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m Subject Consent Form.pdf

Record version: 1 | Version Date: 01 Mar 20256 | File integrity: KD6vw9zlJ1h9f264ubdNig== File version: 3
Original file name: Subject Consent Form.pdf | File date: 21 Mar 2026 20:11 | File size: 2642 KB

« < BinderiD:5 > \

Download original file
: Binder ID: 5 Record version: 1

Viewed: 0/2 Signed: 0/2
Binder created: 24 Mar 2025 13:27 Created by: Study Coordinator (34155)

Download with sharing details

Download with signatures
Total number of recipients: 1 Signature required: Yes g

Reason for signature:

| confirm that | have read and understand the contents of the document. | agree to take part in the study. Dowloed Wil by

Total number of co-signatories: 1

Revoke sharing @

Reason for co-signature:
I have reviewed and approve this file.

Recipients Shared date & time Viewed date & time Signed date & time Status

QE_M_NM - Mrrbdnina 24 Rilar 2095 1297
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< Sharing

a Subject Consent Form.pdf

Record version: 1 | Version Date: 61 Mar2025 | Filaintegrity: KDBuwozkHhaf2e4usdNig== | File version: 3
Original fila name: Subject Consent Formpdf | File date: 21 Mar 2025 20:1 | File size: 2542 KB

«— < BinderID:5 >

® Binder ID- 5 Record version-1
Viewed: 0/2 Signed: 0/2
Binder created: 24 Mar 2025 13:27 Creatad by: Study Coordinator (34155)

Revoked
Binder revoked: 24 Mar 2025 19:48 Revoked by: Study Coordinator (34155)

Totol number of recipients:1 | Signature required: Yes
Reason for signature:
| confirm that | have read and understand the contents of the document. | agree to take part in the study.

Total number of co-signatories: 1
Reason for co-signature:
I have reviewed and approve this fila.

Recipients Shared date & time Viewed date & time
SE-01-001 - Norrkdping 24 Mar 2025 13:27 -
Co-signatories Shared date & time Viewed date & time

Study Coordinator (34155) - Study Coordinator 24 Mar 2025 13.27 -

History

| ‘Sharing revoked on 24 Mar 2025 19:48 by Study Coordinator (34155}

Arecord was shared with 1 recipient and 1.co-signatory on 24 Mar 2025 12:27 by Study Coordinator (34155)

Status

Status
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3.7 The zipped folder structure and content
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= viedoc tmf @ Demo Study (@ Project Manager (14869)

Trial Master File ~ Audit trail report

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

TMF Admin v
CompleteAuditTrailReport-Demo Study-20250225135552.xIsx
6476 KB, Generated 26 Feb 2026 14:65 by Project Manager (4869) Download
Audit trail report

TMF Archive ~ Trial level, All countries, All sites, All milestones

Audit trail report .
Generate a new file
€TMF - EMS repositor
postiory Include
Trial level records: Triallevel x 1
viedoc learning o :
- Country level records: All countries X 4
TMF User Guide
TMF Admin User Guide Site level records: Allsites s
TMF Archive Guide ~
Switch to old interface Fiter by
Milestones: All milestones % 1

0

1 EBRMMICESHBZLA—RDA T a v ERELET, ENSICHTIERICIEC T, HER/E/ MR
LRILT I 7T ENL - RESHZ N TEED,

2 TaNWBIITTBIANA=2/IRANA =T N—TZRELFT,

3 ERMEERL F T,

4 ERSNIT7AIUDSE O O—FZBRLTLEA—bEZO2O0-RLET,

23 Ensd>—+H

FERBEHEMFLAR— FDED— I TMFROA—H—ICLB 702 3 VICHIELTVWE Y, LKR—MI—BE
ATIN UTFOEI2a>TR 777ILADEY — FOFHAIERZER TSI FT,

231 LKR—hiER

CDI—FMZIF. LR—rBLUHERICET 2 —RINAERILE ENTWVE T, Firstdocument added date/time

$ & U Last document added date/time |Z. TMFICEFIDOL I—RFHIUVREDL I— KA 7y FO—REhi-H
BERLTWEY, chid. INS50OL - ROBEEBIESFHANLR—MIEEFNTLEIHLENCEDSTRREINE
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Complete Audit Trail Info

Items Settings
Originator VIEDOC
Instance https://abc.viedoc.net
System version 4.67.2108.150
Printed by

Printed date/time

2021-08-06 09:20:54

Study name

Unicorns

Study GUID

74qhi3f37-xao2-421b-ajec-e4f2cSba7cac

First document added date/time

2021-08-04 12:36:00

Last document added date/time

2021-08-05 09:16:14

Included documents

Trial level,

All countries, All sites

Filtered by

All milestones

All dates in this report are according to the UTC standard.

Discl.

This report includes a detailed audit trail of the eTMF. Every change that has been made to the content (and structure) of the eTMF is listed in this report.

2.3.2 Trial Master File

imer: The overall structure of this report with regards to names and the order of columns can change to reflect future extensions and development of the eTMF.

COY—FCIF. TMFE—RE2—DLO—RICH LTI —DToLIRTOTIL avVICETRERIS F
NTWEd, CO>—hMIEFENDZ T avid.

v REATNIEHROA T,
 A—H-HERLTEDLAIL EHBR/E/MR) ICU > SNiER T 22— -7 0L80>y

« A——HDE < EHREADT U X MER DR

LIERAILR =2IC) o EnTzartifactiC 7 71 ) > SN2,

A 8 c 3 e 3 G H s « . u N 0 »
| U Acion on Dosumens
2 Acton e Verson | Datetime Ol Vaine e Value Resson Doneby | Zone# | ZoneName | Section? | SectonName [ Arifact? | Arifactame Documentid
oprove document |2 020907 1140 Dowament T[T Mansgement [0301 [Tral Oversignt 010501 [Tral Master File Pan |Comp eteugiiai Repori 65 - |1
approves
Fubiish Gowament |2 20250507 115739 [Fle = aevice_tempiates i |7l CompleteAudirailRepor|oocument T [rem Mansgemen [001[Tal Oversignt 010101 [Tral Master Fie e |complecehudiciaiiRzpori 65 e |1
File date = 2023-0507 11:3552 465 n1-20230901074518 5% pubiisnza 20230501072918.15%
File date = 20230907 11:37:59
Uptosd file o swuciure |2 7 0507 113759 Orgina iz name - Fie upiosaea T[Tl Monsgement 0101 [Tl Gversigne  [o10101 [Tral Master FiiePian IR
completeAuditTrailReport-.65 i 20230501072918.15%
G newversion |2 7 0T 13T New document T [ g [0301 [Tl Oversgnt 010101 [Tl Master Pz e [Comp eeeuarazpar 65 e |1
version created
Aoprove docament |1 T 0T 1% Document T [ Mg [0301 [Tal Oversignt 010501 [Tl Master Pz e |compleceAudiciaiRzpari 65 e |1
opproved
Fubiish Gowament |1 00507 11367 W anias  [Dowment T [ Mg [0301 [Tal Oversignt 010501 [Tl Master Fiz e |compleceAudiciaiRzpari 65 e |1
Tt tevel - (Triat Mascer Fie pian) pubiisnza 20230501072918.15%
Version Date - Tt teve - Tiat
Version Date - 20230907
Uptosd fileto structure |1 T I 0907 11355 Original iz name - Fie uplosded GT[Teal Mansgement [0L01  [Tral Oversight [OLGLOL [Tral Master File Plan |CompletehudaiiRzport 65 - |1
device

2.3.3 Sharing

Z D> — kIZlE. Viedoc Shared L UViedoc TMFDNA R —IZN TR IARTHOI—HF—T 2

NaENEJ

AE ! 2O — MICIE

2 avICET 3R

T—FERX DT IERATEBNA VA —ICEAT BT a > DHNEENE T,

A c D 3 F G H a
1 User actio
2 Binderid Document Version File Version File Integrity File Size File Date Original File Name Recipients
3 [Document viewed Jass 1 1 frQrCRw= 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-17 -
4 [Document signed = 1 1 ksc/+LiovegikIsLksnAw: 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
Document signed a4 ksc/+LiovegkISLksnAw= 104,45 KB 2024-10-04.09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
s
6 [Document viewed = 1 1 ksc/+LiovegIkISLksnAw: 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
7 [Certified copy created = 1 1 ksc/+LiovegHkISLksnAw: 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869) -
& [Binder created = 1 1 ksc/+LiovegkISLksnAw: 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
9 [Document viewed = 1 1 frQrCkw 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-30
10 |Document signed = 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-30
Document signed = 1 1 Cbj62zpknlbzyQAFKQ+CKw: 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-001-30
1
12 Document failed = 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-30
13 Document viewed = 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001.30
14 |Document signed 248 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-17
Document signed [asg 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00117
15
16 Document viewed |ass 1 1 frQrCkw 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-17
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
17
18 Document viewed [aa7 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFkQ+CKw= 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
19
20 [Document signed 247 1 1 frQrCrw= 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document signed [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
2
22 Document viewed [aa7 1 1 frQrCkw 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
23 Document viewed [aa7 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
24 Document viewed 452 1 1 EquktcVeFdm00YMLUXS 765.7K8 2024-10-02 09:58:13 Clinical Trial Protocol Form.pdf Super Investigator (14869)
25 Document viewed 452 1 1 EquktcVeFdm00YMLUXS 765.7K8 2024-10-02 09:58:13 Clinical Trial Protocol Form.pdf Super Investigator (14869)
26 Document viewed 453 1 1 EquktcVeFdm00YMLUXS 765.7K8 2024-10-02 09:58:13 Clinical Trial Protocol Form.pdf Super Investigator (14869)
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-00114
27
28 Document [aa7 1 1 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
29 |Document signed 247 1 1 frQrCrw= 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document signed [aa7 1 1 Cbj62zpknlbzyQAFKQ+CK 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
30
oo IFT——m— = B B e e = e v
> Reportinfo  Trial Master File ~ Sharing  Templates Structure Archive Settings. “ »




2.34 Templates Management

D= M eTMFR A=y =D TV FL—MMIWLTEITLET I avhEENE T, A—F—HTMFE
EBEEICTIVEATEIRVEE. CO— MIZRICEDET,

User Actions on Templates
e Action Details Done By Template Name Template Type
Organization
stud
o

2021-08-05 12:19:47 Imported template NoneDevice xls
2021-08-05 12:19:15 Imported template NoneDevice xls
20210804 13:04:34 Imported template Human body.xs Human body
2021-08-04 12:34:49 Selected template Rest tchain Stuc,
2021-08-0412:34:30 Imported template RestuarantCh: RestuarantChain Stuc,

B user actions on templates in TMF Admin.

ReportInfo | Trial Master File [JiEar e Tl Structure Management | Archive Management ttings Management | @

2.3.5 Structure Management

o
9t
S
94t

D= RMIIE eTMFRAR—S v —D A Y RRZ VRSN A RSO FwICH L TRITLIET7o>a v
o A—F—HDTMFERREEICT VA TERWEE. O — MIERICHED T,

User Actions on Structure

Structure Version Date/time Identifier Old Value New Value Done By

2021-08-17 11:21:50 01.01.01 [Trial Master File Plan
2021-08-17 11:21:50 01.01.02 [Trial Plan
None Device [None Device

01 Zone name = Trial Management

[Apply changes
[Add zone

Zone name = Trial Management

[Add section 2021-08-16 11:29:23
Section name = Trial Oversight

Zone name = Trial Management
ht

ial Master File Plan
o describe how records for the trial
be managed and stored during and after the trial,
including study-specific processes and documentation
for archiving and destruction. To include TMF fi
structure to be used. May include TMF content list,

ing structure and chain of custody records. Artifact

can include any evidence of plan execution including,
but not limited to: plan, reports, checklists, etc.
Sub artifacts = Core Document List, TMF Report, TMF
[Transmittal Form, TMF Setup Request
Sponsor document =X

Add artifact 2021-08-16 11:29:23 01.01.01

Investigator document = NO
Trail level document = YES
Country level document = NO

Site level document = NO

Dating convention = Version Date

Reportinfo | Trial Master File | Templates Management UM MISIINCPIUNSg Archive Management ttings Management | @

2.3.6 Archive Management

COY—RrCIE. TMF7—HA IR=JSTIOA—H DT o IEDEENFE T,



User Actions
Action Date/time Included Documents Filtered By TME Side User Roles User Permissions

Create audittrail report |2021-08-0609:20:54 [Trial level, All countries, All sites|All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
£TMF Manager
Download audit trail report |2021-08-06 06:25:33 [Trial level, All countries, All sites|All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
£TMF Manager
Create audittrail report |2021-08-06 06:24:52 [Trial level, All countries, All sites|All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
£TMF Manager
Download audit trail report |2021-08-05 09:45:04 [Trial level, All countries, All sites|All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
£TMF Manager
Download audit trail report |2021-08-05 09:44:57 [Trial level, All countries, All sites | All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
€TMF Manager
Create audittrail report |2021-08-0509:44:25 [Trial level, All countries, All sites|All milestones Sponsor study, Sponsor country, Sponsor site, |Download audit trail
£TMF Manager

User log on TMF Archive.

| Reportinfo | Trial Master File | Templates Management | Structure Management | NINCEVEIET Tt d Settings Management |

2.3.7 Settings Management

CDI—MIiE. TMFEBENTMFEEEDERE, X 7 TITo T EnEd, 21— —PTMFEREICT7 It R
TERVES. CO>—MIEREAED XY,

User Actions on Settings
Date/time 0ld Value New Value
Edit Settings 2021-08-05 09:44:06 Enable Milestones filter =true Enable Milestones filter =false
Edit Settings 2021-08-05 09:43:50 Enable Milestones filter =false Enable Milestones filter =true

User changelog of eTMF settings.

! Report Info | Trial Master File | Templates Management Structure M

2.3.8 Status management

ZDT—RhCIiE. TMFEEEDNTMFEIRED' A T —2 X, A2 T TITo 12BN EENnE 9, 12— —HTMFEIRICT
JEATERVEE. COY— MITERERD £,



Date/time
2022.02-0112:17:59
20220201 10:49:35
20210816 11:29:23
2021-08-16 11:26:36

Unlocking the eTMF to finalize a document
Locking the eTMF for archiving

initiate structure

Enable eTMF

Bl user changelog of eTMF status.

O O Ey—

3 eTMF-EMS URT k1)
31 [ZL®IC
eTMF-EMS URTJ MU IE. ARV —AlE L/ FIFBRETER. BLV/FRIEA M IFVIZEENSL
A—ROIVRAR—bET—HATT3EHICFERATEET, ZNid. Exchange Mechanism Standard (EMS) & B
BEDRDHD ET, EMSICOWVWTOFMIZCE5E TEBLL LT,
eTMF-EMS URJ h UG, 22— —0O—JL& L O—FR. [Es%. B. TMFEINOT7 7t X%2&EEL 7,
32 EMSURS FUDEREAT>O—R
ERDFESY =23 X=Za—T. TMF7—AAC7%EBHEL. eTMF-EMSU RS R UR—=J%FERL X T,

RS ~UZERT 3 FIR,

1 T—HA1TICEDZLI—ROA T a Vv ERELET, TMFORBRSEERMAIX /IR H—14
7700 T3nfzLd— R, LU ENSICH T BERICKRE > THRER/E/FER L ARNILTT 71 1)
VOENELO—REEHB DN TEETS

2 TANR) T LW AINA =2 FRERAIWR =T )L —

3 LT ERLET,

4

ERSNITF7AIUDSETO-FZERL. BT #4240 O0-FLET,


https://tmfrefmodel.com/ems

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

Trial Master File ~ eTMF - EMS l’ep()SItDl'y‘
The fila is availabla for download until a new fila is ganaratad. Maka sure to download tha existing fie if you nead it: Genarating a new file will replace the existing one
TMF Admin v
Demo Study_eTMFArchive_20250225135938.zip
V420 52216 KB, Goneratad 26 Feb 2026 14:59 by Projoct Manager (14868) Download
i GTMF - EMS repository
TMF Archive ~ Sponsor, Investigator, Trial level, All countries, All sites, All milestones
Audit traiport

Generate a new file

&TMF - EMS repository

Include

TMF side: Sponsor x Investigator x 4

viedoc learning } .
N Trial level records: Triallevel x 1

TMF User Guide 2
“TMF Admin User Guide » Country level records: All countries 1
TMF Archive Guida

Site level records: Allsites I

Switch to old interface

9 Filter by
Milestones: Allmilestones X 4

O

3.3 The zipped folder structure and content

The zipped folder structure mirrors the TMF structure used for the study as follows:
34 Zip7 #IADRA NS IVF v ERA
E@7AINWADZAZ 7 Fvid. BRCTEASNIETMFR NS FvERMLTWVWETD,

. -COLARVICIFUATHEENE S,
= StudyName_eTMFArchive_DatetimeStamp Y WSFHRDEZRIEIFOXA VDEMT LA
« StudyName - FER%
» eTMFArchive -BEETFFX k
= DatetimeStamp - eTMF-EMS JR b1 QAERRFD UTC BT & B
( YYYYmmDDHHMMs's )

| Unicorns_eTMFArchive_20211118104206.zip

. -ZOLARICIEUATAEENE T,

= TransferID (eTMF-EMS URY M OERMBEOHRRZ> ) CWSRFIOY T T+ IR
( YYYYmmDDHHMMss )
s BIRINAEYAILRA =2 T D exchangexml 7 7)o XML 7 71 JLORBICDWT
g, CE5FBRLTIETL,

a

il = =1 Extract Unicorns_eTMFArchive_20211112104... — m} x
Home Share View Compressed Folder Tools 0
« ¥ A4 | <« Downloads » Unicorns_eTMFArchive 20211118104206.zip v | O 2 Search Unicorns_e...
a Mame Type Compr
4
2021118104206 File folder
01 First Country RA Approval_exchangexml XML Document
02 Clinical Infrastructure Ready_exchangexml XML Document
03 Site Live _ Ready _ Open for Enrollment_exchangesml XML Document
08 Database Lock_exchangexml XML Document
a 11 Ongoing_exchangexml XML Document
[}
=
L |
v £ >

6 items =]


https://tmfrefmodel.com/wp-content/uploads/eTMF-EMS-Specification-v1.0.1.pdf

. - ZDOLANLICIE. UTOHDHEENE T,

« ARSOUFVICEENDRY —VHED ZonelD.ZoneName 7 # LA

= | 2021118104206

Home Share View

« A <« Downloads » Unicorns_eTMFArchive_20211118104206 » 20211118104206 v

Name

01.trial management

11.dropzone

Py <

2 items

. - ZOLANLICIE AFOHONEENKT,

~

Date modified

11/18/2021 1:03 PM
11/18/2021 1:03 PM

- o x
L]

Search 202111181...

Trpe

File folder

File folder

« ANSUFVICEENEEZE LIS 3 VHD ZonelD.SectionID.SectionName

= | O1.trial management

Home Share View

« v A < 20211118104206 » 01.trial management

Name

01.01 trial oversight
01.02 trial team

H

Py <

2 items

. - ZDOLANLICIE. UTOHDHEENE T,

~

Date modified

- o x
L]

Search 01.trial ma...

Trpe

File folder

File folder

s ARSUOFvILRNILBICEENZERT—T14 777 NAD.

ZonelD.SectionID.ArtifactID.ArtifactName

= | 01.01.trial oversight

Home Share View

« v 4 € 20211118104206 » Oltrial management » 01.01.trial oversight

o Name

01.01.03.quality plan
01.01.05.0perational procedure
01.01.06.recruitment plan
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