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$ Information & Consent Form
¢ Documentversion: 1 | Version Date: 01012024 | File integrity: Chij62ZpknibayQAtkQ+CKw== | File version: 1
Onginal file name: Clinical Trial PIAC Form pdf File date: 02 Oct 2024 11:28 File size: 93.54 KB

5 Binders °

431 SE-001-30 - Uppsala 1 02 Oct 2024 12:02 1/2 1/2 X >
450 SE-001-29 - Uppsala 1 02 Oct 2024 15:01 1/2 1/2

449 SE-001-23 - Uppsala 1 02 Oct 2024 14:52 0/1 -

448 SE-001-17 - Uppsala 1 02 Oct 2024 14:51 /1 /1

447 SE-001-14 - Uppsala 1 02 Oct 2024 13:58 2/2 2/2 v >

GLEBT. ... EBERLINA VA —AXZa2—%2HEXT,

# Binder properties

K Information & Consent Form
/8 ginderid: 449 | Documentversion: 1 | Version Date: 010ct2024 | File imtegrity: Chj62ZpknlbzyQAfkQ+Cw== | File version: 1
Original file name: Clinical Trial PIAC Form.pdf File date: 02 Oct 2024 11:28 File size: 93.54KB

ﬁ

Download original file

X Viewed: 0/1 | Signed: N/A
Binder created: 02 Oct 2024 14:52 | Created by:

Download with sharing details
Download with signatures

Total number of recipients: 1 | Signature required: No .
Revoke sharing

signed date & time Statuis | Revoke sharing

02 Oct 2024 14:52 - - X

Recipients Shared date & time Viewed date & time

SE-001-23 - Uppsala

A document was shared with 1 recipient 02 Oct 2024 14:52 by
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# Binder properties

$ Information & Consent Form

/W Binderid: 449 | Documentversion: 1 | Version Date: 01 Oct 2024 | File integrity: Chj62ZpknlbzyQAfKQ+Ckw== | File version: 1
Onginal file name: Clinical Trial PIAC Form pdf File date: 02 Oct 2024 11:28 File size: 93.54 KB
Viewed: 0/1 | Signed: N/A
Binder created: 02 Oct 2024 14:52 | Created by

Total number of recipients: 1 | Signature required: No

@  Revoked

Binder revoked: 11 Oct 2024 08:29 | Revoked by:

Recipients Shared date & time Viewed date & time Signed date & time Stawus

SE-001-23 - Uppsala 02 Oct 2024 14:52 - - @

| sharing revoked 11 Oct 2024 08:20 by 1

A document was shared with 1 recipient 02 Oct 2024 14:52 by
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P Document properties

ﬁ! Information & Consent Form @ Eﬁ

Document ( Binder Id: 448 ) viewed 04 Oct 2024 13:45 by

V/ Finalized Y
Sharing w5 |23 vo
TMF location B3 Central Trial Documents

I Subject Documentation

123 Informed Consent Form

TMFlevel Trial

Document type  Sub-artifact: Consent Form Signature Sheet
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\fl
TMF Archive

TMF7 —HA7

F&172 Viedoc System 2024-11-25

LSS LEEEHL #— b

11EEL®HIC
1.2 BEEEFE L R — b & E Xy a—F
1.3 YR — k

1.3.1 Report Info
1.3.2 Trial Master File
1.3.3 Sharing
1.3.4 Template Management
1.3.5 Structure Management
1.3.6 Archive Management
1.3.7 Settings Management
1.3.8 Status management
2. eTMF-EMS repository

2413 C®HIC

25EMSYU R Y DERE Xy O—F

26zip7 # )L X DOIERE NE

1 TeuEFEHHFL & — b

11 T L ®IC
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@ €TMF +  TMF Archive ~ B

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

CompleteAuditTrailReport-Unicorns-20210831082441 xlsx
49.12 KB, Generated 2021-08-31 10:24 by Lina Gaggi (31)
Audit trail report

Trial level, All countries, All sites, All milestones

E Generate a new file

® Audit trail report

Include
Trial level documents: Trial level X
o Country level documents: All countries X

Site level documents All sites X

Filter by
o Milestones All milestones X

Generate

1.3 UYNER> — b

e ABBEIL R— FORY — FIlE, RORISTRT LI I, 2—F—EFEDOE 1 —PE 7> 3> TIT- LT
a3 ICWELTWET,

TMF & eTMF +  Trial Master File - -

Tral level T Allsites T Allmilestones -
12 20me: " 260 st 27 documanes
B n @ 202 antifacts missing reqired documents ( \ .
B 51 sections 4% contain documere: "o/ "9 rassecbyOC T 1 awating revew ¥ 7finaizea

Drop Zone # | Ardtacts & documens in [ Trial Management g Trial Oversight (2] Cotapse | Expand
=< Shared z Quality Plan (3] 114 o2 &
& Private 2
3 Listof SOPs Current During Trial (7] o1 Ky
Zone & sections Five
| J CompleteAuditTralRepor-.. = 2022.04.1015.20 by raq, Australia av @
| ¥ TrialManagemem ® 5 6 4 1
| J Listof SOPs CurrentDuring . & 202112 22 .27 by st R
| oo o c ot
I Operational Procedure (3 1 S
B Trial Team @ oo o 2l w
B Trial Committee © 0 0 0 o | BN RecruimencPlan (3 11 ®
B Meetings ® 000 0| PY CommunicationPlan [3] ey
N 5
= farleo
T7 L— |~ Eﬂ €TMF +  TMF Admin ~ B
TMF structure Templates Settings

=
eﬂ Organization templates 2 templates

NoneDevice
Imported 2021-08-05 14:19 by Manage |Export v Select
11 zones - 50 sections - 262 artifacts

new org template
Renamed 2021-08-04 15:03 by Manage |Export v Select

2 zones - 3 sections - 6 artifacts

=
Oﬁ Study templates 1 template

NoneDevice
Imported 2021-08-06 10:45 by. Manage |Export v Select
11 zones - 50 sections - 262 artifacts

© Viedoc Technologies AB 2021 Terms of Use - Privacy Policy
Viedoc™ version 4672108 150 [2021-08-06T11:39 UTC]
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R I~ 57?‘\"'_%@ &4 €TMF +  TMF Admin - =

TMF structure Templates Settings

= NoneDevice [customized]

MAINTENANCE  (
‘EL Last modiified 2021-08-06 10:53 by ©

1] Milestones View

TMF structure 11 zones - 50 sections - 262 artifacts
[EA Trial Management

[EAl Central Trial Documents

[ Regulatory

I3 IRB or IEC and other Approvals
[ Site Management

[E3 1P and Trial Supplies

[EA safety Reporting

[ Central and Local Testing

[ Third parties

[ Data Management

I8 statistics

Export structure

7—hA 7%{; | &Y eTMF .+ TMFArchive - B

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.

E Generate a new file

®  Audit trail report

Include

Trial level documents Trial level X

Country level documents All countries X

Site level documents: Al sites x

Filter by milestones: All milestones X
Generate

© Viedoc Technologies AB 2021 Terms of Use - Privacy Policy
Viedoe™ version 4 67.2108.150 [2021-08-06T11:34 UTCI

neame
REE R &4 €TMF: TMFAdmin - =

TMEF structure Templates Settings Status

Filters

« Enable milestones filter

Review process

Automatically lock documents on approve Give reason for unlocking documents

Drop zone

+ Enable shared dropzone  +# Enable private drop zone

Document name templates

Display (CountryCode} {SiteCode} {DatingCo
template:

Download | {StudyName) - {CountryCode){SiteCc
template:

Archive {DocumentName}
template:
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AT—2 AEH & eTMF . TMF Admin - =

TMF structure Templates Settings Status

Instantiated
o eTMF Mar rs can make ges to the structure and d and manage d

in the Trial Master File vi

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

LE— FORBSIEF—BERTTA. UTot 73 v Tlid, 774 LVROEY — MIBEET 2 83AIERE ZB /=72
TE£9,

131 Report Info

ZDy—hMiZlE. LR= B LUOHRICEET 2—BIAEBEHRISENTWET, Firstdocument added date/time &
Last document added date/timeld. BR¥IEBRIBED KF 2 XV FWDTMFIZ 7y JA—RanhizhrsaRLET, h
. TNOONZEOBRBEINNHAL R— MIZENTLEAE S MNIBBREKERENE T,

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-xa02-421b-ajec-e4f2cSha7cac
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.
Disclaimer: 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.
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.

132  Trial Master File

ZDY—hIiE, 2—Y—HTrialMasterFileE 2 —D K F 2 X ¥ ML TIT 7T RTOT7 7> 3 VAT 51
BASENTVWET, TOY—MIEZENTWBT 7Y a v IFATEAY £,

s NN RF AV FDOH,

» I—H—PNBIRL /=L ~JL (Trial/Country/Site) ICVU > o7&, A—HY—HNT7 4 LZU VT LIz AL
Ab=ICU Y7 ENTWET T4 777 M7 7A4LINTVE FFa X2 b,

» IR ELRARNVEBERAN—LEFE O R 24> |,

A s < [} 3 3 & il 1 ) K L M N o 3
1 User Actions on Dacuments
[ Document Version |_File Version | __Date/Time Old Value. New Value Reason DoneBy | Zone# | ZoneName | Section# | SectionMame | Arifact# | ArtifoctName | DocumentName | Documentld |
Approve document |2 20230907 11:4023 Document o1 [Trial Management 0101 [Trial Oversight  [0L0L01 _[Trial Master File Plan _|CompleteAud tTrailReport2.65 ni- |1
spproved
Publish document |2 2023-03-07 113759 |File = device_templatesxisx | File = CompleteAuditTrailReport- | Document 01 [Trial Management 0101 [Trial Oversight 010101 [Trial Master File Plan _|CompleteAuditiraiIReport-65 ni |1
File date = 2023-09-07 11:35:52 |65 n1-20230901074318 xIsx published 20230901074918 x1sx
File date = 203-09-07 11:37:59
Upioad file to stucture |2 B 20230907 113758 Original file name = File uploaded o1 [Trial Management 0101 [Trial Oversight  [0L0L01 _[Trial Master File Plan _|CompleteAudifrrailRepori2.65 ni- |1
CompleteAuditTrailReport-4.65 ni 2023090107491 x1sx
s 20230901074918 x15%
Greate newversion |2 B 20230907 113728 New document o1 [Trial Management 0101 [Tria1 Oversignt  [01.0101 [Trial Master File Plan B
|version created
Approve document |1 20230907 113525 Document o1 [Trial Management 0101 [Trial Oversight  [010L01 _[Trial Master File Plan _|CompleteAud tTrailRepori2.65 ni- |1
spproved
Publish document |1 20230907 113607 B —Wainarifac |Decument o1 [Trial Management 0101 [Trial Oversight  [0L0L01 _[Trial Master File Plan _|CompleteAuditTrailRepori2.65 ni- |1
[T evel = (Trial Master File Plan) published 2023090107491 x1sx
|Version Date = [Tme 1evel = Trial
5 [Version Date = 2023-08.07
Upioad file o stucture |1 1 2023-05-07 113552 Original file name = File uploaded 01 [Trial Management 0101 [Trial Oversight 010101 [Trial Master File Plan | CompleteAUditiraiIReport-2.65 ni- |1
) device,

133  Sharing

Z D — b IZlE. Viedoc Share & Viedoc TMFD /N A > X— (I T2 IR TCHOA—YF =7 7> a VBT 2EHRHIS
FNTWET,
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S—RCIE, T—FER T IV ERTEBRNA VR—IGT BT 73 v OAEIFENTVET,

°
A [ c D 3 F G H
1
2 ‘Action Binderid Document Version File Version File Integrity File Size File Date Original File Name Recipients
3 [Document viewed Jass 1 1 frQrCKw 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-17
4 [Document signed = 1 ksc/+Lioveg kIS LksnAl 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
Document signed a4 1 1 ksc/+Lionveg IS LksnAl 104,45 KB 2024-10-04.09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
s
6 [Document viewed = 1 1 ksc/+Lioveg kIS LksnAl 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
7 [Certified copy created = 1 1 ksc/+Lioveg kIS LksnAl 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
& [Binder created = 1 1 ksc/+Lioveg IS LksnAw= 104458 2024-10-04 09:09:43 Clinical Trial Protocol Form.pdf Super Investigator (14869)
9 [Document viewed = 1 1 9354 KB 2024-10-0205 Clinical Trial PIAC Form.pdf SE-001.30
10 |Document signed = 1 1 9354 KB 2024-10-0205 Clinical Trial PIAC Form.pdf SE-001-30
Document signed jas1 1 1 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 03 Clinical Trial PIAC Form. pdf SE-00117
15
16 Document viewed |ass 1 1 frQrCk 9354 KB 2024-10-0205 Clinical Trial PIAC Form.pdf SE-001-17
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFKQ+CKw: 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 frQrCk 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf SE-001-14
Document signed [aa7 1 1 Cbj62zpknlbzyQAFKQ+CKw: 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form. pdf SE-00114
2
22 Document viewed 247 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf 00114
23 Document viewed 247 1 1 9354 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf 00114
24 Document viewed 452 1 1 EqukicMeFdmo0YMLUXSBw: 765.7K8 2024-10-02 09:58:13 Clinical Trial Protocol Form.pdf Super Investigator (14869)
25 Document viewed 452 1 1 EqukicMeFdm00YMLUXSBw: 765.7K8 Clinical Trial Protocol Form.pdf Super Investigator (14869)
26 Document viewed 453 1 1 EqukicMeFdm00YMLUXSBw: 765.7K8 Clinical Trial Protocol Form.pdf Super Investigator (14869)
Document downloaded [aa7 1 1 Cbj62zpknlbzyQAFkQ+CKw: 93.54 KB 2024-10-02 09:28:58 Clinical Trial PIAC Form.pdf Se-001-14
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 frQrCkw 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
> Reportinfo  Trial Master File ~ Sharing  Templates Structure Archive Settings. H

134

ZOY—FMICIE, eIMFEIEEN T Y 7L — MWL TTo T o avPRENET, 21— —A2TMFAdmIinE 2

Template Management

=T 7 RENEWIGRIE D

User Actions on Templates

Y= MEBICARY £,

‘Action Details

Done By

Template Name

Template Type

2021-08-0512:19:47

Imported template NoneDevice.xls

o t

2021-08-0512:19:15

Imported template NoneDevice.xls

S

2021-08-04 13:04:24

Imported template Human body.xs

[Human body

Stud
o

2021-08-04 12:34:49

Selected template RestuarantChain.xl

tChain

Stud

imported template Rest: T

tChain

Stud

1.3.5

ReportInfo | Trial Master File

Templates Management

tructure Management

Structure Management
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User Actions on Structure

Structure Version

Old Value New Value

Done By

[Trial Master File Plan

01.01.02

None Device

01

Zone name = Trial Management

Zone name = Trial Management
Section name = Trial Oversight

Add artifact

Reportinfo | Trial Master File | Templates Management Ao e UEREFTHNISIS

136  Archive Management

01.01.01

Zone name = Trial Management
Section name = Trial Oversight
al Master File Plan

be managed and stored during and after the trial,
including study-specific processes and documentation
for archiving and destruction. To include TMF

structure to be used. May include TMF content
filing structure and chain of custody records. Artifact
can include any evidence of plan execution includ
but not limited to: plan, reports, checklists, etc.

Sub artifacts = Core Document List, TMF Report, TMF
[Transmittal Form, TMF Setup Request

Sponsor documen

Investigator document = NO

Trail level document = YES

Country level document = NO

Site level document = NO

Dating convention = Version Date

[ S —— T

ZDY—MCIE, TMF7 —hA 7=V TfzhbMiza—H -7 7 a v pgEncunifd,

User Actions

Action Included Documents

Filtered By

TV Side User Roles User Permi

Create audit trail report | 2021-08-06 09:20:54 [Trial level, All countries, All sites

[All milestones

Sponsor study, Sponsor country, Sponsor site, | Download audit trail
eTMF Manager

Download audit trail report |2021-08-06 06:25:39 [Trial level, All countries, Al sites

[All milestones

Sponsor study, Sponsor country, Sponsor site, | Download audit trail
eTMF Manager

Create audit trail report | 2021-08-06 06:24:52 [Trial level, All countries, Al sites

[All milestones

Sponsor study, Sponsor country, Sponsorsite, | Download audit trail
eTMF Manager

Download audit trail report|2021-08-05 09:45:04 [Trial level, All countries, Al sites

[All milestones

Sponsor study, Sponsor country, Sponsor site, | Download audit trail
eTMF Manager

Download audit trail report|2021-08-05 09:44:57 [Trial level, All countries, Al sites

[All milestones

Sponsor study, Sponsor country, Sponsor site, | Download audit trail
eTMF Manager

Create audit trail report |2021-08-05 09:44:25 [Trial level, All countries, Al sites

[All milestones

Sponsor study, Sponsor country, Sponsor site, | Download audit trail
eTMF Manager

User log on TMF Archive.

Report info | Trial Master File Templates Management Structure Management

137  Settings Management

ZDY— FZlE, eTMFEEEZENTMFAIMINEDRRETIT>7 7> a & Enxd, 21— —»TMFAdminE
S— R EBICRY £7,

21— T 7 REN T WESIEZD
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User Actions on Settings
Action Dateftime 0ld value New Value
EMl Edit Settings 2021-08-05 09:44:06 Enable Milestones filter =true Enable Milestones filter =false
2021-08-05 09:43:50 Enable Milestones filter =false Enable Milestones filter =true

! Report Info | Trial Master File | Templates Management Structure Manar ... @-

138  Status management

2D — hiZlE, TMFAdmin @ Status % 7 T eTMF 8BI8& M {T-o7- 77 avH{FEncunixd, 22— -
TMFAdMIN IZ27 7t X TEARWESIZZ DR 7IETHICH Y £ 7,

er Actions on eTMF Status
New Value

Locked

Enabled

Bl user changelog of eTMF status.

| Reportinfo | Trial Master File | Templates Management | Structure Management | Archive Management | Settings Management [ RN CUEr UTINg

2 eTMF-EMS repository

21 FL®IC

6TMF-EMS UKRY b U lE, REVH—B L0/ £ BEREEEMBIOT —h A 7 EL W/ FHER N Z7 7 Fv—IC
BENBINEDT I RR— MIFERT S I &N TE £J, Exchange Mechanism Standard (EMS)ICXFIG LT ULy &
I, EMSOFHRICOWTIF I H o & TEBL7ZE W,

eTMF-EMSYU R kb U 13, X2, 1R, BH. eTMFAD1—H—O0—JILET I/ IMEICEL T,

22 EMSURY MY D&EREKX7A—F

URS Y OERIZUATOFIEICRE > TLEE L,
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L7 —=HATLIWRFatr b0FToa () Z2REL £9, eTMFOREREID L <IZR R >4 —flic
Tr7ALINDE RFaxv b, SHEB/EMEERLANLT 7 7ALINEEFaXr e, ZRHICHLE
LIERICE-TEDEINEI N ZBIRL £,
2.74NZY VT LW ANR =% Q) THRELET,
&M EI Yy LET, (3)
4EBINTFFa X b I%2 Iy DE, ZiplERD 7+ E—D X7 O—RFEINFET @),

Q:‘iit'\h eTMF » TMF Archive ~

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

B Unicorns_eTMFArchive_20211118121612.zip o

4.23 MB, Generated 2021-11-18 13:16 by
eTMF - EMS repository
Sponsor, Investigator, Trial level, All countries, All sites, All milestones

= | Generate a new file
= |
i
® cTMF - EMS repository
Include
TMF side: Sponsor X Investigator X
Trial level documents: Trial level X
Country level documents: All countries X
Site level documents: All sites

9 Filter by
Milestones All milestones X
e Generate

23 zip7 #IILX DRSNS

ZipID 7 + L XSS, MR CEALeTMFR F 5 7 F v OS2 RMLTH Y. UTo LS5 I1IchaY £7,

. SZDOLRILIZEENDE LD
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