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Om Viedoc i dag

* Hva/Hvem er Viedoc
* Hvilken avtale har vi og hva inneholder den

* Funksjonalitet i Viedoc med fokus pa:
* Drug Logistics
* eTMF/ISF
* Reports
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Bruk av Viedoc internasjonalt

Viedoc, hvem og hva
140000+ 30 000+

DataCapture og Clinical Data Management System
som utvikles og leveres av Viedoc Technologies AB, 5 000+ 75+
Uppsala Sweden
1000 000+ 99.99%
* OUS har brukt Viedoc ver. 4 siden 2014
* OUS har en rammeavtale med leverandgrene Bruk av Viedoc gjennom rammeavtalen:
* OUS/CTU levere oppsett og tjenester i Viedoc i
HS@, sponsor er OUS og andre HF
* Andre universitetssykehus med sine
forskningsstgtteenheter bruker avtale og kan Andre USS: 32 studier
vaere sponsor i studiene, inkludert andre HF i
deres region

OUS : over 120 studier pagaende og
naermere 6000 brukere i systemet
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g — Viedoc™

Sponsor

Study sites | - CRA
Electronic _ \
Health Records . -

Automatic uploads

EDC & ePRO

ePRO /SMS /
Questionnaires

Lab & ECG _ 4
Automatic uploads % 7
.
Helpdesk Medical coding
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VI e d O C Inspection-ready
Full documentation that meets
FUtu re- prﬂ Df inspection requirements, updated

MNew updates are released regularly, with every release.
all backword-compatible. Mo additional
system validation is required for

The essentials new releases.

' . For the investigator
UlE‘dDC clinic Manage all your trial data in one engaging solution

For the study manager

: . The addons
UlEdﬂC Cl d min Getyour study started — and keep it running smoothly _

. d For the subject
Reliable data collection, directly from the source
For the study builder viedocC e y

UiEdﬂC d = S|g ner Create your own professional study - no advanced

design or coding skills needed _ For the decentralized trial
IEdDE connect Fully integrated support for Televisits and eConsent
. . For the supply manager
UlEdDE IC}Q IstiCS Smooth, secure and seamless inventory tracking
Viktig funksjonalitet / arid randomiztion

Secure
. For the sponsor
All dota is safeguarded using high- man b¢ rseom d et er U|EdDE tmf Powerful documentation management on
lewel i L includi ; - investigator and sponsor level
robust backup &ystems, odvonced behov for i hver
dat tion, and audit trail : . For the dato manager
of EITl Enctcn?ltﬁ o anee - €en ke It stu d e \ UlEdDE e DD f"tS Tailorable reporting for guicker, deeper insights

https://v4.viedoc.net/
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https://v4.viedoc.net/
https://v4idptraining.viedoc.net/
https://www.viedoc.com/

g Im} | - Viedoc - Welcome! * - Viedoc - Logistics % - Viedoc - Logistics X | D edge://newtab b | + B - .

@] ] (31 https://vdtrainingviedoc.net/Logistics/Index?Studyld =14184 LR L4 =] w o o e %2

D r u g £ 5 Study supply overview
I O g i St i C S All countries v All sites - 6

C? vaup 1 8 AllocaTED 19 4« RETURNEDQ ) QUARANTINED 4 @ EXPIREDO93 @ invauD 12 69 ToTAL 129
# Site Kit type Valid 2 +- O Q [ ] Kits in total
1 Central depot Active - Active 0 0 0 0 22 & +2 5 3 29
Placebo - Placebo 0 0 ] 0 21 &F +2 5 (5 28
2 Basel Active - Active 1 0 0 0 14 10 16
Placebo - Placebo 0 1 0 0 10 1w 12
3 Geneva Active - Active 0 2 0 0 5 0 7
Placebo - Placebo 0 3 0 0 - 0 9
4 RIO Active - Active 0 3 0 2 3 £De2 0 8
Placebo - Placebo 0 3 0 2 3 £he2 0 8
5 Sac Paule Active - Active 0 2 0 0 3 0 5
Placebo - Placebo 0 3 0 0 4 0 7
Showing 1 - 5 of 5 | Previous | Next View per page 10 | 20 | 50 | 100
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https://help.viedoc.net/c/4a40d5

Essensielle dokumenter

“Essential documents are those documents which individually and
collectively permit evaluation of the conduct of a trial and the quality
of the data produced”.

EMA:Guideline on the content, management and archiving of the clinical trial master file (paper and/or
electronic)

Essensielle studiedokumenter handterer elektronisk i eTMF/ISF

To mulige strukturer

* Trial Master File Reference Model — (a Community Group now part of CDISC)
(tmfrefmodel.com)

* NorCRIN TMF og ISF
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https://www.cdisc.org/standards/trial-master-file-reference-model
https://www.cdisc.org/standards/trial-master-file-reference-model
https://www.norcrin.no/documents/2022/01/ct-2-09-study-files.pdf/?show_document

Viedoc eTMF/ISF tilbakemeldinger

* Det blir mindre dobbeltarkivering

 Datamanagement og statistikk kan legge inn deres dokumentasjon
fortlppende under hele studieforlgpet.

* Nar alle legger inn dokumentene ett sted, sa vil TMF/ISF vaere mye
mer oppdatert til enhver tid enn det man har sjanse til med permer
spredt pa flere steder

e Lettere for monitorene

e Viktig med «Guidelines»
* Navngiving av filer
* Hvilke dokumenter skal i hvilke mapper
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eTMF/ISF

\f|edOC Unice

eTMF +  Trial Master File ~

All documents 9

v All sites e v All milestones o v

12 zones 260 artifacts ) o . \ 28 documents
. A ) (® 202 artifacts missing required documents _ - o
B 51:ections 4% contain documents u Z 12 awaiting review + 7 finalized
Drop Zone e Artifacts & documents in ¥ Central Trial Documents ¥ Product and Trial Documentation [7_] @ Collapse | Expand all
« Shared A Investigator's Brochure (7] @ ® v1lel T
& Private
= A Protocol (7] @ 2
Zone & sections m 4
I Protocol Synopsis (7] ® ¥
I Trial Management ® 7
| EF Central Trial Documents @ I Protocol Amendment (7] @ tH\f&@
g E)?ii:;?:ti::l ® I Financial Disclosure Summary (7] W
B subject - A Insurance [7) ®v20o1 Iy
Documentation
B Reports ® I Sample Case Report Form (7] ® 3
B General ® A Report of Prior Investigations (7] @
I Regulatory this is edited @ 0
A Marketed Product Material [7] ® 01 T
I IRB or IEC and other 5 .,
Approvals :
L J
‘ I‘ Oslo soe
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https://help.viedoc.net/c/88fc29

Viedoc Connect

To initiate a call, click the green phone icon.

When the subject joins the call, you will see the following view:

&) Viedoc Connect

@ o
2 DE-95-077

(6]

21 Details HE e @ 2) 2 <32»

DE-95-077 seaech Sheow il wverts N =
BERLIN =OSPITAL
STATUS AGE Screening Baseline Follow-Up test Final Visit Unscheduled
&a Ongoing 411 4 Scteening End of Shodty b
SEm— 1407 2021 1607 2024 23072024 26072024 1509 2021
N 5 9.‘28
! study i foerm
i o~ Unscheduled €= SR U
Oemographics =2 Lot o)
Event date
Common eventy N t n l
Mecical / Surgeal Mtory 1D »
Agsessmants
Prioe st Comcomvtart Medicatony (1 -
Adverce Tvwris (1) *

SUect’s non - Nudy medicaticen (0D

Subsgect’s advarse reectiom (01
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https://help.viedoc.net/c/47e0ad/2d85ac/en/

ViedocMe .

Viedoc Me account

Status

ID: SE-31-020
Language: English

Email address: ****

Phone number: ****

Deltaker bruker eget utsyr for a legge inn data
Data rett inn i eCRF for gijennomsyn og evt
beregning av score

viedoc me

Sca r quick login Web link
ey https://me.viedoc.eu/

Username

ENX583

One-time PIN code

8789

| Send test email

Send test text message

Reminders: Via email ) Study Name

Viedoc Me login info

AL

Participant ID
99-031

Username: TQI136 | One-time PIN code: 7405

®  Print or save as PDF file

Share

Send to participant’s email address

Send to participant’s phone number

1] ResetPIN ﬂ Lock account

viedoc me

Hi there.
Nice to see you.

Great, 0 missed events so far.

Upcoming Event

Today

Medication Diary

Friday, June 10, 2022
Available 6/10/2022 - 8/17/2022

N
Start
Unseheduled
Event- -

-

Events
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https://help.viedoc.net/c/47e0ad/3a8889/en/
https://help.viedoc.net/c/47e0ad/149362/en/

Viedoc Reports — e

Search Q
P 30 New York % 31 Uppsala 90 Academic 96 University
Parameters 04.The University Downtown 3 St"LUke 4 University Hospital of 95 Berlin Hospital Medical Center S12 Site12 Total
of Tokyo Hospital z Hospital z J =
Hospital Hospital Munich Freiburg
Subject count N=28 N=30 N=12 N=13 N=9 N=79 N =130 N=1 N =302
viedoc reports 2022 - Dama Sy (A oo user ] —
P L) subjectSttue
T e r -
Completed 0(0.0%) 1(0.3%) 0(0.0%) 2(0.7%) 1(0.3%) 1(0.3%) 4(1.3%) 0(0.0%) 9(3.0%)
Withdrawn 1(0.3%) 1(0.3%) 1(0.3%) 3(1.0%) 0(0.0%) 4(1.3%) 1(0.3%) 0(0.0%) 11(3.6%)
Sersened Enrolled Ensolliment progress Enroliment rate
Lt 11 herym g 08 days oo o et
Ongoing 26 (8.6%) 28(9.3%) 11(3.6%) 7(2.3%) 8(2.6%) 74 (24.5%) 124 (41.1%) 1(0.3%) 279 (92.4%)
3 O 2 1 4 0 70 (y 3 8 Candidate 1(0.3%) 0(0.0%) 0(0.0%) 1(0.3%) 0(0.0%) 0(0.0%) 1(0.3%) 0(0.0%) 3(1.0%)
Enrolled
Study Plon nrs
T
| Fory | E=a Number of data operations [c]
G snion [T T oicos ash 3mo) [@mo| [yr [YTD) (all
0 )
Aa
2500 == Insert
—e— Update
Recruitment o Sy * 2000
= Boresnmd
300 o — 1500
~ = Enrolled
= .
. I 1000
- — 723
200 e
- 500 203 258
"0 — [] 8 24 30 2 Y g 53 % B 1
o 0 Nov 2021 Jan 2022 Mar 2022 May 2022 Jul 2022
] E 0 2] L] oo
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https://help.viedoc.net/c/8a3600
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