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Overview of Viedoc eTMF
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Lockdata Emer

BEEE1'Viedoc Admin*°Viedoc Designer~D 7 7t X H B¢ L, 5B&HViedocDIBHFIC L - TEHE 1
TWAEES., T HR— PR EBTHNIENDTHViedocDIAKE LR L TLZE L,

4.3 Viedoc Admin

o OFEIE, ICE > TETENET,

ViedocAdminT, RZ T4 %= ¥ —lE, §XTDYA FIZTDULT, Regulatory Inspector 0 — /L % A& 3B
LES, 21— —2EET 2 #S8BLTLLEI,

. BEREIE. JEAKY R MIT 2R L, ViedocAdminTX Y v A—RFT&E3 L5295, k5
GEFEOO— L CHEICIBEINS Z L LBETT,

00— VIIEEBNEERICB L CORMERI N, HEIEEAL X MIT /XL, BETE 20 2 HlH
TORENH HFRICEREINET,
https://help.viedoc.net/c/fd74dc/?print=ready

9/86


https://help.viedoc.net/l/a559c4/en/#I
https://help.viedoc.net/c/e311e6/bac6fa/ja/
https://help.viedoc.net/c/331b7a/caf7a0/ja/

12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning
» BERENelearningiC 7 VA TEZ LS ICTIMNELH Y F¥, BEEHIREILEOEREIC. BXKIC
BLT, HBOBERTAZYy 70—V JIERAS NzeLlearning® /N — 3 Y AIBRTE 52 &

NERKINTWETS,

HEBSRED RFa Xy TF—2a v 71liE, IRTORFaxvy e bL—Zv w030 X MHEREN

i —3—0
& User Certification

Study settings

Here you can set semings for study.
Settings Date & time format Medical Coding

7 active - 0 archived sections

Section Target sices
g Study Protocol All sites
“BE
CRF Completion Al sites
7 Guisdelines
3 f
I-é Viedoc User Guide for Demo Site
Site Users
3 f
I-é Viedoc User Guide for Dema Site
Monitors
Viedoc User Guide for
I-é Data Managers Cemo Site

Regulatory Inspector 0 — /L [£. Study settings* — TEHEY %elearning FF 2 X > bADT7 7 EEFHE N

DZRBLNHY T,
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Edit Viedoc User Guide for Site Users'

Manage training section settings here

™ https://helpviedoc.net/c/94d6f0 Archive
section last modified 2021-12-09T15:44:21 by

section LRL or file

https.//help.viedoc.net/c/94d6f0

Section title Priority
Viedoc User Guide for Site Users 1 /6
Description

Text based eLearning for site staff

Target sites

Select sile group(s) or sites)

Require signing for following roles

Select role(s)

Require re-signing after # of days

Optional for following roles

Regulatory Inspector

ViedocAdmin T—HF—HAA FDOFF a2 XA b e b L—Z V748 FETLE8BLTIEI L,

44 \Viedoc eTMF

B4/ Viedoc eTMF 2 (T 2158, R4 T4 ¥ 4— v /eTMFY x— v |Z. Regulatory Inspectord — /L% /b
R ELLTOERZE 2eTMFO —LICT vy BV T T H3REAH Y £7,

» Read-only TMF Admin
» Read-only Trial Master File
= Download audit trail
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Manage your éTMF application.

| Study eTMF Enable

) . : Launch study eTMF
I‘ht’ \} + Study eTMF license is valid EON o ’

eTMF roles mapping

Map each Study role to one or more eTMF roles and permissions, if applicable

Study role eTMF roles and permissions
Site staff X Sponsor study X  Sponsor country X  Sponsor site X Reviewer X

Investigator Archive sponsor TMF X Archive investigator TMF X Download audit trail x

Manage drop zone X

Monitor

Project Manager

Regulatory Inspector Read-only TMF Admin x  Read-only Trial Master File X  Download audit trail x

Site Reviewer

Viedoc eTMFL—H'—#H'4 K - BIREH - Viedoc eIMFOEIR-2 —H—AO—ILDvy BV 7EZSBLTLAEE WL,

45 Viedoc Clinic
INLOFEL, REERENETL X

RS EREIRERESEL, 7AY Y FEEMICL 9 - ViedocT —H — A4 F - [iBE8@E S : Viedoc 7 57~ |
~EIET L ABBLTLIEE N,

BEREIX. 7T 4 7<= H 5Viedoc Clinic & Viedoc eTMFARREI T2 2 & A TEX T,

S5 MiE
1ViedocTld., 2 —H—ER(ERE% . Epic. Feature, UserStoryh 572290 P WERXTABELTWET,
« Epicld. EAEEFEF. ePRO. EEI—T 1 » 74 &, ViedocHDEY 1 — Lg% 5L £,

« Featureld. Viedoc Connect, 7+ —L U v Z7IEH. BFA—LT7 55— rh¥, S on7/-#paexr LY

FFICEDR L 9,
» UserStoryld. ¥ 27 LEIREH Viedocxgat, = NUTF—> a3 v 3RRICERT S, Hflr 4
SEN-BHETT,
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Quick guide for setting up Viedoc eTMF
eTMFERED 7 A v 7 HA K

¥£17% Viedoc System 2023-05-12

1. 74t 2RONE
2. THA v OEE
3. AFWifEE~ D TH A ViEH
4.eTMF2 . — ¥ —DIBFH
5. eTMFOF L
6.3 O — I %EeTMFA— L EIEIRIC? vy EX 5T 3
7Z.IMFEIBE T — K TeTMF%ieE]]
8.TY7L—FDHREZZRAX
81Baseline template R—X A>T 7L — L
8.2 Existing templates  BEfZD T > 7L — b
9.FTv7L—bDAVE—}
10.7>7TL—bD4 RV R
1. eTMF % S EIBIE TeE)
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Viedoc Designer

. Designer

Viedoc Admin

. Study Manager

Viedoc Admin

. eTMF Manager

eTMF

. eTMF Manager

Viedoc Clinic

. Clinic user
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1 sS4t 20BYE

Viedoc eTMFZ RT3 7= DBEME T A Y A &> TWA I EAZFERBLTLLEE L,

2 TYHYA L OREE
ZDRTY 7L TITWE T,

EWBHZTCRFT YA VAREELAZWVESIZ, O—LEZELTAMCIL, 7—27 70 —0OFBA N> M7
F—LEBINT 27217 TF (ZOBRETIE. 74 —LAICIHMIOEEAREINTLALTEAEFVETA), EBD
WA WCRFTHA Vid, RON—2 3 v TBINT 2 2 EATE X9,

FL<IF, HEETYA EHET L2 TELIEE L,

3 AEBEWERA~DOTHA ER
ZDRTY 7L MTWET,

BT HETEBLIEI N,

4 eTMFY 3 — v —D1EREF
ZDRTY 7L ATV E T,

LI, -V -2 EHI 2% ZEBLEI L,

5 eTMFOBEMY

- — o sp—
ZDRT YTk PTVES,
1 HEBRFAR— Y TeIMF 7« —LRRICH DY — LRV A7) v 7 LET,
P’ 3 Users Add a new study Add a new PMS study
Trila D
° Not commenced | Valid license: 1236543
@ RTSM. Check for available slots, append existing or add new lists. 8
& €TMF. Manage your eTMF application here
Study crew 8 Study design
.‘TR IALA
Soff Ann. Multiple designs in use.
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2 eTMFEEELA 7O 7 O < 1~ FEONIC L £7

elMF

Manage your eTMF application.

=] Study eTMF Enable
(& : ; © Launchstudy eTMF
\ v Study €TMF license is valid %ON

6 HEEoO—ILAeTMFO—IILEMERICY Y E Y 7T 5

ZDRTY 7L MTVWET,

ARG~ — Y TeTMF7 4 — LR RIZHZ Y — WK v %Z2 7V v 795 EeTMFREX A 7 A7 15

X9, TMFA—LDTyEYST HBoO—LIcvy V7 LIZWeTMFA — L E & UHEIR % 18R
Lij—o

eTMF

Manage your eTMF application.

=] Study eTMF Enable © Launch study <TME
A aunch study e
P N v Study €TMF license is valid € on !

/

eTMF roles mapping \

Map each Study role to one or more eTMF roles, if applicable.

Study role €TMF role(s)

Investigator Site staff x

Monitor Reviewer

Project Manager

Sponsor study X Sponsor country X | Sponsor site X

REFR2 %) LET,

7 TMFEEEE— F CeTMF% &)

ZDAT v T PITVNE T,
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1 HEASHE N — P TEIMF7 4 — L RBICH B Y — LR a2 & v o LET,
A Users B Add a new study Add a new PMS study

Triala

° Not commenced | Valid license: 1236543

BB RTSM. Check for available slots, append existing or add new lists.

& €TMF. Manage your eTMF application here

Study crew
.‘TRIALA o
2 Study eTMFZBEIRT 2% 7V v 7 LE T,
eTMF

Manage your eTMF application.

[FZ] Study eTMF
= v Study €TMF license is valid

eTMF roles mapping

Map each Study role to one or more eTMF roles, if applicable.

Study role €TMF role(s)

8 F o7/ L—FDHRETAR

ZDATy T PIFNET,

6 Study design

Multiple designs in use.

Enable

[ OLll

81 Baselinetemplate "—XZ7 A V7> 7L —F

Viedoc eTMF % #1 T ZRIAIC 7% 21561, ViedocHMRILT A2 R—XZA4A T L — b LIRDES, TOT ¥
TL—bMiE ZOFEFERTI0TIERL, TEEBOEFOEHLETCT LYY 2 BELTVWES, 5ELL
&, ViedoctiZEHo 7T 7L — A ZEICHRY, Ty L —rAEX7rO0—-RLTLIEEW,

HAEZRARDRRT LI=6FT 7L — F%ViedoceTMFIZA v R—FLET, AT, 77 L—FDA vFE— %

CBEEN,

8.2 Existingtemplates BEfFO 7> 7L — b

A vR—bahizT 7L —ME CEBBOFERICEHOETHREZ YA XHE[BETT,

HRAERA R %S B=HICT YT L— 2T XR—FF2I10E, LUTOFEICHE > TLZE W,
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1 Viedoc 6TMF T, TMFAdmint = — %8R L £ 4,

(5‘511 eTMF +  Tnal Master File -

TMF Admin
Trial level All sites v All mileston
B TMF Archive
12 zones s
202 artifacts missing required documents
B 51sections 4% contain documents ® 7 I
2 FrFL—b&TEIY YO LET,

@Y €TMF : TMFAdmin -

TMF structure Templates Settings Status

a Organization templates 13 templates

WREZRAZXLT-WTF Y TL—bDITIRKR—=b 27Uy LET, 77— Mo T
Zyva—RanfEd,

&Y €TMF+  TMF Admin -3

TMF structure Templates Settings Status

Organization templates 13 templates

DemoStudyTemp

Imported 2021-10-06 20:45 by Manage | Exp
11zones 48 sections - 249 artifacts «

Templates|Z I — > OFEEEN H 1) £ 7,

" AR TR T DR CRIFA TS b D
] - BEOHERIC DO ARAH AREL b D

eTMFF> 7L —hit. CEBORFaXv b - SV RRT—FII8bLEBEZEEZBED L ET, HZIE. Zone

(K£4E) . Section (FIEHE) . Artifact (XER) #hRXZ<AX LY, £7-13BI0. BIlgT 2 &N TEE
ER

BLLIF Ty L—FDHRAETARHETELILEE L,

9 Fo7FL—FrDAvE—F

ZDAT Yy T ATV E T,
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1 Viedoc eTMF T, TMFAdmint 2 —Z&RL. FY7b—b47%2 20w L Exd, 41 v R—F LT
WFY7L—hC&k-T, BT 7L — b EEEEBRT T MNIHBALA VR TAOE S
Uy o LET,

@ Organization templates 2 templates

Import

DemoStudyTemp - Copy
Imported 2021-03-04 09:16 by Manage | Export v Select
11 zones - 48sections - 249 artifacts

2 AVE—bLEB, TV 7L—r2BIRLTIMFR M5 9 F v —CRIFACE 2 L5 1CLE T,
®4 €TMF +  TMF Admin - B

é_ﬁ Organization templates 13 templates ¥

DemoStudyTemp
Imported 2021-10-06 20:45 by Manage |Expert v Select
11zones 48 sections 249 artifacts

100 o7 L—tDA 2224
ZDRAT Y T BTV ET,

TMFRFS9F%—X7T, TVv7TL—bDAVREVRFRZ %7 v o LET,

&Y €TMF »  TMF Admin - B
TMF structure Templates Settings Status
DemoStudyTemp

Change template @ Instantiate

VT il
INTEERICT L — P ERAIN, TV RI—Y—DeIMFR 77 F ¥ —%2FBTE2L512R8Y F LT,

Template selected 2022-01-31 10:39 by

1 eTMF% ABISE ke
ZDORTvY L. eTIMFA— LAYy VI nt- PITNET,

SRR EEICH 26TMF7 A a2 7 Uy o LEY,

= B 4 om @&
@E‘TM:

Study status
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4

Quick guide for preparing for regulatory inspections

RHZBOREICHER7HD Iy 7 HA K

¥£17% Viedoc System 2023-12-22

1. 0 —JVDEEE
2. Logistics DEETE LTW3
= I g — o e P4

4. eTMFIERRD = v E > V8% (FALTVL3IES)

JBER C{EAT 2EDCY R T L ZIRETT 2 - O OB EZRUR L TT5 2 L IFIERICEE Y, REHBIL. BRRTE
FHENZEDCY R T LAZBEDRE L T —2ORSHOEHEICHEFWTEEL I V21— 2SNV XTLTHS
ERELTWVWET,

ZD70tERELZIET B 7-%IC. ViedocldViedoc Inspection Readiness Packet (VIRP) 2 AT % Z & T. REINE
IC& 2MBICEAREB L 28iF S N2 BIES L OBGZE/- 70 IO BERBRERMH LT E T, VIRP
IntroductionTld., VIRPOREFZ L YFEL <FHEAL. 12—V —2IREIREBINBFIC DLW THMNLTUVWETS,
VIRP Introduction|ZVIRPICE ZNTWLE T,

VIRPEFIET 2155, REBOHIFICIHZ 2 7= I BERIERZBREIICHRIAL e —=> 7Ly R
Inspection Readiness When Working_in Viedoc 24t L T F 5,

Viedoc Inspection Readiness Packet D X7 > O — RFEIC D WTIZ VIRP 2 ZTEC 728 Wy,

UTD LS 12, BBEEICREAEEOHADT 7 X#EZ{F5 L. Viedoc™ X 7 L4 IZ Regulatory Inspector A —JL &
LTHBEFT20BENHY £,
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Viedoc Designer

' Designer
| “esl

Viedoc Admin

. Study Manager/ eTMF manager

Viedoc Clinic

. Regulatory Inspector

1 O—LDBE
ZHBLDORT Y FE, Designer BMT5 H DT,

®EE (Regulatory Inspector) HsiERT — X A#EETX2 L5129 3ICE. A—WR—CTEEBDA, BEEWSIh
T—2%FKNT2 LU EREROFR # 1 —VICRET 2RENHY £,

« Regulatory Inspector O — /L % Designer THZf] (ON)IZT 2 EAH Y £,

» BRIICERESNZO—ILDEy b T 7L FTHBEINTEY ., ThEHRICEDETERETLZ &
HTE £ 9, Regulatory Inspector A — )L DIERRIZ. TMF (XN TV BIEE) H & Velearningzd
OYRTLDTRTOEDICOVWTHEDHIBESINIVNELH Y £7,

2 Logistics HEFRDRE (AL TV 2188)

Viedoc Logistics h'sRER CERA I NT WL BIEH. B —/L~— TRegulatory Inspector A — /LD O Y X7 4 v 7 HEfR
B IFBLUTOR—IILIER%Z #38ET 2B H Y £,

= IP(Investigational Product) % 53E& L ~ L TR
- IPEYA ML ARILTERR

- EIHRSICEBEIDEFRR

- BEREROTRTRGI - 7o T4 7177 EK)

L O—LEEASBE L,

https://help.viedoc.net/c/fd74dc/?print=ready 22/86


https://help.viedoc.net/c/4a40d5/ed2db6/en/#toc-Terminology7
https://help.viedoc.net/c/e311e6/bac6fa/ja/

12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning

Editrole [R16]

Editrole Managerights in this role:

Special
ns) Export of data into different formats/view reports

] User can only view form data tis overrides all ecit permissior

Clinical review Ee

CRF Rights
m data and queries ‘Add/change queries ‘Add pre-queries

| View Subject Id d (] Viewblinded info (e.9. Active/Placebo)

FREE »Viedoc Admin+>Viedoc Designer |27 7 £ X § 32BN H B1FE L. LD TH ViedocDIHLE |HLE

LT,

3 RELUBREE OB
ZDRATYTE, RARTARE—V v =L >TITFhNET,

HEIEBWERBROBES. BEBNKY X M7 2+t X L, ViedocAdmMnTX 7Yy A— R TEB L5125 7=0,
RERLELIEFERFEIEEO 0 — L CHRICBRZF I N2 BEN’H Y £ 7,

FLCIFI -V -2 EET 2 28R/IEI0,

4 eTMFIERD~ v Y 7HBE (EHLTVLSIES)

FER D eTMFZ R L T L 2188, Regulatory Inspector OFiER A — /L % |
BLO EWSKERA DeTMFA—LIZY v VY LET,

elTMF

Manage your eTMF application.

=] Study eTMF Enable
"-hT« ﬂ « Study eTMF license is valid (OJON

° Launch study eTMF

eTMF roles mapping

Map each Study role to one or more eTMF roles and permissions, if applicable.

Study role eTMF roles and permissions

Site staff ¥ Sponsor study ¥ Sponsor country X Sponsor site ¥ Reviewer X

Investigator Archive sponsor TMF % Archive investigator TMF % Download audit trail

Manage drop zone %

Monitor

Project Manager

Read-only Trial Master File ®  Download audit trail x

Read-only TMF Admin x

Regulatory Inspector

Site Reviewer
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<

Managing Viedoc eTMF

\Viedoc eTMFDEIE

{72 Viedoc System 2024-11-25

1.a1—Y¥—p—ropwyvkrs
2.Viedoc eTMF % siE& (CiEFHT %
3.eTMFEIEE— K TiieE 93
4.eTMFO O v 7 /0 v 7RG

411EL®IC

426TMFD O v &

43 eTMFD O v 7 fRB&

1 a2—4v%—npn—Iiovwybers

ViedoceTMFTlZ, T> Fa—HY—nn—)LEMERICK » T, 2 —Y —AlartifactdatalXF L TED L 5B T /R
A OD (TI/ERERL /AR OH/ EXAHTEE/ L E1—) PUTOLRILTRESINET,

.
- R
I—Y—(IFRLT /L AEESR Y BEDRA IV ERTTEDL LD IS EH7-HICeTMRERZEIY H T

-a—o

Viedoc L D ER OO — L AeTMFO —LAERIC~ v B> 74 2 ICIFUATOFIBICHE> T I LY,

1 Viedoc AdminT. SBRERRELZ V%227 U vy LCHBBE~—C 427,

Viedoc Lab
Studies Organization Admins e

eTMF Study, Unicorns, Backyard Phasell,
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2 eTMFOEER & VA7 ) v o LET,

x Users

Unicorns

© notcommencea @ vaud license:

& eTMF. Manage your eTMF application here

Study crew
Study Sites Sites Countries Site users
#41 Site name O  Code Country

1 Rainbow city 12rainbow  SE

2 Sun city sunl123 SE

https://help.viedoc.net/c/fd74dc/?print=ready
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Study design

New Study Design 1.0 (effective on 2020-10-15 00:00).

Effective Design Production

Users
New Study Design 1.0 1/3
New Study Design 1.0 1/2
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3 eTMFA—ILDTy Y ST Y 7T, ViedocsBi O — /LI~ v B> 7 B26TMFO —L/AEIRZRIR L
9,
* Unicorns
eTMF

Manage your eTMF application.

Viedoc User Guide for eTMF Managers | Viedoc eLearning

E=] Study €TMF
% « Study TMF license is valid

Enable

@ on

° Launch study eTMF

Study role

Investigarar

Study Coordinator

Monitor

Project Manager

Data Manager

eTMF roles and permissions

Site staff X

Reviewer X

Sponsor country X

Sponsor Data Manager X

@ roles mapping
Map each Study role to one or more eTMF roles and permissions, if applicable.

Medical Coder
Study Supply Manager

Site Supply Manager

@latow Inspector

Read-only TMF Admin ¥ Read-only Trial Master File X

\

ViedocixEa Tt 0 — /L, HEO-wDn 7 ) 2y 7 a— LIS LTWET, eTMFE —JLiE, eTMF
T — b7 P ALTIBESNAO— LIS L £9, 12 DRERO — L E1D X 72 3HEHDeTMF O

— ey VI TEET,

FIFATTRE 2 eTMF O — JL 4,

= Site staff

= Sponsor study

= Sponsor country

= Sponsor site

= Reviewer

= Sponsor Data Manager
= Sponsor unblinded

INSDeTMFA— LD ZNFNOMERIZ. Excel 7 7L — k7 74LDfO—IL, > — MMIABEESNT

WEF, BELCIET VI L—FDAREZTAREZSBRBLTLIEE L,

T OMERZ ZRIBW-7ZIT£7,

= Archive sponsor TMF

= Archive investigator TMF
= Read-only TMF Admin

= Read-only Trial Master File
= Download audit trail

= Manage drop zone

= Manage document sharing for Viedoc Clinic users
= Manage document sharing for Viedoc Me users

UM%, Viedoc eTMFOHEEDeTMFHEIRE 7 2 3 v 2 ZE LI L,
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4 Saveh &> Uy LTREFELET,

2 \Viedoc eTMF%iiE& BT %

Viedoc” 1 > ZX(ZViedoc eTMF7 7' r—< 3 v HEENWT, HDeIMFEESE D —LAE|Y BT N TWBIE
&, HETViedoceTMFEZBRICT DI N TEEXT,

Viedoc eTMFZBRNIZT 5 1213,

1 Viedoc Admin T, BMEREZRRAR L V427U vy LTHBHE~— 522 £,

Viedoc Lab
Studies Organization Admins 8

TMF Study, Unicarns, Backyard Phasell,

2 eTIMFOERERZ > &2 U v LET,
A Users
Unicorns

© notcommencea @ vaud license:

& eTMF. Manage your eTMF application here

Study crew Study design

New Study Design 1.0 (effective on 2020-10-15 00:00).

Study Sites Sites Countries Site users
#11 Site name 0 Code Country Effective Design Production Users
1 Rainbow city 12rainbow  SE New Study Design 1.0 1/3
2 suncity sun1i23 SE New Study Design 1.0 1/2
8 eTMFRREL A 7 1 7 OB R £ > % ONIC LT Viedoc eTMF% :(ERICXT L TERDIC L £ 75
)
eTMF

Manage your eTMF application.

E=] Study eTMF Enable

) Launch study €TMF
7 + Study eTMF license is valid (':'ON O Launcnswoy e

3 eTMFEIBEE— F CigEd %

Viedoc eTMF % #]% THEE) Y B /IC. Viedoc AdminTViedoc eTMFZESIC L. MiEdBR D 0 — L& eTMFDO O — L
Iy E TS EMBELIDY £, ZDIEEDE. ViedoceTMFAEEI T2 I LN TEET,

Viedoc eTMF% 7 K = > & — RN CEE) T 2 ICIZLATOFIEICAR Y £,
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1 Viedoc AdminT, iBRERFR LAY v 7 LCGRBBHES -V 4 £7,
Viedo Lab
Studies Pr— Organization Admins @
el MF Study. Unicorns. Backyard Phasell.
2 eTMFORRERZ > &7 Uy 7 LET,
‘A" Users
Unicorns
@ nNotcommenced €@ Valid license

.E eTMF. Manage your €TMF application here

Study crew Study design
>
\“\ New Study Design 1.0 (effective on 2020-10-15 00:00).
o
Study Sites Sites Countries Site users
# 11 Site name O  Code Country

Effective Design Production
1 Rainbow city 12rainbow SE New Study Design 1.0

2 Sun city sunii23 SE New Study Design 1.0

3 eTMFZBIRT 2 R 4> 20U v 7 LET,
)E‘ Unicorns | Close |
eTMF
Manage your eTMF application.
Study eTMF Enable DI —
(H) « Study eTMF license is valid EUN unch study &
4

Viedoc eTMF IO THREEIL 7= & X2, LATFDOA v —IhAFREINE T,

e

We are setting up your eTMF

This can take a few minutes, please wait or come back soon.

713, BFZEEB T Y Dy O— L% BEbEOIBESDViedoc eTMFEEIOFIBILLLTICA Y £ 9

HEARSIAEE OETMF 7 145 27 U v o L9,

uﬁﬁm@ﬂ

Study status

EEIeIMF 74 2V ARREIND DIIARFREDO A L0 Y £7,
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2 eTMF7 7Y 7 —> a3 v ARV 5, TMFEEBEE—F ISV ER £,
| elMF | Trial Master File « B
TMF Admin
Triat level Trial Master File {hj
B 11zones A 2 ifacts — " . 0 documents
B 48 sections n 0% contain documents @ 3 artifacts missing required documents 20 w0

4 eTMFo By Z7/8 vy 7iRR

41 (L ®HIC

eTMF 27 —h A 73 28EEHNEES &, eTMF BIEE (L eTMF % TEZENTEET,

eEIMF DT — A4 7ld, §RTCONEHAIFEHTRET, LE2—3F. 774 F7AXET, TNUAERFaAV D
BIA A WEWSIREBTT —H A T2 EFEATELERBTIEATEET,

eIMFA Ry 7&Nd e, 7O EREEE DI -V —ImARNVERE-NCRIET 22 TEES, DF 1.
O— LRSI NFAERICE > CT /L XA D1 —F — 13, $-NELEEI2 e TEET, 1—¥—(C
eTMFAD T 7 € AKX TG T2 Z L IFEJRETT AN FF a1 X > FPeTMFOREIE, 7> 7L — b, BEICEEZ
ZABHIEIFTEEHA,

eIMF 7 —HhA 7ICT7 VR TELZLI—H—(F, eTMF-EMS URY U L e EABEIFL R — F 2{ERT2 2 &
BTEE T,

eIMFA Oy 7 and e, YRATLPAY 7SN, 5B YBERE—-FCRATES 2 L 2R BRA v E—Y
A, ITRTOE2—ICEFRENE T,

TM F %IE%:E - P T\\ @iETJ_T ﬂ The €TMF is locked. The system is only available in read-only mode. ﬂ
Q-)'r:ﬁ €TMF +  TMF Admin ~ -
TMF structure Templates Settings Status
TM F:E - F ’G ®4EET_|_T a The €TMF is locked. The system is only available in read-only mode. ﬂ
(-5{] eTMF »  Trial Master File ~ 1-Y
Trial level v All sites v All milestones
TM FT - jj /f 7\:E - P T“@%T_]_T ﬂ The eTMF is locked. The system is only available in read-only mode. ﬂ
(-5{] eTMF »  TMF Archive - 1Y

eIMFD AT —ZRE, TMFEEEE—RFD RAT—RXRXAZX7ICLATO LS ICZNEFNETREINE T,
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B eIMFIEMT. XS Fv—lFA v RE VR
WM ghcuida.

A

eTMFIZBN T, A Z 7 Fv—lFA VXAV R
HEnNTWEY, eTMFIC7 7 A TEZ 21—
—l3. FNFNOO—LKERICHE> TIER%1T
DT ENTEET,

= NN NV

&

0 eIMFliERy 3By, 7/ RAgekRa1—Y
v — I IERARY ERT— F CREBNERET T,

7 TMF7—HA7E— FOER%ZEF>1—H—

= 3. TMF-EMS URY b U &R BEEsL K
h —rEERLTEYYE—FFTB2enTESE
T 9%

& eTMF -

TMF structure

&) eTMF .

TMF structure

a
ig eTMF -

TMF structure

TMF Admin ~

Templates Settings Status

Enabled

The eTMF is enabled but no structure is instantiated.

i Lock eTMF

Lock the eTMF. When locked the system is only available in read-only mode.

TMF Admin ~

Templates Settings Status

Instantiated
&TMF Managers can make changes to the Structure and users can upload and
manage documents in the Trial Master File view.

Lock the eTMF. When locked the system is only available in read-only mode

The €TMF is locked. The system is only available in read-only mode.
TMF Admin ~

Templates Settings Status

Locked 2022-02-0112:10:34 by

The eTMF is locked. No changes can be done to the structure or documents.

& Unlock eTMF

Unlock the eTMF to enable users 1o work in the system according t their roles and permissions.

Ay 27 &n7-eTMFIZA Y 7 DR E7-. BEAY 7§52 AFEETT,

FL—HEU T4 OBEN S, TRTORY 7EL00y VEREOEEIZEATTIEFE L (iR N, ReLEEST
BLR—hELTRIETEE T, COLR—KE, TMF7—HA 7E—FhoERBLIE Y0 — R TEXT,

42 eITMFO A vy 7

TMFETEE O HHeTMFD A v 7 {E A TTRET T,

eTMFZ 0y 7§ 2ICIZLTOFIEE 4 Y £7,

1 IMFEEHE LTMFEIERET— NICBEIL £,

2 RF—RRZTHEIVYILET,

CDRTIZIETMF DR T —ZANEREN, eIMFZOy 7/Ay VBT E2IENTEET,
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eIMFZRAY 733 Rax>%20 0y LET,

@4 €TMF - TMF Admin ~

RDEATATHRRENET, eTMFZ2 Ay 73 2BAZNDLHERR 2> 527Uy 7 LET,

=

Confirm €TMF lock

EIMFD AT —XZAAOy 7ENTWETIZEDLY, THEHICWDHICE-TOy Z7a3nih & v ER

TMF structure Templates Sertings Status

Instantiated

° eTMF Managers can make changes to the structure and users can upload and
manage documents in the Trial Master File view.

m Lock eTMF

Lock the eTMF. When locked the system is only available in read-only mode.

Give reason

The &TMF is ready for archive)

Are you sure you want to lock the eTMF? When locked, the system is only available in

read-only mode and no changes can be done to the structure or documents.

NERRINET,

The eTMF is locked. The system is only available in read-only mode.

@& €TMF :»  TMFAdmin ~

TMF structure Templates Settings Status
Locked 2022-02-01 12:16:18 by - -
The eTMF is locked. No changes can be done to the structure or documents.

& Unlock eTMF

Unlock the éTMF to enable users to work in the system according to their roles and permissions.

43 eTMFD A v 7 iZkR

FE eIMFO Ay ZERIITMFEREOANTS e HEF T,

eTMFO O v JiERIZLATOFIEE 2 Y £75
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1 eTMF%iEE) LTMFEERE T — N ICBEIL £ 7.
RTF—=RREZT7H5 7Yy o LET,
ZORTICIETMF DR T —Z ZAAEREN, eTMFAA Y /Oy VBT AZEATEET,

3 eIMFOOvy/%2MBgTERL %2200y LET,

a The eTMF is locked. The system is only available in read-only mode.
& eTMF +  TMFAdmin -

TMF structure Templates Settings Status

ﬂ Locked 2022-02-01 12:16:18 by - -

The eTMF is locked. No changes can be done to the structure or documents.

& Unlock eTMF,

: fUnlock eTMF
Unlock the €TMF to enable users to wWork in the system accOrurmrg~= oles and permissions.

4 ROZATATPHERRENET, eIMFO O v 7 RSEBRA NDEERR 220 v/ LET,

Confirm eTMF unlock

Give reason

One document left to be reviewed and finalized.

Are you sure you want to unlock the eTMF? When unlocked. users wheo have access to
the system will ke able to work according to their reles and permissions.
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5 EIMFORF—4RATEINET,

&) eTMF . TMF Admin - -
TMF structure Templates Settings Status
Instantiated

eTMF Managers can make changes to the structure and users can upload and
manage documents in the Trial Master File view.

£ Lock eTMF

Lock the eTMF. When locked the system is only available in read-only mode.

https://help.viedoc.net/c/fd74dc/?print=ready 34/86


https://help.viedoc.net/site/assets/files/5818/emtf_status_after_unlock_4_69.jpg
https://help.viedoc.net/site/assets/files/5818/emtf_status_after_unlock_4_69.jpg

12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning

2

Viedoc Share for the eTMF Manager

\Viedoc Share eTMF ¥ % —> ¥ [@lF A4 F

{72 Viedoc System 2024-11-13

1LIFL®IC

2.5EH

3. HiRSRH

4.7—2770—
5.Artifact® F ¥ 2 X v b HEZH3HI<T 3

1 ELsHIC

Viedoc Share#ggld. eTMF1—% —7'Viedoc Me1—% — F 7z|% Viedoc Clinic T—H% —& F¥a X v A2 HBL
=Y, BEEED-YITB-DIERATEET,

2 EH
UTo7*2 bTid, LIFORREEERL £,
» HEE - HEOBEERE R OeTMF1 — ¥ —
s NAVE—-BIIRO FF 2 XY bPN—=Y 3 v EZZUHE T, eIMFIZ7 744 ) v 7ah3
«» B(EE - E£BEE LFE L X 3— 7 DViedoc Clinic % 7z 14 Viedoc Me L — ' —

- HEEGE - HEHE LE L 23— 7 dViedoc Clinic1—H—, /N ¥ 4~ OZ(EELENBE L 1-15
A HEABEFEIFF 24V MIBETEES,

3 HIREM

eTMF1—% —T. Viedoc Clinic2—Y—®D FF a2 XA FHEBEOE’R F /- ZViedocMe1—Y—D FF a1 X FHF
DEBOIER%IF > 21—V —ld. FFaxrbaHETEEFT, 22—V —DIC0—LICEBET 21ERIZ. eTMFY %
— Ty —IlL o TRRESNE T,

FFaxy bA2HEBFTE20 . LTOREA®B-TIESOHATT,
s XIS T BArifact HEERICRREINT LS (BTMFY R —2 v — 2 & » TERERH)
F¥axy bHBEERHTHD

» HBEEHViedoc Me1—H — £ 7z1dViedoc Clinic1—H¥— L BIL X 3— 7 GAER. EH. §E:R) OMER%
E-Tn 3

4 7—470-
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1.Viedoc Admin: BIE1—H%—7% Viedoc ClinicH & U'ViedocMe1—H%—& D FF 2 X > FHEOEE
HERZeTMF1—H¥—ICEYHTET, IhHhHBETT,
2.Viedoc TMF > TMF E12EH > ArtifactZ §REE. eTMF ¥ & — ¥ — (3. Viedoc Clinic & UV £ 7z &
ViedocMe 2 —H— | FFa x> b HEFAHATL 7,
3.ViedocTMF> TMFE'z —[@E> RF¥a X b 7anxT 4, Z2FAHERZEF > -V — 17,
« Viedoc Clinic Z—#% — % 7=(4 ViedocMe 21 —H —¢HF T2 ¥ 1 4~ M ZERL
- FFa AV ERITBLUHEEL
» NAVE-ERE L. BEESSOHABEF HETS
4 BEEICIF. 7 RALA-FEFERALTRF 24> b 2EES L VEBK TE %Viedoc Share~d )
I RE S NIz A —ILAIEEFEINET,
5.Viedoc Me — % —DiEE. ViedocMeD X 4 > R—I D KF aXx¥ bDTFIZViedoc Share~D Y > &
NERRINET,
B.INTOREEN FF 24> MIBEL, HEABFENMPETHNIE, HEBFELERBL T,
7.BEEADRF 21X ME, 6TMF-EMST —h 4 7 GREREEEMS L /72 IE ARy ¥ —) OXFG
THAICEENET,

5 Arifactd F¥*a Xy bEEZHHICTS

Artifact®d F ¥ 2 X v P HBEEZFHICTZI2IE. UTOFIEICHWLET,

1 XV TFF Y RAE—FHPEICHE > TWBIHE, TMFAdmin £ 2 — T, TMF #B3EA 0 Artifact(ic 1 — v/
NEBLERRINIBERZ VERIRL T,

2 ArtifactZiREV > FY DO FF a2 XAV b EFE+E 72 3T, Anifactz B TE 521 —H— (Viedoc
Clinic ® 2 —%—_ ViedocMe ® 11— —_ £7:13ZDWlA) #ERL £,

3 TRTCOBATLA =L EPRAAIINTNDE I EAREDL, BRELEIRL 7
4 ETHEELBEALZBRL. ZELEMICL £,
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4

Viedoc-provided templates
Viedoci2tDeTMF7T > 7L — k

¥£47% Viedoc System 2023-12-19

1LIEL®IC
2.Viedoc template® ZFIAICYF-> T

RELY>O— DA TH 2T 7L —biciE 711 ZEBRAT S L0711 2RI obord Y £
_a—o

TS ZFHBETOT Y TL— DXy yaA—RiZZibonr s il £7,

TNAZFBRET T L —boxTryO—FiEibonnehl) £,

1 3L®ic

ViedocH Bt 26TMFT > 7L — b, T FEKXOR—RSA v FvFL—bT, £9va—FLTZEBE®
EHBO=—XIEDETAREITARTEIENTEET,

7> 7L — k&, Drug Information Association (DIA) ®Reference Model (DIAZRBET/L) ICED W /-1EENA
X hZ U F v —T, Artifacts& Z D Artifacts|CXF T 5 0 — L DIER % EE L 7zViedoc eTMFD R X k75 7 F 4 X2
> THERR S NTULE T,

T 7L —hMClE, XK Y —DOTMF*Investigator Site File (ISF) TERAI N3 Z & # B & L 7-Artifacts 'S £
NTWET, FERO—LIL ISFICRF a2 XY b2 7y 70— R3 237010, EERIELOIEYEICE| Y YTH NS S
EEBELTVWEY, ZoMo0—iLiE, AEVH—DOTMFA{ER T AIRICEA 2B CERTAZEATEE
EDS

2 \iedoc template® ZFIAHICY 7= > T

COTY7L—hiE TOFEFEAITLIL D, BABRO - —XICEDETEREITHIEHERETT, HLLDT
TO—Fh HE-OFEBRICKT L GBI SN TV S 2 L2 TEBTIHRC S L, T 7L — FOEVIK
WERFNEDMRIC DWW TIE, Viedoct = — 44 F - IMFEBERICGIEHEHAH Y £ 7
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<

Customizing a template
TYTL—FDAREZTAX

#1734 Viedoc System 2023-10-28

1.IFC&HIC

2.V321¥— b

3.Viedoc extensions & — k
4.Viedoc milestones ¥ — b
5.Role ¥— b

1 EC®ic

eTMF7> 7L — k7 7 1L TlE. Zone (K£H4E) . Section (FIER) . Artifact (3LER) DEFE DT &. eTMF
DA—Y— - O—ILICBHT IHERZBET A ENTEET,

eIMFF > 7L —h 77 A LIET /AR E B Y £7,

eTMFEREZE L LTTF 7L — o, . . N . L
NTEET,

ViedoceTMFZ 4 £ > X ICIER—ZX T4 « T 7L — b —#IRBBEINET, COF7L—biE, Z0%xF
FERT20TIERL, BFO=-—XCHLE UEAT 2 LB LTWET, 3l Viedoch BT 27~ 7
L — & ZTELIEEL,

Viedoc eTMFD T > 7L — MZT7 7R T 2121E. R—VEBICH DTy Tb—ba7% 7)o LET,

@4 €TMF : TMFAdmin -

TMF structure Templates Settings Status

éﬁ Organization templates 13 templates

Viedoc eTMF7 > 7L — M2 ZFfE48H V) £ 9,

- - ?ﬂ%ﬁﬁﬂfd)@’c @ﬁﬁﬁ—g*uﬁﬁb;ﬂ-ﬁga L0
) SR DIRERIC D AFIFEHEEES b O

ETMFF > 7L —hld. BEEORF a2 X+ - SYRRT—TIIEdhBR L 5BEHLET, BIZIE. Zone
(K#£4E) . Section (FIEE) . Artifact (XER) #hRXZ< ALY, £7-13BI0. BT 2 A TEE
EDS

https://help.viedoc.net/c/fd74dc/?print=ready 38/86


https://help.viedoc.net/l/009da2/jp
https://help.viedoc.net/l/009da2/jp

12/13/24, 3:23 PM

772 L. Viedoc eTMFT > 7L — b AN F—2 3 VICHHIII N2 12010 1E. LITFOEHEABS - SN TL 3 BEAN

HY XY,

Viedoc User Guide for eTMF Managers | Viedoc eLearning

s TUTL—MIlE MDY — FEFEOIEECEETA I L,
 U— FOREBRRETELAN &,

s TRTOY— FDITRTCOFYIMBETHYVFEL BRI NEE S AL, 72720, BRICTE 255V,

HMIILATOY 7o a v A2BRBLTLEE L,
« —EBOFIIFEEDEEZRCMELNDH B, FHFHIZLUTOY 7 arva8lRL TN,
s TRTOY— FOFEUIEIC TRITNILAR 5T 1D DArtifact (XEF) 22 X117,

2 V321> —+

2D — MIDIATMFERET/ILICEDOWTWEY, Zone (K548 . Section (FIER) . Artifact (ZER)
HRZZA X, BN, BIRHEEETT,

UTHFOFEMETT,

Zone #

Zone name

Section #

Section name

Artifact #

Artifact Name

Alternate names
(ArtifactDIEBIRER)

https://help.viedoc.net/c/fd74dc/?print=ready

A== TRIFNIER D70,

A== TRIFNIER D70,

A== THRIFNIER D70,

Section (FIEH) H'/87 5Zone (KHHE) HESERI 24OHF. £V
# F(). SectionFES2MTOFE TR I NTL 5,

f5: @3.02

Zone (K£4E) D Tci=—7 THRITNIER S AL,

A== TRITNEE LKW,

ZoneFBEE D2MTOEFE. U A (). SectionFS2Mi0EFL Y A4 K

(). ArtifactEzS TR INTW S,
f5l: ©3.02.01

Section (FIEH) o TcaI=— 7 TRITNIEE SR L,

Artifact D Bl

ZDFHMERTY, FET DIHBE. RANDHERETT,

ZOFIRE. VATLMEEIC Yy EY S INTWE A, BIE.
ATV AE-RTCREBETE EHA,
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Definition / Purpose

Sub-artifacts

Core or Recommended for
inclusion

ICH Code

Unique ID Number

Sponsor Document

Investigator Document
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Artifactd 7 ) — 7 F X b ETIR,

Viedoc eTMFCEZEZ#FRT 521, TMFR P59 F v — 4% 72585
L. ArtifactiCfB8I L. ‘RZZ7 Vv 27 LET,

(@) View artifact properties
¥ Trial Master File Plan

From template StudyTemplate_Alvalues (2) xisx

01.01.01

Trizl Master File Plan

tion  To describe how records for the trial will be managed and stored during and after
the trial, including study-specific processes and documentation for archiving and
destruction. To include TMF filing structure o be used. May include TMF content
list, filing structure and chain of custody records. Artifact can include any evidence
of plan execution including. but not limited to: plan. reports, checklists, etc

acts Core Document List, TMF Report, TMF Transmittal Form, TMF Setup Request

ZOFIITHETHRL,
Sub-artifacts DEYIT TSNV X b+,
Sub-artifacts ® ) X b ZFRRTIEIZERADIEY .

Sub-artifactsid. eTMFZ—Y —HA RF 2 X b A2 X SICHEET D702
FETZET,

DI TLETY,

GCPICRBBIETY 251,
WAER,
COFIFERE. CATLMBEICY v EY SENTLWE A, BITE.
AVTFVRE—RFTEETE XA,
ArtifactD—ZDIDEE, (#7>a3v)
Z DESIEViedoc eTMFIC L > TUAT D & 5 ICHEES N FE T
« FIFETREAIEA. Artifact—EOBMLEEH TA ITNIEAR LA
Lo

» FBARATRELIRS. eTMFY R T LIEZZNEZIFAN. HAOE
Nt=7—HhA 7Tl e £FRREINS,

N OFTIE. ARy Y —AIDArtifactiz D H ., & D IBERE(TERD
BlDArtifactz DHEEFEL 3. (GCPIZ{iE->T)

{ElZ X (YESDOERK) F7-lx NO D&,

ZOFNIHEAN->THEWEWITFEHEA,
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Process Based Metadata -
Number

Process Based Metadata - Name

Trial Level Document
Trial Level MILESTONE/EVENT
Country/ Region Level Document

Country Level
MILESTONE/EVENT

Site Level Document

Site Level MILESTONE/EVENT

Dating Convention
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INHDFE, Artifactx ) > 7/ TEZHRBO O R EERLET, =
N, L3—F2EHDZonell£F7=D > T 7 7ML EINZHABRTIRICI
HET,

ZOBIFIRIE. VRTFLMBEICT v EY S EINTWETA, XA VT
FTURE-FTRBEELTEIT A LIETEEHA,

IhoDFTIE, HERL N, BL AL, EEEL NILTOTAILR k—
VEERLTVET,

7> 7L — FRDV321> — b DTrial/Country/SiteL NJLD K F 2 X > k
T, XDPEEESNTWBIES L SDIES:

» XIZERESINTWBIES. XIHT 5 Trial/Country/Site L <L
®DMilestone/Event# = ICTE £ A, XY 5
Milestone/Event(Z 1. Viedoc Milestones + — I - Name 7™
BN EZESD 2VENHY) £,

. TTHBIEE. XIS % Trial/Country/Site L ~JL D
Milestone/Eventl3Z= TH 2 MBLH Y £7,

Viedoc eTMFIZT7 Yy 7O — RSNz RFa AV bDXAXTFT—Z TERIN
ZHRMRAIZERL £95

ZORIFTHE LRV EOES. T 740 N OBRAIIE -
s>OBRfMICEY £,

artifactz#gEE~ 1 >~ N7 ORERISTEE Y « — /L F TNewZBIR L 7218
&, Bz X, RERFEEIC ENDTHZENTEEXT,

3 Viedoc extensions > — bk

2Dy — MZlE. RArtifact (LEH) OViedocEBD 7ANXRT A HNEFENTUWET,

LAIFA a7 LOFMTT,

Artifact S

Sign

Applicable in Trial
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ABRDV 3.2 sheet D Artifact S %= 248,

Z DFixViedoc eTMFTIE FZFEHINTWEHAD, BZFONENDH
U

IRDENZIFAN SN FET: Required , Optional , ¥ 721 Not
Permitted

Artifact2'ZHBR L N L CERRIEED ¥ D A ERL £ 9,
ZOFNIHMENIAN>TIHRWEWTEFA,

IROIBEDZ T NSO FE T Required , Optional , ¥7:-1& Not
Permitted
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Applicable in Country

Applicable at Site

Metadata properties

File formats

Accept blinded data

Accept privacy data
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Artifact A E L N L CIEHEEEEN O AR EEL £9,
ZOFNTIHENR N> THEWE WITFEE A,

IRDIENZIF AN N LT Required , Optional , 71 Not
Permitted

Artifacth'Es L ~ L CIERAIRED & O hEEERL £
ZOFHIIHEHD N> THEWLWEWITEEA,

IROIBEDZ TN HANFEF: Required , Optional , ¥7:1& Not
Permitted

ArtifactiCX§ 9 2IBIND X 2 T — &,
ZOFIITHETHRL,

BN A 27 —%%FKRT 5(21E. TMFstructure® 7 |CFB&E) L. Artifact
IZFES—bLT, Views 27U v o LET,

Artifact CRIFEATRER 7 7 A LR AR TV S X TREI5 N7z U R b,
£l:

» docx | pdf -docxfie & pdffslD 7 7 AL DA T v 7H]
Be.
- X -2TOT7 7ANVERD T Y 7HEE, (ViedocETD T 7 A

MWD 7 Z v 7 ) Z FPAMNE Y £9)

Z DFIFViedoc eTMFTIZ E/FRASNTULWE AN, BRI NI ZT—
X Artifact CEFRE NI EIrEEEL T,

IROEIZITANSNET: YES £/l NO
Z DFIFViedoc eTMFTIZ E/ERASNTUVWERAD. T I7A4 NN —F—
ZDArtifact CEFR S NI N EI D EEZRL T

IROENZIFANNONET: YES F7-1E NO

4 \/iedoc milestones > — |

ZDY—bEA T a v T, BYALZA = DViedocEHD 7O XT 4 AZENTLET,
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IDY— FHRHINTVLARWES, Y XTLIIRV321Y — FOLITICH BIBES NI AL F=VIZEDOW
T, Z)L—70therFICv A LR F—>DU 2+ %EREL £7,

= Trial Level MILESTONE/EVENT
= Country Level MILESTONE/EVENT
= Site Level MILESTONE/EVENT

TR hF oL LY £9,

Id A=—UBTANRA =D, B,
Name AU BRTANR =B, ©EF,
Group DIABBBEF L TEZINTVNDE4DDT AR ~—> FIL—TD—>, HEEI, ROEH

& 1TV £ 7: Start UP, Study Conduct, Close Out, Other
Trial description - v AL X b — v ICEEFNZHERL ~LOXESEE, Z=EA,

Country TDVRANAF—VIZEENBEL NILOXERA, zET.
description

Sitedescription v AL b —VICHENDHERL VL OXESE. FAA.

5 Role>—+
CPA—IL— kTl &eTMFA— L OMEIRAEZE < 15 7,

Role SPONSOR-STUDY

Role SITESTAFF

Role SPONSOR-COUNTRY
Role SPONSOR-SITE

Role SPONSOR-REVIEW
Role SPONSOR-DM

Role SPONSOR-UNBLINDED

LAIFRA a7 Lo&ETT,

Artifact &S AR DV 3.2.1 sheetD Artifact HE % S0,
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Study

Country

Site
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HERL R TOO—ILOIERAESL 75

VIS OIED (ERERIRET .

NO ACCESS :FiBRL ~ILTiZE Y S ArtifactINNEICT 7 +
2. BIEHNAETEE,

READ :EiBR L ~NIL Tz T B Artifact JONEDOEE . 47
v A— FA'E]REE,

WRITE :3RBRL ~IL T2 7 D Artifact N O LEDEE, 7 v
TA—F, Kuro— R, fREE. BN ERE, WRITET 7
2 %185 (21E, ViedocD XX T4 22— (Allsites) |Z3B4F
INTWLWBMEBEAHY £F, 75 THRWESG., WRITEHERIZ
READICEIR I N F 9,

REVIEW : NFE N7z, FHERL ~NIL T2 T B Artifact I DL
E0RE. XU rn—F AR 23X MEEHETEE,
REVIEWY 7 £ 2 %185 (Z|3. ViedocD X & T4 Z2a—7 (All
sites) ICHBFINTWIRENH Y £, 75 THUVLIEE.
REVIEWHERIZREADIC T N £ ¢,

A—ILPHEROEFET., 12—V —% T2 TOMR,IBFIs &
IEBJRE T A FAZ-DBILB BEID L £ A,

BLARLTOO—LOEREEEL T,

AT OfEn EFEA8E T 7.

NO ACCESS :[E L NILTEZHAT % ArtifactIONEICT 7 &
2. BIEHAETRE,

READ :[E L NIV TE%H T B ArtifactHONEOEE L, £V~
A — FH'EJgE,

WRITE :EL ~NILTEYE T 2 Artifact IO XEDEE., 7v 7
A—F. &£7>A—F, &wE. HFRHTTEE,

REVIEW : /X7'U w2 & i, B L ~NILT%ET % Artifactl
DXEDKE, X¥V>A—F, &R, 23X MERH AL

BERLARLTOO—ILDOMERAERL £7,

AT OfEh EFARE T 7

NO ACCESS :[Bs& L ~ILTiZHd D ArtifactADONEIC T 7
2. BEEBIARATRE,

READ : B8 L ~NILTi%Y T B Artifact A O ZEZDEE L. X7
v A — K2\ a g,

WRITE :jEs& L ~NIL Tz 7 D Artifact N OEOEE, 7 v

TA—K, &uro— R, fwE. Higr a8,

REVIEW : /S 7'V v 2 &Mtz BEERL ~NILTE%2 5 Artifact
RNONEOEE, ¥ >o— K, &F. JIX> MEEEHH

b
BEo
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Importing and exporting templates

¥£17% Viedoc System 2022-12-12

TVv7L—brDAVR—FEIT I RK—F

1

TY7L—FrDAVE—F
TY7L— DT RFE—F

1

T —bDA VR— b

FrTL—FrDAViR—MILUTOFEIZE Y £9,

Viedoc eTMFCTMFEIBEE— F b2 —#BIRL £ 7,

@+ €TMF .

Trial Master File «

TMF Admin
Trial level All sites v All mileston
| 1 TMF Archive
z Zones ts
202 artifacts missing required documents
B 51:=ctions 4% contain documents ® = I
2

TFYTv—F 270Uy LETS,

©4 €TMF: TMFAdmin -
TMF structure Templates

Settings Status

@ﬁ Organization templates 13 templates

https://help.viedoc.net/c/fd74dc/?print=ready
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3 AVHR—bR2Z27UY I LET,

@ Organization templates 2 templates

DemoStudyTemp - Copy

Imported 2021-03-04 09:16 by

Manage | Export v Select
11 zones - 48sections - 249 artifacts

AVR=PLETYTL—bMIZT—PH-2BEIE. AvE—IVPRRSINET, TF7—Xv
T—=C DA77 AN EX7A— KT 5I2IE. Importerrors® 7 U v o L £,

0 Whoops! Something went wrong with the import, see the file Import errors for more information

2 Tr7L—bDOTIRKR—F

FUTL—brDIT I RR—FEUTOFIEICAY £9

1 Viedoc eTMF CTMFEREEE—F £ 2 —%iBIRL £,
eTMF +  Trial Master File «
TMF Admin
Trial level All sites v All mileston
B\ 2 TMF Archive
z Zones ts
202 artifacts missi ired d t
B 51 s=ctions 4% contain documents ® FrifEeT g raee corumen
2 FYTL—bF &TEIVYILET,
©Y €TMF + TMF Admin -
TMF structure Templates Settings Status
= - -
@ Organization templates 13 templates
3

TR FE—FLEWT YT L—bFOZIRB—=PF REH Uy LET,

@ Organization templates 3 templates

Non device template
Imported 2021-03-16 15:25 by
11 zones - 48sections - 249 artifacts

TORANTTFALMDT IO LTyA—RFTEBLDICHY £7,

Manage || Export v Select

https://help.viedoc.net/c/fd74dc/?print=ready
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Selecting a template
T 7L — bk OiEIR

¥£17% Viedoc System 2022-12-12

eTMFF> 7L — b BIREND &, TMFRM G 2F v —D X T7HRIBTES L5 ICRYET, THBbHT, A+F
IF v —%BB LY. Zone (K#4E) . Section (FIEE) . Artifact (XER) O 7O0/57 4 ZFERL=Y L
T AT O9Fv—% A 22 2T 21T, ZORENTCEDDZ—XIIHE>TWEANEI N ERERTE &
HTELT,

Fr 7L — FEBIRTZICIE. UTOFECAY £,

1 Viedoc eTMF T, TMFEBEE—FZ2 27U v 2 LET,

elTMF +  Trial Master File «

TMF Admin
Trial level All sites v All mileston
a TMF Archive
12 zones ts
202 artifacts missing required documents
B 51sections 4% contain documents ® I I
2 R=—VEFEIHZTFYT—b 275270y 7 LET,

@4 €TMF » TMFAdmin -

TMF structure Templates Settings Status

=
eﬁ Organization templates 13 templates

3 BEWICAYIEZWTF Y IL— FOFICHIBIRRZ V27 v 7 LET,

@ Organization templates 2 templates

DemoStudyTemp - Copy

Imported 2021-03-04 09:16 by Manage | Export v Select
11 zones - 48sections - 249 artifacts

Simplified Template

Imported 2021-03-01 13:29 by Manage | Export v Salact

3 zones - Fsections - 19 artifacts
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4 BEWCEVWT T L— BRI ND &, BIRF XV 3NA T4 FRRESNET,
Manage | Export
5

INT, TIMFRFS9F v —27C, BRL-T VI L— DRSO/ Fv—4FER -BEETZZE
NTEET,

@4 eTMF

TMF structure Templates Settings Status

=

DemoStudyTemp
x Structure instantiated 2022-01-31 10:55 by

Milestones View

TMF structure 11 zones - 48 sections - 249 artifacts
Ed Trial Management

EA Central Trial Documents

B4 Regulatory

E3 IRB or I[EC and other Approvals

4 Site Management

AT F v —%RTERTIVNEND DIESIE. ExcelDT > 7L — b7 7 A ILE{EIEL T, Viedoc
eTMFIZA v FR— b L £,

MEN LW EZERBLIED, AV AZ2WT BT EPHEKET,

FTrTL—FHBIRENTWEIES., TMFRAFZ9F ¥ X TDOR—STFEBICHZ2AMFIF v —% TV RE— b %
Uy 9B E, 6IMFR R T 0 F v —2{K%Excel 7 7 A IVICZ I AR— T ENTEET,

E3 Third parties
EJ Data Management

k3 Statistics

Export structure
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12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning

<

Managing templates
TVvT7L—0EE

¥£17% Viedoc System 2022-12-12

1.Tv7L— FDOEHIZEET S
2.7 7L —F%EgT 3

1 7L —brOREIZZEET S

FUTL—FOBRIEERT DICIELUTOFIEE 42 Y £75

1 Viedoc eTMFC, TMFEBEE—FE 21 —%BIRL £,

eTMF +  Trial Master File -

TMF Admin
Trial level All sites
= TMF Archive
r4
= wone B & 202 artifacts missing required documents

B 51:=ctions

4% contain documents

2 R=Y P H BTy T— b2 T7% 7V v LET,
@4 €TMF . TMFAdmin -

TMF structure Templates Settings Status

ﬁﬁ Organization templates 13 templates

3 BRIATEL-WT - FoBEES Y vy LET,

Viedoc eTMF demo template 001
Imported 2020-10-30 10:31 by

Manage | Export / Select
11 zones - 48 sections - 249 artifacts g i :
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4 FUTL—FOBEBAA TASORERZ 27Uy 7 LET,

&
Name*
DemoStudyTemp - Copy
Category”

Organization template

fi Delete template

5 FY7L— L OZRIETEL £ 7.
6 EEERER 2 Uy 2 LUREL £

2 Tr7L—+EYIKRT S

eTMFF > 7L — b #HIBRT 2 ICIZLATOFEIEE 42 Y £,

1 ViedoceTMFT, TMFEEBEE—Ft1—ZBIRL £7,

@Y €TMF + Trial Master File »

TMF Admin
Trial level All sites
TMF Archive
12 zones ts

4% contain documents

B 51 :ections

2 R-—VIEICHITYTL—b2THEIV Y I LET,

@4 €TMF »  TMF Admin ~

TMF structure Templates Settings Status
[ . .
@ﬁ| Organization templates 13 templates

3 HgLAWTFYIL—toEEBAEY Y vy LET,

Viedoc eTMF demo template 001
Imported 2020-10-30 10:31 by
11 zones - 48 sections - 249 artifacts

https://help.viedoc.net/c/fd74dc/?print=ready

- All mileston

() 202 artifacts missing required documents

Manage | Export + Select
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4 FUTL—tOBERBLSATASOTFYTL—bOBIRRRE Y E Yy LET,

Name*
DemoStudyTemp - Copy
Category*

Organization template

fi Delete template

5 FwErsUyv s LTHERLET,
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Instantiating a structure

AN 0Fv—DA VYRRV,

FE1TE Viedoc System 2022-12-12

6IMFR R Z 7 F v —% AV XA AT 2IC1E. ETHBRICERI2RENHY 7,

1 Viedoc eTMF T, TMFEIBEEE— FABIRL £ 7,

(5‘511 eTMF +  Tnal Master File -

TMF Admin
Trial level All sites v All mileston
TMF Archive
12
a wone B (® 202 artifacts missing required documents

4% contain documents

B 51sections

2 RV FEICHBZTMFR 9 F ¥ —2 7%V v LETS,
@< €TMF: TMFAdmin -

TMF structure Templates Settings Status

3 AVREAVRFR &Ry o LET,

&4 €TMF+  TMF Admin -

TMF structure Templates Settings Status

DemoStudyTemp

Change template @ Instantiate
Template selected 2022-01-31 10:39 by

4 INTREZ7F v —2EBRRICERI N, T F2—Y-—2RBETE3 L5 L7,

AbSOFv—HA—BAVREVAENDE E, A VARV AW ERGET A2 EETEE A, 1V RE YV
A ENTZETMFR F 5 7 F v ICEEAEMZ 5 I2 14, E—FEAVICTINENRHY X7, SFEAICOW
TlE. A b5 0 F v —DiREASBLTLIEE L,
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Editing a structure
AEZUF v —DiRE

¥£17% Viedoc System 2023-07-19

1LAVTF Y RE— FOfeH)
2R F v —DEE
Q1A N7 7 F v —DiREE
Q1A N Z 0 F ¥ —BDHRE
212TMFY 7 7 L Y RETIA— 3 v OfFE
2.2 Zone & Section D4REE
2.3 Artifact DAREE
2.4 Artifact DB}
2.5 Artifacts D ElIEg
3. RANR—vDEHE
36 X AR = OETRIEFEAETE
37T AR — DYEE
3.8 v AILZ b —> DB
3.9 ¥ 1L b — > DHI&
4RSSV Fv—DEEBERAETZEDRVEL

FTTICAVREAY AU EINTWBEIMFR F 7 7 F v —%MRETHICI1E. AT T 25— FTIEETHZ2RELNDH Y
i—a—o

1 XvFF Y RE—RFOREH
AVTFFVRAE-REEMCTAICE, TMFEEBEEE—FE2—DSTMFR M 9F v — 2T I2H B ALV TFV

A2y Feos Vv LET,

@5 €TMF » TMFAdmin - -

TMF structure Templates Settings Status

"ﬁ template with dropzone [26] e (o]

@x Last modified 2022-11-10 10:55 by

Milestones View

TMF structure 12 zones - 51 sections - 260 artifacts

3 Trial Management
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Viedoc,g,‘é*~ TMF Study

& eTMF s
TMF structure Templates Settings Status
[ DemoStudyTemp
@?[ MAINTENANCE
Structure instantiated 2022-01-31 10:55 by

Milestones View

TMF structure 11 zones - 48 sections - 249 artifacts

Trial Management

AVFFUVAE—FERETIE. BRASNTOWARVWIRTOBERET I TATRANZIVF v —DFRRENZE
EDS

2 AhSUFv—DEE
21 ATV Fv—DiRE

ZANS I Fv—LRNLTHRELRFEICOVWTLUTOY 727> 3> THAL £,

211 A MT U F v —BDHRE
LUTOFBISE->T, AT/ Fv—BEimeELET,

Zone (K9#E) % 7:-13Section (FIEH) DIREZ1TO ICIFUATOFIEE Y £,

1 XVTHYRE=RT, ARTIFv—LNLTIRER 27 U v o LET,
@4 eTMF -
TMF structure Templates Settings Status

DemoStudyTemp

mainTENANCE (@)
Maintenance mode switched on 2022-01-31 11:09 by

[0

No changes have been made to the structure

Milestones

TMF structure 11 zones - 48 sections - 249 artifacts

¥l Trial Management %k new artifa m
Central Trial Documianti_¢ Edit

Regulatory

IDR Ar IEF amd Athar Ammeacale

https://help.viedoc.net/c/fd74dc/?print=ready
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2 KRENLTVA VY RIT, AT Fv—BEiREL. BERTEIU v LET,

O Edit ‘non-device_template_03 [1]’

Structure name®

‘ non-device_template_v03 [1]|

TMF Reference Model version®

310

Ready

212 TMFYU 7 7 L Y RETILAN—2 3 > OHREE

LUIFOFIEICSE>T, TMFU 7 7 LY RETADON—Y a v e iREL £,
1 XAV FF UV RE-—RTREIIFvLNLOREEZ Y v 7 LET,

€TMF »  TMF Admin ~

TMF structure Templates Settings Status

- non-device_template_03 [1] | Edit
ex Maintenance mode switched on 2023-03-07 02:15 by

Close

mainTENANCE (@f®)

No changes have been made to the structure.
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2 FERINEIA4VRYT, ROV TR IVAZ 12— 5HEYETETMEY 77 LY ZAEFADONA—T 3 v %
BEIRL. BEERTZEIRLET,

0 Edit ‘non-device_template_03 [1]’

Structure name®

non-device_template_03 [1]

TMF Reference Model version®

[ 310 a ]

losze
320

321

2.2 Zone ! SectionDHREE

Zone (KP¥E) *7-1iSection (FIEE) ORELITO ICIFUTOFIEE Y £,

AVTFFUVRE—RHIBPLEE, TMFR K7 7 F v —DZoneF 7= iESectionlCh—VILEEHE 3 & FK
RENIREREZ7V vy LET,

@y €TMF +  TMFAdmin - -

TMF structure Templates

Settings Status
I 3 ;
@al template with dropzone [66] Edit manTenance @)
l Maintenance mode switched on 2023-03-07 01:01 by

No changes have been made to the structure.

Milestones Edit

TMF structure 10 zones - 45 sections - 225 artifacts
E 61 TFrist-Management

Ed 02 Central Trial Documents m
3 03 Regulatory

K3 04 IRB or IEC and other Approvals
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12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning

2 gpEEY 4> P T, zone ¥ 7= ldsectionDBEIATEL ¥4,

# Edit

Trial Management

From template Non device template [customized]

CLASSIFICATION

Zone # 01

Zone name* [ Trial Management

3 ZEEREEGEA/U v/ LTRELES,

23 ArtifactD4REE
Artifact (X&) DOHREE T 512, LATOFEERY £9,

1 AVTFFVRE—RAEMAEEE, TMFR b5 7 F v —ODArtifactic h— VL EEHhE R EFRIND

REF s >% Vv o LET,

€TMF »  TMF Admin -

TMF structure Templates Settings Status

= template with dropzone [66] Edit
l Maintenance mode switched on 2023-03-07 01:01 by

e

MAINTENANCE {2

Mo changes have been made to the structure.

m Milestones Edit

TMF structure 10 zones - 45 sections - 225 artifacts
A 81 Friat Management
EF 02 Central Trial Documents

B 02.01 Product and Trial Documentation

I3 02.01.01 Investigator's Brochure ml

I3 02.01.02 Protocol

I3 02.01.03 Protocel Synopsis

https://help.viedoc.net/c/fd74dc/?print=ready
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2 BA M -artifactZRE Y « >~ KA 70/ CEEAINA 9,

# Editartifact

Close

Investigator's Brochure

From template template with dropzone [customized]

CLASSIFICATION

Zone #

Zone name*
Section #
Section name*
Artifact #

Artifact name®*

Definition*

Unigue Id

Sub-artifacts

TMF side*

02

02 Central Trial Documents -
02.01

02.01 Product and Trial Documentation -
02.01.01

Investigator’s Brochure O

@ htps://externaltest4etmipreview.viedoc.net/preview/02/01/017sar=

To provide relevant and current clinical and non-clinical data on the
investigational product(s) that is related 1o the study of the productis)
in human subiects. The Investioational Medicinal Product Brochure

31

IE Review Document [ @] o

@ hitps.//etmf-test-document
preview.azurewebsites.net/preview/02/01/01?sart=1B Review Document

Summary of Changes °
IB QC Document °
1B Validity Extension °

« Sponsor & Investigator

Artifact 7’0 /37 4 OFFRICOWTIE, TV L —FDHREATAZDL Yy AV IZHD, V321> — b+
CYRoler— b7 a3 v ESBLTLIEE W,

FEl TMFEIEEIL. X4 > O Artifact F 721ESub Artifact D LW\FIAICY Yo7 ENTWSE, Ay Y
SNTcRF oAV b2HET2.00) Y 72T 20 BBFO Y > 7 2HIlRT 2%, GRIO
Share/Unshare R Z > % 7 U v 0§32 LICL>TBIRT DB ENTEET, §5&, 2DEA7A
7& Artifact DFTANRT A R/ER T4 P71, HFEFF a2 XY bADY v RNRREINES,

3 BE VYo LTRELET,

24 Artifact®iEIN

ArtifactZ BN 2 ICIELA T OFIEICHE->TL S L,
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1 $EE D ZoneX°Section (ZHT L W Artifact #I1BINT % (Z1d. TMFX k5 7 F v — T% DZoneX>Section |
=V ILEEht 3 EFRENSEHL LartifactZiBIlR & %22V v o LET,

€TMF »  TMF Admin - =

TMF structure Templates Settings Status

= . )
ﬁ template with dropzone [66] Edit mantenance @)

Maintenance mode switched on 2023-03-07 01:01 by

Mo changes have been made to the structure.

m Milestones Edit

TMF structure 10 zones - 45 sections - 225 artifacts
A oL Frisl Management
EF 02 Central Trial Documents

3 02.01 Product and Trial Documentation

3 02.01.01 Investigator's Brochure

I3 02.01.02 Protocol

HLAED RFZ7F v —TEBICH S, FHL LartifactZiBMz 2 U v 7 LET,

TMF structure 10 zones - 45 sections - 225 artifacts
E ot Trint-Management

3 02 Central Trial Documents

[E3 03 Regulatory

E3 04 IRB or IEC and other Approvals
3 05 Site Management

3 06 IP and Trial Supplies

[EJ 07 Safety Reporting

3 08 Central and Local Testing

3 09 Third parties

3 10 Data Management

3 11 Statistics

i

B + Add new artifact
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2 L LartifactZiBIN 7 « > K 7 ICArtifactiBERE AL £,

# Add new artifact m

'CLASSIFICATION
Zone # 02
Zone name* 02 Central Trial Documents A

Section # 02.01

Section name* 02.01 Product and Trial Documentation -
Artifact #

Artifact name* New artifact

Definition® This artifact contains some new information.

Unigue Id
Sub-artifacts (+]

TMF side* ~ Sponsor Investigator

TRIAL LEVEL SETTINGS

Document* @ Required Optional Mot permitted

Roles & accesses* SITESTAFF READ -

SPONSOR-STUDY [ WRITE - ]

Zone B ¥ 7-13SectionB D KA 747> X = 1 —TNewZEIRT % &. ArtifactZIBIIL 7=WFT L W
Zone ¥ 7z |4 Section®{ER TE £ 9,

FE WEBERIFATERENTVET,

3 BE VYo LTRELET,

25 ArtifactsDHlIfg

ArtifactsZ BIfg 9 2 ICIELATOFIEE 2 Y £5,
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1 TMFX b Z 7 F v —DArtifact, F7-14Zone, SectioniZh— VL aGht 3 ERRS NIRRT X >~
oy Uv o LET,

@< €TMF » TMFAdmin - -

TMF structure Templates Settings Status

= non-device_template_03 [1] Edi
) l —template_03[1] £ maiNTENANCE (@0
Maintenance mode switched on 2023-02-27 09:28 by

No changes have been made to the structure.

g Milestones Edit

TMF structure 11 zones - 48 sections - 249 artifacts
A 01 Trial Management
I EF 02 Central Trial Documents

B 02.01 Product and Trial Documentation m Add new artifact m

I3 02.01.01 Investigator's Brochure %
I3 02.01.02 Protocol

I 02.01.03 Protocol Synopsis

I3 02.01.04 Protocol Amendment

I 02.01.05 Financial Disclosure Summary

3 02.01.06 Insurance
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2 Z LT, TMFX k5 7 F v —_EDZone % 7= |ZSection & Z DL T D Artifact® 7 F X b IZFREGEH B H N
¥d, cLT~v—7NET,

€TMF +  TMF Admin - =

TMF structure Templates Settings Status

i~ non-device_template_03 [1] Edit
) —template_03[1] & maNTENANCE (@0

l Maintenance mode switched on 2023-02-27 09:28 by

Changes have been made to the structure. Apply all changes | Revert all changes

Milestones Edit

TMF structure 11 zones - 47 sections - 240 artifacts
K3 01 Trial Management
EF 02 Central Trial Documents

N 620502 Protocot

N 020504 -ProtocotAmendment

| G2 EOEHesoraee

Bl 02.02 Subject Documentation

3 Zone ¥ 7=14SectionL NILEZHIFE L. R b T 7 F v — ICEBEFENLT B &£, Zone/SectionI DT RTD
Artifacts D ElIfg S N F ¥,

Artifacts L RV THIBR - A b7 7 F v —ICEEEGT 5 &, T DREFEDArtifacts D A BRI N &
?—O

Section. ME—DArtifactsZHIfg T 5 & . Z DSectionBEHHIBRENE T,
EfEIC. ZoneIME—DSection, 7= 3 Artifacts Z# ElIfg L 7-184&. Z DZonebHlfRE £,

ZAFNSOF v —OTEBAFIZITICRTEEL WEEICOWTIR, ROEI a3 v A 532 Fv—0
THEBACTHEORVE LA TEBLITE L,

Zone (KPH#%E) . Section (PIEH) . Artifact (X2R) %#HgLTH. Z0
. KbV, Ty Fa—¥—Ea1—7TlE. Zone, Section, ArtifactPHlfgE /- & 5 ICFTREN. Z0FD K
FaAVNABERNITOIMNENDHD LA RLET,
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3 TALR—rvOEHE

HEBICERINATANLA =28 51213 TMFRR S 9F ¥ X TDRANVAR =V T4 — L RBICH DR

g2y LET,

@y €TMF . TMFAdmin -

TMF structure Templates

Settings

"a template with dropzone [66] Edi

O

Status

Maintenance mode switched on 2023-03-07 01:01 by

maINTENANCE (@)

No changes have been made to the structure.

Milestones Edit

31 YAILR =Y ORRNEFEETE

TANLZ =Y OERIEFIE. TMFE—RFE2—DOFAILR =274 LZ—%, TMF &EE T — F TOArtifact”
ANT 4 %2FRE, artifactRE 7« >V RV DT ANLA b= - FOY LT A Z 12— |IFKRENB|EE T,

TIN—THDOIANZA = DERBEFEEZEETDICIE. ZORALZA =L RLEANCH S D EREPT7 A 3>
o)y o LET, IBRIEEINS &, BEICERAINSE D,  LLETICREINDE ETHEETNA 74 F&h

i_a—o

,0‘ Edit milestones

Milestones
Start Up
# Id Name
01 0o 01 First Country RA
Approval
02 p2 02 Clinical
Infrastructure Ready
03 03 03 Site Live / Ready
[ Open for
Enrollment
Study Conduct
# Id Mame
04 04 04 First Monitoring
Visit
05 05 05 Significant Study

Events

https://help.viedoc.net/c/fd74dc/?print=ready

Trial description
The first notification

{written or silent]_..

The necessary systems
and...

The first site in the stu
dy has been approve...

Trial description
This is the first monitor

ing visit to._..

Any key event within a
study that indicat...

Country description
The first notification

[written or silent)...

The necessary systems
and...

The first site in the spe
cified country has be...

Country description
This is the first monitor

ing visit to...

Any key event within a
country that indicat...

-

Q Add new

Site description

The first notification
[written or silent)...

[+ ] Edit

The site has been appr
oved [ activated

Site description
This is the first menitor

ing visit to...

Any key event within a
site that indicates a...
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TALZA b= D7ONT 4 A4RETDHICIE, BELF-VLWIAILZ =2 DL NLICHBENCH 2EREREZ 5 7 Y
v LET,

,0‘ Edit milestones

Milestones © Add new
Start Up
# Id Name Trial description Country description Site description
01 01 01 First Country RA The first notification (wr The first notification (wr The first notification (wr
A ] itten or silent)... itten or silent)... itten or silent)... m
pprova
02 Q2 02 Clinical The necessary systems The necessary systems
and.. and...
Infrastructure Ready
03 03 03 Site Live / Ready / The first site in the stud The first site in the speci  The site has been appro
o for Enroll - y has been approved / ... fied country has been ...  ved [ activated
pen Tor enrollmen
Study Conduct
# Id Name Trial description Country description Site description
04 D4 04 First Monitoring This is the first monitori This is the first monitori This is the first monitori
Visit ng visit to... ng visit to... ng visit to...
151
05 05 05 Significant Study Any key event within a s Any key event within ac  Any If.na},!I event within a si
Event tudy that indicat... ountry that indicat... te that indicates a...
vents

TONT 4 HHRET HERICIELUTOAICGER LTS WL,

« Group, Id, Namel3W/BTY,

» BMEBO T ONRT 43 A T 3T,

» YAILZAF=rDIdENamelI—E ThHITNIER Y FH A,
33 YAIILZXF—>DiEN

FLOTAILRA =V ZBIITAICI1E. YALR b=V 2MRELSA 7O FEICHIEHLVWLDEEBIMEZ 7Y v 7
LEFT,
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Milestones

Start Up

F')
F

MName

01 01 First Country RA
Approval

02 02 Clinical
Infrastructure Ready

03 03 Site Live / Ready /
Open for Enrollment

Study Conduct

# Name

04 04 First Monitoring
Visit

05 05 Significant Study

Events

Trial description

The first notification (wr
itten or silent)...

The necassary systams
and...

The first site in the stud

y has been approved / ...

Trial description
This is the first monitori

ng visit to...

Any key event within a s
tudy that indicat...

34 <AILZXb—>Ollk

T T 4 7HArfactiCY Y7 INTWB T AR b —VIFEIBRTE XA, AL b— v ZBIKRT2ICIE. F0

TAILR =Y 7 LTWBArtifactZ Bl 2 H . Z DArtifactzBID~< A LA F—>ICU > o330 LT, 2

nool >y s zERT 208N HY £,

https://help.viedoc.net/c/fd74dc/?print=ready

Country descripticn
The first notification {wr

itten or silent)..

The necessary systems
and...

The first site in the speci
fied country has been ...

Country description
This is the first monitori

ng visit to...

Any key event withina ¢
ountry that indicat...

Site description

The first notification (wr
itten ar silent)...

The site has been appro
ved / activated

Site description
This is the first monitori

ng visit to...

Any key event within a si
te that indicates a...

0 Add new

-
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Q Edit ‘08 Database Lock’

Group*

Close Out -
Id* MName*

08 08 Database Lock

Trial description

Confirmation that all of the requirements for database lock have been met.

Country description

e
Site description

Ea
3 artifacts linked to this milestone Hide List

¢ 06.03.03 IP Treatment Decoding Documentation
¢ 10.03.11 Database Lock and Unlock Approval
¢@ 11.03.11 Subject Evaluability Criteria and Subject Classification

©

‘ There are active artifacts linked to this milestone. It can therefore not be deleted.

HERT olancel

TANLZ =V HEIBT 201, T4 FITREBICHEIDTANR =V %2HIlgE 7Y v o LET,
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Q Edit ‘08 Database Lock’

Group*

Close Qut 4
Id* MNarme*

08 08 Database Lock

Trial description

Confirmation that all of the requirements for database lock have been met.

Country description

Site description

0 artifacts linked to this milestone Hide List
&7 10031 DatabaseLockand-Unloskh it
60 ‘_‘__f|7_11_: e + : UI_‘ ! I:_'I' Cet a + l"! £ +

Delete this milestone
q Delete this milestone

Cancel

4 Zb77F v - OREERCEEORYIHL
ViedoceTMF7 77U —> 3 v id, TMFR RS 7 F v —ICBEHANMNMA b= 2 EEINICEH L. IREDX VT
FUR -y avRIMASNEITRTCOBEZBATINTTICRIT DN ZBIRTE 2 A v —Y2FRRLES,
€TMF +  TMF Admin - =
TMF structure Templates Settings Status

'_1 non-device_template_03 [1] Eedit

) MAINTENANCE (=)
Maintenance mode switched on 2023-02-27 09:28 by Maria Eklund (838)

Changes have been made to the structure. | JEISVEIRGELLESS WEEVE SR ERTEN

M4V R, BERBI—BERIN., TRCOTEABHA/TTICRT L AR TE £,
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Structure changes | Close |

The following changes have been made:

» Deleted section: Central Trial Documents > Product and Trial Documentation

» Deleted artifact: Central Trial Documents = Product and Trial Documentation = Investigator’s
Brochure

+ Deleted artifact: Central Trial Documents > Product and Trial Documentation > Protocol

= Deleted artifact: Central Trial Documents > Product and Trial Documentation > Protoceol
Synopsis

= Deleted artifact: Central Trial Documents > Product and Trial Documentation > Protoceol
Amendment

= Deleted artifact: Central Trial Documents > Product and Trial Documentation > Financial

Disclosure Summary
+ Deleted artifact: Central Trial Documents > Product and Trial Documentation = Insurance

s Deleted artifact: Central Trial Documents > Product and Trial Documentation > Sample Case
Report Form

» Deleted artifact: Central Trial Documents > Product and Trial Documentation > Report of
Prior Investigations

+ Deleted artifact: Central Trial Documents = Product and Trial Documentation = Marketed
Product Material

Click Apply changes to publish the changes made to the structure, or close this window to
continue editing.

+ Apply changes

ALZ7F v LTBRASNAEREREIR, T22BEMIFL R— MIEE SN E S
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4

Configuring eTMF settings
eTMFDEE%E T %

173 Viedoc System 2023-10-28

TMFEEET— FOBEL T TlE. S8R LI/ a V48 EL. SESEALFUAICBEITEY R TFLOENE
ERETBIEATEET,

%, B, BEO7+—< v FOBER. Viedoc Admind—HRHA SERRE T\ £ 7, 3L < X0
LEERTEEBRE L,
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@y €TMF + TMFAdmin ~

TMF structure Templates
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Settings Status

@

~
Filters
" Enable milestones filter o
J
r N
Review process
Automatically lock documents on approve Give reason for unlocking documents 9
. >,
f' N
Drop zone
«" Enable shared dropzone  «* Enable private drop zone e
. A
Document name templates \
Display template: o
Download {StudyName} - {CountryCodeH5 e
template:
Archive {DocumentMame} 6
template:
s ™
Document properties
Populate TMF level value automatically o
\ >
i ™
Structure
Show zone, section, and artifact numbers (TMF Admin and Structure page) e
\ v

IR OREHFIRETT.

1. 74045 —
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s RANRE=VT74NR—%BMCTE- 77+ FTIRERICHE>TWES, IhzBMIcTs e,
TMFE2 =AY NI A NI =2 D74 L EZEZRBATESZ LS ICHY £9

2.70€R%ELEa—

s JRRBESICRFa XV FZEEMNICAY TS - T 740 b TIRENICHR TV ES, INEBMICTS
ELLEAa—THERLAEEZICRF XY FABEENICO Y 7 SNET,

s FFaxXvtony@R%ET2BA- 77+ /L MIERICHR--TWES, hEEMICTEE, LE
A—TFAYIINTRFa AV FOAY I EERT DRI, WECEHEANT S L EINET,

. Foy7y—:

- HEFOY 7YY=V EEMCTS - T4 OB TLET, HEFA Y TVt Ty TA—
Fan7r7 Az, 7y 7A— R L7Ea—% 713 T4 <, Manage drop zone #EfR%#F->TL % 1
—F—1 7 7&XT% EET L LATEET,
HENAY Y= AERO L ZICTDE, 2P T7 74L&k FRy STEET,
« T7AR=FFAY TV =V EENCTE -T 7 4L P TIHENICA>TVWES, 74—+ FAy
T= Ty Ta—=RFENiT7740IE Ty 7= R LY —-LIrT7o/txTcE BEIT S
ZENTEET,
TIAR=F PRy T/ =D L E, A—HF =17 74L& FAY T TEET,
RERD eTMF @S A DFETT 78 XA TEZATHNIE, HTH ROy S/ =VICT7 7ML E Ty 7B—FF5Z
EDNTEERT, LAl I*El“/7/—/7b‘bTMFX|\777"V—'\0)77/f)l/0)$Z§}Ji\ AT Fv—AHD
artifact~D FF 2 X > D7y 7A— R EEREIC, EBDHHI—H —HTWRO Dartifact~DE ZiAH T 7 4 X
BRefF-o-TWD I ENRETT,

Zip7 7TANVADNS 7 7 ANE RO Y TV —=VICBBT S &, YATLIET7 7 ALVETZ L FHA, zZip7 74
IWEBBEL, 77ALEEBIRLTEAYy 7Y = IC Ay Z7LTLEE W,

FEaxXybri—LTFv7L—F (SEFE8EE)

DRI arTiE, RFaxV bEBOTY T L— b EERTDHIENTEET, 70 7L — Mt EEOEN
WFEERFa1 AV MEEHAESDDIZENTEET, FFa 40 FETHOBEBN FF 2 4> FCRIETE A WG
G, VATLIZE - TBROEE LTERINES, T, TV 7L —FPERINTLAWVES. Y XTLIEEZ®D
FFaxXy MIERSNRFa2 XV FGICARY T,

eTMFIZ, ATDO FF 24> FFEHDOEy bxYR—bLET,

Variable/{& Bz}

{StudyName} ERZ

{CountryCode} FEax>y hABLOEICY ¥ 7 ENTVWBIES, BEIXHEHOE" IchY 7.

{CountryName} FEaxXv bABLOEICY Y7 INTWBIESE. B "EHOE" 1Y £7,

{SiteCode} FFaxy bHSCOEICY ¥ 7 ShTUV2IRE. BId HERoMmER" o5 Y £
ED

{SiteName} FEaxy hABLOEICY ¥ 7 ENTVWBIES. (B ORI £
Jo

{VersionLabel} R = - TACE R

https://help.viedoc.net/c/fd74dc/?print=ready 71/86



12/13/24, 3:23 PM Viedoc User Guide for eTMF Managers | Viedoc eLearning

Variable/{& Bz}

{DocumentVersion} RF¥axXy bORFNAN—V 3>

{FileVersion} RFEaxXy M7y 7A—Rani7 7418
{DocumentStatus} RAF/L E1—1FH/QCT7 T TV /HEEEH
{ZoneNumber} Zone #

{ZoneName} Zone?4

{SectionNumber} Section #

{SectionName} Section?j

{ArtifactNumber} Artifact #

{ArtifactName} Artifact &

{SubArtifactName} R 2 4> k&4 7I2J5 L 7=Sub-artifact/ Z Db DZFR
{TMFLevel} TMFL ~JL

{DatingConventionLabel} = fp==HpkL —~ )L

{DatingConventionValue}  yyYYmmDD Fs= 028 E A iHE

{DocumentName} FEaxr bo7anTF4 Ta1—FHrERELLRFa XV g, #7300
Original file name (C1&. 7 7 1 JLHi5EF {Documentld} -- The document counter
d PEENET,

Fr7L— NIFEEH Y £,
4 T4 RTLA4Tv7TL—}

COTYTL—FE TMFE—RFTRFa A » b aFnd 2BICERsNET, UTOfZs8BLTIZE 0,

@4 €TMF »  Trial Master File ~ B
Trial level v Alsies > Allmilestones
23 docume:
@203 s missing required documents L B ~
s T 10 awaiting review * 4 finalized
Drop Zone # | Artifacts & documents in I Trial Managemen: I Trial Oversight Collapse | Expand all
Szl 1 | gy Quality Plan I4v2 e 5
Private 7 . - =
Multiple countries-Multiple sites 20211001 Guality Document 3 2022-01-31 1216 by Canberra, Baghdad IR
Zons 8 sections w9 - 20220118 Quality Plan ¥ 2022-01-31 1215 by Trial K]
I M it Management @ 2 AU-2 20210818 ABSC ¥ 2022-01-31 12:15 by Canberra I D
I B Tl Oversigin = = AU- 20210913 Quality Repert + 2022-01-31 12115 by Austratia IR
° | 9 10-220211109 Quality Report > 2022-01-31 1214 by Baghdad I @
& Multiple countries- 20210928 This is my cool name  2021-11-0113:54 by Ira Australia M
o 1Q- 20210818 abc > 2021-08-18 09:18 by Iraq av [

5. &yva—F5Fv7L—F
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COFTYTL— M BHIRO FFa x> baLy 00— FI2BICERSNET, UTOflZ B0,

Downloads

@ €TMF - Trial Master File -
Trial level - All sites
12 20nes "\ 260 aritacts
B 51:ections 22% contain documents
Drop Zone #
«§ Shared 1
a Private 7
Zone & sections. Ive
I B Trial Management ® 4 35
I Ew Trial Oversight ® 6 4 25
@ 0
® 0
® o
©000.0]
B Unicoms - Multipl..xdsx A

- All milestones *

23 documents
® 203 antifacts missing required documents

Artifacts & documents in i Trial Management i Trial Oversight
By Quality Plan

1| Multiple countries-Multiple sites 20211001

£ 2022-01-3112'16 by Lina Gaggi (881)
‘Quality Document 4 o

- 20220118 Quality Plan £ 2022-01-31 12:15 by Lina Gaggi (881)

J AU-220210818 ABSC £ 2022-01-31 1215 by Lina Gaggi (881)
AU- 20210913 Quality Report © 2022-01-3112:15 by Lina Gagai @)™ .

B 1a-2 20211109 Quality Repors o 20330181 Biaby U’na Gaggi (861)

Multiple countries- 20210928 Thisissiff cool

£ 2021-11-0113:54 by System(0)
name

Sne 50210818 abc £ 2021-08-18 09:18 by Lina Net (1546)

I 10 awaiting review « 4 finalized

Collapse | Expand all

I4 w2 @17

Canberra, Baghdad

Trial
Canberra _ un

Australia

Baghdad

Iraq, Australia

Iraq a

W

@
185 fcownlo
-

@

=

Cr

Show all x

o

6. 7—HhA7Fv7TL—F

ZDTFVvTL—bhE, RFaAXVET—AAT7T3BORFa XY FBELTERENES, 7—HAT7THDO K

Today
Unicorns - Multiple countriesMultiple sites Artifact 01.01.03 - Quality Document (2).xI
sX
n, https://jk14hbyznealsipfsm8zla.blob.core. windows.net/studycontainer/da4125af-70...

Show in folder

FaAY MRICIE, BINA T EZTORFH/N— 3>, DF Y{DocumentVersion}hfF & £ 3, LATFOFITIL.
FALCRFaXYbD3DDNR= 3BT —AATIZRENTVET,

https://help.viedoc.net/c/fd74dc/?print=ready

73/86


https://help.viedoc.net/site/assets/files/6123/20.jpg
https://help.viedoc.net/site/assets/files/6123/20.jpg
https://help.viedoc.net/site/assets/files/6123/21.jpg
https://help.viedoc.net/site/assets/files/6123/21.jpg

12/13/24, 3:23 PM

@ eTMF - TMF Archive -
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The file is available for download until a new file is generated. Make sure to download the existing file if you need it. Generating

a new file will replace the existing one.

B Unicorns_eTMFhrchive_20220131112821.zip
5.04 MB, Generah_/ Unicorns_eTMFArchive_20220131112821.zip

STRAL L AAC rmimmcis =t
e Y,

Sponsor, Investigator, Trial level, All countries, All sites, All milestones

g Generate a new file

® cTMF - EMS repository
Include

TMF side:
Trial level documents:
Country level documents:

Site level documents:

Sponsor ¥ | Investigator X
Trial level X
All countries X

All sites X

Filter by
Milestones: All milestones X
Generate
3 . -
f.  Unicoms_eTMFArc...zip A Show all ]
| & =1 Extract au - [m] b4
Home Share View Compressed Folder Tools v o
« v 4 < Unicorns_eTMFArchive_20220131112821.zip » 20220131112821 » Oltrial management > 01.01.trial oversight » 01.01.03.quality plan » au v O L Searchau
A Name Type Compressed size Password protected | Size
*
canberra File folder
- | Quality Report-01xlsx Microsoft Excel Worksheet 46KB No
@ Quality Report-D2.xlsx Microsoft Excel Worksheet 6KE No
Quality Report-03 bt Text Document 1KE Mo

-
%‘v < >
4ifdins E=

TSI hEToRICEINIBIE FF 2 4> FBTEE LTV AT LATHREEES L. IO DEN Y R T LTEMELT

HELTRBHINBEVBRIEL I A v E—IUNRRINET,
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©4 €TMF . TMFAdmin -

TMF structure Templates Settings Status
o Archive template includes the following unknown document name variables {DocumentNme}. X
Filters

« Enable milestones filter

Review process

Auromatically lock documents on approve Give reason for unlocking documents

Drop zone

« Enable shared drop zone  «* Enable private drop zone

Document name templates

Display {CountryCode}-{SiteCode} {DatingConvet
template:

Download {StudyName} - {CountryCode}{SiteCode} .
template:

Archive {DocumentMme}

template:

7.TMF LRIV DEZ HEICADT S

IDATavEBRIDSE TIMFE—FE2—DRFa Xy b FANRTA L4707 D7 4 —)L K TMFL
R HEERICABDEINET BIRLAZFF 2 X b TCa—YF—DFHETELTMFLRNLF T a3 A 1D
LABWER), 25V, 2—H -2 Ty 7A— FE7EBET 2 FF 24> MIXFLT, BERAIC TMF L~

IVEBIRT AMBEA LAY ET, 2OF 7Y 3 vt EFHRoREBRIC OV TIE 12 -T
WX 32 Viedocd 70D ) U —ZLFEICRIA S N-EHBRTlZ. coA 7> avid I2h-T
WE 9,

8.Zone. Section, ArtifactES%ERT S (TMFEEZEE—FERFFI7FrR=)

ZOF T avEBIRTEE, TMFE—RE2—D X S50 F v R—SBLVTMFR F S5 7 F v 2 72,
zone. section. artifact f DFES L ZHID. TNOSDEICT T REZBW L EIIRREND Y —ILF vy TOT
FRAEFLT7H—7y b TERRENE T,

Viedoc 4730 ) U — RBIICEIA S NAHEROIES. ZOF 7> avidT 740 F CEBIRBRENTULE T,
Viedoc 473D U U — XLIBEICRIA I N/-EER T, COF 7Y a v idT 740 FTBIRENTULE T,
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eTMF access use cases

eTMF 77 7 & X E44|
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1.58E& O — )L, eTMFO—)JL., &R

2FVF
3. &< HBERE

BT Fa—H—Fartifactz B2 Z ENTELRVDTLLID?

32T Fa—H—Hartifactx B2 Z EDTEBHDIC

Ty 70— RCRENTEAVWDEFRETIHN?

33T Fa—H—HartifactZBSH Z LD TED DI,

L2 —XEBEATERVDIERETIA?

AL Iy Fa—H -1z Ry YV —VIIBPDFXa XV FLAERTCEAVDTET A ?

35TV RaA—H-PRAOv T/ DX X PAELTH,. 3ZH¥T Dartifacth’ ‘RS NAah o720, FF

1 AV FASET ARICEROTMEL NULARIRCE AR LD R T 2

1 #=HBgo— L. eTMFO— L, &R

IRDFE, BRI —Y—PTOABEE D H DN DN R R T & FNEFNDRR Y 2T 50 ICELeTMFO
—JL. Viedoc CliniciEi& 7'/l — 7. eTMFL RIL DT 7+ ZERAERLTWE T,

BN —TIZOVWTOLYFEAICOWTIE, 21—V — 28I 2 LV ERA2EHET 228BLE W,

MERO —IL

Study
coordinator

General site
user

KR

H5rAY
T =N
DFF X
> b OB
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eTMFR —JL

Site staff -
customized
with no
access for all
artifacts

Viedoc
Clinic
s
—
=7

=18
ax

eTMFL ~ ¥R aXv b
IWT o+
Zs

ITRTD L
artifact~
DT I

ZFH]
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ERO — L

Study
coordinator

General site
user

Project
manager

RRY

FEER L ~NIL
DKF1X
PANOL
o~ 774
LB LUS
. Boa
BRL LD
—&EBD
artifactd3E

. IARRE
¥4 b D

TMF®D 7 —
hA7

SHEAL ~NJL
DRFax
VDT T
A, TN
TDHARY
Y—Rlo K
Faxrb
DFRR. A
Ryt —

TMFD 7 —
HhA7, B
B D &
7 a—

F. TMF®D
HRE LIS
DRR
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eTMFR —JL

Site staff

Sponsor
study

Viedoc
Clinic
0
— T
=7

n
ax

£TD
A&

=
ax

eTMFL X
VT U x
z

HER L~
I TER
BEHD
artifact®
EEAH
T
A&
B, 1
& B L
~NILTTE
FxHD
artifact~
DA
V7ot
A

&R

1. Archive
Investigator
TMF

1. Download
audit trail

2. Archive
sponsor
TMF

3. Read-
only TMF
Admin

aXv bk

*Clinic~D 7 7t
ZlE. 121D DFEER
T3t <, HERE
NITH 2B D
V. 2 TRHRIFN
EXIAHER
e Y HEBRIC
T|IN £,
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ERO — L

Monitor

Country
manager

Trial
manager

RRY

EEE L XL
DKF1X
v hDT T
A, =]

Bk, BE.
EERO ¢
NRTOFF
aAAXAVED
Fn. kAo
I =
DRF1X
v b

B, kL
~N)LD R F
aXrbD
L Ea—

EBIFFa
A ki
H RRv
Y—lF*
AXAV D
L NIILT
OF =7 =3
F¥axv
foLEa
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eTMFR —JL

Sponsor site

Reviewer*

Sponsor
country

Reviewer

Viedoc  eTMFL ~  #EER
S arse
—T A
N—"7
i MEERL N 1. Manage
L drop zone
AHE L
Ea—7
7t X
2D
FAEY
77X
2TO
AEIE
&

aXv bk

*Roles™ — b &,
TERB L OEL N
LD RFa Xk
DL E1—ERD
F5LETH. T
v Ra—%—g,
BERRD 0 — LD 7=
OICHERF 72 12E
LN THBEFIN
TWAWRY, &
NonRF 14>
M ICXFT 2 AR
WIEDAEZBLE
ER

*g )y gADT
gt RF, ZYT
5T RTOMEEEIC
52 5on 3 pEN
HYET,

*Clinic ~D 7 7 &
RlE. fERRT &I
Tla <, HBRL
NIV TT O BED
HYVET, €5 L
e, LEa—
ST H AR B
AICTIREINE
ER
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ERO — L

Read-only
role

Regulatory
inspector

RRY

ITRTOF
FaxArb
FERTEN
DAY
BER7/+
A

ESEAEEF~
DT IR
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eTMFR —JL

No role,
permissions
only

Viedoc
Clinic
0
— T
=7

£Th
KEhE

2 kx
ax

eTMFL ~

VT U x
z

&R
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