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Quick guide for setting up Viedoc TMF
Viedoc TMFDERE I v I HA K

F17# Viedoc System 2025-09-27

1%

2. Activate your study license

3.HEBRTH AL VDT

4. EBIE/ADTH A ViEH

5.eTMFRY % —S ¥ —DIBEF

6.eTMFOFE#h{L

7ZHEBO—ILD TMF O—ILBLVIERADITYE VS

8.TMF = EIZ £ — K TitcE)

QL.TMFTYZL—RDARZIALREAVER—F
IUR—RSAVTVTIL—bELA T VO—RLET
92T VT L—bFrDHAHREAIAX
93BEDTVIL—bDIIRKR—FEHREAIAX

10.77L—=bDALVE—=F

NAPSFIFYDL VI RRAV R

12. TMFEEF E— R TiEH)

TR ZOR=IJICIF. FILOUIMFA—H—91 >4 —TJ 1 —XICEAT 3 BRI IBRAEHINTVET, HT
VR—T7 1 —RZCHREDOGEIE. BETZIA—HY—H1 RFEELETL,

» Viedoc eTMFI1—H—HA K (BAf>&2—7x—2X)
« Viedoc eTMFY % —Y v —HI1—H—HA4F (BHA>2—71x—2X)

FLOWAYA—7 T —XICETREMSHRE CEICHRDI-VWBEIF. FILLWIMFA—H—HA RZ BT,

« ViedocTMFaA—H—HA R
« Viedoc TMFAdminZ—%—H14 K

B

Viedoc TMF ZERET B ICid. UTDIA v IHA RICRE->TL TV, FEElABFIEICOVWTIE. CogDEI>
AVELIUBRIVIETELTEE L,

=2 | ViedocTMF ZERE T 2 H1IC. EAMEREENHRZTER L. #HEXZTIRX—2vy—O-LICBEFTS
MEHRHD £,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/

Viedoc Admin

Activate study license @ Study Manager

Viedoc Designer

Publish a study design @ Desiorer

Viedoc Admin

3 Assign the design to production sites
- Study Manager

4 Assign a user the eTMF Manager role

Viedoc Admin
5 Enable the eTMF
6 . ®
Map study roles to TMF roles and permissions @l <™F Manager
7 Launch TMF in Admin mode

Viedoc TMF

8 Customize the TMF template

9 Import the template to Viedoc TMF @ <TMF Manager

1108 | Instantiate the template

Viedoc Clinic

If you have a clinic role, launch Viedoc TMF

11 from the landing page. @l Clinic User

1 Activate your study license
COFIEIZ. ViedocAdmin HTXE T4 XX —J v —IC&>TERITENES,

Viedoc TMF Z5RE 3 3 ICid. BMELITNI-ERS A IADPRETHD. TEDSAIEVRICEIMFAEENTWS
MEHBHD £,

LERS I IABPEMETNTUVAE VRS, Viedoc TMF Z8RET B OICAATAIZ—Sv—NID
FEERTITINELHD T, ZDT=®ICIE. Viedoc Admin DEXERSRZER D Reference D 7 ¢ —JL
RICSAEYRBEEZANL. REEBERLTLLIESTL,

2B AN EMbINS. BEARKREZHE. S/ ANBEMTHEZ . £ L THERE—
BIZeTMF 74 OVHARIINTVWBR Z E ZHEREL TSI L,



% Demo Study | Close |

Study settings

Here you can set settings for study.
Settings ! Date & time format Medical Ceding Import ODM File Decumentation Logs
o Ongoing . FPA 2025-02-21 o Valid license 7’
Full functionality. L

Included features

E ViedocMe  £D Logistics  [J] Medical coding] & eTMF  [29) Connect  [BJ Randomization

Study name {0 Study Logo
Demo Study -!-
— s —
Sponsor Code CRO Code D E M O
—STUDY—

Reference ID 0 EEiSHSlF or JPG files of maximum 180 px width and 90 px
n 0001582

Upload a file

2 HEBRTY1OHERE

Z DX Ty FliViedoc Designer AT ' 7 —H{TVET,

TE L EDBHRITCRFTFH A VERELVBEIE. O—ILE2RELTEMICL. 7—070—0BBRI R MC
TA—L%EBMTREITTY (COERETIX. 74—LICIXADEBIRESINATULEALTHIrFVEEA). EE
OO WVWCRFFH A ik RON—a > TEMTBZZENTEE T,

FLIF BT VA aHET 5 BT,

3 AEHEADTH A VER
DTy TIEHITVE T,
ZDOFEIF. ViedocAdmin AT 22T« 77— v —hHTVED,

AR ! THAUZEEIDYHTBENIC. DB EH1DDOREFRZHRICENT 2HLENHD I FIRICOVLTIE
R FAERRICENT 5ZBRLTIEE L,

SER T FICEIDHTH=TELSIEEL,

FL <

4 eTMFY%Z— v —0D1BF
CDOFIEIZ. ViedocAdmin N T 24T« 77— v —hTWET,
A—H—|CeTMFYX—S vy — Y AT LO-ILZEODHTTLIRETL,

FLIF 2= —ZEEIT 57 TEIEEL,


https://help.viedoc.net/c/e311e6/19dacc/ja/
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5 eTMFOEZL

C DR TF v TidViedoc Admin AT HITVWET,

1 Viedoc AdminT. FHERZRTEERL. ABROFEMAR—EHTED,

Viedoc Lab

Studies Organization Admins 6

eTMF Study, Unicorns, Backyard Phasell,

2 SHEROFER—I T, eTIMFTU 7OV -7 AVEBRLET,
x’ Users Add a new study Add a new PMS study

Trala

© Notcommenced @ Valid license: 1236543

B RTSM. Check for available slots, append existing or add new lists 8
& €TMF. Manage your eTMF application here

Study crew 6 Study design
Q. TRIALA
{ ] Soff Ann. Multiple designs in use.
3 TMFEREY > RUT. [BR X1 v FZONICHIDEZ £,
elMF

Manage your eTMF application.

[FZ) Study eTMF Enable S E——
¥ N v Study €TMF license is valid %ON e

6 EHEO—/ILDTMFO—-IILELIVERADTYE Y

CDRFw FiE. Viedoc Admin AT ICK>TEITENET,
1 eTMF O—JLDT v B> FMBIE T, Viedoc EBERO—ILICY v E > L7=L) TMF O—JL L #E[E % &R
LTLEETLN,

SHHRICDWTIE. Viedoc TMF OO — )L EHEEZBRBLTLLIEE L,

2 TEXFREEERLET,

AR 5% BRI VT VI R=IUH 5 Viedoc TMF ZEEI T B ICIE. I—H—ICTMFO—IILAY Y E VI TN
7= Clinic A—I)LZEID HTAHNENHD £,

7 TMF #=EEBEE— K TikeE

C DR 7w 7iE. Viedoc Admin AT HEITLE T,


https://help.viedoc.net/c/66614b/627414/ja/

1 HESHEANR— T, TMFEEOY —IL7r IV ZBIRLET,

X’ Users Add a new study Add a new PMS study
Trala =D
° Not commenced Valid license: 1236543
u RTSM. Check for available slots, append existing or add new lists. 6
&Y eTMF. Manage your eTMF application here

Study crew 8 Study design
@, TRIALA
Soff Ann. Multiple designs in use.
5
2 Study eTMF %z 149 % Z &R L £,
eTMF

Manage your eTMF application.

Study eTMF Enable
Y + Study eTMF license is valid (9 ON

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

Study role €TMF role(s)

8 TMFF>7L—FrDAREZIAREAVR—Fh
CDEITIAVDIRTDRATY I, ViedkocTMFHT PITVET,
81 R—AZA4>F>FL—+rZHAD>>O—RLET

Viedoc TMF Z#]& Tty b 7w T3 Fld. Viedoc MR T EIR—XSA TV FL—rZ2ERLEYT, TMF
FTUTL—hE BEDODRF XY M Z—XIIEDETHREIAATEI 28O LET,

FOTL—bEATO—RT3ICIE. Viedoch' BT 2T L —EEBBLTLIEETL,

82 TYTIL—brDAREIYAX

FoTL— k. BBRPEBOBED_—XICEHLETHREIAXITEET, flziIX. V=2, €723,
artifactDFRE. B, HIFRHAAIEETY, flIZ. TV L —FDHREATAZEZBRELTLIETL,

83 BIFEDTYTIL—brDIJRR—bEAREIYAX

MRNCA VR—bENTUTL— DB BZ5E. ThEIIVRAR—FLTHREIAZAL. BETYR—FT3
CENTEET,

FMET T L — DT I RR— FEBRLTI T,

9 FYFL—FrDAVR—F
CDRTFT v TiE. Viedoc TMF AT IC& > TEITEINETS

AREIAINTET LIcD. TV FL—hETMRICA VY R—bLET, FlIZT T L— D1 VR — F2BRL
TLIETE L,



https://help.viedoc.net/l/9edbf9/en/
https://help.viedoc.net/l/186d15/en/
https://help.viedoc.net/l/75a28e/ja/
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10 RESIFvDA2URAZR1L
CORT YT &> TRFSNET,

FHIEZA SV F v DA VR 2B LTI EEL,

To7L— bHERERICER SN, TMFR NS O9F ATV RI—HF—DFERETETEZELSICED £,

ALSOFvHRAVREVRIENB L. AV REVRICZRIRT DI TEEE A

11 TMF%ZERE— R TESH)

D AT v FlE. Viedoc Clinic I C. ¥YwvEYIEINITMFO—/LZ#FD ICK>TEITINZE
ER

ViedocD S > T+« VT R—ITeTMF7 1 IV EFERLE TS

=& 1o of
O
Study status

eTMF

TMF7 U r—o 3 > h EE £,

R=IJ by FIIRED
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Quick guide for preparing for regulatory inspections

REISROBREICRRAZTODIAYIHAR

F17# Viedoc System 2023-12-22

1L O-LDFEE

2. Logistics DEETE LTW3IES

3. I M Hw A

4. eTMFIEROT v EVJ8BE (FRALTWSIEES)

BERTHEAYTBEDCY R TLZIRSN T 37O DERZMEL TITS CCIZFBICEETY, HELF/IF. BERTHE
BENBEDCY RTLZBREDREL T —2OREMOMEICEVWTERRA VL2 — LTI RTLTHS
EHBZLTVET,

7Ot A%EXET B7HIC. ViedocldViedoc Inspection Readiness Packet (VIRP)E FBE 9 5 C & T, HRHEIEF
ICLBREICHEARFNLUB LI PRINZIBIES S UVEGHERB-IT-OICHELRBREZRHELTVE T, VIRP
IntroductionTld. VIRPORRZ L DFHELCFHAL. - —DREIRIEMEEIIOVTHHNTULET,
VIRP IntroductionldVIRPIZE £NTWVE T,

VIRPEHMA T 355, REEDHFICISZ 37-DICHNBERERE ERFEIICHAL e —Z>J Ly X2,
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 &
LTIBEHT2IHENHD £,

Viedoc Designer
PV Designer

Viedoc Admin

. Study Manager/eTMF manager

Viedoc Clinic

. Regulatory Inspector



https://help.viedoc.net/l/a559c4/en/#VIRP
https://help.viedoc.net/l/91c872/en/
https://help.viedoc.net/c/331b7a/4a0e4e/en/

1 O-JLDKRTE
CBEB5DRXTY LIE MT5HD T,

®REE (Regulatory Inspector) HMEEET — 2% FMETI 3L 519 3ICIE. O—IIR—STHEDA. ESHLS
NeT—2%KRTTS SV EREBORT ZO—-LICKET IUENHD £,

« Regulatory Inspector 0—JL % Designer TEX (ONIICTBIHENLHD £7,

 FRNCRESINO-ILOEY AT I A MTREINTED, ThZzHRICEDLETEFETS L
HTE X I, Regulatory Inspector A—JLDHERIZ. TMF (FEESINTWVWBIHEER) & UWelearningz &
LY RTLDOIRTDEFICDOWT ICRESNBZIUNELHBD £7,

2 Logistics ERDFRE (FAL TWLRHS)

Viedoc Logistics ' sRER CER I NTW3IHE. O—JLR—I TRegulatory Inspectord—JLOOY X T v 7 HER
ICBITRUTOO—-ILIERZ ZHRETIHRELNHD £7,

» IP(Investigational Product) % 5Bk L NJL THRR
v IPEZHA RLARILTERR

» BIEFICHEIDERT

« BERIERORTG - T T4 T/ FIER)

FLAIFO-LEEZSRIETL,

Editrole [R16]

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,

EEAICREBROBEES. ALV X MIT7IEX L. ViedocAdmMnTHA Y O—RTEBZLSICT B0,
BREEYELIFEREAREOO— L TRBRICIBEININERHD £7,

HILKIFI—H—ZFETETIZIEFBBILIL,
4 eTMFIERROT v EVIRHRE (FHLTWVWBIES)

SERDeTMFZ R L TL 354, Regulatory InspectorD & O —IL% .
BLU EWSHERE R DeTMFO—JLICY Y EY I LE T,



https://help.viedoc.net/c/4a40d5/ed2db6/en/#toc-Terminology7
https://help.viedoc.net/c/e311e6/bac6fa/ja/
https://help.viedoc.net/c/331b7a/d36177/ja/

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

CBBDRATY NG ATV r—T v —[eTMFY 72— v —Ilk2TITHhNE 9,



<

TMF settings
TMF %E

F17# Viedoc System 2025-08-27

1. TMFER%E

2.7q1L%

3. LEa—=7O0FX

A FOvFII=2
5La—-F&7T>7L—F
6.LaA—kKZONTa
1LANSOFY

COR—JICIE. FILWIMFA—H—o 2 —TJ 1 —RICEATRER L TIETHIEEH INTWVWE T, B
VR—7 11— CHREOSEIE. BETZIA—HY—H1 RETELETL,

» Viedoc eTMFI1—H%—H4 K (HA>&Z—7x—2X)
» Viedoc eTMFY % —Y v —HI—H—HA4 K (BA>2—71x—2X)

HLWA VA —T7 1 —XETI3HMBERE CEICADIEVESIE. FILLWIMFA—H—HA REZELIZE L,

» ViedocTMFI—H—HA K
« Viedoc TMFAdminZ—#%#—AH14 K

1 TMFE&E

TMFEIBERZRHODI——E. TEITFELIFTVAICBIIBR/EDS AT LEEFZESCTMFOREZITS LN
TEEXT,

S LB EEBLIDNZ—>%BET BICIE. Viedoc AdminD— BRI SRERSREEFER L £ 9, FHIC
DWTIE. — AR EZSRL TV,

ERDFES—2 a2 XZa—TTMFEREZEMAL. REXR—JZFRLE T,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/c/331b7a/6870ff/ja/#DateTimeFormat

= wviedoc tmf

Trial Master File e

TMF Admin A

TMF structure
Templates
Settings

Stotus

RDEI2a>TIE BRER—ZOEF T2 aVICOWTHLCEHRALE Y,

2 TaIlLA

Filters

(} Enable milestones filter

s YTILAR=2TAIINREBNNCTS-TIAIENTEMCE>TWET, COA T avaEAVICT
%Y. TMFE—REa2a—TYAINRAM=2Ta LEADFIBERIEEICAED 9, XTILA M—2DFEICD
WTlE, "RESOFvDOIRE LY RVAD T AILA F—>DOEE #BBLTLIEI L,

3 LEa—7OtX

Rewview process
Automatically lock records on approve

o Giva reasaon for unlocking records

 AEEICLI-FZBEFNICAOY Y T3 - T 72 M TREMICRS>TVWEYT, COFTarezrdy
IC938. LEaA7—DLI—FZFEELLLCEICLI-RPEFNICOYIENET,
» LO-RoOOvIRBROEBRZMITS - T 7 4L TIEIEMCE>TVEY, COREZEMICTS

. OvosnfzLd—RoOv o %R 3RIC. BRBEOERZANTZLSBEEICROSNE
R

4 rOyrFIy—>


https://help.viedoc.net/l/85cc0a/ja/#toc-8

Drop Zone

(} Enable shared drop zone

{} Enable private drop zone

s HEROQY YV —VEBEMICTSZ -T I AILETIIFEMCR>TVEYT, COREXZEMICTIE. O
— =T IIE ROy ITEZHEROY Y —UNFIEAEICAD £, HEROY Y —2IC
TPy 7O—RENI7 7. Py FO—RLfcI—H¥—¥r. ROy IV —>OEEERZEFED>I—
P—hT7 I AELVEBRTEET,

s TSAR=FROY I —2FBMICTE -T 74N ETIIENCAE>TWET, COREEZBIICT
2. A—H—=H T 70 EZRAYTTEEZTSAR— ROV TV —VHFATAREICEDET, 75
AR—+FROY Y =27y 7AO—REINET7ILE. Py FO—RLEA—HF—DHEHRT7TIER
TS BETEEY,

ROy IV —>OFERAEDEAICOVWTIE. IMFROY Y =2 EBRBLTLETL,

5 LaA—-r&HTYTL—h

CORETIF. LIA-—FRDTYTL—bZERTEEI, COTVTL—hME AREIAZAENT71IL%
ZRTTBDBICRDIDDL T ATHERAEINE T,

« RRTVTL—F I TMFR SO FvICRREND L O— RO%H,

s AOVO—RTYTL—F  LO—-ROBFN—a3 07 >O—-RICERINE 771 I)L4%.

s P=AATTTL—F I TMF-EMSURS MJICADYO—REINELOA—RDT 7V &, 7T—HA
THADOL A= ROEHICIXEICNT 7> L OA— RDOEF/IN—2 3> ({DocumentVersion}) HMT = F
9o BHIZIX. "Quality Report-01.xlsx;. Quality Report-02.xlsx, % &'

LOA—RETYTL— D TMF7—HA TE L UVETMF-EMSU RS M ICEZ B3R2EICEET 355X, TMF
T—H4A T DBIRAIE IS 3 v EITBEBILET L,

Tr7L—hICE EROBEXFIEL A-FEERZRETETET, LI-FREBOEIFEBTERVE
By YRTLICEDEDEL LTRREINE T, TV TL—FHERINTLAWMES, S XTLRLI—RICK
LTRARESN TV EHZFERLE T,

Viedoc TMFIZ. U TFOL O—REZBHEZHR—FLTULETS


https://help.viedoc.net/l/0a4e27/ja/
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Variable

{StudyName}

{CountryCode}

{CountryName}

{SiteCode}

{SiteName}

{VersionLabel}

{DocumentVersion}

{FileVersion}

{DocumentStatus}

{ZoneNumber}

{ZoneName}

{SectionNumber}

{SectionName}

{ArtifactNumber}

{ArtifactName}

{SubArtifactName}

{TMFLevel}

{DatingConventionLabel}

{DatingConventionValue}

{DocumentName}

Description

HERA

L I— PO EBOEICEEMITSNTVSISHE. EIFMEROE,LBDET

L = FHEBOEICEEMITSNTUVSIFSE. EIFEROE,LBDET

L I— FHEROEICEE[NITSNTVSIGE. BIXMEROMER, ERDFT

L O— FHEROEICEEM T 5N TV RIHE. BIFEROMER, ERDFT

A—H—F&FEN—>3Y

LdO—RORHN—-C3 >

LO—RIZ7y7O—RENi7 71l

RRAF/LE2—RFB/QCICELB T 5 I7HIF/5T

Zone #

Zone %

Section #

Section £

Artifact #
Artifact £

HIT7—T4 770 ML A= REA TG LT EDMOLIR

TMFL XL

BEmER NI

BAAZRAEYYYYMMDDHER,

LO—RZO/NTa TA—H—HDEELELI— R,

CNIBEHOLI-—FRBRTHD., 7y FO—FENLT7AIILETIEHD

FtA. ALLI-FOLUEION-2a VDR BBZ T 71IILATHHIIBET
b BUAION—23>DL - REBEBEHOL I— FREHIIRTEINET,



Variable Description

{Documentlid} Ld—KFAT>%—ID

= viedoc tmf @ Demo Study @ Proiect Manager (14859)

u ‘Oops! There was an error saving this page, please check the fields below and iry again. °

O Give reason for unlocking records

Trial Master File -
TMF Admin ~
Drop Zone
TMF structure
o Enable shared drop zone
Templates
o Enable private drop zone
Settings
Status
Record name templates
TMF Archive ~ Display template: {DocumentName}_{CountryCode}-{SiteCode]_{Dating' o

Download template: {StudyNome}_{DocumentName}_{CountryCode}-{Sitel o

viedoc learning

Archive template: | {StudyNam} {CountryCode}-{SiteCode} {DatingConve | ;)
TMF User Guide ~ 1 A
TME Admin User Guide » B Archive template includes the following unknown record name variables:{StudyNamy.
TMF Archive Guide 2

6 LdO—KFR7O/NTa

Record properties

(} Populate TMF level valus outomatically

CDATIavEBERTZE. TIMFE—REa2—OLO—RZ7ONT14 T4 Y RUDTMFLARIL 7« —IL RHABEH)
BICAHSINE S GBRLALO—RICRLTA—Y—HDFBTEZTMFLRILA TS 3 VA2 EIFDHE). D
FO, A—F—DAT7yvTO—-REHIEIBEFHITZL I— RIS LT, TMFLRILEZBTRHISGERT 3HEHHRLAED
F7,

Viedoc 470D 1) —RBNCEIRENIEHR TIX. COF T2 aviET 74 b TEIRTNTUWEE A Viedoc 470
DY) —RBICBERTNIEHBRTIR. COF T2 aviET 7L ETREIRSNTVETS,

7 A+ZU0F¥%

Structure

() Show zone, saction, and artifoct numbers (TMF Admin and Structure page)

s COFTOIUNBIRINTVEBEE. TMFE—RE2—DA M IF v R=JETMFEEE 2—0
TMFX bS5 F v & JTld. zone. section. artifactDBES LLBIH. ENSICHA—VILEBW L E
ICRRENBY—ILFYTTFRMNERILAETRRIINE T,

Viedoc 473D ) ) —XBICFABINTHER T, COA T2 avidT 74 TERESNA TV EHE AL Viedoc 473
DY) —RBICEBREINEHBRTIZ. COF T2 avidTI4IILETEREINATVWET,
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Locking and unlocking the TMF

TMFOOw 2 O 7R

F17%& Viedoc System 2025-04-05

1LIEL®IC

2.TMFOOY %
3. TMFO O v 2 f#ig

COR—JICIE FHILWIMFA—H—o >R —TJ 1 —RICHATRER L TIETIHEH INTWVWE T, B
VAR—7 11— CHRDOSHEIE. BEITZA - —H1A REITELZTL,

« ViedoceTMF1—H%'—HA K (B2 —7x—X)
» Viedoc eIMFY % —J v —HI1—H—HA K (BA>2—71x—2X)

FLOWA VA —T z—XICEAT35EMIERE CBICARDI-VWSEEIE. FILLWIMFI—%—Ha REZELL T,

« ViedocTMFI—H—HA K
» Viedoc TMFAdmin1—H—H 1 I

1 FLC®IC
eIMFRY % — v —ld. TMFE 7—H+ J§3%mNATEHE. TMF% TBRIEHTEET,

TARTOEFENAFART. LE2-DET L. &R, HRICSEMINZIERD B IFPEEL B VS
TMFIZTET L. 7—AA T DERDTELLDLDERBEINET,

TMFAOY I ENB . TMFICT7 7 XMEZHODI—H—IE. GiARDERAE— R TIMFZFATES LSICAD
9, ChlF. I—F—pO—JLERIZIEL T, BREBETEZ3CZERLET, I—H—ICTMFADT Y
T AMEENME T DI EIEREETY, 727 L. BEPTMFOR S IF v, ToFL—b, BREODEB|F TS
Ao

TMF7—hA TADT I g2 F OI—H—IE. eTMF-EMSURS MBI UVRERERIINL R— b EERT
BIENTEET,

TMFA Oy 7N . YR7LPAYIEN. SidBDERE-FTHATRTHE L ZRIBHRAvE—Y
NRRENE T,

= viedoc tmf @ Autumn study @ Proiect Manager (14869)

ﬂ Viedoc TMF is locked. No changes can be made to the structure or records.

TMF Admin ~ TMF structure

TMF structure

Templates TMF_template_DemoStudy [1]
Setti Structure instantiated 27 Feb 2025 17:54 by Project Manager (14869)
ettings

Status

iPAS  Milestones

viedoc learning
TMF Admin User Guide 2 TMF structure 11zones - 48 sections - 250 artifacts

Switeh to old interface 01Trial Management

019 Cantral Trinl Narmants


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/

O ENETMFOOY V%8B L. BEOY Y $3 I CIFARETT,

FL—HEUT OENORD. Oy ZE&U0y SRRORIEF TR TREINCEREN. TRABEIHL
K THRRTS £, TMFP— A1 TEa—h5LKE— b EEMLTEYYO— RTEET.

2 TMFoOOwZo
TMFIZFTMFY =2 v —DAHDAY I TEET,

TMFZOvw 2 ¢ 3 FE,

1 ERDFES—2a > AZa—T TMFEEEE—R ZEHEL. RT—RAR—IZERLZX T,

2 ViedocTMFZOw 7§ 3 %8R £95

= viedoc tmf @ Autumn Study @ Proiect Manager (14869)
i Lock Viedoc TMF. When locked the system is only available in read-only mode.
TMF Admin ~
TMF structure
Status
Templates
Settings A
Instantiated Lock Viedoe
S Viedoc TMF Managers can make changes to the structure and users can upload and manage recordsin | TmE
the Trial Master File view.

viedoc learning
TMF Admin User Guide 2

Switch to old interface

3 YV RIBEEEY, TMFEZOv S $3BAZANL. BELET

Confirm Viedoc TMF lock X

Give reason

The TMF is ready for archive|

4 TMFD R F—AR XD LockedICZEDL D, S XAFLHWVD, Hick->TOv I INEHDBRNRIT—4
AR TICRRENET,

= viedoc tmf @ Autumn Study © Proiect Manoger (14869)
ﬂ Viedoc TMF is locked. No changes can be made to the structure or records.
i Unlock Viedoc TMF to enable users to work in the system ing to their roles and permissions.
TMF Admin -~

TMF structure Status

Templates

Settings
a Locked 27 Feb 2025 17:55 by Project Manager (14869) Unlock

Status Viedoc TMF is locked. No changes can be made to the structure or records. Viedoc TMF

viedoc learning
TMF Admin User Guide »

Switch to old interface

3 TMFOOw UM%



TMFOOY Y ZERTEBDIE. TMFYR—I v —72IF T,

TMFO O 0 % ##ix 9 3 FlE,

1 EROFES—2a >y X=a—T. TMFEEEZE—R ZEBEL. XT7—2AR—S%BIRLET,

2 Viedoc TMFO Oy U % f#fR S % % EIR T 3.

= viedoc tmf @ Autumn Study @ Proiect Manager (14869)

ﬂ Viedoc TMF is locked. No changes can be made to the structure or records.

i Unlock Viedoc TMF to enable users to work in the system according to their roles and permissions.

TMF Admin ~
TMF structure Status
Templates
Settings
a Locked 27 Feb 2025 17:55 by Project Manager (14869) Unlock
Status Vliedoe TMF is locked. No changes can be made to the structure or records. Viedoc TMF

viedoc learning
TMF Admin User Guide 2

Switch to old interface

3 U4V RUBEEET, TMFOOY I 2RI ERZAIL. BELET,

Confirm Viedoc TMF unlock

Give reason

One record left to be reviewed and finalized|

4 TMFODRXTF—RZAD, AV IBIDRAT—RRICEEEINE T,

R=IJ by FIIRED
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Enabling record sharing
HBEZEMCTS

F17%& Viedoc System 2025-04-05

1LIEL &I
2.artifac® L A— RFEFEZHFHRICT S

COR—=JICIF. FILLWIMFA—H'—+ 2 —T7 1 —XICEAT3ERE L TIETHIEH INTWVWET, B
VAR—7 11— CHRDGEIE. BETZIA—H—H1A RZEITELETL,

« Viedoc eTMFA—H%'—HA K (BA>&2—7x—X)
» Viedoc eTMFY % —Y v —HI—H—HA K (BHA>2—7x—2X)

FILWA =T 2 —RCETBFHMBERE CEICADICWESIE FHILOWTMFI—H—H 1 FZTEIZE L,

» ViedocTMFA—H%—HA K
« Viedoc TMFAdmin1—H—HA K

1 FCHIC

Viedoc Share #gEld. TMF21—H —HViedoc Me1—1 — F f=ldViedoc Clinic 21— — BB E=HELT-D. L
HIINELEDITBDICERTETE,

SHEIC DWW TIE. Viedoc TMF—H—H -+ RDViedoc Sharelc K 28O HEZBB LTI L,

LOd—REHBEITBICIE. TMFEEEZE— R Caortifact CREZEMICTIHELHD £7,

2 artifacOL I—REBEEMICT S

artifac® L I— REFZEMIC T 3 FIE,

1 ERDOFES—> a3 X=Za2—T. TMFEEZEE—RZEHEL. TMFX cSOF v R—=I%FEIRL X
ED

2 AVFFVRAE—REFVICLET,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/l/19767b//

3 artifactiCBENL. H—VILZEDEBRERRTNBFEERI D ZFINLE T,

= viedoc tmf @ pemostusy @ Profect Manager (14869)
Trial Master File v TMF structure
TMIF Admin - DemoStudy_template_1[4] / Maintenance @O
Maintenance mode switched on 26 Feb 2025 20:19 by Project Manager (14869)
TMF structure
Templates No changes have been made to the structure.
Settings
Status Milestones @
TMF structure ‘1zones - 48 sections - 250 artifacts
TMF Archive v

01Trial Management

viedoc learning [E3 02 Central Trial Documents
TMF User Guide »

0201 Product and Trial Documentation
TMF Adimin User Guide 2
TMF Archive Guide B3 0202 Subject Documentation

02.02.01 Subject Diary

02.02.03 Informed Consent Form

Swiitch to old interface

02.02.04 Sublect Information Sheet

3 artifact Z4REY « ~ RYDOL I— ROFEE LIS 3 YO TEHT, artifactIDOL I—RELETES
A—H—%ERL £9, Viedoc Clinic®1—H—. Viedoc MeD1—H—, FIZZDMEA.

Record sharing
Enable for Viedoc Clinic users n Viedoc Me users

4 REZERLET,

5 Select Apply all changes, then Apply changes.

IRTOEEZEATZEERL. RCEEFZBERATZZBRLEFT,

Structure changes

The following changes have been made:

Edited artifact
Central Trial Documents > Subject Documentation > Subject Questionnaire

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

R=J by FIIRED
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Importing and exporting templates
TIOTL—bDAVR—FET O RR—

F17# Viedoc System 2025-04-05

LTI L—bDALVR—=F
2TFL—FDIVRE—F

ZOR—JIIF FLOWIMFA—H—o Y2 —T 11— ZE@T%%WB&U%ﬁﬁ%ﬁéMTMi?oﬁf
VR—T7 1 —RECHIRADBEIE. BETZAI—Y—H1 RE BTV

« Viedoc eTMFA—H%'—HA K (BA>&2—7x—X)
» Viedoc eTMFY % —Y v —HI—H—HA K (BHA>2—7x—2X)

FLWA =T 2 —RCETBFHMBHREZ CEICAD CWESIF. FHILWIMFA—H—H+ RZZELLZETW

» ViedocTMFA—H%—HA K
« Viedoc TMFAdmin1—H—HA K

1 FY7L— koo YR—k

TYTL—bDAYR—MIUATOFIBICAED £,

1 Viedoc TMFCTMFEEREE—RE21—%2&RRL. TV TL—FEERLE Y,
2 Select Import:
Trial Master File ~ Templates
TMF Admin . Eggglztiiqtion templates @

TMF structure
non-device_template_04-1

Templates Imported 20 Feb 2025 11:25 by Study Manager (1734) Manage | Export
11 zones - 48 sections - 250 artifacts

Qnttinen

3 AVR—FTBTMF T FL— b EBIRLET


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/

4 AVR—bLIET Y TL—MIIZ—DH356. Xvt—IDNKRTFEINET, IT5—Xvt
—CEERTBICIE. 40 O—RAYR—bIS—ZBRLTT 702X o>O0-FLETD,

X
Oops! Something went wrong with the

import, see the error file for details
Import errors for more information

Download Import errors

= =

2 TVTL—FDIUVRR—L

TYTL—bDExcel 77 A INCEEZMRB7DIC. BBFEOT YT L— 2T IAR—bTBIEHNTETET,

TMFF>7L— 2T RXR— T BFE

1 EROFES—>arXZa—T, TMFEEEE—REEML. TYTL—bR—IUEBRLET,
2 IVAR—bTBZ3T7VFL—bTIVRR—+ZBERLET,
Trial Master File ~ Templcxtes

TME Admin . Organization templates

1 template
TMF structure
non-device_template_04-1
Templates Importad 20 Feb 2025 11:25 by Study Manager (1734)
11 zones - 48 sections - 250 artifacts
Cnttinmn
3 IVELNTFAADNTSUFRHATHE Y VO-RFENET,

R=IJ by FIIRED



https://www.deepl.com/ja/translator#top
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Viedoc-provided templates

VViedoc D eTMFF>7L— b

F17%& Viedoc System 2025-04-05

1.1EC®HIC
MFr>FL—brEdo>O—R
2.Viedoc template® CFIFHIC L= >T

CDOR=JICIE FILOWTMFA—H—a > 2 —7 2 —RICEATIBEHRE L IETHIEHINTVWET, BT
VR—7 11— CHREOSBEIE. BETZIA—HY—H1 RETELETL,

» Viedoc eTMFI1—H—H4 K (HA>&Z—7x—X)
» Viedoc eTMFY % —Y v —HI—H—HA4 K (BA>2—7x—2X)

HLWA VA —T71—RETIEMBEHRE CEICADIVESIE. FILLWIMFA—H—HA REZELIZE L,

» ViedocTMFOI—H—HA R
« ViedocTMFAdmin1—%—HA K

1 FC®HIC

ViedochMBt g 2eTMFT > L — hd. T VILEROR—XSA VTV TL—rT, 4o>O0—-RLTZES
DHEBD=—XICEDETHREIARXTERI N TEET,

T 7L —hkiE, CDISCTMFERBETIICEDWIAZENR I M5 UF+—T, Artifacts ¥ € DArtifactsiZXd§ 3
O—JLDHER%Z ZE L 7-Viedoc sTMFDOR X b TS5 F 4 I >TER TN TWVWE T,

FUFL—RIZiE. ARV —DTMFRInvestigator Site File (ISF) TR TN 3 Z % BM Y Lf-Artifactsh' S £
NTVET, FERO—ILIE. ISFICRFa XY b ETYTO—RT37HIC. REEROBHEICEOYTE NG
CEENELTVET, Z20MOO—ILIE. ARV —DTMFEER T 3RICERZ BN THERTRZeNTEE
ER

11 7>7L—k42o>O—R

REAYO-RHEIETHSZ T TL— bR E7 N7 ZEREITE LT N1 EAREITOH 0N H D F
ER

FETNAZARAEITOT YT L— DRI YO—RRBIE5D5EBDET,

TNAREEETT > TL—bDAIO-RIBIESHD5EBDET,

2 Viedoc template® CFIABICY > T

CDTVIL—FrE. FOEFEFERITZ D, FSHBOZ—XICEDOETEFIBZECHABETY, HRT=DT
TO—FH. HEEFOFEBRICT L CEYNICKRIESNTWR 2 CHE TIHERCIETVL, 77— FORDIK
WRFERAEDSFMICDOWVWTIE. Viedocd—H—HA R - eIMFEIEERICEEN DD £,



https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/c/331b7a/a559c4/en/#ISF
https://www.viedoc.com/site/assets/files/3635/non-device_template_04-1.xlsx
https://www.viedoc.com/site/assets/files/3635/device_template_03-1.xlsx
https://help.viedoc.net/c/fd74dc/

4

Selecting a template
T7L— DER

F17%& Viedoc System 2025-04-05

1.TFL—bDOER

COR—=JICIF. FILWIMFA—H'—o 2 —T7 1 —RICEATRERE L TIETMNEH INTWLWET, 1B
VR—T7 1 —RZCHREDOGEIE. BETZIA—HY—H1 RFEELLETL,

« Viedoc eTMFL—H—HA K (BAf>42—71x—2X)
« Viedoc eIMFYX X—J v —HI1—H—HA K (B> &X—7x—X)

FLOWAYA2—T 1 —RICEATZFMERECEICEDTZVESIE. FILLTMFA—H—H1 REZTELLET L,

= Viedoc TMFA—H—HA R
« Viedoc TMFAdminZ—%—H14 K

1 7>7L—FODEFER
TMFF> 7L —hZ8IRT B, TMFRX F SO F vy X T TCHAAREICEDES, A NS IF¥ETSUXL.
zone. section. artifact® 7ONTAERERLT. A S IFvEAVZAEZ 2T BHIIC. AT IF¥HR=Z—X
ICE>TWB I EHESETEE Y,
FOTL—FDRAVRERIEENDE. FILWT YT L— R EBIRTZZIETE FEHA. 217L. T
FL—brZIVRAR—FL. BEL. FILLWTYTL—bEAYR—FLT. BICHEBAORDOHRTERT S
CIETEET,

T —bEZERTBICIE:

1 ERDFES—2a>AZa—T, TMFEEZEE—FZERAL. 77— hR=—JZERLE T,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/l/347805/ja/

2 MDERTFUTIL—hEREL. BIRREZVEZERLE T,

viedoc tmf @ Autumn Study @ Proiect Manager (14869)
TMF Admin ~ Templdtes
TMF structure
Templates Organization templates
2 templates
Settings

TMF_template_DemoStudy

Status . Imported 25 Feb 2025 19:49 by Project Manager (14869) Manage | Export ~ Select
11 zones - 48 sections - 260 artifacts

. L non-device_template_04-1
viedoc learnin 9 . Imported 20 Feb 2025 11:25 by Manage | Export ~ Select
TMF Admin User Guide 7 11 zones - 48 sections - 260 artifacts

Switch to old interface
Study templates
0 template

No templates imported

3 TMFEEEE—ROTMFX b S I F ¥ R—I T, WLTBX S I9FvERRL. BBITZ DT
CEER
ACSUOFvEEETZIHNENHZEEIE. TOTL—EIIVRR—FL. Excel 7> FL—+T 7
1 ILZEIEL. Efl%ZViedocTMFICT Y R—FLE T,

4

ZALZVFvHZ—RNIE>TWVWB &R LIcS. ThEaA Y 2AZ V2T BENTEFT,

R=V by RS



https://help.viedoc.net/l/347805/ja/
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Customizing a template

TOTL—bDHREIAX

17 Viedoc System 2025-05-01

1LIECHIC

2V321>—b

3.Viedoc extensions &— k
4.Viedoc milestones ~—
5.Role &— bk

COR=JICIE FILOWIMFA—H%—a VX —7 2 —RICEATRBEHRE L IETHIEHINTVWE T, BT
VR—=T71—RZCHREDOGEIE. BETZIA—HY—H1 RFEELETL,

« Viedoc eTMFL—H%—HA K (Br>2—71x—2X)
« Viedoc eTMFY % —Y v —HI—H—HA4F (BA>2—71x—2X)

FLOWAYA—T7 T —XICETIEMSHRE CEICHRD-VWHEIF. FILLWIMFA—H—HA RZ BT,

= Viedoc TMFA—H—HA R
« Viedoc TMFAdminZ—%—H14 K

1 FCHIC

eTMF7> 7L — b7 7L TIE Zone (KZ#H). Section (PIEE). Artifact (XEHR) DEHEDIF L. eTMFD
A—H— - O—JLICET 3HERERET B LA TEIET,

eEIMFF>FL— b7 7 IILIZT VIR EAED £,

HTEFFET,

Viedoc eTMFS AV RICIER—X T Y « TUTL— b H—HEICIREHEINE T, COTVFL—hE. Z0FF
FRITZOTIEARL., HBO=-—XICEHhETHEARATZI I ZBNE LTWEY, FMlidViedoch'iZgtd 277
L—E&EZTELLIZEL,

Viedoc eTMFD T > FL— M7 RXT3ICIF. R—J EBIcHBZ T TIL—rE2TEZIVYILET,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/l/009da2/jp
https://help.viedoc.net/l/009da2/jp

= viedoc

Trial Master File w

TMF Admin ~
TMEF structure
Templates
Settings

Status

Viedoc eTMFF> 7L — MNMIZRBEHD £,

- HEBATOL TOHRTHAIAERDD
-BEDERICOAFALATERZDD

eTMFTF> 7L — kg, BERDRFaAX b SYRRT—=TICEHLEZ e z2E#HHLET, HlIZIE. Zone
(K%4#8) . Section (HIEH). Artifact (XE%) #HRAEAIAXLT=D. FHIXEM. HIRT B e TEE
ED

772 L. ViedoceTMF7> L —rZNUTF—=2a VICHIIENZT2OICIE. UTOEHIFE SN TULIHREN
HHET,

s TUTL— RIS MDY — M EERDIBE THET S,

» V- FORBBIMMIEBLRVI Ko

s IRTDY—FDIRTDINIHBETHDEFEELRITNIEESEV, L. ZERICTE39HHD,
HMIUTOY T2 avw#BBLTIEI L,

» —HOFIIFEDEESTHENDH D, FHAIIUTOH T2 a3 BB LTI,

v TRTOY— FOTHISE L TRITIIER 59 1DDArtifact (X&) ICD 1T

2 V321> —+

Z D> — MICDISCTMFERBETILICESWTWE T, Zone (K%#8). Section (FIER). Artifact (XE4) 13
HRAAIA X BN, BIFRHFIEET 95

MUFHFNDEHETT,
Zone # A== TRIFNUIE SRV,
Zone name A== TRHRITNEERS W,
Section # AZ—UTRITNEERS W,

Section (FIER) H'BT BZone (KB FESZRIMTOHFE. 2
7 R(). SectionES2HTOMF THEHRINTWLWS,
f5l: 83.02



Section name

Artifact #

Artifact Name

Alternate names
(ArtifactDiEF4)

Definition / Purpose

Sub-artifacts

Core or Recommended for
inclusion

ICH Code

Zone (K%#E) OHTIZ—oTHIFAUELSEL,
A== TRIFTNULE SR,
ZoneB/ESD2MTOEF. EU A K(). SectionES2HTOHFEU A K
() ArtifactBES T TN TV 3,
f: 83.02.01
Section (FIER) OFTI=Z—U THRIFTNIEAES AL,
Artifact® B4,
CDHNIEETY, FETIHE. RAAODARETT,
CDFNIIRE. P RTFLEREEICT v EY T TN TLWEEA. BHE.
AVTFURE—RTIIEETET FtH Ao
Artifact® 7 1) —F7F X L EEak,

Viedoc eTMF CEZEZ RIS DICIFE. TMFRX NS I Fv—XTICTBEN
L. ArtifactiC®B8IL. TRz IV vILE T,

View artifact properties x

Subject Questionnaire

From template non-device_template_04-1

Classification
Artifact#  02.02.02
Artifact name  Subject Questionnaire

Definition  To capture specific subject related information through a series of questions (blank
forms / templotes)

UniquelD 39

Sub-artifocts  Subject Questionnaire,
Subject Questionnaire Review and Approval,
Subject Questionnaire Summary of Changes

TMFside  Sponsor, Investigator

CDFIEZERTHREL,

Sub-artifacts DHITTRYIS NI X ko
Sub-artifacts D ') X FRRAEITEHRDED

Sub-artifactsid. eTMFA—H'—HRFa XV b EETSICNEET R HIC
FRTEEY,

COFIERMTHA T,

GCPICEB&ET %751,
WAZEF,

COFIIIRE. SRATLEEICIYEY I ThTWEE A, RE.
AVTFURAE-—RTEETTEEA,



Unique ID Number

Sponsor Document

Investigator Document

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

ArtifactOD—=ZDIDE 2, (A F>3Y)
CDES|LViedoc eTMFICE > TUTD LS ICHKRIEESNE T

= FERTRERIBE. Artifact—EDBNREBEH THITNIERS A
Lo

» FBAAREERIBE. eIMFOXTLIRENEZZITAN. BAT
Ni=7—HhH147 Tk o tREEN 3,

CNSDFTIF. RRY—@IDArtifactEDH. N ¥ HRBREEER
BlDArtifactieDHEEEL FT, (GCPICHREDT)

fEld X (YESOERK) F7cld NO Do

CDFNIFEHRA>THVWE WWTFEH A

N5DFF. Artifact®E ) U TERRBOTOERZEHZLET,
g, LdO—FHEHDZonell X > TT7 7L TN B HBRTRICL
5%,

COFNFIRIE. S ATLEBEICI vEY T TN TWERA, XVTF
FTURE—RTIFBREZETZIFTEXEE A

NS5DFTIE, RELANIL, BLANIL, BERLANILTOIAILA ~—
VEEERELTWVWETD,

T 7L —rA®DV3.21>— kDTrial/Country/Site L RNJLD RF 2 X > +
T, XBREINTLBRHEE L EDFE:

s XICEREINTWABIHE. X 3 Trial/Country/Site L X)L
MDMilestone/Eventx ZEICTE FH A WHT D
Milestone/Event|Zi&. Viedoc Milestones & — - Name 5!/
BWREESDIHNELHD T,

» ETHBHBE. WIHT BTrial/Country/Site L RJLD
Milestone/Eventi3Z=ETH 2 HELH D 75

Viedoc eTMFIC 7w 7O— RSN RFa XY D XEZT—XTEHASTN
EMARAEEELET,

COFIFZERTHRVAN ZRDBE. 77 4L boBMARAIIN-
IYOEMICHED T,

artifactZiREDV « > R UDREDREE T « — /L K TNewZ EIRL 1315
&, Bz, REBEEEIC EANTBENTEEXT,

3 Viedoc extensions ~—

ZD— MIiE. BArtifact (XELZ) DViedocBEBED 7ONTAHAEFENTVE T,

MFH IS LDEHETT,

Artifact 5

BiuiV 3.2 sheet®Artifact BHS = B8,



Sign

Applicable in Trial

Applicable in Country

Applicable at Site

Metadata properties

File formats

Accept blinded data

C DFiZViedoc eTMFTIZEFERAINTLEREAD. EEFONEND
hx7,

ROEHZIFANSNET: Required , Optional , £/l Not
Permitted

Artifacth R L NIV THEBTAIENE SHhEEERLE T,
CDFNIIFEDA>THVEWTEE A
ROEDZIFANSNET: Required , Optional , £72IE Not
Permitted

Artifacth B L NIV CEARIENE SHhEERL £,
CDFUZIFEDA>THVE W EE A
ROEHZIFANSNET: Required , Optional , £7-id Not
Permitted

Artifacth R L NIV CTHEBTIEENE SHhEEERL T,
CDFNIIFED A > THVEWTEE A
ROEDZIFANSNET: Required , Optional , £7=IE Not
Permitted

ArtifactiZXT § 2 BIMD X X T —X,

CDFIEERTHREL,

EBIMDART—R%EZRRT BICIE. TMF structure? 7 ICTEENL .
ArtifactiCHFES — LT, Viewz 2w I LET,

Details

File formats  ppt, pdf, docx, xisx
Blinded data  ACGEPTED
Privacy data  ACCEPTED

Dating convention  Version Date

Record sharing

Enable for  Viedoc Clinic users, Viedoc Me users

Artifact CRIBRTEER 7 7 T ILERBHHE T ) S 2 TSN X b
£l:

= docx | pdf -docxfEREpdfeRD 7 71 IILD&H T v FH]
BEo

- X -RTOTFAIVERNT Y FaBE. (ViedocETD T 71
IWERD TS v o) ZEBHNERD ET)

ZDF)IdViedoc eTMFTIF X ZFERATNTULEEAD. ERLENT=T—
AHArtifact THBINBZNESHEEELE T,

ROEDZIFANSNET: YES F£7=lE NO


https://help.viedoc.net/c/47e0ad/a80c3c/ja/#Appendix_Blacklisted_File_Formats
https://help.viedoc.net/c/47e0ad/a80c3c/ja/#Appendix_Blacklisted_File_Formats

Accept privacy data CDF)IFViedoc eTMFCIX X /EFERTNTVERAD. FSANY—FT—
A Artifact CEFR I NB3 D ESHEEELE T,

ROEHZIFANSNET: YES F/ld NO

4 Viedoc milestones >>—
CDOY—hEIATT 3> Td, EYXAMILA M—>DViedocEED F7ONTA BREENTWVWET,

COY— MHREINATUARWEES. Y XTLIRV321— DU TICHBIEEINXTILA F=VICETW
T. JIL—TOther FICYAILA =D ) X M EERL F T

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

UTFHHFDERBEHEDFT,
Id A=Z—DUBIAIWNR+—>ID, W75,
Name AZ—IBIAMINZA =%, BB
Group CDISCBRBRETI TEREINTVE4DDIAMILA =TI —FD—D, HEFH, XD

{EH AR TN TL)E J: Start UP, Study Conduct, Close Out, Other

Trial COXANRAS=VIZEFEFNDIHBRLARNILOXEFRBA. ZEEHE,
description

Country CORANZA=VICEEFNBZELANIILOXESRB. ZATF,
description

Sitedescription  C (YA LR F—VICEFNBHRLANILOLESHB, ZHT.

5 Role>—Fhk
COO—IL>— bTlE. BeIMFO—JLOERIAEREINE T,

Role SPONSOR-STUDY

Role SITESTAFF

Role SPONSOR-COUNTRY
Role SPONSOR-SITE

Role SPONSOR-REVIEW
Role SPONSOR-DM

Role SPONSOR-UNBLINDED

UFHISLDEHETT,

Artifact S B DV 3.21 sheetDArtifact HE = B,



Study SELANILTOO-IDIERZEEL £ 7%
UTDEHDERTRET T,

= NO ACCESS :FBRL NILTZE T BArtifactIOXEIC T I
2. FEENTRATRE

« READ :SRERL ANJLTHKY T BArtifactADXZDORE L. 4
> O— RHAEE

= WRITE :SHERL ANILTEKY T BArtifactIDOXEDHE. 7 v
JO—BR. #o>0O— R, {FEE. HIFFHEIEE, WRITEFZ 7+
2% 1§ 3ITIE. ViedocD XA Z T ROA— (All sites) |Z3BF
TNTWVWBHRELHD X9, €5 THRVEE. WRITEMERIL
READICE#EINFE T,

»  REVIEW : NS NT. HERLANILTEZY T B Artifact DX
EZ0ME. 4U>0O— k. AR, IX> MEBEHEIEE
REVIEW7 27t X %183 (Cl3. ViedocD XX T+ Z1—7 (All
sites) ICHBREFETNTVWBIRELHD Y, 5 THWEE.
REVIEWHEFRISREADICE S NE T,

O—JLCHERDORET. I—HY—% T2 TOMR ICHBEFITZIL
IZRIBET I A, FhleBId@ S8 L EFE A,

Country ELARNILTOO-ILOERZEEZL X T,
R OELMERARET 9o

= NO ACCESS :ELANJLTHHET BArtifactADXEICT I
2. BEEHNFRETEE,

= READ :ELANJLTEZY T BArtifactADXEDEEL. 4>
O— RHYABE.

» WRITE :EL AL TEZYT BArtifactIDNEDEE. 7v
O—R. 4o >O—R., FEE. HIBRHATEE

» REVIEW : /N7 Uwadhiz. BLANITEYT 3Artifact
AONZD/ME. 4U>O0—R, &SRB, OX> MEEHH

4ok
HEo

Site MERLARILTOO—-IILDIEREZEEL X9,
LUTFOEHDERAIRET T,

= NO ACCESS :FEs% LRIV TZH T B ArtifactADXEIZCT I
2. BEEHNFATEE

= READ : SR L NIL T T BArtifact IO XEDEE L. 47
>O— RHETEE,

= WRITE :fEEZ L NILTEY T BArtifact IO EDEE. 7 v
ZO—R. #o>O—R. RE. HIBRHETEE

» REVIEW : /N7 Uwadhi., MERLANILTERYETS
ArtifactHOXEDBE. 4 7>0O— R, &R, IXY MBS
HiETEE,



<

Editing or deleting templates
T 7L — DIRES S THIBR

F17# Viedoc System 2025-04-05

LT TL—rDEFIEEETS
2. 77—+ OHIF

COR—JICIFE FILWIMFA—H—oa 2 —T 1 —RICHATRER L TIETINEH INTWVWE T, B
VAR—7 11— CHRDGEIE. BETZII—HY—H1A RZEITELETL,

» ViedoceTMFA—H—HA K (B >4 —7 x—X)
» Viedoc eTMFYZ—Y v —FI1—H—HAE (BA>2—7x—X)

FLWA YA —T z—XICEAT25EMIERE CBICARDI-VWSEEIE. FILLWIMFI—%—Ha REZEL LT,

« ViedocTMFI—H—HA K
= Viedoc TMF Admin1—H'—H A K

« Viedoc TMF Admin User Guide

1 TUoT7L—bhO&HEIZEETS

TMF7F> 7L — D& ZEET S FIE,

1 EfloFESF—>a v X=a—T. TMFEEEE—RFZREHL. 7>7L—FZERLET,
2 LHEEETET /L — P CEBRERRLET,
Trial Master File ~ Templcxtes
TME Adumin N g;%(;:lié«:tion templates @

TMF structure
TMF_template_DemoStudy

Templates . Imported 25 Feb 2025 19:26 by Project Manager (14869) Export
11 zones - 48 sections - 250 artifacts

Settings

non-device_template_04-1

Status
. Imported 20 Feb 2025 11:26 by Study Manager (1734) Manage | Export
11 zones - 48 sections - 260 artifacts


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/c/d02ec9/

3 REZERLET,

Manage template Edit

-

Name

TMF_template_DemoStudy

Category”

Organization template
4 FOL—bRELTBELETD,
5 EEEREFEEZERLE T,

2 TY7L—hoHIBR

TMFF> 7L — h%EHIR T 3 FIE,

1 EAOFES - 3o X a—CTMFEEZEE—RE2EBL.

2 HIBR e 37> FL—

Trial Master File

TMF Admin
TMF structure
Templates
Settings

Status

FTEERZBERLE I,

e Templates

Organization templates
2 templates

TMF_template_DemoStudy

. Imported 25 Feb 2025 19:26 by Project Manager (14869)
11 zones - 48 sections - 260 artifacts

non-device_template_04-1

. Imported 20 Feb 2025 1:25 by Study Manager (1734)
11 zones - 48 sections - 250 artifacts

TOTL—hR=DZFERLET,

Erpert

Manage | Export



3 77— FDOEIREERL 9o

Manage template

MName*

TMF_template_DemoStudy

Category’

Organization template

@ Delete template

4 RO IFVEFRL XY

R=J by FIIRS




4

Instantiating a structure

AT IOFYvDA AL

F17# Viedoc System 2025-04-05

113U SIC
2ACSOFYDAL AR AL

COR—JICIFE FILWIMFA—H—oa 2 —T 1 —RICHATRER L TIETINEH INTWVWE T, B
VAR—7 11— CHRDGEIE. BETZII—HY—H1A RZEITELETL,

» ViedoceTMFA—H—HA K (B >4 —7 x—X)
» Viedoc eTMFYZ—Y v —FI1—H—HAE (BA>2—7x—X)

FLWA YA —T z—XICEAT25EMIERE CBICARDI-VWSEEIE. FILLWIMFI—%—Ha REZEL LT,

= Viedoc TMFA—H—HA R
= Viedoc TMF Admin1—H'—H A K

1 FCHIC

TUTL—=—bBAREIAIELV/ FFAVR— b, BREINAEE. TVTL—FDTMFRA S IF v %
FBRICA A2V RIE (BRE) §5ChHTEED,

ZALZ0FvHERICHLTA YRV MEENZE. AV REVAMCZERT B EIETE TR AL e
L XVTFURE-RZAVICHIDBERB LT, A VREVRIEENIETMFR SO FvICEEZMRAB L
ISATRET Y, SEFICOVWTId RSV FvDiRE. TV TL—bDHARRIIAR, ToTL—bDAVR—F &
IOZR—bh, BLUVT T L — EOFERZBRLTIIZET W,

2 ALSIFYvDAURZVRL

TMFR r SO F v %HEA >V R2 V21T % FE,

1 EROFES—> a3 X=Za2—T. TMFEEZEE—RZEHEL. TMFX S IF v R—=J%FEIRL X
ED


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/
https://help.viedoc.net/l/85cc0a/ja/
https://help.viedoc.net/l/186d15/en/
https://help.viedoc.net/l/75a28e//
https://help.viedoc.net/l/75a28e//
https://help.viedoc.net/l/99d6b9/en/

2 ELWTFYFL—rEBRFINTVWB I ZRERL. A1V RE2VRIEEBIRLETD

= viedoc tmf

TMF Admin
TMF structure
Templates
Settings

Status

viedoc learning
TMF Admin User Guide »

Switch to old interface

@) Autumn Study

TMF structure

TMF_template_DemoStudy
Template selected 27 Feb 2025 17:51 by Project Manager (14869)

1”48 Milestones

TMF structure

01Trial Management

02 Central Trial Documents

03 Regulatory

04 IRB or IEC and other Approvals

05 Site Management

06 IP and Trial Supplies

07 Safety Reporting

08 Central and Local Testing

00 Third parties

10 Data Management

11 Statistics

@ Proiect Manager (14869)

cmwmtqﬁﬁa
View

11 zones - 48 sections - 250 artifacts

4 NTTY7L— b ERICEBAEN. ARSIFVvZEEATERLIICBDED

5 TMFEEEE—RDAT—HAR—JEBINTIE. ARSIFYHRAUREVAMbESNcZ e %/

BTEED

= viedoc tmf

TMF Admin
TMF structure
Templates
Settings

Status

viedoc learning
TMFAdmin User Guide »

Switch to old interface

R=IJ by FIIRED

o Autumn Study

i LockViedoc TMF. When locked the system is only available in read-only mode.

Status

Instantiated

Viedoc TMF Managers can make changes to the structure and users can upload and manage records in

the Trial Master File view.

o Project Manager (14869)

Lock Viedoc
MF



<

Editing a structure

ATV Fv—DRE

F17# Viedoc System 2025-06-17

1LIEC®HIC
2 AXAVTFRE— R DiEE)
LRSI Fv—DER
1RSIV F v DIEE
32TMFU 7 7 LY RETILN=3 V DiESE
4.Zone. Section. ArtifactDiFE
4.3 Zone X SectionZ{EET 3
4.4 ArtifactDiEE
4.5 ArtifactDiB10
4.6 Artifacts D IR
5.zone. sectiond & UartifactDE B I & BEE
6.¥AIAR =V DERE
BIXAINR =V DRTIEFEEE
6.8 YTILA =2 DiRE
6O VAILR b—>DIBHN
610 Y 1ILR b—> DHIE
LA 9Fv—QEFERLEEDORDEL

COR=DICIE FHILWIMFA—H—A >4 -T2 —XICETBBHRESLIERIRBHEINTVE T, BT
VA= 1 -2 CHREDBEIE. BETEZI-—H—HA FZITEBLZT L,

« Viedoc eTMF1—H%'—HA K (BA>&2—71x—X)
» Viedoc eTMFY 2= v —HIA—H—HA K (B4 > —7z—X)

FILWA>EZ—T T —XCETBFHMEHRE CEICADICWEEIE FHILWIMFI—H—H 1 FZTEIZE L,

» ViedocTMFA—H—HA K
= Viedoc TMF Admin1—H'—H A K

1 FLC®IC
TMFEEBEE—RTAVTFYRE—REEMCTRE. TVREAVREESNIETMF R CSOFvERETS
ENTEET UTOEISOa>V%BE), NS IFvH. TMFERETFILN—U3 0FS. zoned & Usection
%, artifactOFAE LV T IR, TMF TEEINBITILA N —VERETZ DN TETET,

2 AVTFFIVRE—RODOEEEH
XVTFFIRAE—REEMICT B HE

1 AAOXZa—H5. TMFEEBEZEE— REERL. TMFX LS Fv— R—SEBEET £,


https://help.viedoc.net/c/88fc29
https://help.viedoc.net/c/fd74dc
https://help.viedoc.net/c/66614b/
https://help.viedoc.net/c/d02ec9/

— viedoc tmf @ pemo study @) Froject Manager (14869)
Trial Master File ~ TMF structure
TMF Admin -~ DemoStudy_template_1[4] Maintenance
Last modified 25 Feb 2025 20:48 by Project Manager (14868)
TMF structure

Templates
) Milestones @
Settings
Status
TMF structure 11zones - 48 sections - 250 artifacts

M Trinl Mananement

When maintenance mode is activated, all non-applied changes to the active structure are shown.

3 RS IVFYv—DEE
ZARSOF v LRI THEERREEZICOVWT. U T Ttwo> 3> TEHELE T,
31 R+ UVFv—BDIRE

UFOFIRICHE>T. AT IVFv—RBZHRELET,

1 AVTFYRE—RT. ARTIFv—LANLTRERZ V27 ) v I LED,
Trial Master File ~ TMEF structure
TMF Admin - o ngoStudyﬁtempluteﬁI [4 _ Maintenance @
Madintenance mode switched on 25%ebr2025 20:51 by Project Manager (14869)
TMF structure
Templates No changes have been made to the structure.
2 RRENICVA YV RUT ARZI9Fv—22REL. #7207V vILET,

Edit structure

Structure nome”

[ DemoStudy_template_{

TMF Reference Model Version®

d.21

32 TMFU 7 7L YZAETILN— 3 DiRE

UTFOFIEISHR>T. TMFUTZ 7 LYRETFILDON—-SaoaEiRELE T,



1 X AYTFFYRE—RTRESIFvLRILDREEZI VI LET,

Trial Master File ~ TMF structure
TMF Admin -~ DemoStudy_template_1[4 Maintenance @O
Madintenance mode switched on 28Fera025 20:51 by Project Manager (14860)
TMF structure

Templates No changes have been made to the structure.

2 REINEI4VRIT, ROV TEIVARZAa—HDEZYTBTMFU I 7 LY IAEFILON—S3 0%
BEBIRL. ERETEZERLED

Edit structure

Structure name®

DemoStudy_templote 1

TMF Reference Model ersion®

.21

4 Zone. Section. ArtifactDiREE
zone. section. H & LartifactiCF L TITS AN TEBZEEICOWVWTIE. oI 3> THBELET,

LO—RDXEZTF—XD—EETHSB3T 1« —ILE (zone. section. F7=ifartifact) ICEBEZMZ B &, FE
ENELZHBENHDEFT, CNSDEFEO—BIE. EABREEZL LS THARERMDNHZ7cH. TOREIZDOWVWT
FKEMLTELIEDEETY, FlIcOVWTIE. LTV —>, 203> XU T7—T14 T 70 bDEE|C
SEREEvIIaVEIBLRETIL,

41 Zone¥ SectionZiRET 3

XA YTF U RE—RTIE zone (K738E) & Usection (FIEH) DABDARETET X,

zoned & UsectionDIREIFUTOFIETITVWE T,



1 XVFFYRE—RPEMLREE. TMFR SO Fv—DZoneE ldSectionlic A—YV Lz EbEBZ R
RCNBRERZ>ZEZ V)Y ILET,

o Demo Study G Project Manager (14869)

TMF structure

DemoStudy_template_1[4] » Maintenance @)
Maintenance mode switched on 25 Feb 2025 20:51 by Project Manager (14869)

No changes have been made to the structure.

Milestones @

TMF structure 11 zones - 48 sections - 250 artifacts

01 Trial Management

A 02 Central Trial Documents

02.01 Product and Trial Documentatio Add new artifact

02.02 Subject Documentation

02.03 Reports

LT I o p—

2 Bt 3T, zoneZ foldsectionD&EIZZEEL £7,
Trial Management

From template Non device template [customized]

CLASSIFICATION

Zone # 01

Zone name* [ Trial Management




Edit section

Product and Trial Documentation
From template DemoStudy_template_1[4]

Clossification

Section # 02.01

Section name* [ Trial Dacumentuliod

4.2 ArtifactDiRE

Artifact (X&) DREEZTBICIE. UTOFIBEERD £,

1 XTIV RE—RDBPEPREE, TMFR S F ¥ —DArtifactiCh—VILEEhHEZ e RTIND
RERRVEZIUILET,

TMF structure 11 zones - 48 sections - 250 artifacts

{0 Trial Management
A 02 Central Trial Documents
02.01 Product and Trial Documentation
B 02.02 Subject Documentation

N 02.02.01 Subject Diary m Delete

02.02.02 Subject Questionnaire

02.02.03 Informed Consent Form

N O NA Cuihinet Infremnotinm Chand

Select {RE% BN T B LartifactZiFE V1 V RUDBRRINE T,



Edit artifact

Subiject Diary

From template DemoStudy_template_1

Zone #

Zone name”

Section #

SBection name*

Artifact #

Artifact name*

Definition”

Unique ID

Sub-artifacts

TMF side

Trial level settings
Record*

Roles and accesses”

02

Central Trial Documents

02.02

Subject Documentation

02.02.01

Subject Diary

To document subject data captured by the subject and external to

the CRF (blank forms / templates).

38

Subject Diary

Subject Diary Review and Approval

Subject Diary Summary of Changes

n Sponsor ' Investigator

° Required

SITESTAFF

Optional

SPONSOR-STUDY

SPONSOR-COUNTRY

artifactZi/E V1« > R OD T4 —ILK ©

P2k

8

Not permitted

READ

Zone. Section. & & UArtifactd HFESH & UI'&HI

T
a1=-—71D

Sub-artifacts (Y 7 XE4)

TMF R 1 RER
% L N JLER

Ld—REH

O—-IBLUT70ERE

NTILA =2

7 7 1 L BIhRFERE
T34V RT—%
TI2ANY—T—&
RE AR

LaO—roHE

= Viedoc Clinic & & T F7z1% Viedoc Me 12— —ADOHEEXNREINML,

Artifact 7O/N T« DEMAICOWVWTIE. TV T L—FDAREZIAZDL Y AVICH B, V3212 — bk
CRole>— hDEIIaVEBRLTLLIET L,



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

3 REEZVY I LTRELET,

4.3 Artifact® BN

ArtifactZ BN B ICIFUATDOFIEICRK > TL7EE L,



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

TMF structure 11 zones - 48 sections - 250 artifacts

O Trial Management

A 02 Central Trial Documents

02.01 Product and Trial Documentation Edit Add new artifact }} Delete

02.02 Subject Documentation

02.03 Reports

TMF structure 11 zones - 48 sections - 250 artifacts

O Trial Management

A 02 Central Trial Documents

02.01 Product and Trial Documentation Edit Add new artifact }} Delete

02.02 Subject Documentation

02.03 Reports

P W -

TMF structure

O Trial Management

02 Central Trial Documents

03 Regulatory

04 IRE or IEC and other Approvals
05 Site Management

06 IP and Trial Supplies

07 Safety Reporting

08 Central and Local Testing

09 Third parties

10 Data Management

1 Staotistics

+ Add new artifact

Y




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

Add new artifact

Zone #

Zone name*

Section #

Section name*

Artifact #

Artifact name*

Definition*

Unigue ID

Sub-artifacts

TMF side

Trial level settings

Country level settings

Record*

02

02 Central Trial Documents

02.02

02.02 Subject Documentation

New Artifact

This artifact contains some new information

Investigator

Required Optional Not permitted

Required Optional Not permitted

Required Optional Not permitted

Zone & F7-1ESection& D ROy FH T X =2 —TNewZEIRT 3 &. ArtifactZBIIL7=VELW
Zone F 7=|3SectionZEER TE £ 9%

AR BABEB IR TRRINTUVE T,

3 REZVIVYILTRELEY,

4.4 ArtifactsD YR

ArtifactsZ BIFR 9 B ICIIATOFIEE D £,

1 TMFX k5% F v —DArtifact. E7zidZone. SectionliCh—YV ILZEaHEBI ERTINBHIBRE Y
ZzU)vwIoLEY,

TMF structure 11 zones - 48 sections - 250 artifocts
(1 Trial Management

A 02 Central Trial Documents

B® 0201 Product and Trial Documentation (T (LTS

02.01.01 Investigator's Brochure

02.01.02 Protocol

N2 M N3 Protnenl Sunnneis



2 ZL T, TMFX bS5 F v —_EDZoneF =IiESection £ Z DL TDArtifactD T F X ¢ ICTREEDE | Hh
F9, cLTY—7ENET,

TMF structure 11 zones - 47 sections - 241 artifacts

01 Trial Management
A 02 Central Trial Documents

[ s |

BN 626+6Hr tigetorsBrochur

17 620102 Frotoest

[0 628404 Protocal-Amendment

[0 e2o+oeiRsurance

BN 20107 Sample Gase RepertForm

3 525+10 Repert ot Priorinvestigations
02.02 Subject Documentation
02.03 Reports

02.04 General

3 HIBRICEE S 351 E:

» zoneF fcldsectionL RNILTHIRT D . ANV FVICEELZ BRI S L. €D zoneF
T=lEsection D IR T Dartifact B HIFR TN E T

= artifactL RILTHIBRT 8. A NSO FVICEBRZERT S . € DHEE DartifactD &
HHIBREINE T,

- sectionADHE—DartifactzHIFR T 5 £ £ DsectionbHIFRIN T,

« FERRIC. VY — Y AOME—D section £ f-ldartifactZ IR T 2 & EDzonebHIRINE
ED

S OFv—DEBEBEAFLIITICETHELWAEICOWTE. RISV S 9Fv—0
ZEEACZEORDELEIELIEEL,

Zone (K%%H). Section (FIER). Artifact (XE4%) ZHIKRLTH. £D
o KHDIZ. TV RI—4—E a2—TI&. Zone. Section. ArtifactBHIFRETNIzLSICRTIN. TOHFDORF
AXY N EBIHTINELNHDZIERLET,

5 zone. section® & VartifactDZEE|C & B E

ALSUIFRICLO—RATYyTO-—REIATWVWBREBE. ALSIF v, FICLOA—RDXET—20—ETH S
zone. section. B WartifactD T+ —ILREZR/ET I L. CDLSBEENH I ZTEBMLTES CHEET
T LO—FRERVECEICLI-ROZONTA V1 Y RVICRTINZDHDIE. 77 MILEFEEZRE. IRT
XBF—RTY,

TETELXT—EAOLOA—RICHTBRANSIVFvOEBOXEZRR T BICIE. AT+ U A= TEL
12TV,

1L.TMFEBEE—FHFVICED UTOEENMTOINE LT



6 YTMILRE—2DEE

RANZ =2 RFaXVbETAIINRIDTTBZHDY—ILTY, IT1ILR ~—2dartifactL NILTER
TN, ZDartifactADITRTD R F a2 XY MIFEILR AL b= EESNE T, YTV b= FFa

XY hORER. HROZALSAVRTORF XY bOATI) =73 FIFEEMLELR— FRPEMSU R
MUDT LRIV IIERATEET,

Trial Master File ~

TMF structure
TMF Admin ~ s
De_moStudy_templatej [4] 7 _ Maintenance @)
Maintenance mode switched on 25 Feb 2025 21:08 by Project Manager (14869)
TMF structure
Templates No changes have been made to the structure.
Settings

Status Milestones
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Edit milestones

Name

01 First Country RA
Approval

02 Clinical
Infrastructure Ready

03 Site Live / Ready /
Open for Enrollment

Name

04 First Monitoring
Visit

05 Significant Study
Event

06 Annual IRB/ IEC
Renewal

07 Last Subject Last
Visit

03 Close-out
Monitoring Wisit / Site
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Trial description

The first notification
(written or silent)

The necessary systems
and processes

The first site in the
study has been

Trial description

This is the first
monitoring visit to

Any key event within a
study that indicates a

Completion of the last
subject's last wisit

Trial description

Confirmation that all of
the requirements for

Completion of the final
monitoring visit across

Country description

The first notification
(written or silent)

The necessary systems
and processes

The first site within the
specified country has

Country description

This is the first
monitoring visit to

Any key event within a
country that indicates

Documentation
received from IRB/IEC

Completion of the last
subject's last wisit

Country description

Completion of all final
monitoring visits within

Site description

The first notification
(written or silent)

The site has been
approved f octivated,

Site description

This is the first
monitoring visit to

Any key event within a
site that indicates a

Documentation
received from IRB/IEC

Completion of the last
subject’s last wisit at

Site description

Completion of the final
monitoring wisit for the
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Infrastructure Ready
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The necessary systems
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Edit milestones X

a Milestones

Start Up
# D MName Trial description Country description Site description
ol [1]] 01 First Country RA The first notification The first notification The first notification
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Edit '05 Significant Study Event'

Group®

Study Conduct

05 Significant Study Event

Trial description

Any key event within a study that indicates a significant change. Examples include but are not
limited to: a protocol amendment, safety issue that results in system changes, management of
study Committee (such as committee output), an IP process (such as IP relabeling) etc.

Country description
Any key event within a country that indicates a significant change. Examples include but are not
limited to: a protocol amendment, a change impacting the IRB/IEC, an IP process (such as IP
relabeling), change in country coordinator, etc.

Site description
Any key event within a site that indicates a significant change. Examples include but are not

limited to: a safety issue that results in system changes, a change in Principal Investigator, an IP
process (such as IP relabeling) etc.

a artifacts linked to this milestone

Milestone cannot De eleted
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o artifacts linked to this milestone

B Delete this milestone
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= Viedoc tmf o Demo Study e Project Manager (14869)

Trial Master File ~ TMF structure
TMIF Admin - DemoStudy_template_1[4] # Maintenance @
Mdintenance mode switched on 25 Feb 2025 21:07 by Project Manager (14869)
TMF structure

Templates @ cnanges have been made to the structurel (TGS NERES Revert all changes

H#ERU 1 Y FUIlIZ. ZEEABH—ERTIN. IRNTOEEZER/TICRT CEZHRTEE Y

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 > Protocol
Synopsis

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

s Deleted artifact: Central Trial Documents > Preduct and Trial Documentation > Report of
Prior Investigations

» Deleted artifact: Central Trial Documents > Product and Trial Documentation > Markated
Proeduct Material

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

v Apply changes
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