTDARY &S FISERINET,

1.3 Pending since

Y7L R—k

Country

Site

Event

Subject

Form

Hi8

ARy FAMERRE N8BT (ARV FEFTIEAEW), 807+ —LE- 37V

7 togEs. #bHVWEN., BffiEUTC T3,
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1.4 Days pending

Y7 LR— b 88
Country ARV FPEREENTHA S ORE (/XY FOBRMTIEARWL), 7+—LAF/IEFH 7V
sit 7 P MRBESESE T A0 ICRIEV AN ERT 2158, BEIIERINEE
e
Ao
Event
Hftld UTC T9,
Subject
Form
1.5 #Sites
HTLR— AR
Country HBESEY,

1.6 #Subjects

Y7LR— b i

Country REBHRO 7 + —LhDia L H10H 5 EE DL,
Site

Event

BERFERER A N> b, HBRFIR AN b, BLIOEL 7+ —LlF, ALE-FICEENTULEEA,
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4

Viedoc Reports: Data Entry Cycle Time

Viedoc Reports: 7T—X T b - YA 72 A L

¥£17% Viedoc System 2023-07-19

1LTF—RIT bY - L INEAL
WMT—ZTbY - BATILEAL
1.2 Event date
1.3 Initiated date
1.4 Data entry cycle time (days)
1.5 #Forms

1 7—%xTv bV - HATL8AL

11 7—82TbY - HA 704 L

F—RI b - A ILEALLFE— L, MEEA 7+ —LT— 2 ENATHDICHhr 2 ERRLET, T
— 2T hY - HAOLRALIE, ARy FAFEBBEOBRNETY, HEIR. RV —LENARV b
DHIZEIVWTWET, 7—%%&YV/— LT, EH. R A~V BER. £E7+—LBcT—%T v b
U S A INRALICEREYSTEIENTEET,

by Country

= Study, Country, Data entry cycle time (days), # Forms
by Site

= Study, Country, Site Code, Site Name, Data entry cycle time (days), # Forms

by Event

= Study, Country, Site Code, Site Name, Event, Data entry cycle time (days), # Forms
Rows in the report is ordered according to the events of the latest effective design.

by Subject

= Study, Country, Site Code, Site Name, Subject, Data entry cycle time (days), # Forms
by Form

= Study, Country, Site Code, Site Name, Subject, Data entry cycle time (days), # Forms
Rows in the report are ordered according to the events of the latest effective design.

Data Entry Cycle Time & byForm ¢ sk ¢ Download
Search
Data
Site Event Activi Activi Form Initiated Entry
Study Country Site name Subject Event ity Y Form Event Date Cycle
Code Sequence  Id Name Sequence Date i
(days)
2020 - Demo Study ~ Germany 90 Academic Hospital of Munich  DE-80-002 Screening 1 i (blank)  Body measurements 1 2020-0716  2020-07-16 o
2020 - Demo Study ~ Germany 90 Academic Hospital of Munich ~ DE-90-002 Screening 1 v (blank) ~ Laboratory resuits 1 20200716 20200716 0
2020 - Demo Study ~ Germany 90 Academic Hospital of Munich  DE-80-002 Screening 1 i (blank)  12-Lead ECG 1 2020-0716  2020-07-16 o
2020 - Demo Study ~ Germany 90 Academic Hospital of Munich ~ DE-90-002 Baseline 1 vl (blank) ~ Eligibility 1 20200716 20200716 0
2020 - Demo Study ~ Germany 90 Academic Hospital of Munich  DE-80-002 Baseline 1 w22 (blank)  Randomization 1 2020-0716  2020-07-16 o
2020-Demo Study ~ Germany 90 Academic Hospital of Munich  DE-80-002 Baseline 1 ves (blank)  Treatment Allocation 1 2020-0716  2020-07-16 o
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1.2 Eventdate
Bz

BaL7-A4_Rv b4~V A,

1.3 Initiated date
Bl

7+ —LDODNIHEER L 7-H.

1.4 Data entry cycle time (days)

YTLR—F iER

Country ARV FRET 4+ —LANIPBAL-BOBOBRKETY, EICEBEEBINEE
sit Ao byForm% < T _TOY 7 LR~ b Tl FHYREHVINRBEIRLE CIOEAAL

e
TERRINET,

Event

Subject

Form
1.5 #Forms

Y7 LR— b A

Country YT -2 bY YA L EALOERIFERLT-7 + — L3,

Site

Event
Subject
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Viedoc Reports: Medical Coding

Viedoc Reports: X 74 A - A—FT 4 > 7

¥£17% Viedoc System 2023-07-19

LAF4HI - A=—F4 ¥

AT LA - A—F 4

1.2 # Coded terms
1.3 Coding discrepancy

1.4 Last

term coded on

1.5 # Coded terms approved

1.6 # Coded terms not approved

1 AXF1HhL-a—FT4>7

11 AT4HhN-a—F4 7

AFL AN - A=F 4 v ILR— b, BBAOI— FEniT—4%%2F KL £9, WHODrug. MedDRA,
MedDRA_J. ATC without DDD., IDF DEFEDL R— F 2 BIRTE, BHERBOH T LELUNTOH S LEZRIHE
_a—o

MedcalCoding & MedORA &

Site sequence number, Site Name, Site Code, Subject sequence number, Subject Id, Event sequence
number, Event Id, Event name, Event date, Activity Id, Activity name, Form Id, Form name, Form sequence
number, Subject form sequence number, Origin Subject form sequence number, Source Subject form
sequence number, Item Id, tem name, Term Dictionary instance, Coding scope description, Coding
scope level, Code sequence number

nnnnnnnnn

nnnnnnnnnnnn
‘‘‘‘‘‘‘‘

)
)

(blork)  AEEVENT
K ACEVENT Event  Poin
)

Evont

Unique Term Report (UTR)...-ZN 5D L HR— hE, EfpSNWi-EREI—T1 V7 OREBS L U—BED
Fryv 7 LTERTEEY, ALAEIRAL LS ICa—T 1 YIS NERIRYTICE E oo, TER
HHrERRINES, 2V, 220BREIG5ETI—T4 VI EN1D ORI, 22 DFICHEI S .
INTNOEFIHITRREINE S, Ihid, BIRLA-a—T 4 V7 ICEENH D Z & AR LTV S ARE
HhH Y £7,
F 7-. Tcodingdiscrepancy, CH|Z 74 L2 )7 LT, TNHLOEEEZKZVIALZEETEES, 2D
LR— MIBERNA I —TA VDT RR— b TR LY HFEFEIN, LE2—LPTLHR2TWLS
72, UTREEEI—T4 70l Ea—n BRI nET,
FEIEEI—T1 7T —4%I%. Viedoc Designer ¢O —JLICERES N 1 — Y —#ERICEHEA <. W
DTHETYA—RFTEET (FBELA— b, YU TULETr0—F FLEDRZLLE=FENL
o
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1.2 # Coded terms
Bl

a— b n7-FBEE.

1.3 Coding discrepancy

HiBA

INE A—D3—FaHTICE LS, TOI— FICAETIEHNRERRLET, 2200BB 23— K155
IB&IE. TN ZNOREFEE & HICBl4 DfTICERRENE S,

14 Lastterm coded on

HiBA

FEDRE &R I3 — ML n/-BfHUTC).

1.5 # Coded terms approved
B2

ARSI Nfod— MES N 7-FIEBE.

1.6 # Coded terms not approved
B

ReBalE D 0 — MY & N7 S
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Viedoc Reports: Disposition

Viedoc Reports: fiEf5IAER

¥£17% Viedoc System 2023-07-19

-

1. =GP

11 FEAIAER
1.2 Event name
1.3 # of initiated events

1.4 Candidate

1.5 Screen failure
1.6 Ongoing

1.7 Completed

1.8 Withdrawn

1 FEFIPMER

11 EFIAER
EBIPIR L H — b 13, BBREKIC b1 2 BEOREDEHIZ T — 2 2OWBERL £,

= Event (table by Study), Event (table by Country), Event (table by Site), Event (plot by Country), Event (plot by

Disposition ¥

Event Name

Add subject

Screening

Baseline

Home adm.

Follow-Up test

Final Visit_1

Follow-Up 3

Follow-Up 4

Site), Subject status (table by Study), Subject status (table by Country), Subject status (table by Site),
Subject status (plot by Country), Subject status (plot by Site), Event dates by Subject.

Event (table by Study) + xlsx 4

Event (table by Study)

Search
Event (table by Country)

Event (table by Site)

Event (plot by Country) # of initiated events

Event (plot by Site)

Subject status (table by Study)
Subject status (table by Country)
Subject status (table by Site)
Subject status (plot by Country)
Subject status (plot by Site)
Event dates by Subject 246

102

33

Event..- CNHDY T LR — hZld, BREBARY MIBLWTARY FZHBLEBEER N o ON
TWET, FIZIE TMADEENH DAY FEET LWL -BRICEX T,
Subjectstatus..- TNSDY TLR— I, RENPEEFEDNVR T —XRICHOVWTEERE T LHTLE
¥ FIAIE. HERESKT LABERIAAD E LW THBBICER £,

Event dates by subject..- DL R— kT, BEILIC1DDOL 3— FARRIN, TRTOARY b
IZh7-28Bf7—% &, HBIZBHEDRED X T —4 X (Ongoing, Completed, Withdrawn7: &) #°
BRINET,
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1.2 Eventname
Y7L FE—F Bzl

Evednt)(tcble by BIIR S N7o A R b OZHIBERERER A N> MIBENEETA),
study,

Event (table by
country)

Event (table by site)

Event (plot by
country)

Event (plot by site)

1.3 # of initiated events

YLK~ BTz

Event (table by Bas A Ry ML

study)

Event {table b IR A4 X b DS, EventRepeatKeylZEventNameBilE 1. BV IRL 2 X
vent (table

country) g AL £ 7 FERSERER A N> MERENFEBA),

Event (table by site)

Event (plot by

country)

Event (plot by site)

1.4 Candidate

A 5188
Subject status KRR —=>F, KRT. RPIEDOR T — 2 2 DEEH,
(table by Study)

Subject status
(table by country)

Subject status
(table by site)

Subject status (plot
by country)

Subject status (plot
by site)
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1.5 Screen failure

Y7 LR— b 88
Subject status R Y —=v7ET, flEkan, BERINTLAEVWEEEL,
(table by Study)

Subject status
(table by country)

Subject status
(table by site)

Subject status (plot
by country)

Subject status (plot
by site)

1.6 Ongoing

YTLR—k

g[lllt

B

Subject status 20 == ET, FKBLET, KRTORT—XADEEH,
(table by Study)

Subject status
(table by country)

Subject status
(table by site)

Subject status (plot
by country)

Subject status (plot

by site)

1.7 Completed
Y7L R— b Bz

Subject status BHEBRTYVA COEHICEOVW, BT LEBER,
(table by Study)

Subject status
(table by country)

Subject status
(table by site)

Subject status (plot
by country)

Subject status (plot
by site)
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1.8 Withdrawn

Y7 LR— b 88
Subject status HERT VA OEFRICE O W, SRz b L - EBEE
(table by Study)

Subject status ER! BE "Withdrawn (FLE) "O X T — 2 2% #FH 284, FLEOEBRNFIETER
(table by country) INEY,

Subject status
(table by site)

Subject status (plot
by country)

Subject status (plot
by site)
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4

Viedoc Reports: Overdue Events
Viedoc Reports: E8i@1 X > b

¥£17% Viedoc System 2023-07-19

1LiEBIRARV b
11 Subject status
1.2 # overdue events
1.3 Event proposed date
1.4 Event window start date
1.5 Event window end date
1.6 Days
1.7 Overdue in (days)

1 BRI~ b

ERl. A LB HREL A~ FRIOY T LIR— F OBRREIINA N b LR ME FEB ANV FEERT
HrBEOBMICERESINTLE ANV FEFRRLES,

EOTFICIZ. UTOERIERINET,
b I=H

» FERDBEVARY ML, ZOLER-MIBENE A,
» FERDVHVEIRINS-ARY MME. BRI MEBEIMCH ZIZEETH. ZOLR—-MIIEEE
nEhA,
» ViedocMe 1 RY MEIZDLR—MIEENETA,
T—8%Y—bhLT, B Y4 b BE. 1Y b FEB#BE(Past proposed date) T — T B Z AT
T ZINTNLUTO N 7 LDRERENET,

by Country
= Study, Country, # of overdue events
by Site
= Study, Country, Site Code, Site Name, # of overdue events
by Subject
= Study, Country, Site Code, Site Name, Subject, Subject Status, # of overdue events

by Event

= Study, Country, Site Code, Site Name, Subject, Subject Status, Event, Event Sequence, Event Proposed
Date, Event Window Start Date, Event Window End Date, Overdue since (number of days)

Past proposed date

= Study, Country, Site Code, Site Name, Subject, Subject Status, Event, Event Sequence, Event Proposed
Date, Event Window Start Date, Event Window End Date, Overdue in (number of days)

« ANV EFERMBEICHY . AN FFEHEEOREADVRETH LAY FAFENE T
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Overdue events +

Study

2020 - Demo Study
2020 - Demo Study
2020 - Demo Study
2020 - Demo Study
2020 - Demo Study
2020 - Demo Study
2020 - Demo Study

2020 - Demo Study

by Event +

Country

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

‘Showing 1to 8 of 81 entries

Site Code

95

95

95

95

Site Name

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Academic Hospital of Munich

Berlin Hospital

Berlin Hospital

Berlin Hospital

Berlin Hospital

Viedoc Reports User Guide | Viedoc eLearning

Search

Subject

DE-90-001

DE-90-003

DE-90-005

DE-90-006

DE-95-011

DE-95-012

DE-95-017

DE-95-024

Subject
Status

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Event

Baseline

Baseline

Baseline

Baseline

Follow-Up test

Follow-Up test

Baseline

Follow-Up test

Event
Sequence

Event
Proposed
Date

2020-07-08

2020-09-03

2020-09-24

2022-01-25

2019-10-31

2019-11-05

2019-12-04

2020-01-14

Event
Window
Start Date

2020-07-01

2020-08-27

2020-09-17

2022-01-18

2019-10-24

2019-10-29

2019-11-27

2020-01-07

Xsx &

Event
Window End
Date

2020-07-15

2020-09-10

2020-10-01

2022-02-01

2019-11-07

2019-11-12

2019-12-11

2020-01-21

s BELARVFTIOL—TULEESIC. BERT—ZAMMDODH 5 LA TERRENE T,
v ARV MIEBTL—THTIE, AR L OIBFIGEERT YA~ COREIEFICREVE T

11 Subject status

H7LR—F

Subject

Event

Past proposed

date

e

BERXT — X RIFBRT MV TERINTE T,

1.2 # overdue events

H7LR—

Country
Site

Subject

#EH

FEEHOREANRECHM L YRITH 2 1~ h DO,

1.3 Event proposed date

YTLR—k

Event

Past proposed

date

#EH

A4 X b DOFEH,
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Download

Overdue

since

(days)

725

647

158

976

o7t

942
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1.4 Event window start date
HTLR—k piiiles

Event ARy N FEESEREOBEA.

Past proposed
date

1.5 Event window end date

YL HE— b i

Event ANY N FEGHEOLTH.

Past proposed

date
1.6 Days

YL HE— b i

Event AR FFESEOCKTHY > DEBH.

1.7 Overdue in (days)

Y7 LR—F R
zastpmposed ARy N FEGSEOETHE TOA, ZOLFE— ik, FEAIIBET. AL
ate

FEHFE OB THMNRRKTHLI ANV FHRENET,

https://help.viedoc.net/c/8a3600/?print=ready 112/130



12/13/24, 3:21 PM Viedoc Reports User Guide | Viedoc eLearning

<

Viedoc Reports: Form status

VViedoc Reports: 7 # —LRXT—X X

¥£17% Viedoc System 2023-07-19

1. 7F—LRAT—RX
M7+ —LAT—KXX
1.2 Subject status
1.3 Triggered
1.4 Triggered - Initiated
1.6 Triggered - Pending
1.6 Initiated - Completed
1.7 Initiated - Saved with issues
1.8 Competed - Signed
1.9 Completed - Not signed
110 Form initiation progress (%)

1 74—LZAT—%ZX

11 744—LRXT—XXR

T4 —LRAT—=XALKR—=ME, BEOXRT—XZ, HIz X BB, RE. =7, BEEY. kBELR EOHES
BHLET, F—&&Y—FLT B YA F BE ARVE, 74 —LIEICOL—THT B ENTE, 7
NEFNLUTDOH Z LAEFREINE T,

by Country

« Study, Country, Report columns
by Site

= Study, Country, Site Code, Site Name, Report columns

by Subject

« Study, Country, Site Code, Site Name, Subject, Subject Status, Report columns
by Event

= Study, Country, Site Code, Site Name, Subject, Subject Status, Event, Event Sequence Number, Form
name, Form Sequence Number, Initiated, Completed, Signed

LR—bDOATLICIEUTOBRIMSENTWE T,

et + iycanty - )

Search

Triggered Initiated Gompleted
Form initiation
Study Country Triggered Initiated Pending Completed Savedwithissues  Signed Not signed progress (%)
2020 - Demo Study Germany 3512 2018 1494 1737 281 49 1688 57.46
2020 - Demo Study Japan 433 185 248 103 82 31 72 4273
2020 - Demo Study Sweden 191 78 113 42 36 il 31 1084
2020 - Demo Study United States 617 233 384 151 82 5 46 3776
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» Triggered - FTRE NANSIRIREIC 7 » 72 7 4 — L #(Initiated 7 + — LE] & Pending” # —LE %A ST)
« Initiated - AAODBIR L 7= 7 + — L 2]
« Pending - {REB 7 + — L ¥]
« Completed - KFELED 7 T VB L CTAINTT L= 7 + — LE
« Saved with issues - KRN 7 T 12 EH 2 7 + —LE]
» Signed-EBFINT-FTT 7+ —L#
= Notsigned - BEINTWAEWFET 7 4+ —LE
» Form initiation progress (%) - Initiated 7 + — L#§ / Triggered 7 #+ — L #{

1.2 Subject status

YILHE— BRiE

Subject Bx OHBRT VA > TEEZINTVWERT— X RIIEOWTERENE T,
Event

Form

1.3 Triggered

Y7 LR— b A

Country FUAH—EIN=T7 5+ —LDE, 7+—LHRBIN/-. FIHREBHROZRE. 74 —L
) EhUA—ENZRT—KRXTT,

Site

Subject

Event

14 Triggered - Initiated

YILHE— Rl

Country NBAE Nz 7 + — LE,
Site

Subject

Event

1.5 Triggered - Pending

Y7L R—F B3]

Country REBRD 7 + —LOH,
Site

Subject

Event
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1.6 Initiated - Completed

Y7 LR— b 88

Country KREBRORIEN 72 VBIRE# 7 + — L3,
Site

Subject

Event

1.7 Initiated - Saved with issues

Y7L R—F B3]

Country FEBRORIEEMM DAL H 2 BHAEH 7 + — LEL
Site

Subject

Event

1.8 Competed - Signed

Y7 LR— b 88

Country BREINLRT 74+ — L3,
Site

Subject

Event

1.9 Completed - Not signed

HILABE— ol

Country BEINTVWAEWET 7+ —LE,
Site

Subject

Event

https://help.viedoc.net/c/8a3600/?print=ready 115/130



12/13/24, 3:21 PM Viedoc Reports User Guide | Viedoc eLearning

110 Form initiation progress (%)

YILHE— BRiE

Country FUA—SN/T7 + — LB BRI N7 + — LEOEIS.
Site

Subject

Event
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Viedoc Reports: Demographics summary

Viedoc Reports User Guide | Viedoc eLearning

Viedoc Reports: TEVZ 774 v 7 £¢ 8

¥£17% Viedoc System 2023-07-19

LTESS 7249 0FL®

WNTETZ 74007 FED

1.2 Subject count

1.3 Subiject status (Completed)

1.4 Subject status (Withdrawn)

1.5 Subject status (Ongoing)

1.6 Subject status (Candidate)

1.7 Enrolled (Yes)
1.8 Enrolled (No)

1 TEIZ7 749 07FE®D

11 TEITZ274v0FEd

TETI 7497 FEBDLR—MNE, TEIT I 74 v IRV OTHAEREB I 7 7 TRRLET,

(N=EB&H)

Demographics summary + Descriptive Summary +

Parameters

Subject count

Subject Status

Completed

Withdrawn

Ongoing

Candidate

Enrolled

04 The University
of Tokyo Hospital

N=28

0(0.0%)

1(0.3%)

26 (8.6%)

1(0.3%)

30 New York
Downtown
Hospital

1(0.3%)

1(0.3%)

28(9.3%)

0(0.0%)

318t Luke's
Hospital

N=12

0 (0.0%)

1(0.3%)

11(3.6%)

0 (0.0%)

Search

31Uppsala
University
Hospital

N=13

2(0.7%)

3(1.0%)

7(2.3%)

1(0.3%)

90 Academic
Hospital of
Munich

1(0.3%)

0(0.0%)

8(2.6%)

0(0.0%)

95 Berlin Hospital

N=79

1(0.3%)

4(1.3%)

74 (24.5%)

0(0.0%)

96 University
Medical Center
Freiburg

N =130

4(1.3%)

1(0.3%)

124 (411%)

1(0.3%)

B2 73hAZDT7A 3% )y dH5EPNG7 7ALELTXY»O—RFTEET,
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512 Site12

0(0.0%)

0(0.0%)

1(0.3%)

0(0.0%)

Total

N =302

9 (3.0%)

11(3.6%)

279 (92.4%)

3(1.0%)
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Demographics summary & Ethnicity +

Download plot as a pnih

Ethnicity

W (blank)
n Not Hispanic or
Latino

Hispanic or
= Latino

-

1.2 Subject count
B

AN O BERE S L UTERBOEEH.

1.3 Subject status (Completed)

#HiBA

HER T VA TOEEICE OV AETERE,

1.4 Subiject status (Withdrawn)
B

HETH A v COESEICE O W FIEERE,

1.5 Subject status (Ongoing)
i8R

A7) == TFBTRPLES LOKRT T OEBEH.

1.6 Subject status (Candidate)
#iB

KAV == KFET. KPLOEER,
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1.7 Enrolled (Yes)
#iee

FERT A Y TOBKRICE D W | BEREHA R T — X XM Yes' TH 5I1BHEE,

1.8 Enrolled (No)
#iee

BHFEAR AT — R A False' L 5RERF S NT UL D HY,
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<

Creating custom reports

ARZLLHR— b DIER

172 Viedoc System 2024-11-08

1LIEL®HIC
UREEN—YV 3~
12HREZLLRE— ANy T—V DX O0—F
1.21 ProcessedQueries T — Xt v k
13 T — 2 EHABICEEL ;I EIC A Y £5

1 ECoic

HAZRLLR—=FETOTZ7 IV IESEBORTENMMTEY, CRFEARL =Y aFiLT—RICEOWTLKR—+T
—TWFE e U5 7EERLET, TORT O ST AldViedoe Designeric 7y A — K&, fthoiERICERET
ZENTEET,

HRLLLA— EO— VBRI TR R 72, T4 —. B, AEVH—hE BRZO—LEREOH
RZLLF—bEERT D LN TEET, 2EY, DRZLLF— b, SZEHBRO 21— — 0 — L OFFEAIC
BETDT—RDOATHEREEINET,

HAZLLR—FDT—XZIE, Viedoc Reports & BEtkICT—2BEHIO - N ICEFE N F T

11 RS/ —Yav

REFERSRORSEE/N—Y 3 ~1d4.04. T,

12 HREZLLER— I‘FH/\C’\‘//ﬁ'—C/@QI'j\/D_I\

HWREZLLR—bEVERRT 5 7= D .zip/Sy 77— |4, Viedoc Reports DA LEICH ZEEE A Za—H X7 A—
FTExd, 2oy r—2id, LIR—FMR=JICT IR TEZI—F—DOHIHIFBETEET,

X

Demo user

Countries Sites

viedoc
Settings

Logout

HRZLLF—FAT—R2OZIvA—F%227 U v 7 LT, BEICKRENDIERICHED & Zip/Syr—IHav
EPa—gil&y>ra—Ranzd,

https://help.viedoc.net/c/8a3600/?print=ready 120/130



12/13/24, 3:21 PM Viedoc Reports User Guide | Viedoc eLearning

Settings bt

Appearance

Light Mode e

Choose the download behavior for data
browser

Download selected form d

Choose the download behavior for reports

Download selected subreport e

Download data for custom reports

Zip/Ry T =P IEUATO 7 7 AL TR ENTE Y, AREZLLR— FZ2{ERTIBOYR— k& LTIRBWETE
TE9,

edcData.rds TDTFAMIE, HBOY I T—aAEENTHY., CRFF—4B L0/ T
U, UBEA /7T, LEa—, BE, T—2X—R00v 7, FEEHEL E0ER
TFT—EAPEZFENTVET,

params.rds ZDTFANMZEUTOTA TLAEENTUVET,

» X7 0O—FH -Viedoch HReportst —/N—IC T — 2 25| 2 HEN7/-H
g

« FIBRE

« RBOZXAT

= RERL LD T — X - expectedNumberOfScreenedSubjects,
expectedNumberOfEnrolledSubjects,
expectedDateOfCompleteEnroliment, totalNumberOfStudySites,
totalNumberOfUniqueCountries

« HEERL LD T — & -siteNumber, siteCode, siteName, countryCode,
country, timeZone, timezoneOffset, siteType,
expectedNumberOfSubjectsScreened,
expectedNumberOfSubjectsEnrolled,
maximumNumberOfSubjectsScreened

FBLANLDT—ZOMEERY XA ME. A —Y—02%tB o7 7w MERICE DL
’le\i_a—o

metadata.rds ODMERIER LB U 2 b T,
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SampleReportCode.R | 73— F oA SHBEL 7= > FLL K — FTF, cOa— FiFLE—ra—FoE
EH. ZNICTTEIND. TRy roEER S eV AR ENLY LV TLT
o FLZIDT77ALICIE, 22—V —DFIBETESZRIY T —YD YR FEHEEENT
WEY,

utiityFunctions.R HAS LR b EAERT BBICRIFT 584 RSP R R TV ET,

ZyrvA—FLE774)L%RStudiolc 7y 7A—F LT, hRZLLKR— X7 UTMEERL £9. BB
IZ. SampleReportCode.R JICEEE S NTWE T, kL 7= L R— X&) 7k %Viedoc Designer ® 7' 0 —/NJLT
YA VEBETRZ7ANETy 70— FLEY, 5FAICDOWLWTIE. Viedoc Reports DEBETTIEE#SB LT /2 &

W, BBERTE. hAXLLFE— ML 772D EFR SN2 —H —4Viedoc Reports THERT B ENTEE
ER

121 ProcessedQueries T— Xt v b

edcData.rdsD—gB& LT, T—%t v b ProcessedQueries & FNT W T, FMIZLITORE ZS8B L&

Lo

Columns Labels Logic

QueryStudySeqNo Query study sequence
number

SiteSeq Site sequence number

SiteName Site name

SiteCode Site code

SubjectSeq Subject sequence number

Subjectld Subject Id

EventSeq Event sequence number

Eventld Event Id

EventName Event name

EventDate Event date

Activityld Activity Id

ActivityName Activity name

Formld Form Id

FormName Form name

FormSeq Form sequence number

SubjectFormSeq Subject form sequence
number

OriginSubjectFormSeq Origin Subject form
sequence number
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Columns

SourceSubjectFormSeq

ltemid
ltemName

QueryltemSeqNo

RaisedOn
QueryType
RangeCheckOID
QueryText

PrequeryText

UserName

QueryResolution

ClosedByDataEdit

QueryResolutionHistory
QueryStatus

PrequeryPromoted

PrequeryPromotedBy

PrequeryRaised

PrequeryRaisedBy

PrequeryRejected

PrequeryRejectedBy

PrequeryRemoved

PrequeryRemovedBy

QueryApproved

https://help.viedoc.net/c/8a3600/?print=ready
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Labels

Source Subject form
sequence number

ltem Id
ltem

Query item sequence
number

Raised on

Query type
Range check OID
Query Text

Prequery Text

User Name

Query Resolution

Query closed due to data
edit

Response comments
Current Query Status

Prequery Promoted On

Prequery Promoted By

Prequery Raised On

Prequery Raised By

Prequery Rejected On

Prequery Rejected By

Prequery Removed On

Prequery Removed By

Query Approved On

Logic

FITEINETLITYUDITYFHFR b

ITYERITLI, FE 74— L RESHOEE
iCLlca—¥-%7

TANZY) Y TINFZEDCOZ TV IZEWT, B—
DU TYHNEROL - FEFOIEE. 7 T KR
7/ "Query Resolved,"Query Rejected,"Query
Approved,'Query Closed,® W\ 3N IZ5%25 L.
"Query closed due to data edit,® 7 ¥ X b A FET
2188, BliYes, &t £,

7—421&E
1-Y&IE
7— &
1-Y&E
7—2{8
1-Y&E
7— 28
1-YRIE
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Columns

QueryApprovedBy

QueryClosed

QueryClosedBy

QueryRaised

QueryRaisedBy

QueryRejected

QueryRejectedBy

QueryRemoved

QueryRemovedBy

QueryResolved

QueryResolvedBy

QueryClosed_C

OpenQueryAge

ResolvedQueryAge

PrequeryAge

TimeToResolution

TimeToApproval

TimeToRelease

TimeofQueryCycle

TimeToRemoval
RaisedMonth
ResolvedMonth

RemovedMonth
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Labels

Query Approved By

Query Closed On

Query Closed By

Query Raised On

Query Raised By

Query Rejected On

Query Rejected By

Query Removed On

Query Removed By

Query Resolved On

Query Resolved By

Query Closed_C

Age of Open Query (Days)

Age of Resolved Query
(Days)

Age of Unreleased
Prequery (Days)

Days To Resolve/Close

Days To Approve/Reject
from Resolve Stage

Days to
Release/Reject/Remove
Prequery

Time of Query Cycle (Days)

Days to Remove
Raised Month
Resolved Month

Removed Month

Logic

1—-Y&E
1 —H&iE
1—H&iE
1—-Y&E
1—H&iE
1—H&iE

'Query Raised' R 77— F D7 T YU IZDWLT, Query
Raised Bt E REDOHTDED

'Query Resolved' X 7 — b D7 T Y IZDWNT,
Query Resolved Bf7 & IRTED Bt D ESH

'Prequery Raised' % 7z 14 'Prequery Promoted' X 7
—bD7Y T YIZDWT, Prequery Raised B
CREOHMOES

Query Raised H{T & Query Resolved / Query
Closed Bt DnE%

Query Resolved HfJ & Query Approved / Query
Rejected B{TDES

Prequery Raised H{sJ & Prequery Rejected /
Removed / Released(Query Raised) B{J D&%

Query Raised H{ & Query Approved / Query
Rejected / Query Closed B D&%
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Columns Labels Logic
LatestActionBy Latest Action By 1Y@
LatestActionOn Latest Action On F—RE

13 F—4EEBICTE,AFICAY £ 9

ProcessedQueriesT — Xt v k. EDC& OEERAH- IC{TFbN/BEICDH, FFLLEHIABIMINTERINE
T, AEHEBR TR, TXIIEEHNHIRY . BHEFNICABRINE T, —A. L —=r 7HERC. BE24E
BT — 2 TEI R VWABRRBROES X, BEIREEIMfTObNELA, T—2,) ) —BICEABSND &
ProcessedQueriesT— &t v b DFFL WFIAIEL K NS N, ZNAEFRATHIEEL K- FLIELCERREIND &
SR Y ET

F—ahEEENS FT. FILWLWI T Y LiR— b & FProcessedQueriesT— %t v k& {ERT 3B L RK— b

(Bl Z1E, Missing Data, Form Status, PMS, KRI% &) (#T 7 —CRIEMA T — 2 HREET SAEEMED % Y £
¥, TN, Viedoc 479L BTN EH L\ ProcessedQueriesT— X ZFHLTHE Y., IRTDOLKR— b ERRTDH7-DHIC
MELHCHOELIRI L TWB DT,
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<

Custom reports examples
HRZLLR— Y7L

$1T7& Viedoc System 2024-08-28

1.ViedocT v 7L — FfEREAH R X L LK — MBEY L T
11 Ongoing_ adverse events
1.2 Treatment-related serious adverse events
1.3 SAE with demographic data
1.4 Outliers
1.5 Drug_accountability
1.6 Medication inconsistency
1.7 Blood pressure plot
1.8 Survival curve

1 Viedoc7> 7L — bedBRFIH X X L L R— MEEY > 7L

ViedocTld, 7AZ' 5 IV /SEREEALTHR X LLR— MERMEELZ Y R—FLTVWET, ZTOL YRV T
&, 7>~ 7L — bE4E& F 7= (ZClinical Data Acquisition Standards Harmonization (CDASH) #3482 #E8L L 7- 5884 E
FICENTHRZLLR—FZWLCOMBNLET, hRZLLE—FOBMAEICOWTIR, hAZLFE—FD
{ERLESRB LT IZa L,

FE! BLR—FORI—REETzZip7 7 A LIE IO BTy O—-—RTEET,
FLR—bOFFAE Y~ TVEGEUT TRENL 7,

11 Ongoing adverse events

CDOLR— ISR OITRTOBEERESFTRLET, Inid. BEOEEICESWTT—%2%2 748 7
TE/HEE. 220 T LR— b EEOLFR— FEERT 2 AEERIBLWY  TIILTT,

CDARZLLFR—FILITFOHDEERL £95
Ongoing AEs: #&HD TN TOBESRR (AE) OFX. FBA (FIE) TV —-tshzx ¥,

Start Date >30 days: BIMAH»' 30 HUA LRI04 h 0 BEESR DX,

viedoe reports e i a —

e ions Bl i ok e
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1.2 Treatment-related serious adverse events

COLR— b REREEN BB L L TRERSNIBESBR (AE) D OoMIBIRENT -2 2R L. BMUb
L:?_?%EIZH,JL/ i—g_o

CDHRARLLE— NI, ANTFOHDEERL 7S
by Subject: FHERIAEICEEET A2TEEMLH Y. BEELR DD E LTALDESNIZTNTD AE DE,

by Site: &~ & O _EREBE#E T mc T AE DR,

viedoc r¢ Custom Reports - Treatment related SAEs f—

Reports
Treatment related SAEs & by Subject + 0 Download
Subject Country Site Name Description Relationship to the study treatment Serious?
001-001 Sweden Site 001 Death Possibly related Yes
001-001 Sweden site 001 Influenza Related Yes
001-002 Sweden site 001 Headache Related Yes
001-002 Sweden Site 001 Hospital emergency Fossibly related Yes

Showing 1to 4 of 4 entries

1.3 SAE with demographic data

ZOLR—ME, TRCOEELBEESR (SAE) 2T 2 A0FT T — 2 e bICERRLET, ML 20D
BRB7+—LADODT—REIDDARZLLR—MIGEEL. IET—RIZT7 57 %G 25506 T,

DHREZL - LR— M, ATFOEOEERLET

« BECNADSNIAEE . AOBEH 7 + — LD 5 OWEBREOMRIS L VEFERZHAEDE K,

viedoc Dort Custom Reports- SAE with Demographics.

Reports

SR = - O

Subject ID Site Name AEnr AETerm AE Start Date AE Outcome AE Seriousness Criteria Sex Age
001002 site 001 1oum 2024-04-09 Not recovered / not resolved Female 64
002-001 Site 002 1 Fu 2024-04-17 Not recovered / not resolved Mal 65
002001 Site 002 2 Fever 2024-04-19 Unknown Mal 65

Showing 1t0 3 of 3 entries

1.4 Outliers

TOLR—ME, T2 THBE N RS EERRLE T,
ZOHRZLLR— MILATOHDEERL £7 ¢
Systolic BP: U4EHRINE T — % DIpnfE%E U R + L1=3K,

Diastolic BP: HiBRHAME T — % DIMNfESE ) X + L7,
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Custom Reports - Outliers

D

viedoc

Subjectid SYSBP_VSORRES

Showing 010 0 of 0 entries

1.5 Drug accountability

ZOLF— b T, 2EOREOMORAGIIEEAAE L. SEEAHFLVFICERLET, COLE- b
NARLLF— FEFEALTRATOZOMO A MY & AEHET 2755 RLTLET,

TDHRRL - LR—=MILATOHRDEERLET -

» Bl Y ToNiFy P ERAENAF Y FOERE, FEE N/ FERIE S ERRICOIRA S M- SERIEL

viedoc

eeeeeeee

Notyet returned

002-001 Site 002 2024-03-27 2024-04-22

1.6 Medication inconsistency

ZOLAE—FiE. AEEHARCM)ARE L., T—ZNIOREES A F v o LET, NI, LENET— X OFE
L AWEBHAMEBELEF 7 IAVF v I TLize TOHARRLLFE—FI, BEOHZT—KZDY X %RIEEIC

RELES

CDHAREZLLER—bELATOHDEERL £7 ¢
« B 7L R~ b 'AEs where meds were prescribed not linked to CMs': & £ 7- I3ISEAMF S Nish -
LERESNLEEERI Y FUICY Y7 SATL2HBARCVT Y Y ARTE.

= Y7L 7R— b 'AEs where meds were prescribed not linked to CMs' :
gxnfp HEEOTY MY —AEFEELHAVEERERI Y MY —ZRTER,

viedoc

Subjectvs  SiteNome

2 syup

Showing 1101 0f Tentries

1.7 Blood pressure plot
ZDLR—kE'plotly'/ Sy or — F (> THEMALEHBERERRL £,

CDHRAZLLR—FEELTOREDEERL 7 ¢

« H 7 LiK— b 'Mean Arterial Pressure' (MAP): EtE X N7-MAPD 'O v b,
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« 7 LR— | Systoliconly': UAEHAMED 70 v bk,
« %7 LR~ b Diastoliconly': HGRHAME® 7R v b,

12/13/24, 3:21 PM

Custom Reports - BP Plot

viedoc
o
BPPOL L MeanArerialPressure 1
Mean Arterial Pressure over Time a
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1.8 Survival curve
ZDOLR— M, Survival/ Xy =Y Z(FRLEFEST L. plotly Sy r—YaFERL- L VEMA YOy AR
~LES

ZDHAZLLR—FILUATOEIDEERL T :

« Y7L R— k 'Survival Curve': Kaplan-Meier E7/L D7 Ay + & 95%(SHEXE,
«» B 7LiR— bk 'Survival Table': 7B v b EN7-{EDZEK,

Custom Reports - Survival curve Data Manager

viedoc

95% Confidence Interval
—— Survival Probability (Kaplan-Meier)

Survival (%!

1000

o
Time (days)
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