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Manage your eTMF application

Study eTMF

Enable © Launch study eTMF
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& « Study €TMF license is valid (DON unenseye
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eTMF roles mapping \

Map each Study role to one or more €TMF roles, if applicable.
Study role €TMF role(s)
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Monitor Reviewer X

Project Manager Sponsor study X  Sponsor country X | Sponsor site X

2 RERZZERLES,
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Soff Ann. Multiple designs in use.
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Manage your eTMF application.
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eTMF roles mapping

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

Study role €TMF role(s)
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Quick guide for preparing for regulatory inspections
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F17# Viedoc System 2023-12-22
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2. Logistics DEETE LTW3IES
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4. eTMFIEROT v EVJ8BE (FRALTWSIEES)
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BENBEDCY RTLZBREDREL T —2OREMOMEICEVWTERRA VL2 — LTI RTLTHS
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Inspection Readiness When Working.in Viedoc 12t L TWLWF 35

Viedoc Inspection Readiness Packet D4 7 > A— RAZEICDWTILVIRP Z ZEL 2T L

UTD&LSIE. REEICREBHAEDAD T I XtEZ[E L. Viedoc> X7 Ll Regulatory Inspector O—JL &
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Viedoc Admin

. Study Manager/eTMF manager
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Editrole Manage ights in this role

Clinical review

REE hViedoc Admin*Viedoc DesigneriC 722 X § 3 HEL H BB EIE. LD THViedocDIB HE|EL
LTLETL,

3 FHEIHBEEEDIEF
CDRTYINE RETAIR—Jv—ICL>TITFONET,
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el MF

Manage your eTMF application.

"ﬁ Study eTMF Enable © Loumch study cTMF
m « Study €TMF license is valid @ on e ey e

eTMF roles mapping

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

Study role &TMF roles and permissions
Site staff X = Sponsorstudy X = Sponsor country X Sponsor site X Reviewer X

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

Manage drop zone X

Moritor

Project Manager

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

Site Reviewer
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Managing Viedoc eTMF
Viedoc eTMFDEIE

F17# Viedoc System 2024-11-25
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1 1—H%—0O—-JLoIvE>Y

Viedoc eTMFTld. T RA—H—DO—JLE#ERICL>T. I —H—Hartifactdatalc L TED LSBT IR
EEFOD (FIOLERERL/FAWRD DA EZAHARELE21—) DUTDLARILTRESNE T,
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Viedoc L DEEETHOO— )L ZeTMFO—JL/FMERRICY v E VT T BRICIIUTOFIBICHE->TL12E L,
1 Viedoc AdminT. REBRERTAREZVZI7U v L THBHER—CEEET XY,

Viedoc Lab
Studies Organization Admins 6

TMF Studly, Unicorns, Backyard Phasell,

2 eTMFORERZ > E IV I LET,
A Users
Unicorns

@ nNotcommenced @) Valid license

.i'l] eTMF. Manage your €TMF application here

Study crew Study design

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

Study Sites Sites Countries Site users
#1 Site name O  Code Country Effective Design Production Users
1 Rainbow city 12rainbow  SE New Study Design 1.0 1/3

2 Sun city sunliz23 SE New Study Design 1.0 1/2
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eTMFO—/LDOY Y E>F T 7T, ViedocEHEBO—ILICY v E VT §5eTMFO—)L/MEREZEIRL
£,

¥ Unicorns

eTMF

Manage your eTMF application.

Study Coordinator

Monitor

Project Manager

Data Manager

Reviewer X

Sponsor country X

Sponsor Data Manager X

Ig_‘—_ Study eTMF Enable 0. .
: } \ aunch study TMF
g/ » Swudy eTMF license is valid (':' ON 4
@ roles mapping \
Map each Study role to one or more €TMF roles and permissions. if applicable.
Study role eTMF roles and permissions
Investigator Site staff X

Medical Coder
Study Supply Manager

Site Supply Manager

Qﬂatow Inspector

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

Terms of Use . Privacy Policy
20 [2021-05-18T20:58 UTC]
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FATTRE AR eTMF O — JL I,

= Site staff

= Sponsor study

= Sponsor country

= Sponsor site

= Reviewer

= Sponsor Data Manager
= Sponsor unblinded
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= 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
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*x Users
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@ Notcommencea €@ 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).

Study Sites Sites Countries Site users
# o [Epene 0 Code Country Effective Design Production Users
1 Rainbow city 12rainbow  SE New Study Design 1.0 1/3
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Study status
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TMF structure Templates Settings Status

Locked 2022-02-0
The eTMF is locked. No change:

G T AIUNE O

& Unlock €TMF

Unlock the eTMF to enable users to work in the system according to their roles and permissions.
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eTMFEOY 7§ BICIFATOFIEEARD £,

1 IMFZIEE LTMFEEEE— RICBEILE T,
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CDRTICIFTMF DR T —RZIABRREIN. eIMFZOY /O IBBRTDZIIEHNTETET,

3 EIMFZOvVIT3REVEIUYILED,

@y €TMF - TMFAdmin = B
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.

m Lock eTMF

Lock the eTMF. When locked the system is only available in read-only mode
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Confirm eTMF lock | Cancel |

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.

5 eIMFORT—HAZADOVIETNTVETICEDD, T55ICWD#IcE>TOv I INEhEVSIER
HRIREINET,

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

&4 €TMF .  TMF Admin -

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 eTMF to enable users to work in the system according to their roles and permissions.
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a The eTMF is locked. The system is only available in read-only mode. a

@ eTMF +  TMFAdmin -

TMF structure Templates Settings Status
Locked 2022-02-0112:16:18 by - -
The eTMF is locked. No changes can be done to the structure or docUments.

Unlock the eTMF to enable users to work in the system acc les and permissions.
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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 who have access to
the system will be able to work accerding to their roles and permissions.

5 eIMFORTFT—HAWLEEINET,

@4 €TMF - 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.
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Viedoc Share for the eTMF Manager

Viedoc Share for the eTMF Manager

F174& Viedoc System 2024-10-11

1. Introduction

2. Definitions

3. Prerequisites

4. Workflow

5. Enabling document sharing for an artifact

1 Introduction

The Viedoc Share feature is available to eTMF users for sharing documents with Viedoc Me users or Viedoc Clinic
users for information sharing or for collecting signatures.

2 Definitions

These concepts are used in the following text:

= Sharer - an eTMF user with Manage sharing permission

» Binder - an envelope that includes a finalized document version that is filed to the eTMF

« Recipient - a Viedoc Clinic or Viedoc Me user from the same scope as the sharer

= Co-signatory - aViedoc Clinic user from the same scope as that sharer. The co-signatory can sign a
document when all the binder's recipients have signed it.

3 Prerequisites

An eTMF user with the permission or
can share documents. The permissions associated with your user role are set up by
the eTMF Manager.

A document can only be shared if:

= the corresponding artifact has been configured for sharing (done by the eTMF Manager)

= the document is finalized

= the Sharer has permissions for the same scope (trial, country, site) as the Viedoc Me user or the Viedoc
Clinic user

4 Workflow

1. Viedoc Admin: An Admin user maps the permission to Manage document sharing with Viedoc Clinic and
Viedoc Me users to an eTMF user. This is the Sharer.
2.Viedoc TMF > TMF Admin view > Edit artifact. The eTMF Manager enables document sharing for Viedoc
Clinic and/or Viedoc Me users.
3. Viedoc TMF > Trial Master File view > Document properties. A user with WRITE access:
» Configures a document to be shared with either Viedoc Clinic users or Viedoc Me users
« Publishes and finalizes the document
= Creates binder(s) and shares them with recipients and co-signatories

4. Recipients receive a an email with a link to Viedoc Share where they can read and/or sign the document
using a one-time code.



5. For Viedoc Me users, a link to Viedoc Share is available under Documents on the main page of Viedoc
Me.

6. When all recipients have signed the document and if a co-signatory is required, the co-signatory also
signs it.

7.The signed documents are included in the corresponding side of the eTMF-EMS archive (Investigator
and/or Sponsor).

S5 Enabling document sharing for an artifact

To enable document sharing for an artifact:

1 In the TMF Admin view, when maintenance mode is activated, select the Edit button that appears when
you hover over an artifact in the TMF structure.

2 In the DOCUMENT SHARING section of the Edit artifact window, select the users that the artifact can
be shared with - Viedoc Clinic users, Viedoc Me users, or both.

3 Make sure all required fields are filled in, and select Save.

4 Select Apply all changes and to make the change take effect.
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Importing and exporting templates
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Managing templates
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Instantiating a structure

AT IOFYv—DA2VRE VAL

F17# Viedoc System 2022-12-12

eIMFA RSO Fv—%AVRAVATSICIE. FTHERICERTI2URELHD £,

1 Viedoc eTMFT. TMFEBEZEE— RE&RL 9,

(j_ﬁ eTMF +  Trial Master File -

TMF Admin
Trial level All sites v All mileston
| 1 TMF Archive
Zones s
A 202 artifacts missing required d ents
B 51:=ctions - 4% contain documents ® e e A e
2 R=IEMICHBITMF R S F v —R2TZ07 ) v I LET,
@ﬂ] eTMF » TMF Admin -~
TMF structure Templates Settings Status
3 AV RERE V=2 ) v I LET,
&4 €TMF+  TMF Admin - -
TMF structure Templates Settings Status
S:mr';j::g::Zuzznl»m 10-39 by RS () I3 G
4 CNTRISIVFvy—HEERICGERSN. TV RI—Y—DFABETEZLSICHEDE LT

ARSUOFv—DP—BEAVREZVRIbEND . 1R AVRILEERTBDCIETEEFHA, TVRAEVR
1LEINTETMFR SO F v ICEEZ MR B ICIE E—REFVICTIHBRELRHD ET, FFMICDOVT

¥ 250 F v —DIREEZSRLTIRLEI L,



https://help.viedoc.net/l/bc76c2/ja/

<

Editing a structure

ATV Fv—DRE

F17%& Viedoc System 2025-02-21

LAVTF Y RE—RDIEE)
2RAFSOFv—DER
21 2SIV F v —DIEE
QL1 RSV F v DiRE
212TMFU 7 7 LY RETILN—2 3 V DiRE
2.2 Zone ¥ SectionDiRE
2.3 ArtifactDIFE
2.4 Artifact DB
2.5 Artifacts DHIR
3. ¥MINR =V DER
3BRAIINR =" DRTIEFZEE
3IRAIAR =2 DiRE
3.8 Y A1ILR b—>DIENN
39V 1ILR b= DHIBR
AZRLSOFY—DEEERLEEORDEL

TTICAVREAVRIEENTWBETMFR SO F v —%RBETBICIE. A VT T v AT — FTIRMET ZIHNELDH
DEY,

1 AVTFHFURXE—ROES

AVTFUVRAE—REEMCT BRI, TMFEEBEE—RE2—hWSBTMFRA NS I0F v — RTICHIAXAVTF >
AZAyFZ#I Vv ILET,

€TMF +  TMF Admin - -

TMF structure Templates Settings Status

= template with dropzone [26] MAINTENANCE
@N Last modified 2022-11-10 10:55 by

Milestones View

TMF structure 12 zones - 51 sections - 260 artifacts

A Trial Management



Viedoc,g;i% TMF Study

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

Milestones

TMF structure 11 zones - 48 sections - 249 artifacts

Trial Management

XVFFYRE—RERMT B L. BATHTOWEWIRTOEBRL 7Y 71 TBR RS0 F v —HERINE
EP

2 ALZUOFv—DEIRE

21 RSO Fv—DiRE

ARSI Fv— LRI THERREICOVWTUTOY o> 3V THBLE T,
211 RFSUFv—ROREE
UTOFIEICHA>T. AT IVFvy—2ERELET,

Zone (K9%H) F7-ldSection (FIEH) DEEZXITSICIFIUTOFIEE D £,

1 XYTFUVRE-RT. ARSI Fv—LARNILTREREZ > Z T Vv I LET
Y eTMF /-
TMF structure Templates Settings Status
= DemoStudyTemp
@ Maintenance mode switched on 2022-01-31 11:09 by HANVIENANE: ()

No changes have been made to the structure

Milestones
TMF structure 11 zones - 48 sections - 249 artifacts
¥l Trial Management %[ w artifa m
Central Trial Documianti_¢ Edit

Regulatory

IDR Ar IEF amd Athar Ammeacale



2 RESINETAYRIT ARSOFv—2EREL. ERETEIVVILET,
o Edit ‘non-device_template_03 [1]°

Structure name*®

‘ non-device_template_v03 [1]|

TMF Reference Model version®

310 A

Ready Close

212 TMFUZ7 7L YRETILN—3 0 DiRE

UTFOFIEISHR>T. TMFUTZ7LYRETILON—SaoaEiRELE T,
1 X AYVTFFYRE—RTRESIFvILRNILDREEI VI LET,
@Y €TMF » TMF Admin -

TMF structure Templates Settings Status

- non-device_template_03 [1] | Edit
) MAINTENANCE (=)

Maintenance mode switched on 2023-03-07 02:15 by

No changes have been made to the structure.




2 REINEI4VRIT, ROV TEIVARZAa—DEZYTBZTMFU 77 LY IAEFILON—S3 0%
BEBIRL. E=TZ2ERLET,

O Edit ‘non-device_template_03 [1]’

Structure name®

non-device_template_03 [1]

TMF Reference Model version®

[ 310 a ]

lose
320

321

2.2 Zone X SectionDiR&E

Zone (K9%R) FcldSection (FIEE) DWEZITSICIIUTOFIEERD £

XVTFIRAE—RDEPRE I, TMFR RS F v —DZoneF 7=idSectionich—VILEEHhE 3 X
RENBRERZ>ZEZ V)Y ILET,

€TMF +  TMF Admin ~ )

TMF structure Templates

Settings Status
o~ template with dropzone [66] Edi
@a . = [66] =ai mainTenance @
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
1 ¢t TristMaragerrent

Ed 02 Central Trial Documents m
3 03 Regulatory

3 04 IRB or IEC and other Approvals




2 {BEEY Y RYT, zoneZE foldsectionD&EIZZEEL £,

# Edit
Trial Management

From template Non device template [customized]

CLASSIFICATION

Zone # 01

Zone name* [ Trial Management

3 ZEARBEEIVVILTRELED

2.3 ArtifactDiRE

Artifact (X&) DREEZTBICIE. UTOFIBEEARD £,

XVTFIVRE—RPEREE, TMFR S F ¥ —DArtifactich—V ILEEbEDZ ERTIND
BERAH=I)YILET,

@ €TMF » TMFAdmin ~ /-

TMF structure Templates Settings Status
= )
@al StudyTemplateDemo [14]  Edic mantenance @O

Maintenance mode switched on 20 Jan 2025 10:26 by Super Investigator (14869)

No changes have been made to the structure.

m Milestones Edit

TMF structure 12 zones - 49 sections - 251 artifacts
3 Trial Management
| EF Central Trial Documents
3 Product and Trial Documentation

I Investigator's Brochure

I Protocol m Delete

I Protocol Synopsis

L B Dearanal Amsamdnsamt



2

BEh N icartifactZiRET « V RO 7O TEBEMZ £ 9

# Editartifact E]

Protocol

From template StudyTemplateDemao

[ CLASSIFICATION J
Zone #
Zone name*
Section #
Section name*
Artifact #

Artifact name*
Definition*®

Unigue Id

Sub-artifacts

TMF side

02

02 Central Trial Documents

02m

02.01 Preduct and Trial Documentation
02.01.02

Protocol

To describe the objectivels). design. methodology. statistical
considerations and organization of a trial. Usually alzo gives the
backaround and rationale for the trial but these could alsc be

32
Protocol Approval Document

Protocol GC Document

~ Sponsor & Investigator

L 13

Document® Required & Optional Haot permitted
Roles & accesses* SITESTAFF READ -
SPONSOR-STUDY WRITE -
SPONSOR-COUNTRY READ -

FRARIE AR CrTT

oDCAD

F

Artifact 7O/N T« DFFAICDOWVWTIE. TV TL—FDHREZIAZDL Y AVICH B, V3212 — bk
YRole>— bt o a>vaBBLTLETL,

3 REZVIVYILTRELEY,

2.4 Artifact®3ENN

ArtifactZ BN B ICIZUATDOFIEICRK >TL7EE L,


https://help.viedoc.net/c/fd74dc/86d014/ja/

$EE DZonePSectionlZH L W ArtifactZBIN S 5 ICIE. TMFX k59 F ¥ —TEDZone*¥ SectioniZ
A=YV ILEEHhED ERTEINZEFHL Vartifactz: BIMARZ>E 7w o LET,

@< €TMF + TMFAdmin - -

TMF structure Templates Settings Status

= . }
@ template with dropzone [66] Edit MAINTENANCE E

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 - 43 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

I 02.01.02 Protocol

HLAES ARZIFv—THICHB. #FHL LVartifactzBMz o) v I LES,

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

[E3 02 Central Trial Documents

3 03 Regulatory

E3 04 IRB or IEC and other Approvals
05 Site Management

E3 06 IP and Trial Supplies

[E3 07 Safety Reporting

3 08 Central and Local Testing

3 09 Third parties

3 10 Data Management

3 11 Statistics

e 4

B + Add new artifact




2 # L WartifactZ 3810 7 > K ™I ArtifactiBRE AN L £ T,

CLASSIFICATION
Zone # 0z
Zone name* 02 Central Trial Documents -

Section # 02.01

Section name* 02.01 Preoduct and Trial Documentation -

Artifact #

Artifact name* MNew artifact

This artifact contains some new information.

Definition*
s
Unigue Id
Sub-artifacts o
TMF side* «* Sponsor Investigator
Document* ® Required Optional Not permitted
Roles & accesses* SITESTAFF READ -
SPONSOR-STUDY [ WRITE - ]

Zone & F7-IESection& D RO FH T X =2 —TNew%EIRT 3 &. ArtifactZBIIL7=WLETLW
Zone X f=lESectionZER TE £ 95

AR BARBIERTRRINTUVE T,

3 REZVIVYILTRELET,

2.5 ArtifactsDH!FR

ArtifactsZHIFR T B ICIZUTOFIBEE D £ 3,



TMFX k59 F v —DArtifact. F7=ldZone. SectioniCH—YVILZEHEBZ LRTEINIHIBRE >
#U)vILEY,

€TMF > TMF Admin ~ =

TMF structure Templates Settings Status

| MAINTENANCE ()

'_a non-device_template_03 [1] Edic
01 Maintenance mode switched on 2023-02-27 09:28 by

No changes have been made to the structure.

m Milestones Edit

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

B 02.01 Product and Trial Documentation m

I 02.01.01 Investigator's Brochure %

I 02.01.02 Protocol

I 02.01.03 Protocol Synopsis

I3 02.01.04 Protocol Amendment

I3 02.01.05 Financial Disclosure Summary

3 02.01.06 Insurance



2 ZL T, TMFX bS5 F v —_EDZoneF =IiESection £ Z DL TDArtifactD T F X ¢ ICTREEDE | Hh
F9, ELTY¥—UNFET,

€TMF +  TMF Admin - )
TMF structure Templates Settings Status
I~ non-device_template_03 [1] &
@?l S L B maINTENANCE ()
Maintenance mode switched on 2023-02-27 09:28 by

Changes have been made to the structure. EIIVEIRGERLES WIEVE L ETING BT ES

Milestones Edit

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

N 620502 Protocet

Il 0201504 -ProtocotAmendment

| G2 EOEHesoraee

Bl 02.02 Subject Documentation

3 ZoneF 7zldSectionL NILEHIR L. R NSO F ¥ —ICEEHEET 3 L. Zone/SectionID ITRTD
Artifactsh'HIBR TN £

ArtifactsLRILTHIBR * ARSI F v —ICEFTHEGT 3 & TDIFEDArtifactsDADHIFR I N E
ER

SectionJ. ME—DArtifacts% HIBRT B & ZDSectionBEHHIBRINE T,
FE#RIC. ZoneIME—DSection. F f-ldArtifactsZ IR L8 E. £DZonebBIRINE T,

2SI Fv—DEBEBEAFLIITICETELWVWAEICOWTE. ROEIS a3 VYIS0 Fv—0
BEEACZEQOEDELEIELTEETL,

Zone (K%48). Section (FRIER). Artifact (XE4L) ZHIRLTH. 20D
o KHDIZ. TV RI—4—E a2—TI&. Zone. Section. ArtifactBHIFRETNIzLSICRTIN. FOFDORF*
AXY N EBETIMNELNHZI_ERLET,

3 YAMILR+—2DEE



RANZAE=2F FFaXIEZTAINEIITTBRHBDY—ILTY, Y1 +—>dartifactL RNILTES
TN, ZDartifactAD IR TDO R F a2 XY MIFELCIAINZA =25 NET, Y7L =2 FFa
AV FORR. HBROZALSAVRTORF XY bOATI) =3 TRIFERMHLR— FREMSUKRY
FUDTa L2 TIERATEEY

HRICERBINLIAINZA =22 BETZICE. TMFR S IF v 2 TDRIAINA—2T 14 —ILRBICH DR
E=zoUvILES

@~ €TMF . TMFAdmin - -
TMF structure Templates Settings Status
= template with dropzone [66] Edi

maINTENANCE (@)

O

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

No changes have been made to the structure.

Milestones Edit

31 YAMILR+—2ORTIEFZEE

JAINRAN=VORTIEFIZF. TMFE—RE2—DIAILX b—>T a4 )LE—%. TMF BIEHE E— R TOArtifact
TONRT1 ERTE. artifactifRE T4 VY RUDIYAILA =Y « ROY A IR Za—ICRTENBIEE TS,

IIN—TADIAINA =2 DORTIEFZEET BIIE. EDOXAINA =2 LANILGAICH B D ERENT 3>
20y I LET, IBENEESNZ . BEICEAINSD. BLLRTICRINZETHRETNIS1 FEN

£,

# Edit milestones

Milestones
Start Up
# Id Mame
01 01 01 First Country RA
Approval
02 02 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

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...

e

o Add new

Site description

The first notification
[written or silent)...

Iﬂ

Change sequence

The site has been appr
oved [ activated

Site description
This is the first monitor

ing visit to...

Any key event within a
site that indicates a...



32 YAIXb—>DiRE

IINAN=2DTONT1 ZIRETBICIF. BELIEWIATILRA =D LARIICEAICH BIRERI > E IV

v LET,

,O‘ Edit milestones

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

Events

Trial description

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

The necessary systems
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...

Country description
The first netification {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 within a c
ountry that indicat...

TONT 1 ZiRETDBICIFUATORISERL TS,

o Add new

Site description

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

Edit

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...

= Group. Id. Namel3%ZBTY,
« B TONTAIEF T3> TY,
» YTILA=>DIdENamelZ—ETHITNIERD £H A

3.3 YAILRXk—>DENM

FLOWIAILR E—=2FBMT3ICIE. XTI =25 REAC 7O LBICHZFLVSOEEBMET U WD
LEY,



# Edit milestones

Milestones

Start Up
# Id MName
01 M 01 First Country RA
Approval
02 02 02 Clinical
Infrastructure Ready
03 03 03 Site Live / Ready /
Open for Enrollment
Study Conduct
# Id Name
04 04 04 First Monitoring
Visit
05 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 YA b—>DHIFR

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...

0 Add new

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...

TU T+« T7ArtifactiC) VI INTVWBIATILA F—VISHIBRTEEF A, YTILX M—2%HIBRT BICIE. £
AR =212 >0 LTWBArtifactZE IR T 3D\ EDArtifactZ DY A I A L—=ICU > FTEHh LT
oD YU ZHIRTZIHBENHD £7,



@ 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

Site description

e

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

G Delete this milestone

\ ‘ There are active artifacts linked to this milestone. It can therefore not be deleted. ‘ |‘
- = - - 4

JAINR=2EHRTBICIE. TV RIOTFBICHBZDIAILA C—=2%HBREIU VI LET,




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 ALSUVFvy—ODEEBERCEEDRDIEL
Viedoc eTMF7 U4 —> avid. TMFR RSO Fv—ICEBAMZA SN e = BENICERESL. WEOAX VT
FUR -y a RIIMASNIEIRTOEEZEHARAIT I TTICEI D EBIRTERIA Y-SR TLETD,

€TMF +  TMF Admin - =

TMF structure Templates Settings Status

= non-device_template_03 [1] Edit
) - - MAINTENANCE (=)

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

Changes have been made to the structure. | JEIVVEIRGELLENS RV ER ELTEN

BRU« U BEERBD—ERTIN., IRTOEBEZER/TICRI CEZHEETEET,



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

ARSUFvICH L TERATNAEER., TR2BEBMIL R—MIEEINE T,



4

Configuring eTMF settings
eTMFDEREZ T 5

F174& Viedoc System 2025-06-17

TMFEIBEE—ROREF T TR, TETELEIZaVZREL. SETFBRIFVFICEITEVRTLOEE
TRETBDEDTEED,

Bz, Bff. BRO7 +—< v bOEEIL. Viedoc AdminD—AERI A EERERE TITWE 9, FL <IF—fiEH
BB EE BRIV,


https://help.viedoc.net/c/331b7a/6870ff/ja/
https://help.viedoc.net/c/331b7a/6870ff/ja/

@y €TMF + TMFAdmin ~

TMF structure Templates 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:

Download {StudyName} - {CountryCodeH5
template:
Archive {DocumentName}
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
YT DREHD AR T,
L7102 —

s YAINRA=2T A E—%BMITE-TITAIETIFERCHE->TUVWET, ChEBMICTS L.
TMFE2—D1—H—MWIAMIRA =D T4 IL2%EZFEATEZELSICHED ET,



2.70tR%ZELEa2—

» ARRICRF XY ZEBNICOY I TS -T I AL TIREMNCR>TVWEY, ChEBMICTS
Eo LEa—7HEGELIESICRFa XY MABBNICOY I ENET,
FFaX>boOy @Rz d3EH-T 74 MNIEMCHE->TVEY, TNZEEMCTHE. LE
17ROV IENRFFaX2 OOy I ZRRT BBIC. BADERZANTSZLSRINET,

3. kOyTY—>

 BEROY Y —VEBMITZ -TI7AIETEMIER>TVWET, ROy IV =27y 70O
—REhfT770LiE. 7y FO—-RLEDI—Y—713 T4 <. Manage drop zone #ER%3F->TW3
A—H—HTFIEATE EEIZICHWTEET,

HEROy YV —2RBEHOCEICTI . A—H—DT770I)IEZRFAY TS TEET,

s TTAR—MROY IV —2FZBMCTS -7 72 ETIRENCL>TVWET, FS5AR—rROY
I =7y 7aA—kREINET7rrIIE Ty FO—R LAY -7 TE BETS
W TEET,

ToAR—=bROY IV =2BEHOEE, A—HF—HT771IILEZ ROV TTEET,

o

FERD eTMF IS DD TT7 IV XA TEBZATHNL. HTHROY Y =27 70 %E 7y O—R$3C
ENTEEY, LHL. FOYTY—=2DSESTMFRA RS IFYr—ADT7 71 ILOBHIZ. ARSI Fv—HD
artifact \NO RF a2 X2 bDT7 v FO—REERIC. £E55H1—H—DTRDODartifactANDE FiIAH T I XHE
[REF->TWVWB I EHHBETT,

ZipZ7 7AILADS T 7AILE ROy Y —VICERET R . PATLIET 71V EREBLEF A, zipT7 71
IWEBRL. 77 0IILEERLTROY Y —2ICROyFLTLIEE L,

RFaxXyhbRr—LT>TL—F (BBHRE)

CDEILaVTIE. FFaAAXAYPRDTYTL—b2Z2ERTBENTEXRT, 77— MIliE. EEOFHR
XFERFAIXYMEEREZTHBZENTEET, FFa XY FMEEBOENRF a2 XY FTHRATERWS
By YRATLICEOTEDEE LTEBENE T, oo TUVTL—FHPERINTLRWMES. S XATLIFED
REFIAVMIERINIERFa XY MRICADET,

eTMFIE. UTDRF a2 XY FEEBOEY FEHR—FLET,

Variable/f# A

{StudyName} HER%

{CountryCode} REaA XY IS DOEICU Y IETNTVRHE. EId"EHROE" ICHD T,

{CountryName} RFaXY HS<OEICU VI INTVRIEE. EId"EROE" ICHRD £,

{SiteCode} REaAXY IS DEICU VI TN TVBRHE. B EROMBER" IR0 F
ED

{SiteName} RFaxXy S OEICY VI EINTVWBIBE. EIF "EROMER" I F
EDR

{VersionLabel} 1-—H—ERN—-Y3aYV

{DocumentVersion} FFaxXhDRFN-3>

{FileVersion} REaxXyhI7yvTO—RENiT771ILE

{DocumentStatus} RRB/LE2—FB/QCT U /FEEEH

{ZoneNumber} Zone #



Variable/{# SRR

{ZoneName} Zone
{SectionNumber} Section #
{SectionName} Section%
{ArtifactNumber} Artifact #
{ArtifactName} Artifact &

{SubArtifactName} R 2 X2 k&A1 720G L T=Sub-artifact/ € DD &R
{TMFLevel} TMFLAJL

{DatingConventionLabel}  sZEHEEL —~JL

{DatingConventionValue}  yyyYmmDD ;=X D% 5E H BHiE

{DocumentName} REaX>b@7ONTa TA—HHERELILRFIXY M,

{Documentld} RFaxXYrAT2RID

TUFL— MIEEDHD £7,
4. T4 R FLAT>TL—b

CDTVFL—FiE TMFE—RTRFaAXV M ZERTFTIRICFERINE T, UTOFIEESRBL TSIV,

®4 €TMF +  Trial Master File ~

Trial level *  Alsies ~  Almilestones
Drop Zone # | Artifacts 5 documents in [ Trial Managemen:  Ji Trial Oversight Coliapse | Expand 3

Shared U | gy Quality Plan I4v2 e 3
e . Muttiple countries-Multiple sites 20211001 Guality Document ¥ 2022-01-31 1216 by Canberra, Baghdad I
Zoneh secuont £ 67 - 20220118 Guality Plan st M)

I SR Al B Eniaeut Gl = AU-2 20210818 ABSC Canberra N
I Iy Trial Oversight @ & AU- 20210913 Quality Report pustratia IR
° | 5 10-220211109 Qualiy Report Baghdad IR

g Multiple countries- 20210828 This is my cool name Ira Australia @

o 1Q- 20210818 abe ¥ 2021-08-18 09:18 by Ireq av [3

5.47>vO0—RF>FL—Fk

CDTYTL—hE BHRORFFaX b2 2O0-FI3RICEREINE T, UTOHZIEL LT,



& €TMF . Trial Master File = -
Trial level - All sites - All milestones -
12 z0nes "\ 260 amitacts "™ 23 cocuments
® 203 artifacts missing required documents _
B 51 sections 22% contain documents b £ 10 awaiting review + 4 finalized
Drop Zone * Artifacts & documents in B Trial Management  Jf Trial Oversight Collapse | Expand all
< Shared 4 | By Quality Plan 114 w2 T
& Private Z Multiple countries-Multiple sites 20211001 @ -
£ 2022-01-31 12:16 by Lina Gaggi (851) Canberra, Baghdad ¥ )
= Quality Document -
Zone & sections " Iv e . | Ti
- 20220118 Quality Plan £ 2022-01-31 12:15 by Lina Gaggi (881) Trial F = Davnle
I Ex Trial Management (5] 4 25 -
J AU-2 20210818 ABSC £ 2022-01-31 12:15 by Lina Gaggi (881) Canberra _ X Dj
I Ex Trial Oversight ® 6 4 25 - ="
AU- 20210913 Quality Report © 2022-01-31 12:15 by Lina Gagai88a) Australia X m
B Trial Team @ 0 o .
B 10-220211109 Quality Report 2 20239191 1514 by Lina Gagai (881) Baghdad IR
B Trial Commitee @ 00 0 -
Multiple countries- 20210928 Thisdsaiyf cool
. . e © 2021-11-0113:54 by System(0} Iraq, Australia = @
® 0 name .
@000 0 @ 20210818 abc £ 2021-08-18 09:18 by Lina Net (1546) Irsq av [ -
B Unicoms - Multipl..xdsx ~ ~ r - s . - - = . Show all X

Downloads . Search downloads

Today

Unicorns - Multiple countriesMultiple sites Artifact 01.01.03 - Quality Document (2).xI b
sx

https://jk14hbyznealsipfsmazla.blob.core. windows.net/studycontainer/da4125af-70...

Show in folder

6.7—HATTF>TL—Fh

ZDTYTL—hE RFaXobZ2T7—H4T7$23BORFa X R LTERASNE T, 7—H1THDR
Fa XY RAICIE. BTN TEZFDRF/N—T 3>, DFD{DocumentVersion)hMTF F £ ¢, UTDFITI.
FILRFa XY bDIDON—2 g o T7—hATICEFEFNTVLET,
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@ eTMF - TMF Archive - E

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