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Managing your Viedoc account
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Dr. Demo

Edit your profile

Change Password

Security Settings
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Log out
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viedoc
User Settings User Settings
Change Password
A Ownership of +4812345678 has not been verified!
Security Settings
Authentication Log User name

This is used to log in to Viedoc
doctordemo@viedoc.com

viedoc learning »
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2 1—¥-8%F
BEREZV>TI/RABEN S, RBRT7 7t ABEBICEET2INTOT I/ avERTILIENTEET,

https://help.viedoc.net/c/47e0ad/?print=ready 71286


https://help.viedoc.net/c/508fda?lang=ja

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning
NJA Vg CEEDTOT 4 —IVEGRET S ENERETT,

I—Y-RELHEAL. KETDICE. RBRBIREEOALICH2RERZY EET7A3Y) 27Uy L, 7A74—LVORELERL £, 1—F—RER-IH
77 Y THE. LTORENMTLET.

1. 2—H—%—L4L-Viedoc7 h 7> F CHEATIEEA—LT FLZXTY, Viedoclc A7 A >V §2BRICERTI1I—Y—BOZI L 2L ET, BROEBEA—LT FL I
¥ 21EiRE S8R LE L,

2. ZEM-Viedock TV —%IEFET 2 BICERT 2. Ers B d 3EE T,

BVRTFLEBE- POy 78 X 22— h o EEBABRL TSN,

AEBA-LVTRLR-ERO2I—#—2—LALALHDTT, ViedocTA A ¥ 745U ViedocD T~ —Th 7 > BT BE (TH7 ¥ MRE. /27— FER
B, ABRANOBFF) ZITOBICERT X LT FLRTY,

T 74 b TIE, Viedoci—%—=THho v b ABHRT ABRICERAINAX =L T FLRAIRRESNTWVWET, FEAXA AT RFLZAFA =7 A—=LT FLATHITNIE
BOT, MEERYET, FBA-LTFLZAZHRTSZEIETEE LA,

FIECOWTIE, FEA T FLZETES 2% T8BEE N,

5,6,7,8. Fff§ X —ILT F L X - Viedoc Designer CE&E L 727 7 — ~ CIBENCBIY 2180 % Viedoch HIE(E S HBR, 58 42 4 — T FLRERAIHETEMT 52 &
HEJRET T, ViedocDT 7 — b XA =T H T MFLTRELZEEBA—LT FLRETREZEHOFMHA —ILT FLRISEFINE T, FIBCOWTE, FEA—LT
FL2#BI04 % & — T R L REET D% TBIBLEE L,

9,10, 11. BEEES - "+E 2 — N OEICEBFESS" (B: +81123456789) DX TEBEFEE LA LTIV, THFR Xy -V 2FITRY -WEEIE. ZOBERTFR b

B!

- N7 —FEEETESLSICTRICIE. COBREETFRIMA v -V BETEETH /> a Vv 2BIRT ). FHOBFA LT FLRAZRET 24
BNHYET, EHH0F TV avHBIRSNATOAWERIE. NRT7—FEUty bF5200Y v DEEE. RXT4 T3~V v —IKIET 2 RHEN
HYES,

« FRROWENLIDATL a v HAREBETT, INICEY. NRT—FEULy FTARRICIRMET AR 0 - FAKETEE T, BRI ABEESE kA —
WFEA—NT FLRE, RAEA— FORFIFERAS N, ChAoHAKERTH- CHLRIASNET,

12 5885% - LITOIEB %A L & ¢« {FAT. T, BESS. B. HEFER.

https://help.viedoc.net/c/47e0ad/?print=ready 8/286


https://help.viedoc.net/c/47e0ad/6bea8e/ja/#Change_primary_email
https://help.viedoc.net/c/47e0ad/6bea8e/ja/#Add_secondary_email
https://help.viedoc.net/c/47e0ad/6bea8e/ja/#Add_secondary_email
https://help.viedoc.net/c/47e0ad/6bea8e/ja/#Verify_secondary_%20email

12/13/24, 9:15 AM

User Settings

A Ownership of

A Ownership of

User name

This is used to log in to Viedoc

DoctorDemo@viedoc.com

First name

Doctor

Display name

Viedoc Clinic User Guide | Viedoc eLearning

@viedoc.com has not been verified! @

has not been verified!

Last name

Demo

2

This is your Viedoc user name.

Doctor Demo

System language e

This language will be used when available.

Select language v

Primary email address o

DoctorDemo@viedoc.com 9

Secondary email addresses

Emails from Viedoc will also be sent to these addresses 6 0

@viedoc.com 9 Setas primary [ Delete

@viedoc.com

° Add another email address o

q Verify email address Jj Delete

Phone number 0 @
+4612345678 Q Verify phone number

o This phone can receive text messages 0

Contact information @

Please keep your contact information up to date

Street address City Postal code
Street address City Postal code
Country State
Select country + State
Cancel Save changes
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Char rd
Welcome back Doctor Demo! S
Securit
Access Account Recent activities
Ac ttings
Studies Sites Lastlogin 5daysage Study Rachel’s study site Sitel added to my studies —
1 O User level B9 Rookie

Active since 2023-10-05

4 ToweREBE

41 HEX =2y T

@ Rookie
9 logins
1rolesin 1 studies
B2® A Demo Stud
e emo Study
(]
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 ﬁj

Show login history
R T E I AT oEsm Rt s nE 9,

- BERE
-

o PARUTC) - 4 v =y THER S 7= HES (UTC)
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2 roles in 2 studies

A Demo Study

Site name Role Since (UTC)

Stockholm Site Manager 2018-05-04 11:45 @j
R4 T NFREINET,

2 HIBgZE2 Uy 7 LT, BB 52 CERERL T,

Confirm remove | Close ‘

= Remove role:
m Site Manager

Study site: Stockholm
Study: A Demo Study

Delete Cancel

A—LAABEINTVBES, BESINTVWIELTOALZT 4 V7~ P v —FE T v 72— v — B — AR EShE T

43 Viedoc7 A7 > h&HIRT 3
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Viedoc7 57 > b % KR T %

1 TORRBEIITEES, 7HY Y OIS, WTNORRICHL TEBOO—LAA L, RBHOBEFN LW LAY £,
ormr =]
Rookie
11 logins

0 roles in 0 studies

Remove account from Viedoc

Click 'Remove account from Viedoc' if you wish to remove your account from Viedoc. This will remove all personal
data related to your account, but for identification purposes, Viedoc will keep the User ID, display name, primary email
address and login history until all studies you have participated in are deleted. All other information related to your
account will be removed from the system.

Show login history

2 Viedoch b7 HhV v b2BIR%E 7Y v o LEd, RXT—RENALT, 7HY Y FOBIREERT 2 L IROONET,
Confirm account removal ‘ Close |
Confirm with your password

m

Delete Cancel
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3 NZT—RENALT, BBg%E 2 U v o LET, BRAvE—YAFTREN, FBX—AT KL RISEMX —AAEESNE T,

4

Thank you and goodbye!

Your account is now removed from Viedoc.
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£ Pending invitations

Demo user

Granted membership - 2 waiting for your approval

By confirming access to the study | also approve that the organization handling my account can see my account
information.

Rererence oot <=
Reference Data Source Manager >
Atotes e @<=
Allsites / Site Manager >

51 FER~NDIBFEERT D
HRRNOBEFEERT S0 RO —LVOBICH2FEBE 7 Y v 7 LET, SANZOFRICHT 2O TOA—LT, BRI T /T4 R—>a v /R 7 — FEQE
ETBIER. ANANKROLNET,

Activation password required ‘ Close |

ﬁ Activation password
Please contact your study manager if you don’t have

the activation password.

Confirm Cancel

APl X/ v K D GetToken¥TokenHMER & Mzig&IF. 12— — O — LIS LTRBHRICH > TWH 2 TOBEHNF BENICEZR SN E T,
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Demo ¥ -

Edit your profile

Change Password

Welcome back Doctor Demol

Access Account Recent activities

Security Settings

Ac ttings

Last login 5daysago Study Rachel's study sie Sitel added to my studies
Studies Sites e

Number of logins 5 Password changed

1 0 —re

Active since 2023-10-05
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Demo User
A minutes age

A change to the structure of one or more forms on Karolinska University Hospital has been requested by the study team. The change(s) will impact forms that are already
entered and these changes are pending your review and approval

A summary of the changes can be found below message to sites, entered by Study Manager,
Update on the SAE form. - describing the changes performed to the eCRF.

All subjects and forms that are affected by the change are marked as having an issue.
There are two ways to approach this:

« Approve each affected form by opening them individually and follow the instructions
« Approve all affected forms at once by signing off below.

If Karolinska University Hospital did not have any subjects at the time this message was received you can ignere this message

| hereby approve the application of these changes to my site.
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Known limitations
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This glossary contains common terms and acronyms found in the eLearning. They are sorted in alphabetical order by the full term (not by abbreviation).

ABCDEFGHIJKLMNOPQRSTUVWXYZ

Active Pharmaceutical Ingredient

Adverse Event

Anatomic Therapeutic Chemical
classification system

Application Programming Interface

Attributable, Legible,
Contemporaneous, Original, Accurate

Audit trail

Case Report Form

The China Personal Information
Protection Law

Clinical Data Acquisition Standards
Harmonization

Clinical Data Interchange Standards
Consortium

Clinical Data Interchange Standards
Consortium Define Extensible Markup
Language

Clinic role

Clinical data manager

Clinical Research Associate

Clinical Review

Clinical Trial Management System

Code of Federal Regulations

Comma-Separated Values

Common event

Computerized Systems Used In
Clinical Investigations

Concomitant Medication

Contract Research Organization
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Abbreviation

API

AE

ATC

API

ALCOA+

CRF

PIPL

CDASH

CDISC

CDISC
Define-XML

CRA

CR

CTMS

CFR

csv

csucl

CM

CRO

Definition

The ingredient in a pharmaceutical drug or pesticide that is biologically active.

Any unwanted effect caused by the administration of drugs. The onset of an adverse event may be
sudden or develop over time.

A drug classification system that classifies the active ingredient of drugs according to the organ or
system on which they act and their therapeutic, pharmacological and chemical properties.

A set of routines, protocols, and tools for building software applications that specifies how software
components should interact.

The principles of data integrity. The plus sign denotes the four additions: Complete, Consistent,
Enduring, and Available.

An audit trail (or audit log) is a security-relevant chronological record, set of records, or destination
and source of records that provide documentary evidence of the sequence of activities that have
affected at any time a specific operation, procedure, or event. The records are of importance for the
clinical study, as specified by applicable international standards (from the FDA and EMEA).

A printed, optical, or electronic document designed to record all protocol-required information on
each study subject.

The data privacy law in China, targeted at personal information protection.

A standard developed by CDISC that provides guidance to develop the CRF.

A global, open, multidisciplinary, non-profit organization that has established standards to support
the acquisition, exchange, submission and archive of clinical research data and metadata.

A metadata format defined by CDISC that is sent with every study in each submission, which tells the
regulatory authorities what datasets, variables, controlled terms, and other specified metadata were
used.

User roles in Viedoc that give access to Viedoc Clinic, such as Investigators, Monitors, and Data
Managers.The clinic roles are study-specific. These roles, and the rights that belong to these roles,
can be defined in Viedoc Designer. Each study can have an unlimited number of clinic roles.

Responsible for the management of the data in the clinical trial. Assists in protocol development and
database selection and configuration.

A person employed by the sponsor, or by a CRO, acting on a sponsor’s behalf, who handles most of
the administrative responsibilities of a clinical trial, acts as a liaison between investigative site and
sponsor, monitors the progress of the investigator’s sites participating in a clinical study, and reviews
all data and records before a monitor’s visit.

Aclinical review gives the Monitor the possibility to mark forms as reviewed.

A Clinical Trial Management System is a software system used by biotechnology and pharmaceutical
industries to manage clinical trials in clinical research. The system maintains and manages planning,
performing and reporting functions, along with participant contact information, tracking deadlines
and milestones.

The codification of the general and permanent rules and regulations by the executive departments
and agencies of the U.S. federal government.

A set of database rows and columns stored in a text file such that the rows are separated by a new
line while the columns are separated by a semicolon or a comma.

An event that occurs separately or parallel to the workflow, for example concomitant medication,
adverse event, medical history, dose adjustments, and daily compliance reporting.

A guidance document established by the FDA intended to assist in ensuring confidence in the
reliability, quality, and integrity of electronic source data and source documentation (that is,
electronic records).

Drugs given to a patient at the same time, or almost at the same time, as the drug under study.

A company that contracts with the sponsor to perform one or more of the sponsor’s duties in a trial.
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Term Abbreviation
Coordinated Universal Time uTc

Data Manager DM

Demo mode

Designer

Dictionary Manager

Drug Information Association DIA
Edit checks

Electronic Case Report Form eCRF
Electronic Common Technical eCTD
Document

Electronic Data Capture EDC
Electronic Investigator Site File elSF

Electronic Patient Reported Outcome ePRO

Electronic Trial Master File eTMF
eTMF Manager
Event
European Medicines Agency EMA
European Medicines Agency Good EMA GCP
Clinical Practice Inspectors Working IWG
Group
Exchange Mechanism Standard EMS
Extensible Markup Language XML
Food and Drug Administration FDA
General Data Protection Regulation GDPR
Good Automated Manufacturing GAMP
Practice

GAMP5
Good Clinical Practice GCP
Good Manufacturing Practice GMP
Globally Unique Identifier GUID
Health Insurance Portability and HIPAA

Accountability Act

Hyper Text Markup Language HTML

https://help.viedoc.net/c/47e0ad/?print=ready

Viedoc Clinic User Guide | Viedoc eLearning
Definition

The primary time standard by which the world regulates clocks and time. Viedoc stores all
timestamps in UTC. In the cases when a time zone can be established (for example a specific site
scope is selected), the timestamp is displayed with the time zone applied.

A user role in Viedoc with permission to lock and export data into different formats, view reports and
metrics, and add pre-queries.

A mode in Viedoc specifically used for demonstrations and training new Viedoc users. No real data
should ever be entered in Demo mode.

A user role in Viedoc that can create the setup (design) of the study in Viedoc Designer.
A user role in Viedoc with permission to upload medical coding dictionaries.

A global forum for those involved in healthcare product development and lifecycle management to
exchange knowledge and collaborate.

A check of the data that verifies whether the data entered into the form are within a certain range
that is specified in Viedoc Designer. If the entered data are outside the specified range, the system
will automatically display a message that is defined under Query Message.

An electronic document designed to record all protocol-required information on each study subject.

A standard format for submitting applications, amendments, supplements, and reports to the FDA.

The use of computerized systems to collect clinical trial data in electronic form as opposed to paper
form.

The digital version of the minimum list of essential documents that a study site needs to maintain
throughout a clinical trial. Included documents could be: Clinical Study Protocol, Investigator
Brochure, Informed Consent, CVs etc.

A patient-reported outcome that is collected by electronic methods. Viedoc Me is the ePRO solution
of Viedoc.

A type of content management system with a collection of essential documents which allows the
conduct of a clinical trial to be reconstructed and evaluated.

Auser role in Viedoc that has permission to manage the eTMF application in Viedoc Admin. The eTMF
Manager maps Viedoc Clinic roles to éTMF roles. The eTMF Manager also has permission to manage
the eTMF structure in Viedoc éTMF.

A moment when the patient visits or contacts the clinic, or initiates an event through the Viedoc ePRO
application Viedoc Me, and data are recorded.

Adecentralised agency of the European Union (EU) that is responsible for the scientific evaluation,
supervision, and safety monitoring of medicines developed by pharmaceutical companies for use in
the EU.

The EMA GCP Inspectors Working Group focuses on harmonisation and co-ordination of GCP
related activities at Community level. It is involved in the preparation of new and revised guidance on
GCP and community procedures relating to inspection.

The exchange mechanism standard is a model for transferring eTMF data between sponsors, CROs,
other stakeholders, and vendor systems.

A markup language that defines a set of rules for encoding documents in a format that is both
human-readable and machine-readable.

An agency of the U.S. federal government’s Department of Health and Human Services that ensures
the safety of foods, pharmaceuticals and other products.

A regulation in the European Union (EU) law on data protection and privacy in the EU and the
European Economic Area (EEA). Primarily aimed to give control to individuals over their personal
data and to simplify the regulatory environment for international business by unifying the regulation
within the EU.

A subcommittee of, and a series of good practice guides on drug manufacturing published by, the
International Society for Pharmaceutical Engineering.

The last major revision of the GAMP Guide for Validation of Automated Systems in Pharmaceutical
Manufacture, released in February 2008.

A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and
reporting of clinical trials that provides assurance that the data and reported results are credible,
accurate, and that the rights, integrity, and confidentiality of trial subjects are protected.

The manufacturing guidelines recommended by the relevant agencies.

A unique key containing numbers and letters that identifies the study.

A Privacy Rule that is the first comprehensive Federal protection for the privacy of personal health
information. Research organizations and researchers may or may not be covered by the HIPAA
Privacy Rule.

The standard markup language for documents designed to be displayed in a web browser.
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Term

Identity Provider
Independent Ethics Committee

Input factors

Institutional Review Board

International Council for
Harmonisation of Technical
Requirements for Pharmaceuticals
for Human Use

International Organization for
Standardization

Investigational Medicinal Product

Investigational Product

Investigator Site File

lyakuhinmei Data File

Japanese Pharmaceuticals and
Medical Devices Agency

JavaScript

Key Risk Indicator

Linking form

Linked form

Medical coding

Medical Dictionary for Regulatory
Activities

National Medical Products
Administration

Object Identifier

Operational Data Model

Output factors

Patient Reported Outcome

Portable Document Format Archive

Post Marketing Surveillance

Quality Control
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Abbreviation

I1dP

IEC

IRB

ICH

I1SO

IMP

ISF

IDF

PMDA

Js

KRI

MedDRA

NMPA

OID

ODM

PRO

PDF/A

PMS

Qc
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Definition

A system entity that creates, maintains, and manages identity information.
An institutional review board (IRB).

When used in randomization: Prognostic factors that might influence the effect of treatment on the
subjects.

Committee(s) made up of experts and community representatives who review and approve clinical
trials to make certain that they fulfill stringent ethical standards to protect subjects’ rights as
participants in an experiment.

Aninitiative that brings together regulatory authorities and pharmaceutical industry to discuss
scientific and technical aspects of pharmaceutical product development and registration.

An organization promoting worldwide proprietary, industrial, and commercial standards.

A medicine for research.

A preventative (vaccine), a therapeutic (drug or biologic), device, diagnostic, or palliative used in a
clinical trial. Also abbreviated IMP (Investigational Medicinal Product) and IMD (Investigational
Medical Device).

The minimum list of essential documents that a study site needs to maintain throughout a clinical
trial. Included documents could be Clinical Study Protocol, Investigator Brochure, Informed Consent,
CVs etc.

A medical coding dictionary used for coding clinical and drug safety data and for reporting safety
data to the Japanese Pharmaceuticals and Medical Devices Agency (PMDA).

PMDA (Pharmaceuticals and Medical Devices Agency) is a Japanese regulatory agency, working
together with Ministry of Health, Labour and Welfare. Their obligation is to protect the public health by
assuring safety, efficacy and quality of pharmaceuticals and medical devices.

A scripting language, primarily used on the web. It is used to enhance HTML pages and is commonly
found embedded in HTML code. Viedoc is using JS to define advanced edit checks, expressions, and
comparisons.

In Viedoc Reports, the Key Risk Indicators are the measurement of unfavorable events that can
adversely impact a study, and are measured by site.

Alinking form is a form that contains a link to refer to another form. There can be one or more
instances of the linked form.

Alinked form is a form that is linked to from another form (a linking form).

The process of translating reported events like Adverse Events, Medical History and Concomitant
Medications in a universal code according to a medical coding dictionary.

A medical coding dictionary developed by the Maintenance and Support Services Organization
(MSSO). MedDRA is supported by ICH.

The Chinese agency for regulating drugs and medical devices.

An identifier mechanism for naming any object, concept, or "thing" with a globally unambiguous
persistent name.

A standard for electronic clinical data as defined by CDISC. The highlights of ODM include audit trail,
utilization of XML technology, and machine-readable and human-readable data. All information is
independent of databases, and storage of ODM is independent of hardware and software.

When used in randomization: the result after a patient has been randomized, that is, the treatment
group or kit number (in case of a blinded output) that the patient is assigned to.

A health outcome directly reported by the patient who experienced it.

An ISO-standardized version of the PDF specialized for use in the archiving and long-term
preservation of electronic documents.

The practice of monitoring the safety of a pharmaceutical drug or device after it has been released
on the market and an important part of the science of pharmacovigilance. Viedoc PMS is Viedoc's
electronic data capture solution developed especially for post-marketing surveillance studies.

The operational technique and activities undertaken within the quality assurance system to verify
that the requirements for quality of the trial are met.
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Term Abbreviation

Randomization

Randomization and Trial Supply RTSM
Management
Representational State Transfer REST

Scheduled event

Study Data Tabulation Module SDTM

Security Assertion Markup Language SAML

Security Token Service STS
Single Sign-On SSO
Site

Site Manager SIM
Software As A Service SaaS
Standard Operating Procedure SOP

Source Data

Source Data Verification Sbv

Source Documentation

Sponsor

Statistical Analysis System SAS

Study crew

Study design

Study Manager STM

Subject

System roles

Transport Layer Security TLS

Trial Master File TMF

Unblinded statistician

Unscheduled event

Viedoc Inspection Readiness Packet VIRP
World Health Organization Drug WHO DD
Dictionary
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Definition

A method based on chance by which study participants are assigned to a treatment group.
Randomization minimizes the difference among groups by equally distributing people with particular
characteristics among all the trial arms.

A system that unifies the randomization, allocation, and supply management in a clinical trial.

A REST API (also known as RESTful API) is an application programming interface (APl or web API)
that conforms to the constraints of REST architectural style and allows for interaction with RESTful
web services.

Events to the clinic by the patient that are defined in the study protocol. The events can also be
subject-initiated through Viedoc Me, the ePRO application.

A CDISC standard for how to structure raw data for a submission.

An open XML-based standard for exchanging authentication and authorization identities between
security domains.

An open standard web service for issuing, validating, renewing, and cancelling security tokens for use
with, for example, an API.

An authentication process that allows a user to access multiple applications with one set of login
credentials.

A clinic or other medical institute visited by subjects and where their data are recorded.

A user role in Viedoc Admin that can edit the details of their respective sites and invite site users to
their sites.

Also known as web-based software, on-demand software, cloud software, and hosted software.
Typically accessed by users via a web browser.

Detailed, written instructions to achieve uniformity of the performance of a specific function.
The original data when first recorded.

The process by which data within the CRF is compared to the original source of information (and vice
versa).

All original records and certified copies of original records of clinical findings, observations, or other
activities in a clinical trial necessary for the reconstruction and evaluation of the trial. Source data
are contained in the source documents.

Any organization that provides the institutional base for clinical trial researchers. This includes
commercial groups: pharmaceutical companies, non-profit organizations, universities, and medical
centers.

A format used for statistical analysis in the SAS software suite.

Viedoc users and all staff involved in the clinical trial. In most cases, these terms refer to users of
Viedoc Clinic (see also Clinic role).

The design of the study that covers all the details about how the study is supposed to be performed,
such as treatment details, medical examinations and other data to be collected, the workflow, and the
Viedoc permissions of the different clinic roles that contribute to the study. The study design is set up
in accordance with the clinical trial protocol.

Auser role in Viedoc that has permission to manage the administration of the study in Viedoc Admin.
The study manager invites the study crew, adds sites, and applies study designs to sites. This user
role is usually assigned to the project manager of the clinical trial.

A person participating in the clinical trial. Also referred to as patient.

User roles in Viedoc that are defined by the system and give access to Viedoc Admin and/or Viedoc
Designer. Examples are: Study Manager, Site Manager, Designer, Dictionary Manager, Unblinded
Statistician.

Protocols designed to provide communications security over a computer network.

A type of content management system for the pharmaceutical industry, providing a formalized
means of organizing and storing documents, images, and other digital content for clinical trials that
may be required for compliance with government regulatory agencies.

Auser role in Viedoc that manages the randomization and kit allocation lists in Viedoc Admin.

Additional events to the clinic by the patient that are not pre-defined in the study protocol.

Afile that can be downloaded in Viedoc, containing all the information needed to fulfill regulatory
expectations.

A dictionary maintained and updated by Uppsala Monitoring Centre.
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How to prepare for a regulatory inspection
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F£17 Viedoc System 2024-11-25
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3.3 Viedoc D E{F&EF
3.4 AAF VY —/CRODEFE
4. HEICINREZ L
4.5 Viedoc Designer
4.6 Viedoc Logistics
4.7 Viedoc Admin
4.8 Viedoc eTMF
4.9 Viedoc Clinic
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EDCY R T L DHEEEZSICIEBR L. ZOBEBMBELRL. YRATLNEDL S ICNYF— FINFHhABIBTE S 2 EAROONET,

2 \iedoc BRI/ T —

BROEBE BT 57912, Viedoc|$ZKEFEHEMR/ S v 7 — Y(VIRP : Viedoc Inspection Readiness Packet) Z FB& L. ##I2E 1 SR SN 2 PFCBM %57 3720
ICRBETERERM LTV IS,

VIRPIZ, ViedocDd_TDHY J—2TRIFTEETY, VIRPIntroductionTld, VIRPORE % L WEEL <HBAL. F7-. REIRZBEMXBICOVWTHMNTWET, VIRP
Introductionld. VIRPIZEZFNTWLET,

21 VIRPIZEEND FF¥axv |

« User Requirement Specification (URS: T —H —ER{HRE) : TEv 7 LMBEICOVLTEERL, VU —RICFFEFNZ 21— - b=V —HFHEI LTV T,
= User Requirement Traceability Matrix: URSDZ BT L TSRS 7= T R b 23 AICEEEH L TLW £ 9,

« Validation Summary Report:A ) 1) — Z 1Xf L TERES h/-8EBES & 2 DR+ TRHML TV E T,

Release Note: 5 1) U — R 1251} % Viedoc~ DIBINZ FEHE L TV £ T,

= Release Certificate: &K U — X DEES L CVEBEEEICHE VT, XENINAFIBIE > TEBI N/ L AFBATEHDTT,

» EDC Checklist: PMDANRH S % 7= DEAGEFIEDCETE Y — b (S&:BhR & BAREIR) T9%

= Clinical Trial Cloud System Checklist

» Viedoc Release Impact assessment: 1) ) — X IC 5 |1F 2 Fiiees L UVBHMEED ) ) — A& L2 Y R 7 CBERNAEREHBEL ~ L TBR LTV ET,
Acknowledgement Form: HEsB3 9 N EHIEZHE L. HERET T L7l L CEFBERIT TV ETS,

= Viedoc Quality System TOC: Viedoc Technologies 77K U — X DERLIC{ERA L 723224 2SOPO BIR T,

» VIRPIntroduction: ViedocEZEEE#EME /v 7 — (VIRP) ODHRBDHATT,

22 Zofolyy—Xx

= elearning: ViedocltelLearningl v X > - Viedoc C DEAGEEME HIRELTH Y . BELBERERT v INA R Ty 7T LCHBAL. S 0IEBENSEE LN
D —XTHFHLULEEENBN SN EDZ &, BAERKEICOLW T LEOBNBRHIF>TVWET,

« Viedoc Release Binder: &V U — X OBRBIEICB T3 BHRORF v 7Y ay FEFEEFELTVWE Y, Z0fEHRIE. SharePointi{FfFENTWVWB YU U —2D
Release BinderlC&EN., VxEF—PH U4 F CEABBELHE T EATEET,

3 HffEHE
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BEE, HEBBICU Y —RENBEICNY T—> 3 v AN A FERLTITbIET,

ViedocDEF/N—Y a3 v 3V U —REICREICNY T—Y avan, 6~8BREICLICEEINET, INODYY—RF, TRTOTOXT Y a v —N"—CERICA >~
AR=IENET, 2FW, TRTCOBEZFLEITRNTCORBRI’ERICT Yy 77— SNET, 51T RO2DDBHATE-TZ LT, BITHORBRICEELSGI VLS (IS
LTWhEd,
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- HBRPICERINE Y ATLORESZN—Y 3 YRUA—Y 3 VRIOEBLOBEIR, ARV Y—0 (e) TMF ICHEERRO—EE LURFEINERETT,

« VIRP IZ{KIF T 2REAENEU L 12 R R— R OFHENEES N RETT,

« EEBRICKELMEE (BIEATEY 2, BHEPROEY 21—, A—TA Y IEVa—LEE) Z#HHDEopic! LNLTEED LTy 7 R e BEICG
L T{ERIDFeature®F v 7 1) X  #EEINETY,

4 FRYHICINEZ L

BHRENHET DBRICIE Viedocll 77 R TED LS ICLTHMENH Y 7. RHLBOBARE . WHRET — 2 CEEHIORN (B&In) EELE
O, HEBRAOTRTOT— 2 4EET 2 EZEREZE LTV XY, AREFE L. BEEE% Viedoc1—4 —0— /L Regulatory Inspector & L TIBIFT 2 EHH Y £ 7,

IUTOFIEICHE> T, BERE) ViedocD TR TDIELWT 7 L REREF-TVWD 2 L AMRLTZE 0,

41 Viedoc Designer
ZORT YTk THERITLET,
Viedoc Designer® A —JL~—<" T, Regulatory Inspector 1 —H#'— A —LZFREL. TNHF U ICH->TWEH T EZERLET,

Regulatory Inspector A — L AMRER T — RICT7 /¥ A TE S LS ICT BT, A—IUBER—Y T, 74 —LT7—20EBO A, EZWT— 2 0ETH L VEREROET
DA% A—IVIRET HHELH Y £7,

4.2 Viedoc Logistics
B/ Viedoc Logistics % T 2188, A—IMR—J T, ROAY X T 4 v 7 A—ILHER% Regulatory Inspector A — L ICERTET 2 MEAH W £ 4,

= IP(Investigational Product) % sRE& L <L THFRR
- IPEYA R LALTER

- BILEFICEBEIDERR

- BREROFRRG - T T4 7177 ER)

UTFOEE 0 —LBEESBLTLEE N,

Edit role [R16]

Editrole Manage rightsin this role

Tare Special

| User can only view form data fthis overrides all edit permissions) Export of data into different formats/view reports Metrics Creste private notes Mecical coding View reference dsta

CRF Rights

Addrupd

and queries queries pre-ay Promote pre-queries Datareview Clinical review sov

Lock data

| View Subject 1a red || View blinded info (e.. Active/Placebol

o 0
o an
[
-

2]

EHEEViedoc Admin*>Viedoc Designer~D 7 7 £ 2 HIAE & L, BRHViedocDIBHE (T L > TEBIN TV BIEE., Y HR— FARETHNIELDTHViedocD
HELMFIEELTLEE N,

4.3 Viedoc Admin

InsOFREIF. ICE>THETENES,

Viedoc Admin T, RZ T4 X% —Y ¥ —ld, §_RTDOYA FIZDWT, Regulatory Inspector A — /LA FRERICHBFL 9, 21—V -4 EHT 2 #B8BLTLE L,

- BREIR. BESHKY X MIT 2R L, ViedocAdmInTE Yy O— K TE2 L5109 570, IFERFHEEOO—LTHRBIHBREING Z L HHBETT,
ZOO—VIEEEANRRICE L TORMERI N, BAEEANKY R MIT 7R L, BETE 31 25T 2 0ENH 2BEIFERINET,

» BRENelearningll 7 VA TED LS ICTILELH Y &Y. BEENIRHABOEREIC. BRICSL T, AROBETAZy 70 L —Z v JIcERS N
7zeLearning®/N—> 3 VAR TE S 2 ENBRINTVET,
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Y& User Certification J

Study settings

Here you can 6t settings for study.

Settings Date & time format Medical Coding Import ODM File Documentation
7 active - 0 archived sections © Add anew section
Section Target sices Mandaory for Oprional for
s Study Protocol All sites All roles 6
[
~RF C
CRF Completion All sites Monitor Investigator 6
i Guidelines
3 f
"é Viedoc User Guide for Demo Site Investigator 6
Site Users
3 f
"é Viedoc User Guide for Demo Site Monitor 9
Maonitors
Viedoc User Guide for
l‘é Data Managers Demo Site Data Manager g .

Regulatory Inspector A — /L&, Study settings < — > TRH#ET ZelLearning F ¥ 2 X~ bADT 7 £ AEZ(FTSIN2BELH Y £,
Edit 'Viedoc User Guide for Site Users'
Manage training section settings here

'5 https://help.viedoc.net/c/94d6f0 Archive
Section last modified 2021-12-09T15:44:21 by -

Section URL or file
https://help.viedoc net/c/94d6f0
Section title Priority
Viedoc User Guide for Site Users 1 /6
Description

Text based eLearning for site staff.

Target sites

Select sile group(s) or site(s)

Require signing for following roles

Select role(s)

Require re-signing after # of days

Optional for following roles

Regulatory Inspector »

ViedocAdmin 2—H—HA FDOFFa X b bL—= 7 4ARFETL2EBBLTIIZE N,

4.4 Viedoc eTMF

iRER7Viedoc eTMF AT 2188, R X T4 ¥ 42— v /6TMFY % — v |, Regulatory Inspector8 — /L%, M < & L AT OMER%Z I 2eTMFA—LIcw v B> 7§ 3
PEAHY ET,

= Read-only TMF Admin
= Read-only Trial Master File
= Download audit trail
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elMF

Manage your eTMF application.

=] Study eTMF Enable T e
4 aunch stu e
% + Study eTMF license is valid [ OLl 4

eTMF roles mapping

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

Study role eTMF roles and permissions
Site staff X Sponsor study X Sponsor country X Sponsor site X Reviewer X

Investigator Archive sponsor TMF % Archive investigator TMF % Download audit trail X
Manage drop zone X

Monitor

Project Manager

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

Site Reviewer

Viedoc eTMF1—H'—# A F - BIEH - Viedoc eTMFOEIE- I —H —A— DTy EVFE#SBRBLTIEE W,

45 Viedoc Clinic

ZhoOF|EIR. BHERENFTLES

FHEREIBEREZEL, 7Ho Y FEBWICL T - Viedoc 1 —HF— 44 | - \}:Viedoc 77 h 7 > b ZETET 2 #BBBL TS0,

BEEIE. 774 7~~~ H bViedoc Clinic & Viedoc eTMF % BN T2 Z & A TE £ T,

5 BN
ViedocTld, 11—+ —ER{HEE%. Epic, Feature, UserStoryn 5% 259Hh W X4 LR TABLTLET,
- Epicld. BATSHIEF. ePRO, BEEI—T 1 > /A ¥, Viedoc D EY 1 — Lg% HBEL £ 7,

. Featureld. Viedoc Connect, 7 #—L YU v 7IEBH. 8FX—LT7 75— baE, SZon/-#Ees & UEHAICEAARL £9°
« UserStoryld, 27 LRIHEHH Viedock 385t ¥, YT~ a3 VI IEICERT 5. Sy SEPU S N-BHETT,
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Quick guide for preparing for regulatory inspections
HELBORBEICERDT-DD A4y 7 HAF

$£{73 Viedoc System 2023-12-22

1. A=V DFEE
2. Logistics HEBRDEEE ([FHAL TV I88)
3. IS EIREE OB

4 eTMFIERRO v v > 785 (BEALTL3I88)
JAEAC(EF T AEDCY R 7 L4485 2 -0 DEBARIE L TIT) C L BIERICEETY, RHNBIE. AR TERINIEDCY X T L BEDRE E T— 2 DREWOME
HICBVWTEEAAV 12— AUSNIVRTLTHDI EHRBLTVETS,

ZO7AtREZIET S 72812, ViedocldViedoc Inspection Readiness Packet (VIRP) 2 FAE T % 2 & T, HRHIMBICL 2B ICEBARFMNBE L 2GS N2 EES L VB
a0 IS BE BRI LTV £ T, VIRPIntroductionTld, VIRPORZE% & VEEL <HBAL. 1 — ¥ —RETNSEMBEIC OV THMNATLE T, VIRP
Introduction|3VIRPICE ZNTWE T,

VIRPAFIART 21848, REBOEIFICISZ 2 -0 ICBBELIER% ERIEAICEHHIEL /e —=> 7L v X |nspection Readiness When Working in Viedoc 12t L T &
ER

Viedoc Inspection Readiness Packet D %7 > 0 — FFEICDWTIE VIRP & B 72& Ly,

LT &S5, REEICRESLEEOADT 72 XHEE{F5 L. Viedoc X 7 412 Regulatory Inspector A —/L & L TIBIF T 28N H Y £,

Viedoc Designer

ah Designer

Viedoc Admin

' Study Manager/ eTMF manager
ah

Viedoc Clinic

. Regulatory Inspector

1 A—MLORE
ZHbbDORT Y 7IE, Designer B35 H DTT,

HEE (Regulatory Inspector) HiEET — X ZRIBETE2 451295101, A—AR—Y THEOH, EBUINAT—2%2FRT2 $ L0 ERMEROFTR # 0 — /LI
BETIRLBENHY ET,

Sl
= Regulatory Inspector A —JL % Designer THE%f1 (ON)ICT 2B H Y £ 7,

« BRICERESNAEZA—LOE Y AT 74 THEBEENTE Y., TNERBRICEHDE TEET S Z EATE T, Regulatory Inspector A — )L OHERRIL. TMF
(FERENTVRIER) B&VelearningZ LY AT LD TR TOEDICOVWTHEOAIRESNIBELAHY £,

2 Logistics HERDEBE (FE LTV 3EE)
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« IP(Investigational Product) % s8R L ~NIL TFRR
- IPEYA L ARLTER

» EIEEFICBEIDERT

» BRERORTGI - T T4 7177 EK)

LI D LREEBRIES L,

Edit role "Regulatory Inspector” [R16]

Editrole Manage rightsin this role

[Special
| Usercanonty Export Metrics

CRF Rights

answers o Data review Clinical review sov

ek

Logistics Rights

| View IP on study level Manage IP on study level

Manage IPonsitelevel | (] View Subject ld when allocated || View blinded info (e.g. Active/Placebo)

o ke
o ke
Be

T BEE D Viedoc Admin*°Viedoc Designer|C 7 7 £ 2 2 BN B HIFE L. LD THViedocDIBEHICHEHL L T XL,

3 HRHHUEREEOEF
ZORT YT AZTFATF—=Yv—IZE>TThNET,

FEIEEAUEROBS. BIERLY X T /€ XL, ViedocAdmnTX 7Y O—RTE3 L510T 570, BEELELIEERAHEEO N — L THRBICBFHINS
MELHY 2T,

FHLR2 -V —2EET 2 e8BTES 0,

4 eTMFHERDO~ v v 73E (EELTVW3IES)

sRER N ETMF % L T WL 2184, Regulatory Inspector DR 0 — /L% | Read-Only TMF Admin, Read-only Trial Master File $ & O Download audit trail & W 5 HER% 3>
eTMFE—JLIZw vy EY I LET,

elMF

Manage your eTMF application.
| Study eTMF Enable © Lounch study TMF
&) + Study eTMF license is valid E ON ey E

eTMF roles mapping

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

Study role eTMF roles and permissions
Site staff ¥ Sponsor study X Sponsor country X Sponsor site X Reviewer X

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

Manage drop zone X

Monitor

Project Manager

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

Site Reviewer

ZHELDRT Y FIE, AATATF—T % —[6IMFZ 37 —2 v — Ik > TITbNE T,
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Study start page
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HERIRERER CHBRT /2457 ) v o35 ¢, RBERER, FRENET, COE@ICIIEL BEENC T /L ATEBUTOTA avHRENTH Y, RHEBICET 215
REBBTLLATEET,

DEMO MODE

o
A demo study

An open-label, multi center, dose escalation study investigating the safety, tolerability and...
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Study status

All sites Germany Sweden United States

Issues My statistics
) Patients added: 146
Resolved queries Open queries Forms
1 6 O 2 6 2 1 FPA 30 SEP 2014
LPA 09 OCT 2015
Review
CRA% DM % SDV %
~ M\
/,17 ” )
= \J -
Approval
Inv. sign % Queries % Locked forms %

46 22 17

ERCHRBZ /Uy /THIETTIANR—%D I, BTERHRIEICT—4E2RRTHIENTEET,

Study status | swesen

Allsites | Academic Hospital Uppsala

Issues My statistics
Resolved queries Open queries Forms Patients added S
1 2 1 6 5 4 FPA: 040CT 2016
LpA: 27AUG 2018
Review
cra oM ov
Approval
Inv. sign % Queries % Locked forms %

0 0 3

BIRL 7R Icxg L. AR O GatiER Rits x4,

« [HRE:
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Documentation and Training
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Documentation & Training

Before getting access to the study, please read all mandatory sections below and mark them as "Read & Understood". Once confirmed, Viedoc

will generate a certificate of your completed training. Enjoy your trial!

4 4
Mandatory sections Optional sections

Section Read & Understood at Informed Consent Form
g The latest version of the Informed
Study Protocol Read & Understood Consent Form. dated 2019-03-14
/ Latest version of the study protocol
Bk Viedoc User Guide for Monitors
CRF Completion Guidelines Read & Understood Text based eLearning for monitors.
Fl Study-specific instructions for CRF completion
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Documentation & Training

Before getting access to the study, please read all mandatory sections below and mark them as "Read & Understood”. Once confirmed, Viedoc will generate a

certificate of your completed training. Enjoy your triall

Mandatory sections Optional sections
Section Read & Understood at Informed Consent Form
ﬂ The latest version of the Informed Consent
5 Study Protocol v 201 1114:44 UTC Form. dated 2019-03-14
7P Latest version of the study protocol
& Viedoc User Guide for Monitors
CRF Completion Guidelines Read & Understood Text based eLearning for monitors.
7l Study-specific instructions for CRF completion
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TOTAL B MANUAL .................... 219/328%
667 Raised on
W ITEM. ... ................... 593/8BBO9%
EVENTDATE.. ... .. ........74/111%

- FITEINSOTUDRE(NY T ay, vZaTl)
- BHRELBARYFRICOVT, ZTATNICRITSNLI T Y O ER. 1~> +E)
7T OBHAHORRICRREINET,

ER!

 JIVRRICEDLS T, 2TOI/TUNZENET,
- KIBT-RIEITVELTRAIARVA, BICEENEEA,

STURRE TR ZDOFMICOWTIE, 2T OffES TS8R E L,
23 7T UK
JTVRR- 7 TUVRRICEOWT, B/ 77T/ 0pmERLET,

Query state

[ REJECTED.. eeea.....957142%
CLOSED ... ... ............1B/177%

B RAISED . ... ... ... .102/153%
[ RESOLVED . ... ... 135/202%
] APPROVED ... . 217 325%

C BT RTFH TV T OBRED S b, RTEH T ORIRERLET)
 BR-BREAVTIOR(V T OBEDS B, BREAI T OEGERLEY)
. TR -FEREH T OE(Z T OBEOS b, BREH T OBEERLEY)
P I O R-UY O IRV IVOR(Z T OBEO S b, UY s bEns T 0EGERLEY)
CBTET LI TUOK (T ORED I B, BT LI/ T OBIEERLET)

JTURRE TR ADFMICOVTIE, 2T OiffEE TSRS,
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24 by 75A4xvt
Py TEARY P -HITERITUDS B, —BBWARY P EUSNEHS 77, HFELEBTRLET, /7 70LY Y FITARY bPEARRENET,

Top 5 events

800

600

400

200

o
B VISITL. .. 522[78.3%
W VISIT2 . 75/112%
VISIT3. ... 44 [ 6.6%
[ ADDSUBJECT..............ooo... 20 /3%
ADVERSEEVENTS . ... ... ... ...... 3/04%

25 bty 75 T7F—L

by 7574—L-KITEHITIDSH, —BEWT+—LOLMSAIEHET 77, MFLEEGTRLET, /7 70LY 2y FIZ7 4 —LBIERREINET,

Top 5 forms

800

600

400

200

0
B VITALSIGNS ... .............. .. 427 | 64%
[ EVENTDATEFORM .. ... .. ... _. 74 /111%
BODY MEASUREMENTS ............. 64 /9.6%
[ PHYSICALEXAMINATION ... ... ... 27 /4%
DEMOGRAPHICS . ... . ... ... ... 20/ 3%

26 b~v75IER

by 7SIEB-FTEA/ VDS, —BBVEBOLUSEES T 7 BFLAGTRLET, /7700 Yy FICEEENRRShET,

Top 5 items

400

300

200

100

0
[ SYSTOLICBP..................... 304/ 45.6%
B HEARTRATE ...................... 85/127%
EVENTDATE . ... ... ... ....... 74/111%
I 45/6.7%
DIASTOLICBP . ... . ... ... ...... 33/49%
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Fy75Fzy/0D- RHLBEICETINAAVALF 2y 7D EMSFICONT, EEOK, EIF. OD. 7+ —LBEITY Ay -V rRTRLET, REDITIC

I T DBREHIRRSNET,

Top 5 check OIDs

® 244
65
44
24
20

448

% FORM NAME

545 Vital Signs

145 Event Date form
9.8 Body measurem..
54 Vital Signs

45 Vital Signs

100 In total

28 htyT75EE RBTI/TVE

by 75 BE (BITI/TVH) -REORT -2 2N BTFAL->TW2 7T OBHRDZVEBED LUSMIC DL T, EBROH. FIE. BEID. SROEY. ER

Viedoc Clinic User Guide | Viedoc eLearning

ITEM NAME
Systolic BP
Event Date
BMI
Diastolic BP

Heart rate

QUERY MESSAGE ol

Value is outside of normal range. Please verify. RC_VSSY5S_0_0_1
Visit date is not within the protocol visit window
BMI is cutside of normal range. Please verify. RC_BMBMI_5_0_1
Value is outside of normal range. Please verify. RC_VSDIA_0_0_1

Value is outside of normal range. Please verify. RC_VSPULSE_0_0_1

B B0 TUNETINAM /TURTE. REOI T XAy —VERTRLET, REOTICEBEORENREINET,

Top 5 subjects (raised queries)

LATEST GUERY (date. by. message)

28 Feb 2018 09:46, Richard Schlomann, Test Query.
20 May 2016 08:24. Mr Demo. Correct?.
07 Sep 2016 11:51, System, Value is outside of normal range. Plea...

07 Jun 2017 17:06, Lyle Wiemerslage, r?.

n % SUBJECT ID PROGRESS SITE NAME
®5 49 SE-01-045 I Harolinska U...
. 5 49 SE-01-119 I Karolinska U...
4 39 SE-01-118 I Karalinska U...
3 29 SE-01-219 I Karalinska U...
2 2 SE-01-348 | Harolinska U...
102 100 In total

JTURRE 7O ADFERAICOVTIE, 2T OffEE TSRS,

29 {RiFedn
I TYHAEEO I, UToF 7> arvrbl £7,

- PDF7 7ANVE LTBEEEHICRREIN TV IBYORTOX M I AT —RE28HET,

28 Mar 2018 12:44, System, Visit date is not within the protocol vi...

s A= LTEEEARICERRINTVIBYDETDOX Y I ZT—REJUPDF7 7 ALEEBA —LT FLRISEELET,

3 R74—vv2R
N7 =V RAEHETIE.

 BRLEEEEOE. £2E32T0E)

- BRLEOHR BROMER. &7-132 M)
&L UTFonghn e 0B Eh e TT — 2 ZHET 5 2 L HERET T,
HBRRK (T 740 b)

BIRL B 02T OHER
IR L 7B OREE O

9 Queries Performance

@ Missing data

Show | All countries ¥ All sites v Compare with Entire study

B OFEFIE->T. 77 7 ICHUT oG IERRSNE T,

- LEa R
- BE
(==

- XiET—2%
. Zofh

- BEFELHT

31 LR

cra W 204 om T 10% sov W 30% LOCKED

+ CRA-CRAL b1 —iF&7— 2 0EE
» DM-DML E a1 —FHT—20EI&
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« SDV-SDVL B2 —iFHT—XDEE
» Ay UED-Oy 0FERT-20OEE

32 BE
BE-BIRLMER (FL YY) CHBUSHER (VL 4) OBEICRYT 257 — ¢

Subjects

EXPECTED # SUBJECTS AKADEMISKA SJUKHUSET 70 [ ENTIRE STUDY 400

All subjects added to the

study regardless their status -\
except deleted subjects
SCREENED ENROLLED COMPLETED WITHDRAWN
O, 0, 0,
(=)
89% 95% 31% 6.5%
62/89% W 351/88% 59/95% W 281/80% 19/31% W 88/25% 4/65% W 28/8.0%

INTDOBERT — 2 ADEMIIHRER TV 1 > TEFZ L £ 7 (Viedoc Designer D iEE30E > BE X 7 — X X):

ROV =V T -2 ) = T ENTBE O

- BRLHERR - AL v Y TERR

« LUEBISRERR - 7L A TRE
BEINTLIEEORHOS b, BIRLARTR Y Y -2 v 7/ ShBHEOEE - hRICRR B/ RIS 2 BEBREE T Viedoc Admin®d
B/ MERRRE CERL £ )

« B B INBEOR:

- GBRIRLHERR - AL VY TERR

» LEESISERS - 7L A TRR

» RV D T ENFBEOLEO S B BIR L B CRRICERS N BE OEIS - PRICEKT
- BT -7 LIBEOE

 GBIRLHERR - AL VY TERR

- LEBISIERR - 7L A TR

P RVY ==V TENEEOREO S B, BIRLHER TRT LA - BEDEIE - PRICER
= FE- b L e BE O

- BRL7CHERR - A L v P TFR

» EBISRIERR - 7L A TR

s RV VT INBEOREO S B, BIRL MR TR s B S BB OEIE - PRICER

Y707 7DRICIY YRS DIBEIE. TOLEICHh—VILAEBLL EAT—RADHPERD Z N TEET,

33 71V
JTY-BRLARER (FLry) CHBURIER (FL1) 0o/ T VBT 25387 -«

Queries
Sweden Entire study

QUERIES TOTAL
28/70%

40/100%
QUERY RATE # QUERIES OPEN MORE THAN
[# queries / # subjects]
28/73 40 /116
0 0 7DAYS 14 DAYS 21DAYS
LAST 7 DAYS LAST 7 DAYS
% 0%

v VT UBE-BIRUIMER (FL ) CHEBESRIER (FL4) 0T OBEE% E REOHTRLET,
C JTVE-BELROS b, RITEAI T OBKERLET, BYT 7 TR SERCHHINTUBESBEO S T UROERERLEY, 144 7 AROLR
ERLET,
BIRL7HER I A L > 2 WBIRIER I /L A T T 7ICRRENET, BIGERTA VI —2—ICBETHB B L7, 7 T UHOBEZRL £
¥, IR L 7-hERRIS 2. HE T SRR Iz ARlICR RSN E T,
R -8R
- 1800 - 75
« @L-8
» BUAEKRBRO I T U - BIR L 728 C— BRI ORBICH 2RTEH» 7 T O e "L EY, =20l TEnzh, THUE, 148RE 21
BULOHRZRLET, ChickY, ZRENOMERICHITE /T DB C— FAIBBS2 2 A TEET,

JITURRE 7O ZOFAICOVTIR, 2T OffE%E TSR E L,

34 XBT-%
RIBTF—% - MR LLHER (41> >) & HBOIRIER (71 1) ORIET— % ISHT 5RO (SRRSO 7 — %) -

https://help.viedoc.net/c/47e0ad/?print=ready

44/286


https://help.viedoc.net/l/5367fc/en/

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

Missing data

Sweden Entire study

MISSING DATA TOTAL
288 /82.76%

348/100%
MISSING DATA RATE # UNCONFIRMED MISSING DATA OPEN MORE THAN
[# missing data / # subjects]
288173 348/ 116
0 0 7DAYS 14 DAYS 21DAYS
LAST 7 DAYS LAST 7 DAYS
% 100%

» RIBT -0 EB8 - AR O2TORIBT — 4P BRI (FL>rY) BRI (FL1) B0 3RIBT — 2 ez cEaoRLET, 3F
FR7A—LEBERIEHT Y MCEENE A,

» RBT-4E-BEOKIET — 4%, BERETFORIEBT -2 0RHTHEL XY, B/ 77Tl S5RCHMNTUBERSBEO Y T YROEBEZRL £7,
1A7T, 7TEBOHRAZRL £3, BIRLAHERIEA L VY, LHBSISIERIE /L A OS5 7 TRRmanEz ¥, EI8aRd A o r—&—IcidiBx 7B Lt
BLAKIET—20BE%ERL £, BIR L HERIGAR, BT 2R EERICRRENET,

- R -
« 1800 - R
- AC-8

« BULERBEEORIET— 28 - 8IR L 7588 C—EHARMEROREEIC 5 5 TIBT — 2 O R L£d., =>0o@czhzn, 7TAMUE. 148LE. 218U

FoEEERLET (74 —LLICKEEROKIBT — 2 HRE L-Ah SIREE CORRITEY) .

35 Zfh
ZOff - BIRL7MER (F L) SHBUSRIER (7L 1) ST 5. 2 OtbORFARIER

Other
Entire study Entire study
TIMETO ENTER DATA TIME TO RESOLVE QUERIES DELETED FORMS RATE
[days in average [days in average [# deleted / # subjects]
2.78 2.78 0 0 0 0
LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS LAST 7 DAYS
93.22% 93.22% 0% 0% 0% 0%
« TRANDETORR - BIRL MR (KL Y) CHESHSHERR (VL) K803, T—2NNOYRERRS, Z4—L LIl ARV FAAPSERT—
ZANDENAE COSEIrEHSNES,
B 7T, SARICHIPNTIBESBREO T — 2 AN TCOFIRREOEBERLET, 1417 BEOHR%ERL £ 75
BIRL7HEag a4 L > 2 EBIRIER I I L A OB 7 7 TRRINET, BI&ZRTA I r—42—ICiiBE7 B S B L 2RI N E T, BRL 7
SRISER T AR ITARIICR RSN E T
- R -3
« 1800 - 7R
- @AL-8
« JTUBBRE TORR - BIRL MR (FL> ) CHEIRER (FL1) ICB15, 7 TURRE CORHRERD, 7 TUEHANS>. /T UABRE
NEAECORBTEHINET, YRTLAICL > TEBNICRTE G727V AT MIgENET (BENICLTINE 7T UICO>WTiR, 2200
HEE ZBBIEE V),
BB £ 7= I EEICEBRE NI T U IEA Y v FENEHA,
STURRE 7O ZDOFAICOVWTIE, 2T OffEE ZSBLE N,
57Tl SACHINTBESBREO/ T U BRE COFRMARL Y., 14877 BEOBR%ERL £, BIR LRI L v 2 HBXISIER X
TULA DT T 7 TRRENES, BIQ%ERTA VI r—2—ICI3BE7 BB & L 2 Z@H RSN E T, BIR L 7-HERIGAER). 8T 2 5Bk s aflicRRs
nEd,
R -8R
- EIN- 7R
- AL-8
v 74— LB RIRL7MER (AL YY) LHEBUSHER (FLA) THBRS N7 + —LOEIG%. BERICTT 2HIBREA 7 + —LETHHL 3, #2
57Tk, SARICHINTBES BRI 7 + — LBIBROHEBERLET, 1477 AROERIEZEL £, BIRLAMRIEFL v Y, NSNS IE /LA 0
B 7 TRRENET, Bl@ERTA VI r—2—ClHiBE7 BB LB L B85 R0 £ 7, IR L 2R I AEl, LT 2iERIIARICRRENE T,
R -8R
- EIN- 7R
- AL-8
36 RECHSD

N7 F— Y ROFHAERE O FERIC. UTFoA 7> 2>hHY £7,

« PDF77ANELTIREFEERICEREINTLABY DR TOX N I RTF—258HET,
« A= ATEEEEICERRINTVIBY DR TDOX MY I RATF—REZUPDF7 7 ALEEBEA —LT FL RSEFL T,

4 XET-—%
RIBT—RBEETIE, 7402 THEEENRIRTE, HREADL B2 —RREN—THRT 2 LN TEET,

BEELEO ROy 787 YR MEFRLT, T—RICT74LZ—%HF 52 ENTTRETT,
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,{é‘ A Demo 2018 / Metrics

9 Queries Performance O Missing data
All countries A || All sites " || All subjects 4 || All time = |m

- B
- BERR
- BE
- - AT O@RL £ 9
« 2TORK
- iBE24ER
- IBAR3EME
- BELIEE
- BEIER

BIRL77 4 L2 —DEMIE> T ITOBER\ R s N E S,

Show

by 7B54_> b
by 7B 75—4

41 by 7oAV E

FyZFBARY b -TIBT— % WEREH. KHER) N"—BEVARY P ENISNIEHS 77, BFLEEGTRLES, /7700 Vv FICARY FELATRREINET,

Top 5 events

400

200

o
W VISITL. 241/ 336%
W ADDSUBJECT........................ 224 [312%
ADVERSEEVENTS. .................... 214/ 29.8%
VISIT2. . 34 /47%
VISIT3. .l 3/04%

42 bty 75 7F—L

by 757 4—L-TiBT -4 FEREH. KER) H"—BEV 74+ —LOLSMIEES T 7. MFEEAETRLET, /5 70L Y2y RIZT7 4 —LBAFRRENE

¥o

Top 5 forms

100

300

200

100

0
W STUDYSTATUS ..., 214/ 29.8%
I ADVERSEEVENT...................... 173/ 241%
PHYSICAL EXAMINATION ... ... .. ... 132/184%
SERIOUS ADVERSEEVENT .. ... ... ... .. 41/57%
LABORATORY RESULTS. ... _............ 3B /52%

43 b+v 75188
by 75IEE - RBT— 5 @EREA. KR F—BEVEROLUSNAES S 7. BFLERTRLET, /5700 Yy FKERRSRRSNET,
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Top 5 items

100

300

200

100

0
W OSTATUS ... 214/ 29.8%
CQUTCOME OF ADVERSE EVENT .. ____. ... 28 /39%
ACTION TAKEMN WITH STUDY TREAT... .... 27 /3.7%
CAUSALITY ... ... ... 27 [37%
SEVERITY/INTENSITY ... _._....._...... 25/ 34%

44 WERINFXTEBT -1 H2EE

Viedoc Clinic User Guide | Viedoc eLearning

LITofER e o, BB NIRRT -2 OBHPROISVEEO LU S iz R CRRLET.

» ERoH
- BE

- BEID
ABROER
- BERE

s B ARV R TA—LERBT-EORELTWE ARV FOIEE (BEEA THNITEROHAR T ~b, BIFNIFIER 7 L)

ROBREOTIHERS NI TIBT — 40’ H 2 BEOBEIRRINET,

Subjects with confirmed missing data

n % SUBJECT ID
92 41 SE-01-332
. 2 41 SE-01-284
2 41 SE-01-316
2 41 SE-01-166
2 41 SE-01-110
48 100 In total

45 KWEROXIBT - 20 H2BE

LITofER & o, FERORIBT — 20BN RLBZVBEEO LS UERICERLET.

» ERoH
- BE

- BEID
ABROER
- BERE

PROGRESS

SITE NAME

Karalinska Uni__

Karaolinska Uni..

Karalinska Uni__

Karaolinska Uni..

Karalinska Uni__

LATEST MISSING ITEM (date, visit, form, item)

12 Mar 2018 15:33,

25 Jan 2018 08:43, Lyle W, Visit 1, Safety Laboratory Parameters, Pleas..

24 Jan 2018 10-53, . Visit 1, 12-Lead ECG. Performed
07 Feb 2017 14:05,

30 Mar 2016 11:58, Visit 1. Body measurements. Hei

s B ARV R TA—LERBT-EORELTWE ARV FOIEE (BEEA THNISTEEOHAR T ~b, BIFNIFIER 7 L)

ROBEDITICIFKHERORIBT — 27 H 2 BEOBBIVTRREINET,

Subjects with unconfirmed missing data

n % SUBJECT ID
CEH 62 SE-01-320
. 24 35 SE-01-344
22 32 SE-01-331
19 28 SE-01-249
16 23 SE-01-281
669 100 In total

46 RiFedn
RIEF— A SHAEEO TR, LFOF 7> 2 h5Y 25,

[s]
[a]
]
m
A
©

SITE NAME

Karalinska Uni_

Karolinska Uni...

Karolinska Uni...

Karolinska Uni

Karolinska Uni...

« PDF7 7AVE LTREFEERICRREINTVIBY ORTOX M I RF—258H 57,
s A= LTEEEARICERRINTVIBYDETDOX MY I RAT—REJOUPDF7 7 ALEEBA LT FLRISEELET,
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LATEST MISSING ITEM (date, visit. form, item)
12 Feb 2018 10:59,
19 Mar 2018 11:05,
08 Mar 2018 16:35.
18 Aug 2017 09:52,

28 Sep 2017 09:07,

Visit 1, Body measurements. Wei..

. Visit 1, Physical Examination, Lymph ...

. Adverse Events. Serious Ad__
. Adverse Events, Serious Adverse E..
. Adverse Events, Adverse Event. .

. Adverse Events, Adverse Event.

. Visit 1, Laboratory results, Crea...
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2

Selection page

BEERERE

%174 Viedoc System 2023-11-16

L=
WMWOER ETA4NEY T
12183
1374~

2. BEIRIREHE DOERT
24 H— FFR

241 BE D — FHfE

2.5 BRADHE
2.6 ViedocMe D E
27 AN bEa—

3FLVWEBEFEINTS

1 e
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BIREE TR, CEBNT 7L ATREAL TOMRICBIFE N LW 2EELBAFRRLET,

Selection» cards ~

Search

SE-KI-004

KAROLINSKA INSTITUTE STOCKHOLM

Status Age

@a Screened 512

FI-HU-004

HELSINKI UNIVERSITY HOSPITAL

Status Age

@& Screened 371
L

FI-HU-001

O s o
a 350

Showing 1-11 of 11

FOUND 11 CARDS.

SE-KI-003

KAROLINSKA INSTITUTE STOCKHOLM

Status Age

@a Screened 279

FI-HU-003
HELSINKI UNIVERSITY HOSPITAL

M sews Age
@l Screened 29.1

SE-KI-002

KAROLINSKA INSTITUTE STOCKHOLM

Status Age
@& Screened 509
L]

FI-HU-005

HELSINKI UNIVERSITY HOSPITAL

O sew sge
@lB Screened 269

FI-HU-002

HELSINKI UNIVERSITY HOSPITAL

M st hge
@lB Screened 30.6

SE-KI-001

KAROLINSKA INSTITUTE STOCKHOLM

Status Age
@a Screened 367
L

Show all sites v | Sortbyaddeddate v

SE-UU-002

UPPSALA UNIVERSITY HOSPITAL

Status Age

@a Screened 582

SE-UU-001 2
UPPSALA UNIVERSITY HOSPITAL

M s sge

@ld Screened 388

Viewperpage |20 [50] [ 100 | [

T7ANTREFEEH - PR TERRENE T, BROTHA VIGL T, BEBIRS—VORRHEIW< O HY £9, BEEREEOFREBRBLTILE L,

11 WO ET4LRY VT
BEBNEEOALICIE. FROWUVBZET7ANE) YT EFTIEDORAY FEI A1 —2HY £, BRI, BIRINWARRICE>TELSY 9, BRLAW

VEBZDFETBEEI LY a v 4BL CEsnET,

Show all sites

N Sort by added date v

BEBNEEO T —7VERTE, KV 020 e~y &—%2 )y 7452 T, BIR/RIETY - 922 ebTE &Y, BRSNABWUBIRFRESFL VY

BOXRHORYT TRENE T,
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Selection * cards ~

Search " FOUND 11 CARDS
Gender 11 D i Status 11 Age i1
9 SE-KI-004 Screened 51.
8 SE-KI-003 Screened 27.9
& FI-HU-005 Screened 26.9
9 SE-UU-002 Screened 58.2
9 FI-HU-004 Screened 371
& FI-HU-003 Screened 29.1
& FI-HU-002 Screened 30.6
& SE-UU-001 Screened 38.8
a FI-HU-001 35.0
8 SE-KI-002 Screened 50.9
S SE-KI-001 Screened 36.7
12 @R

BEOPBEEFLIIBEBICBLUNEI N ZDMBOBRERERT 51013, BMRF Y 7 RIRELEWT—FeANALES,

Selection r cards ~

Search

Subject key

SE-KI-004

YRT L, ER7 4 — L4 (CRE) ICANSNFHEBREICORLEY, BEEF—LR2TOTF—21E. RRICEATES2o0 74 L4 —TY,

C BEF—I REEVBEDO—IBTHIIBAIREERERL IS,
s RTOT—2E, BREENISRIN TV IEREZRLET,
» RTOT—RIE, PEEEBC7 + — LB TRERZTIBEICH. BARMLIBERINET, C0LIRIBE, BONAERERT I CEHY FHA,

FBEICRRT 27O BEF— T VBT 2BEDLET,

EE BRRLCHASEY FLAWEEIE, BTV Y ICEN G AR H Y £9, 707z v a3 —ERBHEEFICEMLEDE (LI,

13 743avr

LUTFoORNBERIRERLO 7/ 2 LR £7,

742 488

n RIEE - BIECH LEORBERY T Y £ 3RIBT— 4153
RRY -0DHEREZRIDDHDIFEDZ DEY

BT -BHALI-2TOARY FAANTER

0 EBEY - BEURALE DT — X NEFEH

https://help.viedoc.net/c/47e0ad/?print=ready 49/286


https://help.viedoc.net/l/a559c4/ja/#CRF
https://help.viedoc.net/site/assets/files/1779/issues_symbol.png
https://help.viedoc.net/site/assets/files/1779/issues_symbol.png
https://help.viedoc.net/site/assets/files/1779/task.png
https://help.viedoc.net/site/assets/files/1779/task.png
https://help.viedoc.net/site/assets/files/1779/complete.png
https://help.viedoc.net/site/assets/files/1779/complete.png
https://help.viedoc.net/site/assets/files/1779/approved.png
https://help.viedoc.net/site/assets/files/1779/approved.png

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning
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b4

g SRHRYBHE - 01— Y — I L > TRETRERE T, FAMVERE—FIch-TVWEY, BEN— NI REEROAZVWI—F— BIRIFE-&—
PTF—ETx =V ¥ —) NLE21—PSDVDLHICT I/ ERTEHIENTEET,

TR - A~ PRI NEATRTINTEL
XIDTAAVIEMBOEDRT —ZZT A AVICETEESARVESDARRENET,

ﬂ Oy IB- ARV ORTOT7+—LDT—2H0 Y 7iEH

FTRENDZTA AV, 21— —A—LOMERICE>TEAY 7,

2 BEBREEORR
HBFYA L0ty Ty T L > BERREEOERASORE Y £ .

» HBRICHBRIBIRN — Y HREINTWIIBEIE. R—YOEPCRRAELBIRTEET, POy I4 U Xx=a—hoh—F BE. ViedocMe, 1 ~> bD
WINAZRIRT 2 &, Ea—ARRSNET, ViedocMet 2 —(d, ViedocMelBENTHBRICREN TV IIBEICOABIRTE £,

Selection* cards *

Cards

Search N F

Issues

SE_K|_004 ViedocMe

KAROLINSHA INSTITUTE STOCKHOLM

Status Age Events

@& Screened 512

- ABRICHEREIRN —VARRESNTULAWVBEIE RR7 L FOBEICHh2HRE &2y I F22ET. h—FEBBEO L1 —%BIRT LN TEET,
21 H—FFER

H—FE21—TlE, 7/ ERATEDZTANCDIERD TN TCOBENERRINET, 7V v I LTEEHI— FERBICURTERRLEY (F74L0), £EHTTF—TLTER
REEBIENTEET,
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FOUND 29 CARDS.

=

¥ SE-01-018 B AE-423-0(
STATUS  AGE sg)a\;u;omg
8 SE-01-017 Lina-001
8 o 235-0 FOUND 29 CARDS.
5 SE-01-015 ongeing
Ongoing

=k

AGE 4+

Rand. Numb

BEOFNEZ. BNsn7AGECRROEMS NBENRYICRREINET, BEN—FE BLEOF T2 3 v 28IRT 2 & THUBRA TSI EnTEET,

Show all sites N Sort by added date a

PROGRESS 1t Sort by importance

Sort by modified date

|
Sort by added date
I

» BEEOBVIBICHANEZ -RIECHEOH 2 7+ —LEW~EZX D
« BEINEAMTY - b -BEEINL T A —LEBIETY -k
- BIME ATy — b -BIENE T 4 —LERIETY — b

BEOERDEE DA TR L1 WIEEIE.

BEBHDBE/ v LET,
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- A= FREBICEBRIRARY 7R/ L 2N—%R (BE)

TRTDT7A—LHAY 7 ENTVIIEE (BEEE-2—AT—%%0v 7)) BEH—FBICO Y /T4 AVHERRENET,

SE-Stockhol

STOCKHOLM

a 51 01 Oct19

002

&

Show all sites

Show all sites

Karolinska Institute
Stockholm

Uppsala University Hospital

Helsinki University Hospital

Martin Luther Hospital

United

Richmeond

) Include deleted subjects

FE! BEREETEO-LOTRENERBEINTLARWS, XXV EFTTE1—V—ICBELRL BEXT—RRAFZTOBEOHRICH T 5—RAAT -2 2%k
RLET, —H. BEFHAC 1T O—LOTREEZEBLTCEBEORT -2 XA ERML T, HRIE FHAC2—CTHBEICEBOTF v /v — Mt

Oy 7 ENTWYTRIBENHY £ BIREE CIXZ 5 TERVEREML?H Y £9 B0 21—V — 0 — LICKEROEECEKRT T OBE 7 + — LD H 57-0), BE
BERRRICOWT T — 2 A NS - RET B EBBLTIEE L,

22 MREOHE

FOREE 2 — (ICIIBEFEORIE (1> 2—) BYRMRRSNET,

20 Selection *  lssues *

Search N FOUND 9 ISSUES.
Medical History
2 Fl-HU-002 et

Hetsinkd University Hospital Description of condition / event / surgery

2 FI-HU-002 Prior and Concomitant Medications

Helsinki University Hospital

Brior and Concomitant Medications
Dose

Brior and Concomitant Medications
Prior and Concomitant Medications
Dose form

2 FI-HU-002

Hetsinki University Hospital

2 FI-HU-002 S ———

ISSUE DETAIL 31

1 Missing data
Nicholas Hall 14 Jun 2022 14:21 UTC

1 Missing data
Nicholas Hall 14 Jun 2022 14:22 UTC

1 Missing data
Nicholas Hall 14 Jun 2022 14:22 UTC.

1 Missing data
Nicholas Hall 14 Jun 2022 14:22 UTC

CONFIRMATION 41

Show all sites

STATE 4

All open ssues

TaesV) v T2 AN RELI 7+ —LHHEET,
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FY F-HU-002 = #1-Term: - Start Date: ~

4 Formisin view mode. Click Edit to make it editable

¥ This form contain: § required fields

Prior and Concomitant Medications ' =

Sequence number

Name of drug / medication / therapy

Aa stow HisTorY @ (D

1

Reason for administration
(®) Medical history
() Adverse event

() Other

Dose Unit Dose form
-
Freauency Route
Start date Ongoing?
O O
p Form History
Nicholas Hall | Viedoc™ 4 72 8258 15573 | 2022-08-16T15:49 EEST
NA | 1.0 | Viedoc Me study | Helsinki University Hospital
7—LEBHLZ L. BEY R MCRY 9,
o, BEALEOFAY 7L YR M EFEST, BIBEY R MIT7 4L EZ—% DD T ENTRETT,
Show all sites ¥ All open issues
CONFIRMATION 1t STATE 11 Allissues

All open issues

All queries

Open queries

Queries awaiting approval
Missing data

Form upgrade pending

Form link broken

- BRI -BEOMRE I TORROT - X BB 5
. Bl EhABEEST

- BEOXA T AT—4RTE
» 2TORE:

a. RIBT—%

b. AT —RXEMbKL, £ThsTY
C.7H—LBEIRY T4V

d. BB EEE O R

« KBRORRE

a. RIBT—%
b.EZFHLDITY
C.7H—LBEIRY T4V
d. BB EEE O R

« 2TCDUTY
. KfgROs T
- ERFbL0oTY
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» RBT-%
» TA—LBEINRYTA Y
s TE—LU PN

2.3 ViedocMe DHFE

ViedocMe7 #7 > b B2 —Tld, HERI—Y —EBHZEOFESNT L 2 ViedocMe 1 N F DIXEEERH L7+ AT v TN TEET,

Selection »  ViedocMe ~ N

Search " FOUND 11 CARDS. Show all sites v | Allaccounts
ot #LOGINS (LASTLOGIN) 41 compUANCE 41 #MISSED EVENTS (LAST MISSED)] 41 STUDY CoMPLETION 41 NEXT SCHEDULED 41 ACCOUNT sTATUS 41

| o SEKI-004 50% v o 100%

Karolinska Inscitute Stockholm

| & sexoos 0% 100% =
| & fhoos : 0%
s SEQU002 0 - 0%
| g fLhu-oos, - 100% 0/2- 100% : (o]
& FLHUS00S 0 - 0%
| o FI-HU-002 . . B}
-“ Helsinki University Hospital EEST
| = seuwoo, : - : : =
| 5 Fl-HU-001 . . B
HelsinkiUniversty Hospitat
I cC VI nn» 10 PR 172
BEEICVOVTUTOBRA YR Ty TS ET:
- BEID-BEOID. TNAR—EHA b
» #ATAY (BEEOTAY) -0 VESE Sy AIREREOR T A
» AVTFAT VR -FES N/Viedoc MeA X MEHRKIR
» #ARRETOARYV+ @EIOKRRETARYF) - KT T DViedocMe 1 X b DEEHE. 5 v AIREBIDERTT DA XY FAFRENET
« HERERT- FEEINT L BViedocMe A X MCEDOWTEEA XY b OEHIRR
- RDARY b - REViedocMe A X > + 0 HEF
« PHIVPRTF—RR-BETHI Y FOREDRT—R A, BETT74 LR YV ITEET,
» TRTDOTHIY b -ERE N TN TDViedocMe T h 7 > b EHE/ A — T~ /Ay &
» EWE- T PR ENEDBEL T AT Y A S Y LT ARL
s A=TY-BEHNDRCEL—BIEASA LT ATV b
s Ay -0y IINETHI Vb
» RAEEE - EEMERENTLARWT ATV b
24 ARV IEa—
ARV PE2I—TRYR Ty 7ENEBEBORANY FORT—ZXA—BFRENET,
Selection» Events ~
Search * | FoUND 11 caRDS Showeventypes v | | Showallsites v sonbyaddeddme v
o Study Start Screening Baseline Home adm Follow-Up End of St Unschedu Bxtra Lab BxtraLab Bxtra Kit A Medical H Adverse E
9 SE-KI-004 -] -] /] a
8 SE-KI-003 -] -]
& FI-HU-005 -] -] -]
8 SE-UU-002 -]
8 FI-HU-004 ¢ A a a@ &
& FI-HU-003 -]
B & Fi-Hu-002 a 1]
& SE-UU-001 -] -]
& FI-HU-001 -]
8 SE-KI-002 -] -]
8 SE-KI-001 -]

BOOFIEIC, BEDOARY FOWTNDICEB/IZ R/ BN ESIDERLTVET, FBEL AR O@EAENH BEICIE. BB PFICRRSNET,

LI Vv rTDE ZOARY PR=VICBELET,
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At Details

US-31-004
e scraening Bacetine Home sdm Follow-Uptest  Final idt
mo 2om Doam B L

Screening «

12-Lesd FCT

-

TIIFDRD EI Y v 0T HEARY FE2—ICRY T,
ARV IDFELAVEDOELEY ) v 0 T5 L. ZDBEDRHANY FHRRINET,
BEVRAME, R=Y0FLICHE POy TEI VYR M EFESTTANRY Y ITTHIENTEETS,

ARV DAL TR
- BEARVE
- FEIM ARV
+ FERSERZRA RV L
= ViedocMeqf R b
« BERRE - RO E TR T OO T — 2 EFRLET,
- HRENhBEESDD
FEIRR -V DARY fE2—2, ARV M BRBRTYAM OHBRANY MRETRESINALHD) AERENET, BVIRLARY M H2BEIE. HIZIE 740
=Ty 7O, THAA=T v TODLIII, ARV IFRBOTRICHT Y EAHARREINET,

3 WmLLEEZEMT
L L BEOBISE.

1RO F Ry 787 U F 2 olER &R Y, BEEALEARBEEOREDCH— FIcH2HLVEBEEEBINT 2743 %2y 7LET,

HBOBYO 7 » —LhFRREINET,

27— LOANNERT L. BLORFEEZZ ) v/ $25E. HILLEENBMSNET,

EEIFLVERECBINTE 20, HEREHAA N L7+ — LOREMERZF OV -0 —LOATY, REERN?EVIEE. BILLA—-F2ZEBIMEZRIRCES <
—YORLEICTAAVIEREENE A,

EEOEMEEROF 21— U TLBES ZSEEE 0,

MDAy £ —INRRENIBE, MERICRESNTVWIRREEHEL TV LH, HLLEELBINT2 LA TEEFA, BRAKULICH L VWEEZENT 24
ELrHHERIF. RZTA -2 =TI v —IEELTLEE L,
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Add new subject | Close |

The maximum number of subjects reached. New
subjects can no longer be added.

Ok, | understand
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2

Entering and editing data
T—RENN - HWET 5

F{TZ Viedoc System 2024-12-06

165
11 BEEEE
12 7 4 — 1 O—4
2ARY FEEMT D
23|EANY b
2.4 BERFERER A N> b
3.F—2%NNT3
35RO T IV RTT

%292
36 7A—LICT—REANITD

361 Aft
3.6.2 [
3.6.3 B
36477 4ANTy7A—F
37 7x—LEDY >
375 V0T + —LOEF
376 U057+ — L EIENTY Y ITRT H— L
BITV VIO 74— L5 BHTD
38MHDEE - fthA N> b FOEL 7+ —LICEEET D
4. T—RERETS
548VIRL 7+ —L
6. JIE—TEEA 7 +—L
ILRET—2THBI LRI D
8.754_—b/—}
BIARY DT FAR—}/—}
810 74 —LDTFANR=F/—}
BN 74 —NVFEDTFAR—}/—}
9. VTV %RMRTS
10. AESEEME L 7 + — LBRE
1012 BAESAREEL 0 — P04
1013 7 4 — L\ BRRDPDE
101427 — 2 2B (2% 0) §5
10148 T X FHEZWT 2
10149 7 7 A NVEEEBUWT S
101410 7 7 AV ORBEERUS 2
1015 FT—2eEBEWT L L LS5 dh
104511 F— 2 HH
101512 PDF
1016 EZM S N/-T—RERRTHICIE
NZ7AMERDTFZv I VR

1 HE

11 BEFEEE
EEENEECEEN - FEBIR, - 3BE LR CERY 2 L BEFEE HE £,

a b c
Details 2 OE )
DE-95-077 a Search Show all events
BERLIN HOSPITAL . . . -
Screening Baseline Follow-Up test Final Visit
STATUS AGE Screening End of Study
@& Ongoing 411 1072000 160720 0720 25072021
——
29% 4/4 8/27 H 6
= Screening Protocol e
not set
Screenin
Demographics EE °
Scheduled date
Event date o T v not set
Common events o I a
Medical / Surgical History (2) + Event date.
I Check Questions Y 1407 2021
Prior and Concomitant Medications (0) +
Adverse Events (0) + Physical Examination . P
Subject's non-study medications (0) Vital Signs +
Subject's adverse reactions (0] P .
Subject's exercise diary (1)
Body measurements +
Subject's daily pain report (0]
Wound Examination +
Add new event * Laboratory results +
I Evaluation of objective tolerance o e

FAEE CIRUToBRr RIS NET

1 BEFE - BEID, BB, 2T -2 AOHPE

HE BESEEE T, O—LICED SN HBEREEBLEERXT 4R ELE2— 75/ 4FRLETH. BIREE TIE 0 — )L OBEBER,SERBI N L

O, (EEETEI-Y— b T BIREHOEER T — 4 R CFEBRROBEO WA T — K ANTRENET, fIZ I HFEEE CREZGBOFzvIv—7
MFVTNE, £EOY 7 SNTLEEREMA S Y £ 94 BIREE CORREE->TLEEVWSIBEAYNHY £ 01 —F—0— LA Z OEEICXTT 2 KEHOE
¥/7 45— LEF-TWNDA) .,

URD 7577+ —LORT— R A%ERLET,
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757 nE

DM F—42<3—% v — DataManager DM) IC & > CTF— AL Ea—ENihESnERLET, EITFEATHNEFOF v I/v—IHDE, LE
1—FLTHNE LA ITBY £T,

CRA Clinical Research Associate (CRA) IC& 27 U ZANL E2—DA v V75— —, ETEATHNEROF v I~v—IHD&E LE1—FbThh
LAl £9,

sbv Source Data Verification (SDV) DA > P47 — & —, EITFEATHNIEREDF v 77— Hh2&, LE2—FLbTHNEILAITHRY T,
avy Ay 7 3NTWRBHIFERE, Ay 7INTOARWBEEIEILAIChY £7,
RAF—RR AT —2DRAT—2R%RLET,

s TA—LDRTLTWEOG
- TA—LIf@dh L oOREN H BIBE. FFET Y-
TR BOT7F LIS T I IPERRINES AL
2. — I N—IZIFL T OMEEN B W) £,
o BEBIREEICRS
b. ViedocMe D&
c.Viedoc Connect% Bis&
d. FREEEMN
. BEMEBEBT 270D oL
CEHENEYETORTWSO—LPHERICL > TIRBFIATE £ 7,

 BEOVY L LT ZIIBRTHL vy RV ETBLLEESW,)

J}

- FeRLEa—aY Y=L (LEx—1ER%2EF>0—ILA)
HLCIR, 20 =hbba— SDVEAY I, T2l Ea—LOy /DLy RVETEILES L,

ETHFa—FUTLOT—2NAHTEELLI VN, (ETFEERRE A Y £75)

BARYIRTA L= - BEOHEBANY e, REIDARY PE2TDY X b,
BEEALLD S AR P ORENABETT, REXFIIONFNBENILTOARY FATAILZY TSN, RIAX—ICFRRENES,

BEEALTIE. BREAPDVEZ Y., ARV FORFAE (BRIOARIIFFAH — FRR) 4BBEL) TEHIEHNTEET,
LV M RERERICHT 21 X M EH DI, "BRIOMERRIHIVERA 2 L ITRTDARY PHARRENET,

BICHBRAY TRV YR M SUTEBIRTE £ 7,

" BTOARY R HEFRR

- EBEINZTRTOARY FEFR
- FEINTOAELDARY FEFRR
« BEBGOANY AR - IERR
- HlBgRE ARy P EFRER - B

4. BERFERER A N> b - 22T, FNENDARY bBE IV Y /5L THEFBERALEDOFESNTVALARY FZBINTEZEATEET,
Elo, ARV IEBMNEY ) v 0 $52ET FEIDARY b %BINT 22 L LARETT, FERFERERA X b d, A XY FRICEDSVTEFEO A XY b ORICEMNE
N, ARV IRFTAZ—ETRRIND LS ICRY T,

5. ARV IRFAZ—TBIRLIARY MZANATE 74 —LDY Xk (2),
TH—LnN=%7Y v LTHE. T2 NNLET, dBROREL. T 2ONNETRECT 2720ICIEA RV b7+ — L% BLBRRTIVENHBELHY £
o A A N P AEET 2 & TSI,

6.RREH. FEA (RESNTLBIEE) . A1~Y FH BESNTWBIER)

1.77AR= /=, HRIBRO T T AN/ — b a v EIBIRIEIL,

12 74 —Lo—f)

BHEFENR—VTI74+—LzI Vv o328 207 x—L0HEET, UTFE7+—L—hIOA X =2 T,
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1 2
F} seanu-024 - Visit 3114 Nov2017] -

o s B 65HOW wisTory () @@

Was 12-Lead ECG performed? Date

x Form is in read-only mode.

12-Lead ECG

L]
&
&

= ' .
(®) Yes () No * 14 Nov 2017 00:00 B B
."" s
8 (Was12-lea | |» | Yes Initial dataentry | (294) 20 Nov 2017 11:51 CET 4 :
8 Date | |» 14 Nov201 Initial data entry (294) 20 Nov 2017 11:51 CET A
;
-:.
:

Clinical judgement

() Abnormal - Clinically signiﬁcqr‘lt

(i:' Normal (_:' Abnormal - Not clinically significant ()

8 Clinical jud: » Normal Initial data entry | (294) 20 Nov 2017 11:51 CET 4

p Form History E‘; Add note

Dr. Defio User | Viedoc™ 4 5@6 31800 | 2019—&“3'55 CEST
| 320 | A demg study | Academic Higi\tat Uppsala

1LEBEID: 20 RFAYy FEY Y CHMBOBEOR 7 + —LICBE T2 eHTEET, L CELUT, thoBEE A~ b FOFV 4 —LICBET 2% TBES L,
2ARV IR ZORAY TEI VD OMDARY DR T 4 —LICKBEITE I EATEES, 3L LT, MhoBE - A~ F FOE 7 4 —LAICKBEIT 2% CBR
S,

SEL%:BL2R2v%520 Uy LT74—L%EL. BEFEEEICRY £7.

4.7 —LDRT—RZADNFRINET, HIAD AT -2 X% ZTBLLE W,

5BEERRT: AAvFEFVICTEE, &7+ —LIBROBENERSNET,

6.7ovavEaV BRLI-WT 4 — LK (IBE) 077y avRaraEsUy oL, BFLAEWT /v a v O BAEIRLET, (Bl: T—20 002 L 2R 5.
TIAN— R/ — +EIBINTZ) A, TIET X CTHL L AHRTH, BLOTTAR—F/ — b H#BBLTILEE,

7.7+ —LOBE: 75— LOEFE CBIEEN,

8.7 FAR—b/—bEBIM: 751 _— b/ — b ZBIMLAEWVERECEOEZ Iy LET, ToA4—F/ — F#TEES L,

Q7 4—LDTYR—:T74—=LT74 Y K707y Z—IZIELATOBHRIRRENE T,

a1—HY—F—L

b.Viedoc/X\—< 3 > F /N —

cBREICT +—LhRES AR

d7orarn—a>

e ARy FARBINERTENLERT 1 v —Y arF -
. ERE

9. ERR=

2 ANV IEERTD
LUTO@EY . BEICHLT2FEO ARy FABNT2 A TEET,

L BEAN b -BERICFESNTULBAARY kT, Viedoc Clinic CEHET 24 Ry b, /- 3EBERABOARY MohY 29, BEAROA~ F OESIE
ViedocMe % 4ZH1 LT, &I L > COHENT 5 2 EHTE £, NJIL7F — ZIHE("Viedoc Clinic CRIBSATAEI 4 ) £ 3
« BEEEERERA o b (BEREERERA N> b)) -BRICEE CEALA AT b

AR MCET2T—22ANAT BT, EFTARY P ERMTIUENHY £7, 72720, ARV MIAAINET—RICEIVTARY FEPEERICHBII NS &5
12, SBRTYA ¥ TRESNTVWIBEEMIb Y £ 7,

HEL AR FAYBENICGRES N AIES. BBRT VMV OBECH ST MFOLWThA A ARV FA7 + —LICEBREIWET,
v ARY A7+ —LISEBERES A £ 7Y a v B TENOES IIRENTRE, IRV A7 A —LISHL T/ TUARTTE LI TE S,
« ARV MA7 A —LRFEETEAL, DFY, BEFEER. LCa—3v V- BRIV YL, BEYRFTARNY FAT7 A —LHRRENT, ARk
BICH LTI T U AZTTERVIREE, ARV FATZ+—LEX MY ZRCHBENRVA, TF— ZHAICEFIATE 3,

21 REARV b

FEINTVEARY FEEMT 2 ICIE. UTORT Y > TS L,
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1 UTOWFNADOFEEFE>T, ARV P74+ —LZHEXT,

a- ARV I BOBREICHEARY P EANNES ) v o LET,
b-74—LEDARYFRA%ZZ Uy 7 LET,

c-BRIO~A Y ICHEFERAZ Uy LET,
d-BRIORA Y ICH2ARY FRAEZ Y v I LET,

Scheduled date
not set

Event date
not set

2 ARy MEBBEEANDZEZ Y v LT, BISERVET,

SE-Stockholm-012  Visit 1

Visit 1 NocHaNGEs (T5)

D Form History
EE BICFEESNTLDS AR MIOWTE, REAVERSNET, MEBLSI A~V FHEAND LGS, BEX v t—INFRRSNET,

3 BEFEEs UV LET,
ARV FADKZATOSHEL SN, ARV P ARSI NET, (X b R5F— 2 2SRRI YEDY £7,

22 FERFERZR A~ b
FADTARY FEBIILT, FHETZICIE LFORT v 7> TS W,

1 EEMMEE . ERORACDIRY M EBMES Y v LES,

2t Details

DE-95-077

BERLIN HOSPITAL

STATUS AGE

&a Ongoing 411

|

29% 4/4 8/27

T events forms
Demographics oM cRa sV

Common events ey
Medical / Surgical History (2) . ARV FEBINOZATOIHPBEEES,
Prior and Concomitant Medications {0)
Adverse Events (0)

Subject's non-study medications (0)
Subject's adverse reactions (0)
Subject's exercise diary (1)

Subject’s daily pain report (0)

Add new event +
2 FRy7E9 v URMhoARY FPREBIRL &4, BIRTE2 4~V MBI BBRT VAT —ICE > GRRESNET,
3 ARV MEEAENAE S Y v o L. BEEBRL £,

DE-95-077 = Add new event [ ciose |

Add new event

Event name

Unscheduled &

(© Plan event (@ Initiate event

Soff Ann | Viedoc™ 468 7923 26999 | 2021-09-16T11:16 CEST
11400 | Demo Study | Berlin Hospital
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4 ARy bEBMES Yy 2 LET,

ARV PHOZATRIHABEL D, A~ EHEING S PICREBESNE T, RKEDA NV bAARY FRT A X—ZFRSh, A~V FRICESWT, BfF
ARy FPOBIHEANSNE T, ARV FRT—ZAHKBRITVEDY £7,

3 T—%EANNT?

31 EEOT S IR T TIEET B
FE FoRENNTERIERO 7 S0 R T TIEERITO L. T2 OERCZOMOFA LB LS| SR TN H Y £, DD, T—REANDE IR
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32 T7H—LIZT—XREANDTS
ARy FORMHBEENEZIEFETERESND &, 7+ —L~DNDERIRT S TEET,

174 —LICT—2ENAT 2,

I Visit date oM cRA  sov n
Check Questions +
Physical Examination +
Vital Signs +
Urinalysis +
Clinical Laboratory @ +

2 EEZANALET, FLACDEBRAAGENERNICSN2HDICR>TVWET,

Physical Examination

ND - Not Done
Was a Physical Examination performed? Date of Physical Examination
(@) Yes () No v MMMddyyyy @&
Clinically significant findings should be recorded in the Medical / Surgical History log.
_ .
Height Body weight Body Mass Index (BMI)
c kg kg/m*
Body System Result
General Appearance [ ) Normal | | Abnormal | ' ND

3 TEEFRFE7YvILTE—TLET,

ARV MIFLTETD 7+ —LDBANAIND E ARV IPRTLEZERBRIN, ARVIRTIAZ—DARY FRTICGDF v /v — 0 HRREINET, AT TIHIE
BoNAGEE@BRL £7,
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- iEE
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s21 Aff
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ClaFent date - FARDOAAA

¥ , - EROANS

‘esterday

« FEOHND

Day not known

Menth not known

Clear

v ALY R=—DTAAYEI Yy L, TAME Yy %o CAMEBIRL T,
+ Apri52019 - BavR—=%0Yv o LT, 120BAERRLET
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BRDONAFGEGZ 225 9,
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« BEOERICH D PRy TRy A =a—%0 ) vy L, RECKIZRRL £, Current time
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Lo Uy LT, BEEBZIZENALET,

323 &BH
BEOEMEERT 5013, HEREEFORSFBIRLThr S, BEEANDLES,
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Ty TA—RARTITEETTIA—LEBLDEILIITEEFA,
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» Ty T7O—RTEL 77 ALOREIIEA2GBTY,
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s eFaUT 4 LOBHRS S, EF7FALDOT Yy TA—FIETEEGA, COLYRVOREBICHDZ 7 7 ANERD T T v 2 U Z RIS, $R—hEShTuAL
77 AV R CRBEINTVWET,
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. Details

001-001

UPPSALA

f Date of informed consent  Age

(i 16Dec2021 61

100% 11 10/10
of study events forms.

Demographics

Common events
Medical History (2) i
+
Prior and Concomitant Medications (4) +
Add new event *

2 ZoflTlE, BIAEERMREEY + —LABFEORE 7 A — LA VARV RIZY v I S BEARNY ML CHBENRALCEOH2EENDTS LI
LET,

;
PSP N N——

Show deleted events (7] |o#| Show review status
-~ Medical History 2 events. Add new
2 - Back pain - 16 Dec 2021 |
5 - Back pain - 16 Dec 2021 [~ |
| Adverse Events 2 events. Add new
» | Prior and Concomitant Medications 5 events. Add new
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RITAREE/HEEY » —L0GRICH 2FRBIMEZ 7 U v 7 LET,

EZ®] 001-001 Common events Close

[] Show deleted events (5) [+] Show review status

»  Medical History 2 events. Add new
» Adverse Events 2 events. Add new
~ Prior and Concomitant Medications 4 events ’Add nev\r‘
F

3 - Paracetamol - 16 Dec 2021 R ]

4 - Alvedon - 16 Dec 2021 & W

4 ERAEE/MMAE A —LICHAREE Y v L, ABLEA TOBBED 7 4 —LA VAR ANETRREINET, FERREAY v/ 74T LI ROy 74y
URMcFRENES,

1. Drug/medication/therapy DEZFRE AL £ 9,

2.2H T HBEEEIRL £,

SEEREYEI Y v 0T DL AIAER/HEEY + —LDBET £ — LA YRRV RIZU Y T ESNET,
R

s UV OTATLT7 =L ARV bOFT, ARy FAMFICE->TCAFOHEVWLOLBIEIC (FV41 Y EOIBFRARBL-T 77 1 ET 1 O)EE)
TRENET,
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5 (B EEOVVITATLEI Yy ITHE TDTH—LDFREND LI ICHY T, TOFITE. "BEBER, 7+ —LEFRLTVET, 74—L%H
Lae, TO7+—L4L (ZOFITIE. BHABEE/MAE Y+ —L) IRV T,

ooro0s -

# Formis in view mode. Click ‘Edit to make it editable

Prior and Concomitant Medications swowisToRY (@ (D
@
Sequence number MName of drug / medication / therapy
3 Alvedon
Reason for administration AE Form link
C Medical history 16 Dec 2021 - Headache

(@) Adverse event
16 Dec 2021 - Headache

[ Cther
Dose Unit [:' Dase form [:.
250 Milligrarn v Capsuls v
Frequency Route [:u
Twice daily . Oral *
®
Start date Start time QOngoing? o
* | 16 Dec 2021 [ ] » | 01:20 ® [ Yes (@ Mo
End date End time
v |16 Dec2021 @ * | 01:25 ®

HEI 7 =LYUY ITATLT74— VR TRETZ2 21 TEET, Ihid, FIREEEBRI’SEH 2HBEIC. FED 7+ — LAV RAX VY RERRTD2DIE
T,

331 Yo7 ¥ — LAOEF
UV okD74—L% Yty b, B, T—2BELEETEHLAES, ROLSICARYET,

s UV OINE T A LAV RER VY RAERU T A —LICEA Y2 —7 50 FRBOLITA YY) iERENET,
UV OTATLEEC 7 A — LRSI — Xy I NSRRI NET,

A linked form instance has been updated and needs your review and approval. Click Edit to update the linked form instance and review the
a form link item. Update as necessary and click Save.

332 UV T A —LABEHEINSY v ITTT A — L
EERNEE CRE,C 2 —2BIRT2E, Z4—L U IHPINE TRILERNENTWVWEDOT, UV I EIHENY > I/TT0O 7+ — L% BBRICHBITEET,

S S
( DEMO | The study is currently set to operate in demonstration & training mode. Do not input any real data. ( DEMO |
20 Selection »  Issues ~ 2.
Search FOUND 4 ISSUES. Show all sites v All open issues v
D 41 REFERENCE 1 ISSUE DETAIL 4t CONFIRMATION it STATE 41

Prior and Concomitant

Medications
001-001 . . Y Form link broken
o2 prior nd Concomitant
Uppsala rior and Sencomitan 15 Feb 2022 16:23 CET Eormiinkibroken
Medications
MH Form link &

BEBINEEOAAY ME1—TlE, 4A¥2—757 (FBO[ITA3Y) TY—2ENTLEO CEEOHRNEHEICCE Y, REFERICHRCE, FE757

FBED[I]T743Y) TR—0ENTWES, FBO[I|A>21—775T74aAY%0 Vv I$2IETEREN—FERRT D I HRET,
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2t Selection :  Events -

Search FOUND 6 CARDS. Sheweventtpes v Shewallsaes * Sonbysssedame v
ooen Medical H Adverse E Prior and

535 001-003

3 002-003
B = oo2-002
& 002-001 = ]
B 2 oot-002
B = oo1-001 = = a

BEH—FTlE. FBOIM>2— 77074 AVHARRINTVLIDLRLONET,

1 Details

002-002

STOCKHOLM

ﬁ Date of informed consent  Age

w'» 16 Dec 2021 53

I
1% 1/2 2/18
of study events forms
Demographics [=h

1 form with issua(s)

ICommon events pefiakead=Y ;i | I
Medical History (1) ¥
Adverse Events (1) +
Prior and Concomitant Medications (3) +

Add new event +
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1 FEOLM 2—750T742v%52 vy LTRIEZBE 4, (ZOFITHIEIERARY FRICH Y £92)

21 Details

002-002

STOCKHOLM

[w | Date of informed consent  Age

%4 16 Dec2021 53
I

11% 1/2

of study events

Demographics

I 5
E¥ 1 form with issuets)

2/18

forms

rCommon events

Medical History (1)

Adverse Events (1)

Prior and Concomitant Medications (3)

Add new event

2 CoflTiE, BRAEEMHEEE Y £ —LICHEHRBO[M 21— 750 TAAvE 0 Vv I$hE, A21—0bHb7+—LrEINET,

@ 001-002 Common events

+ | Medical History

+ Adverse Events

~| Prior and Concomitant Medications

() Show review status
1event Add new
1event Add new

2 events. Add new

I[_‘L - Cetirizin - 21 Dec 2021

oM can  so “]

3 ZEREVEIUVILET,

Ciml 001-002 ~ 1 - Cetirizin -

£ Form is in view mode. Click Edit to make it editable

21 Dec2021 ~

form link item. Update as necessary and click Save.

A Alinked form instance has been updated and needs your review and approval. Click Edit to update the linked form instance and review the

Prior and Concomitant Medications = =~ o @ siowistory @) (I

Sequence number

1

Reason for administration
() Medical history

-

(@) Adverse event

() Other

Dose Unit

10 Microgram

Frequency

‘Once daily v

Start date

v |21Dec2021 @

End date

v 21Dec2021 &

Name of drug / medication / therapy

Cetirizin

AE Form link

21 Dec 2021 - Utslag

Start time
* 0000 @

m End time not
~ available
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4 Uy IoKOTATLNERIND & BEHPIFERS NET.

Prior and Concomitant Medications

-
Sequence number Name of drug / medication / therapy
1 paracetamol
Reason for administration MH Form link

(® Medical history |

Adverse event 21 Dec 2021 - vark

Other

| @ MHFormlir 21 Dec202 » Automatically updated due to dependency change

34 fHOBE - b1 > EOFL 7+ —LICTEEITS

TA—LEBCERBIBECARY N (T4 —LHZOMOERHRD A XY MIHZFENTVRIRE) 2F S —bTE2L3 1AV ES, UTOBEY. ZOMEEE 7 +

—LAYR—DRAY TEI YR MASFIETEEY,

- BEBOBEH:

F4 ni-umc-002 -

ab SE-AHU-06D

8 se-anu-o061

SE-AHU-062
8 b

8 se-aHu-063

db SE-AHU-064

- ARV NREOBE)

Visit 1[21 Sep 2018] ~

Add subject [21 Sep 2018]

Visit 2 [28 Sep 2018]@

Visit 3

4 TL%ElRETS

BRIRELET—22TEET B2, UTFORT Y FIfE>TLEE L,

1 TELAWT— 25807+ —L5EEET,

https://help.viedoc.net/c/47e0ad/?print=ready

68/286


https://help.viedoc.net/site/assets/files/1781/dependency_change_error_message.png
https://help.viedoc.net/site/assets/files/1781/dependency_change_error_message.png

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

2 7r—LOBEICHD, EBEI Yy LET,
FA sE-AHU-024 -~ Visit1101 Nov 2017] ~

# Form is in view mode. Click Edit' to make it editable
Vital Signs cBa soy sHow HisToRY )
Blood pressure Pulse
Systolic €) Diastolic €) Rate @)
120 60 68
mmHg mmHg bpm
.
Were Vital Signs measured? Date and time
o Yes No v | 01 Nov 2017 00:00 B O
Clinically significant findings should be recorded in the Medical / Surgery history log
D Form History (4 Addnote
Elise Langenkamp | Viedoc™ 4.38.6533.25159 | 2017-11-20T15:55 CET
1| 33.0 | A demo study | Academic Hospital Uppsala

3 T2 %EREL. BEBRZRAE/ Vv I LET
LATATHEEET,

Result

Choose reason for changed value

) Transc ription error

::_:) Query resolution

::_:) Other reason (describe below)

Ready Cancel

4 FRICER SN TLWIEFEEHZZSD, ZOM (FRRICiEA) 27 Y v 7 LT, ZOEoBHREANDL T,
RTEIV VI LT RICEBRBEREFEZ 7 Vv o LET,
EE!

P B R—F BT AR A=Y A —ICE o TAY I ENTVWE 74 —LIIRET 22 ENTEE A, AV IENTVE 74 —LAEREL-VERIE. T2 —
ICBEBLEDbE S,

» BEMRE L7 (ViedocMe) 7+ — LB T 74 b TRy 7 a3NET, BEE—H4EIC. BEMRHEL 7+ —LOEEZEELWEHRE-4—ICBHLED
HCREEN, RBOREICL->TE, EZ4—2EERE 7+ —L00y V5B TE IRV HY £7,

5 ®BVIRL7+—L

12070 T4 ETAICTTIALE 74— LT, BHOA Y REVREERT2 2N TEET, INid. RBRT YA TT74 —LDBYVIRL ERESNTLRIEFICOH

AHETY,

Visit 2 <=

I Visit date |

Enralment

| Eligibility
Check Guestions
Vital Signs
12-Lead ECG
Visit status +
Medical / Surgical History +
Lab [~
Lab [

+ Lab @

https://help.viedoc.net/c/47e0ad/?print=ready 69/286



12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

BUYIRL7A—LDT—ZA b7+ =LAV 7+ —LDORICRREN, +T7 A AVHDOVTVET, XA Y7 +#—LDLIZT—Z b7+ —LAFTRE NIEA,
NiFIE—TREA 7 + —LTY, UTOERE CHRO L, I C—BRL 7+ — LA TSR E N,

Visit 2
Visit date H

Pre-dose
Check Questions
Vital Signs
12-Lead ECG
Visit status

Lab

Post-dose
Lab
Safety Laboratory Parameters
J\ Test form that is copyable
J Test form that is copyable
JI Test form that is repeatable

J Test form that is repeatable

BYVIRL 74 —LDAA VDT =LAV RAEVR

BVIRL 74 —LDT—R T —Le AAVDTH—LAVAZ Y ZADRIZERIN, +7A4AVDPDOVTVET
LOAE-—TEER 7 A — L DA AV DT =LA VY AZVR

LOAE—AEEAR 7 A — LD T—RA T A =Ly AAVDTA—LAVYZAZVADLEIZEFREN, A== D0TLET,

BURL 7+ —LDA Y ZARZYZINATZITE. LUTFORT Y FIfiE>TLiZE Ly,
1 T—R b T73—L%IVyIFdE 74—LOFFLWA VY RZYZNBHEET,

2 TH—LDAVYREYZRIZNAL, #FEEI Vv LET,
B)VRL 74 —LDA Y REY ADBRABEBATVWEWES, 74 —LDHLWA Y RZ Y REFFETIEICT—R b 7+ —LHRRENET,

BUIRL 74— LDA Y RE Y REHRT 211, UTORT v ZIfE->TLEE L,

1 gD 7+ —L%EE, EBEIY v I LET,
2 7+—LEHBES Y v o LET,
3 7+ —LEROBHERIR, $EANILT, BRE2 Vv I LET, 74 —LDA Y 2Z Y ZNEIRENET,

FBYIRL 7 A— LBV EY FTRZENTEERA, T REHEELLZVBAR. BVIRL 7+ —L0, BETIWROA Y 22 22 T2ICHERL T, kT

{ERLT 2 DA ME—DFEE L Y £,
P ARV PEFTETDHICE BYIRBL 7+ —LDDHCEL 1 DDAV RZ VY ADPNAINTVL2RELNH Y £7,

6 JE—TEEEL T —L

HERT VA VT — LD TE—FEGRREIN TV RIBEICOH, BEDARY PASLAE— LT %2EICT7 + —L%BIAT 2 2 L HABETT,

T — LD OAE—EREICEREINTWABIES, AV 7r—LDLICT—Z b7 —LARRENET,

Details 100 & <2»
SE-AHU-084 Show i . =
FERORMICHOSPITAL UPPSAA Visit 1 Visit 2 HomeAdmin1  HomeAdmin2  HomeAdmin3  Visit3 Visit 4
© s e sy Sty
PYY 21 Nov 1978 29 mpeamis 20mp019 A somms 02y 201 0atay 2019 a1 06y 201023 1ok 2019053
—

B Visit 2
06 May 2019 (43)
Demographics o
a Visit date a = ®
Lo it ssuets
Pre-dose Vist date [i]
29 Apr 2019
Unscheduled events Check Questions a 3
Vital Signs B addnote =
12-Lead ECG
Visitstatus -]
Add newvisit
Lab
Post-dose
Lab

Safety Laboratory Parameters
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Visit 2

Visit date

Pre-dose

Check Questions

Vital Signs

12-Lead ECG

Visit status

Lab

Post-dose

Lab

Safety Laboratory Parameters

0 Test form that is copyable

Q Test form that is copyable

0’ Test form that is repeatable

0 + Test form that is repeatable
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—ZDAC—TTICRBA VYRRV AEBIRT B ENTEET,

BIEIOA Ry bH S A= LT —REZRICT7 + —LABRT 21013, UTFORT vy FITfE>TLREE L,
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Viedoc-§

Details

SE-AHU-084

ACADEMIC HOSPITAL UPPSALA

© swus oo

PV 21 Nov 1978
——

28% 27
Demographics

1 formwith ssuete

Unscheduled events
Medical / Surgical History (0)
Prior and Concomitant Medications (0)

Adverse Events (0)

Add new visit

Confirm form copy

11/38

Visit 1 Visit 2
{ sereening

Visit 2
Visit date

Pre-dose
Check Questions
Vital Signs
12-Lead ECG
Visit status

Lab

Post-dose
Lab

Safety Laboratory Parameters

Home Admin 1

H somaomen

Home Admin 2

B o2may2019ien

Home Admin 3

B osmay20100:0

WTWEY,

Visit 3

B 0sMay2019(:3)

+AAAA

Testform that is copyable 1

Test form that is copyable

Cancel

. You are about to create a form instance by copying
y data values from a previous visit. Are you sure you want
to continue?

Confir@COpy
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2 WBEs Yy o LT, BT
BIEID ARV b TF—=ZBNINFALAD T 4+ —LDA Y ZZ Y ADFEEET,

F se-AHU-084 - | Visit2[29 Apr2019] -

# Formis in view mode. Click ‘Edit’ to make it editable

Test form that is copyable =« = 2@ swownisTory @ (D

This is an example of a copyable form.

&
Fillin a2 number Date and Time
1 ~ | 29 Apr 2019 00:00 ]
Fillin a text
This form has been filled in during Visit 1
p Form History E’; Add note
3 v VA—LEZDOEEFEFETIEER. BL3%E /Uy LET, AE—SNET -2 E{OHEE. T —LOFREINET,

AN ETET LB, BEE/ Y v/ LET, BELAVERAHREL T, TEEREEAE 7Y v/ LT, TET2BHEBREIENDL
7, BT ORBMFEI Uy I LT, T—ROBEAFEFELES,

T—Z b7+ —LMER. 74— LAMEERE LTRRENET,

AE—EN/e 7+ —LZHRT 2 ICIE. LUTFORT v FITiE> TLIEE L,

1 74 —L%RE, BBEI Uy LET,

2 74—L%EHBRTEE ) v o LET,

3 74 —LEHRT 2EBHEBIREAIIANAL, HgZEZ Vv LEY, aE—Shi7x—LrEIBRE N BET-R L7 —LARRINET,
=

s AE—SNET—RICEDC T+ =LA VRV RITE, ZOARY FORBICT—EZATEINATWTH, BICHEIOARY DT —2MEFENET, 1>
R, 2, BICAE—TFRER 7+ —LAFENTEY . T—XHARY MO LARY b2lcabE—Sh, ARV F2OBICRESNTH L, ARV F3IcabE—&h
ARG, ARV F2ORIITONATEIIA R FICOE—SNT—RICRENE T,

s AE—LET—RICEOC 74— LAV RE VAT, AE—LEEBETO, BIEOA XY FDBRFOFRET — 2284 %Y, IE—2FTFLABICT—X
DAE=TTDT7 A —LAVYREY A (V=) IS LTUTONAEBEIE, AE—SNLT—REQL 74 —LA YRRV R (A5 ICBRBRENELEA,

7 REF-4THET AR S

ERICH L UERARETEL VMBS, UTFORT Y 7> T, KBT— R L LIRRT 22 &N TEET,

1 BEBI/NV-—TOBRLEOT I ayTAavEI Uy I LET,
[E] se-AHU-031 - Visit1[20 Nov2017] ~
Vital Signs
(©
Were Vital Signs measured? Date and time
o Yes No v 20Nov2017C @ O
‘ ©
Heart rate Body temperature
65
oo ©
7 Body temp: Confirmed as missing! "No access o thermometer

LA TAEEL’EE LT,

2 ROy 79 v AZa—hd, F—arRBLTLAEBFERL T,
3 RIBEETH3 T L 2R LBIRL. BEEBIREZEANALET,
4 RTE7 Uy LEY, LROBACHIC, BEOTNCXEEE TS 5 - L FHRETRRENET,

8 7I7A4R—t/—+F
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LUTROEBICT 74— h/ - ZBINT2ZENTEET,

« AN b

74+ —1A

CEEOO—LIIILT, FTA4_— ./ — b OEIIEEN B > TW B IBAIC O AFIBETRE T,

81 ARVIDTZAR—}F/—}

BARYPIHLTTFAR— b/ — b ZBMTZZENTEET,

TIAR=b/—bE ZD/ = AR LI —ICOARRIN, ZOLI—H—ICE>TOHEET 2 EHFRETT, 774 _X— b/ — FDBIPEBRICL > T,

EBEMBARDONEZEEHY £ A,

/= MEIREBALFENT S Z N TEEY, /— MIBMIBICEIETHEUEL SN ET,

ARV MITFTAR= /= b EBIIT2I1C1E. UNTFORT v FIfig>TLEE 0,

1 BESHEEEOGEIO A ItHB/—MBMEZ Y v 7 LET,
2 TERAMENAL. BTE7 Vv LET,
3 BELIVYILES,

J—boEATASHELET,

FLW/ —FZBINT 2101 UTFOXT Y FICfE>TLREE W,

1 XEEMCEI U v I LET,

2 FLO/—rEBWMESY v 2 LET,

3 FEALENAL. BTEZ VY I LET,
4 BEEIU I LET,

/= toZATRINEL, BEFAEEOGRIONA VIFHL L/ — FARRENES,

BEFED / — kA MRET 5101

1 AEEBCEI UV I LET,

2 WELW/ — hOBICHERyTAavEI Yy LET
3 TXRIEMREL. BRTE7 UV I LET

4 BL3%2UysLET, /—hOXATO7HELET,

TIAR=F/ — b EHIBRT B IC 13

1 AEEBKEI UV I LET,
2 BB L7\ — FDBILH D CHETA AV % U v I LET,
3 fEEs7 Vv LET, /— DX T7RIHPBILET,

TIAR=—/ — FOBEBREEHRT 51213, BEEERAA v FEEMLET,
TIAR— b/ — NEBEHNC EERRI Y. T2HANIC bR ENE A,

82 7A—LDTTAR—}F/—F

B4 —LIFLTT F7AR— b/ —FZBMTEI LN TEET,

TIAR=Fr/—ME ZD/ — bEER LY —ICOHRRRIN, TOI—Y—ICL>TOAREET S EHFRETT,

BEMBEAOND ZLI3HY A,

TH=LIZTTAR= b/ — FEBINT S0 :

1 7 —LTEBICH B A EBMES VY 7 LET.

2 TERNENALRGEEZI Y v I LET, KATRIHPEL 7+ —LEIC/ — bARREINET,

83 7A—ILKRDTTAR=F/—}

T4 —LROBE—DT7 4 —LRICTTAR—/ — P EBMNTEIENTEET,

TIAR=b/—blE, ZD/ = FEERLEZI Y —ICOARREIN, TOI—H—ICL>TOHEET S Z LHFRETT,

BEEMELAOND ZEI3HY A,

https://help.viedoc.net/c/47e0ad/?print=ready
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ARV MITTAR— P XEXBINT 2 121F ¢

1 T4 =L RIN—TOEEEICHZTA AV %IV Yy 7T DERATATHRREN, EDTA =L FIZTTAR— b/ — FEBMT2H %8R ET,

[— Add new action

Select a field
Select a field
Select a field

Was 12-Lead ECG performed?

Date

2 TEALENAL. BRTE7UY I LET,

Add new action

Select a field

Was 12-Lead ECG performed? 4

Choose type of action

@ Add a private note 18

Add note text here

Private note to the field

P
| Ready | | Cancel |
3 BEZIV I LET, KATATHPELONT 4 — L R IL—TOTFEIFFEINET,
FA sE-AHU-024 - | Visit3 [14 Nov2017] ~ B
% Formis in read-only mode.
12-lead ECG = = =g sHowHisTorY () @D
G
Was 12-Lead ECG performed? Date
(®) Yes (O No | * | 14 Nov 2017 00:00 ‘ & | (Bl
U6 Was 12-Lea  Private note to the field
8 |Was12-les | |+ |Yes Initial data entry | Elise Langenkamp (204) 20 Nov 2017 11:51 CET
8 |Date |:|> 14 Nov 201" Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET

Clinical judgement

@ Normal O Abnormal - Not clinically significant O Abnormal = Clinically significant

8 Clinical jud: |:| » | Normal Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET

p Form History Ef Add note

Dr. Demo User | Viedoc™ 4 53 7156.31800 | 2019-09-04T13 55 CEST
1]39.0| A demo study | Academic Hospital Uppsala
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9 JTVUEBRTD

B s T OBROFIEICOWTIE, 2T 2R T 2% BB E L,

UTbHhETISBL LS

- Fa—bUTLEESE: 2T OfER
« Viedoch /7 TV 7Rt RET =0 70—DFBICOWTIE- 21T ) OfffE

10 E&EEFE 7 + — LB

WEICT—2ZNALcA—Y— BELEZI-V-0ORZFIE_H. 7+ —LOBEFELZBETLZ N TEES, BRELHERTZICIE. 74— LBLOBREERRAA VT

=M LES.

FA se-aHu-024 -

2 Formis in read-only mode

12-Lead ECG

Was 12-Lead ECG performed?

® Yes No

Clinical judgement

® Normal

Abnormal - Not clinically significant

Y |

Date

Visit 3 [14 Nov 2017] ~

¥ 14 Nov 2017 00:00

101 EAESEEEFL 0 — FEOFIR

74— LEES LU 7 + — LEREPDFOY A X0BFELE, SVBELLPT WL S ICRRIN2EBEAIO L 32— FEUCHIRYH Y 29, BREICIE. BRIOICADLET—4%

Viedoc Clinic User Guide | Viedoc eLearning

( SHOW HISTORY () CB)

©]

Abnormal - Clinically significant

p Form History E'; Add note

EEROBMOBBEMMOANFRENE S, TALUEOL A-FHH2BEE. X v —IhFRRSNET,

74 —LDOLBERFEHERT 5 ICIE. COVELIFExcel CHA LTS W, BEIIfO L7y A—FE T ZR— FOFMAICOVTIE, ZHbo0~— VABIBILIL,

EE HERRA 2 v 7o OOEBICK LT8R EDGREZITO L idBidhuh b L ERA, LA L. JavaScriptOfBE e (ERT 218813 2 ORREMEA H Y £,

10.2 7+ — LFEFEDPDF

74 —LBRCHZ7+—LOBEEY ) v T3 EFFEINLZE2TON—Va VOPDFEL Y v O— R TEET,

T4 —LRIIHDZ 74— L FOVTNAD, CEEDI—HF—O0— LI LTIEEREL > TV BIESIIPDFEREE T - LA TE XA,

74+—LOBEE VY I TBIET, 74—LDRTON—Y 3V H#{L U MFREN, £7A—FLEWN— 3 v ZBIRT S 2 EATE LY, eCRETE(TE

NIBEERIFLT, 74 —LDON=2 a3V H 1 DFELET,

https://help.viedoc.net/c/47e0ad/?print=ready

17 Jam 2022 09:52 CET

17 Jam 2022 09:53 CET

17 Jam 2022 09:53 CET

17 Jan 2022 09:53 CET

17 Jan 2022 09:54 CET

17 Jan 2022 09:56 CET

8 Dateof san » 31 Mar202( Initial data entry | 31 Mar 2020 15:52 CEST
l ‘% Date of sam more audit trail records exist - see the C5V or Excel data export for details ]
8 Date of san m » 30 Mar 202 Transcription error |
B Dateofsam | 30Mar 202 » 31 Mar 2020 Transcription error |
Y Dateofsan | 31Mar 2020 » 30 Mar202 Transcription error |
Y Dateofsam |30 Mar 202  » 31 Mar 2020 Transcription error |
8 Dateofsam |31 Mar 2020 » 30 Mar202 Transcription error |
8 Dateofsam |30 Mar 202 » 31 Mar 2020 Transcription error |
) Dateofsam |31 Mar202( » 30 Mar202 Transcription error |

17 Jan 2022 09:56 CET
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p Form History

3: Version 2 o

Saved by 19 May 2022 14:57 CEST

“e Revision applied
Revision applied 1.4 19 May 2022 15:01 CEST
Revision applied 1.5 19 May 2022 15:06 CEST e

»  Version 1

|fum Saved by 19 May 2022 14:53 CEST
Initial data entry

Close

REL 7 A —LEFFELIA-Y-0a1-Y &,

2 BETRROBARENE Lz )&, 2= =L LT HA VBETICRE > C 7+ —LaBFH L2 L SICEREINE T, TN RO2DDFEDVITNAATITH

To

 BRED 7 — L FETRE
. BEMPEEBEINTWATRTDT + — L% FE) C—EEH

3 BETIRMERASNE LEEXY<RZTA Y32 —Y v —21— V=3 —L><Bi)ld. YRTLPFLWT YA VEETICE> T 7 + — LA EENICER L BRI RSnE

Fo IhlE, VEYVa v OBEHRN T -2 0BEHICHELSZ B VIBRICKRELET,

PDFICIIBEBREELZT. 74 —LDRI Y= ay bAIFRRINET,

SE-AHU-O71 | 12-Lead ECG | Visit 2 [29 Mar 2018 | Academic Hospital Uppsala | A dema stady

1 2 3 = 5

B SE-AHU-071 Visit 2 [29 Mar 2018]

12-Lead ECG

Was 12-Lead ECG performed? Date

(®) Yes () No v 29Mar20180000 @ O
B Was 124ead ECG performed? > Yea Initial data enlry | Technical Writer (304) 28 Aug 2018 1115 CEST
* Dale » | 20 Mar 2018 00:00 Inikial data enbry | Technical Writer (30d) 20 Aug 2018 11:15 CEST

Clinical judgement
(@ Normal | | Abnormal - Not clinically significant (| Abnormal - Clinically significant

#  Clirécal udgesment » MNomal Initial data entry | Techrical Wiiler (304) 29 Aug 2018 11:15 CEST

Technical Writer | Viedoc™ 4.45.6813.16847 | 2018-06-29T41:15 CEST
1] 57.0 | A deme study | Academic Hospital Uppsala

00 © o 0

Technical Writer | 1| Viedoc™ 4.45.6813.16847 | J018-08-29T11:15 CEST | Page 1 of 1
LFOEGRDBEY . ~v X—E 7y &a—ICLUTOBHRIBEHINE T,
1.8#&ID

2.7+ —L%Z

3.4~ MER GEBRT YA~ TRE LR )

4. 3Bk S

5. GBS

6. 1Y —F—L-BEICT7+—LERELI-I—Y—

7.8—2 3 »vBE-eCRFO/N—Y 3~

8.ViedocD/N\— 3 >~

9. 7+ —LHREIHRES N-HIF

10.PDF7 7 A L DER—=VEUITT 2 R—VHES
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103 HET -2 zBERU(TRFVY) ¥

BT — 277 —LIANIENTVBIBAE, Z0LIBT—25BEHULT. 74+ —LBECRREINAEWL S ICT2 2 EHTEETT, (EEMEREZRZE >0 — LR

WET — 213, WERE OZRICHRICET 2B C OB EN B EABRTY,

74— LEREICHE T — 2 BRNT 21013, A—LRET. T2 BN IHEREF - L ARELH Y £F, A —IILOMERILViedoc Designer CRRESI N E T,

MET— 2D 74 —LICANAINTVBIRE, £TT 22 @B THRVLDIRETIVENHY 3, T2 2FEETL28BLTLI N, Z0E. 7+ —LOBEREIC

La— FAMERRENET,
1031 FF¥RFEEZNTS
7+ — LEREOKE*EZNT 3 IS UTOFIBCARY £,

17— L0OBLICHIBEERRES Y v I TDE, 74— LOBENRRENET,
2. HHROFWRENT A A> %0 ) v 0§ % CEBENTBOXA TR/ HEEES,

tl Changed value

How do you feel?

Old value
sensitive data

20 Aug 2020 09:09 CEST

New value
dizzy
Reason
Transcription error
20 Aug 2020 09:10 CEST

IBEDT-REEEWTIE/ Uy I LET,
4. 84T AT ICRRENT -2 EERUTIEBIRL. K227 v LET,

= Anonymize subject data

Click "Continue” 1o anonymize the selected
data value. Please note that this action cannot
be undone.

Data value

sensitive data

Anonymize data value
| continue | | cancel |

5.NRT7—FERBALHERBE Vv I LET,
6.7 —2NEBRUINTVNE I LART LA TASIRRINET, BT27 Vv LET,

EEITRTOBRNT 73 a VIERTISEERS NI DT, WO, BECL > TIThN AR T 2 2 e v’ TE £ T,

https://help.viedoc.net/c/47e0ad/?print=ready
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= Anonymize subject data
The data is now anonymized

Download a PDF acknowledgement of the
anonymization of the data for your study
records.

Please note that this acknowledgement
contains the anonymized data and should not
be shown to unauthorized staff.

3: The data is now anonymized

|/ Data value anomymized by
2020-08-20 09:21 CEST

| Ready |

FE! T2 PERNE NG & BRPDFAER S N E T, Z OREZEPDFICIZ, A0 D, HICL > TEBHESNAA IOV TOBRISEN TV ET, PDFE
£9r0—RT3I0iE, FAT7R70Y > 0%0 0y LTLESYL, ZOPDFIE, ORBREBETEE —EICT— DA 7T L 5BEDLET,
7.7 4 —LBRICIE. BT —2ORDYICTRZYRIDPREREND LS ICHRY E LT,

3 Changed value
How do you feel?

Old value

20 Aug 2020 09:09 CEST

Data value ancnymized by

0 Download the confirmation bdf

View ancnymized data
Mew value

dizzy
Reason

Transcription error

(838) 20 Aug 2020 0&0 CEST

ETIBRHAINIT—RET 7 AR - MFICHLTRF VT EINET,

ARV I EN T A —LDT—RDEBRNIE. 74 —LD YUY TATLICIIFELBRVOT, INSIHERICERRKTI2HENH Y £7,

1032 77 ANBEEZKT S
74— LBREDT7 7 ANVEEBEEWT 2 ICIELTOFEICAY £7,

1L74—L0BELEICH2BEERTREY ) v I $2E. 74— LOBEIFREINET,
2. HHROFWRENT A A> %0 ) v 0§ % CEBENFMEOXA T O/ HEEES,
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[8] no-s2-005 - V1120 Aug 20201 - Close

i Form is in view mode. Click "Edit’ to make it editable

3=3 3 Changed value
Visitl = = ? suow History () @

File upload
Old value

How do you feel? sensitive.png (33.7 KB,

fine 6390c40dcbdcccb42c2af325900b6738)

20 Aug 2020 10:04 CEST Download file
+ An I bject dat
8 How doyou v fine Initial data e I ENTYTRCEE Stigect oo |
. New value
) new file png (33.7 KB, @
File upload ,’ 6390c40dcbdcccb42c2af325900b6738)
4
‘-. Reason
p& file.pna
‘(33.? KB wrong file
L4
- ’I 20 Aug 2020 10:06 CEST Download file
L
4
,’ Close
'4—
pa
ba H!:lpload » sensitivepr  Initial data entry | 20 Aug 2020 13:06 CEST
File upload | sensitivepn » new file.pnc wrong file | 20 Aug 2020 13:07 CEST

D Form History

3 BENT-REEBWTIE Uy I LET,
4 EATATICRREN-7 P ANVBEEBRT B BIRL. BlF5% 02Uy o LET,

= Anonymize subject data

Select the file name data value or file content
that needs to be anonymized and click
"Continue”. Please note that this action cannot
be undone.

File name

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

[« Anonymize file name

File content

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

| | Anonymize file content

Caontinue Cancel

5.NRT—FERBALHERBE Vv LET,
6.7 —ZNEBEUINTVE I LAERT LA TAIIRRINET, T2/ Vv I LET,

= Anonymize subject data

The data is now anonymized

Download a PDF acknowledgement of the
anonymization of the data for your study
records.

Please note that this acknowledgement

contains the anonymized data and should not
be shown to unauthorized staff.

-

The data is now anonymized

File name ancnymized by
2020-08-20 10:20 CEST

L Ready |
FE! 77 ALBHIERNEND &, HEPDFAYERRE NE T, ZOREEPDFICIE, A VD, HICL > TEBRINANICOVLTOBRIGENTVET,
PDFA XY A—RF2IClE, KAT7RTDY 0%y LTSN, TOPDFIE, OMBRBENEL—EICT— (79522580 L £,
7.7 4+ —LBERICIEEBUI N7 7 A LBHARREIN AL ARY £ LT,
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3 Cha nged value

File upload

whkwas (3T UR
6390c40dcbdcccb42c2af525900b6738)

File name anonymized by
T

25 Aug 2020 09.42 CEST Download file
25 Aug 2020

09:43 CES
-« Anonymize subject data

Mew value

new file png (33.7 KB,
6390c40dcbdcccb42c2af525900b6738)

Reason

wrong file

1033 77 AILORBEEZLT S

25 Aug 2020 09:42 CEST Download file

Close

1.74—LOBRLEICHI2BEEZREEZ 7V v TDE. 74— LOBEIRRINET,
2. EHROFVREITA AV E I Y v /T2 L EBENBEOZA T O/ HPHEES,

NO-s2-003 ~ V1[20 Aug 2020] ~

# Form s in view mode. Click ‘Edit to make it editable

H 3 Changed value
/STt ey a 9 sHow HisTory (E) @D
File upload
Old value @
How do you feel? sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)
fine
20 Aug 2020 10-04 CEST Download file
e |
8  Howdoyol b+ fine  Initial data =
New value
;‘ new file.png (33.7 KB, =
File upload P Vi 6390c40dcbdcccba2c2af325900b6738)
file.ong Reazen
37KB wrong file
e ‘(‘ 20 Aug 2020 10:06 CEST Download file
‘¢
4
’ Close
0
a ﬁplud! » sensitivepr  Initial data entry | 20 Aug 2020 13:06 CEST
@;le upload | |sensitivepn | »  new file pnc | wrong file | 20 Aug 2020 13:07 CEST
p Form History

IBEDT-REEEWTIEV Uy I LET,
4 ZATATICRRENI 7 TAVORBZEBRL T3 2EIRL. {IT3%27 Vv I LET,
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-+ Anonymize subject data

Select the file name data value or file content
that needs to be anonymized and click
“Continue”. Please note that this action cannot
be undone.

File name

sensitive png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Anonymize file name

File content

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af3255900b6738)

| Anonymize file content
Continue Cancel

5. /R —FEANNDLHEREs Vv LES,
6. T—ANEBRUINTWDI I LERT XA TRV ERRINET, RTE7 Vv I LETS,

< Anonymize subject data

The data is now anonymized

Download a PDF acknowledgement of the
anonymization of the data for your study
records.

Please note that this acknowledgement
contains the anonymized data and should not
be shown to unauthorized staff.

{ The data is now anonymized
/us File content anonymized by
2020-08-25 08:34 CEST

Ready

EE! 77 AVORBLVERLIND & BERBPDFAMERR S NE S, ZORERBPDFICIE. AN VLD, #EICL > TEBUINAA IOV TOBRARENTLE
T PDFEK Y Y O—R$3I0id. EATRIDYY %20y LTLES, ZOPDFIE, thOREBRESETEL—EICT— N1 7552 bEIDL £,
7.7 4 —LBEEICEERBU SN 7 7 A DT RENGEC B Y £ LT

P | Changed value

File upload

Old value

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

25 Aug 2020 08:32 CES

File content ancnymized by 25 Aug
2020 08:34 CEST

® Anonymize subject data

MNew value

new file.png (33.7 KB,
6390c40dcbdcccb42c2af3255900b6738)

Reascn
wrong file

25 Aug 2020 08:33 CEST Download file

Close

104 T-2ZBEEUITDEESRLDH
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7T 2BENORIMER S Nz T — S HIBEE. BCEEUINT—2rBENLO, 47 A—FTEhl{ BT,

Latest exports

B 2012-09-12 22:50 [In queue]
Viedoc 4.51, 31 subjects, 1 row per activity, [45KB]

E 2012-09-11 15:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

E 2012-09-1115:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

E 2012-09-1115:27 [No data]
Viedoc 4.51, 31 subjects [OKB]

EZ&H—O&-—H—}SZ—H

Removed due to data anonymization

View all exports

10.4.2 PDF
TN EBHEIN TV RIEEIE TR TOPDFICRENE T,

File upload

new file.prg
337KB

il Initial data entry

25 Aug 2020 09:42 CEST

aw file.png (32.7 KB, 6300c40:

6T38) wrong

EBUEINET—2ABL 74 —LN=Y a3y, BLUOUBIOTRTOT7 4 —LN—=Y a3 v TlE, BRUSNAET— 20 ENITREMD H 5728, §TD 7+ —LPDF

MERTERCRY £,

p Form History
i\ Version 2
b Saved by
i Yersiond
‘ez Saved by

Initial data entry
Removed due to data anonymization

20 Aug 2020 10:47 CEST

20 Aug 2020 10:46 CEST

105 BRI niT—&%2FRT5ICE
BRI T— 2 2RRTDEREFOO—ILIZ, BRBUEINALT—2%2 7+ - LBFCHBFRRCE£Y, HEMRIZViedoc Designer Ci:8EENE T,

BRI niT—2A2FRT 2105

1L7+—L0BEICH2BEERTREZY ) v I $DE. 74— LOBENRRENET,
2. EHOFRWREDT A A %0 ) v 0% CEBENFMEOLA TR/ HEEETS,
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a Changed value

How do you feel?

Old value

Hkhn

20 Aug 2020 05:09 CEST

Data value anonymized by L. 20 Aug 2020
e confirmation pdf

New value
dizzy
Reason
Transcription error
(838) 20 Aug 2020 0&0 CEST

EEIZOZATAIDY v I OREBPDFE LT Y A—F$2 e TEET,
BEBUEINET—2ERFTTD22/ Vv I LET,
ABBUENLTEFRMNE T 7ALG, T—RIZHWMEY 1 — L FICERENET,
BRI niz7 7 A LORBIF. BERICA->TWEYyaB—FY o 3ERICRY £9,

tl Changed value

File upload

Old value

sensitive.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

20 Aug 2020 10:46 CEST Download file
File content ancnymized by _‘j" 20 Aug

2020 10:47 CEST DownleagThe confirmation pdf
| View anonymized data

New value

new file.png (33.7 KB,
6390c40dcbdcccb42c2af325900b6738)

Reason

wrong file

20 Aug 2020 10:47 CEST Download file

Close
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FEICOXA TR S, BEBPDFE X7 v A—R$ 252N TEET, POFICHBRUSNET—ZHAZENTV S0, HEROABRWVWR Ky 7IZIEREAL

&5 TEERREN,

N 7740075y 7Y Rk

UTDOY X MREOET7 7 AU IE. BICEBE N TV A0S EALTVWA Y Ea—2—ThHNE ZOEFT77AVICEENTLS Oy RAETAREL B,

NAYRY ERFEINTLET,

EWRZ B & LATOYBEF 232 7 7 4 )L ldWindows, Mac OS, Linux& D& & 71 5 289 TE/THRET T,

FEROBHE, S, UTDO7 7 A LR IdViedoc 7 # —L 7 7 A LA — K —THIT SN TWE A,

HESRF iz

ACTION Automator Action
APK Application

APP Executable

BAT Batch File

BIN Binary Executable
CMD Command Script
COoM Command File
COMMAND Terminal Command

https://help.viedoc.net/c/47e0ad/?print=ready

os

Mac 0S8

Android

Mac 0S

Windows

Windows, Mac OS, Linux

Windows

Windows

Mac OS
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HsRT

CPL

GADGET

INF!

INS

INX

IPA

ISU

JOB

JSE

KSH

LNK

MSC

MsI

MSP

MST

0osX

out

PAF

PIF

PRG

PS1

REG

RGS

RUN

SCR

SCT

SHB

SHS

usp

iz

Control Panel Extension

C Shell Script

Executable

Windows Gadget

Setup Information File

Internet Communication Settings

InstallShield Compiled Script

Application

InstallShield Uninstaller Script

Windows Task Scheduler Job File

JScript Encoded File

Unix Korn Shell Script

File Shortcut

Microsoft Common Console Document

Windows Installer Package

Windows Installer Patch

Windows Installer Setup Transform File

Executable

Executable

Portable Application Installer File

Program Information File

Executable

Windows PowerShell Cmdlet

Registry Data File

Registry Script

Executable

Screensaver Executable

Windows Scriptlet

Windows Document Shortcut

Shell Scrap Object

U3 Smart Application
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0s

Windows

Mac OS, Linux

Windows

Windows

Windows

Windows

Windows

ios

Windows

Windows

Windows

Linux

Windows

Windows

Windows

Windows

Windows

Mac OS

Linux

Windows

Windows

GEM

Windows

Windows

Windows

Linux

Windows

Windows

Windows

Windows

Windows
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HsRT

VB

VBE

VBS

VBSCRIPT

WORKFLOW

WS

WSF

WSH

iz

VBScript File

VBScript Encoded Script

VBScript File

Visual Basic Script

Automator Workflow

Windows Script

Windows Script

Windows Script Preference
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0os

Windows

Windows

Windows

Windows

Mac OS

Windows

Windows

Windows
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2

Resetting and deleting data
T—R%EUty b -HIRT S

F{T2 Viedoc System 2022-02-25

1LIELHIC
2.74—L%EVEY LTS

2174 —LDFTHRRZY Y bF D
3. REMM R P ZHRT S
4. FEHDARY +%HRT S
BARYIRF—2R%EV Y FTB
6.BETHIRT 2

1 ixLaic

ZOLyRyTlE, BE. 74— LBLTARY FOYIRGEARRL 7,

T HBRP ULy bELTH, TR0 OEKBISEESNDZT—21EH Y FHA, HRI N LTRSS N, HAOCERINAWEITTT,

EE FoZR-_ZPLT—RBHRENEEAN BRENALT—RETICRT I LB TEE A, 20D, T— X EHIRT 581,
Vo BoTT—2EHRLAEETH. BIRRENAT—RIE 7L Ea—F2 2 LIETEET. VWL I— FICEOWTFEHTBAATA I EATEES,

BIta N7+ —LAEFRT 2SIk, FEAR—V 07+ —LOALEICHIHBEIN T+ —LEREEZBIRL £7,

2 7A—LEUEY T

TH—LEYEY FTDE THA—LRDERTOT—EMEERIN, 74+ —LHADEERTBE. SORREICHY 7,

FZvERYTOBMT, 74 —LAROEHEVT — X 3G L CRIATETY, BEFEEEOBMRENL 7+ —LERROTF v IRy I RICF v I ENND Z LT BEF
BT, 74 —LHROHWT—RICT I/ LRTEHIENTEET,

9 i
£t Details
UNVERSTY MEDICAL CENTER GRONNGEN Vi1 Visit 2 isit s isit
s s ey Endot Sy
Ongoing 12 Nov 1964 2spzmie sepzmis 15002018 B o
oo Visit 1
Sasenn
° :
| vsitaae
| check questions
| Physical Examination
o | viatsigns
12-Lead G
Add new visit B 12-Lead ECG

oty s

Safety Laboratory P

| by 3

[ s

Clinical chemistry

Lab

TH—LEYEY FTBICE LLFORT v 7> TLEE W,

1 74 —LEFEVWT, AEOZEEEI U v I LET,
TA—LDEFRIC, 7x—LZVEYy bOTA AVHRRINET,

https://help.viedoc.net/c/47e0ad/?print=ready

aaaaaaaaaaa
Scheduled date
not set
Visitdate
215ep2018

Add note

TR EBERLTRE
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2 7r—LEVYEY FEIY VI LES,
Ky 77y IHEREN, 74 —L&k Uty M TEBAZEINET,

Lab

Choose reason for resetting the form
'C::- Transcription error

'C::- Query resolution

'C::- Other reason (describe below)

Reset Cancel

3 EHRENAOL, YVEy bE2 YUY LET,

E=!

Uty b L7+ —LRATKRBRO I UL HBIBE. TNhoDI T IEYRTLICL > CEBRICETSNET,
 BEEI )y o LHEICU Y FTAAVHRRENAEWVEA., TEBOA—LICT7A—LE Uty FTRERIMGSENTWARWEREEN B B 720, YA
PR =Yy —FHRBREZTAIE =Y v —ICBBVEDE LT,

21 7HA—LDTTFAREZVEYEY LT D

TH—LRADTPARE Y TEIRL B, THBRENTOAVREBICRLAZWVESIE. FP4RE 02Uty hTHZENTEES, IV94RE %2 Uty bT5IC
3, BIREHDIPF KRR ABEZ Y v 7 LTSV, BIRVBREINES,

FA se-AHU-080 - Visit1[01Jan 2019] - Close

Physical Examination

Clinically significant findings should be recorded in the Medical/Surgical Histary log (screening) / Adverse Event log (post screening)

‘Was a Physical Examination performed? Reason not performed

e

™ =
() Yes % No

E’l’ Add note

F} se-aHU-080 - Visit1]01 Jan2019] -

E’i Add note

3 FEH AV EHEIRT D

BUER. HAZECEBES COFEIM AV b EHBRT 210130 IFORT v ZISfg>TLRE L,
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1

3

!

4

ARV FEBMOT7A 2 %2FALTEEANY FZ2BMLAES (T 25N - HET 2% T8BEEV), @HT—2AAN>TOAITIIE, EEEMLARY + %
BRgd 2 2N TEET, ERANNLIARY MRICRT L7 4 — L0 5 5188,

ARV R EBVT, BLEOBEE Y v s LET,
ARV FEBBROTA AV AT+ —LOERICRRENET,

[Tn' Delete event

ARV EHREES Y v o LET,
Ry 77y 7THRE. ARV MEIBROBHEBINE T,

Adverse Event

Choose reason for deleting the event
'C) Transcription error

'::) Query resolution

'C:' Other reason (describe below)

Delete

BHRZBREIINAL. HRZ2 Vv 7 LET,
A~y bERRES N E A B0 BITEEICIEEY 5.

Viedoc Clinic User Guide | Viedoc eLearning

Cancel

 HBRL7cARY FRTHREBRO IV TUAHZIBE. TNODI T Y EYRTLICL > THBRICETINET,

 BEEY v LEHEICHRT A A ARRINEVEE. THBOA—LICARY b EHIRT RIS INTWAVTIEEEL B DT, YA bR —

Py —EERETAREZ Yy —ICBRLEDbEL TN,

FEID A N> b ZHIRT S

EEADLTEINL ARy FEBRRT 2SI, UTORT Y FICfE>TLREE L,

https://help.viedoc.net/c/47e0ad/?print=ready
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1 AR befE ARVYFREVZ YUY LET,
ANV PHDO 7 + —LHBEEET,

DE-95-077  Unscheduled [16 09 2021]

Unscheduled = = = sHow HisTorY ) (B
Event date
16 09 2021 ]

Delete event

p Form History

2 ARV EHREE Y v o LET,
Ry 77y 7HEE, ARV FEBROBREEINE T,

) S
M Visit date

Choose reason for deleting this visit

Transcription error
Query resolution

Other reason (describe below)

Delete Cancel

3 EEREANDLCHIBRE 2 v o LES, ARV EPEREND E, ZOARY MNIBTHT—RDTARTAT LA TRREN, A R> bRy 7 ZICIETHIBRTE
FHDARY TIMGEET, T74L Tl BBRENIZARY MIRTFEICRRSNLZZFICHVES, Z0FR - ERFREPVEZZICIE, £2TOIR
VEEEFRORAY TREI VYR FOHRLIANY b EFFED,0F T avEFVEREATICLET,

ARV RHEBREND &L A~y MCEBIREA DR LY THGT SN, A~y FRICERYBLEMIE, AV FORBRT LA TRRSNET, 7740 T
BB S NAcA XY P EETFEICRRINAEEICHY £F, HBRINALARY bOFR - EERRENYER DI, 2TOIRY L 2FEFO ROy 7L Y 2 b OB
LEARY M 2BEERIOF v IRy I REFAVEIEIFTICLES,

Search Show all events s

Show all events

Yrscheduted Show all initiated events

# Include deleted events
24Nev20a1 DELETED

Ynscheduted Protocal date

not set
I Event Scheduled date
not set
Physical Examination Event date
24 Nov 2021
Vital Signs
12-Lead ECG
ExtraForm

5 ARV IRTF—%22%ZYEY T3
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N —R> CFEIAA Y P EEEEZFEFELTLE > 7IBA. TORRBICRT LA TEET, /XY MIWLTT—ZHAANSNTWIIEEIE. ARV PRF—2 X
Ly FERHIC. T2 N2 TWB 7+ —L%E Yty FF2UBLNHY £7,

EE RREUIREINTLBIFEIM AV b2 VLY b LTZOREDEINAD S TBEIE. ARV FRTF—2ZXDEIRERY 5,

FEINTVEARY FOEE, EFLEFEDARY FRAT—RR& £y FF2IC1E UTFORT Y 7> TS W,

1 ARV PEFE ARVYIREI Y v I LET,
ARY A7+ —LHBEEES,

2 Affo#ics s, CHE7(AY %Yy LET,
Uppsala-057 Baseline ‘ Close ‘
Baseline o« = sHow HisTorY @) (1D
Scheduled date
24 May 2018 00:00 = ROM]
Y
]
@® |Initiate visit
3 BifpRAN Y £,
EHEERERANEC Vv 7 LET,
Uppsala-53  Baseline Close |
Baseline = = = stow HisTorY ) (D

Scheduled date

@ Scheduled c |24 May 201 | »

@ Plan visit @ Initiate visit

4 BHABIREINAL, BT%52 Uy o LT,

PlannedDate

Choose reason for changed value

[ ) Transcription error
() Query resolution

{ | Other reason (describe below)

Ready Cancel

6 EEZHRTS
i BEEEMTABRICERLA 7LD A Y ENTL2IBA. BELHIKRTI LI TEE A,

HERY CBELYIRT 2 IC1E. IFORT Y 7> TS W,
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2 EEEERESY v o LET,

BRAOZA T AT HRRENET,

3 MAEIV Yo LES,

Confirm "Delete” Close

) Are you sure you want to continue deleting
m this subject? This action cannot be undone.

Continue Cancel

HIRRS 2BHEZANT 2L IR ONET,

4 BREAZXT—RENADL, BBgE2 Uy o LET,

= R
[ Delete subject

Choose reason for deleting subject

() Transcription error
() Query resolution

() Other reason (describe below)

Confirm with your password

Delete Cancel

HIfR L7218, BEFHAR—C BT LAIIBDY ETH Rl T2 TO 7+ —LIZT I ERTEHIENTEET,
22 Details

Show all visits

UPPSALA Visit 1
™ 4
11 Sep 2017 [v]
100% 171 11 el
Visit 1
Subject deleted! I Visit date
Transeription error
By (18 May 2018 16:01 CEST) Treatment
Add Patient I Treatment

BEN— FIGBREEICERIN - IC4Y 9, BIREAGLOMRO FRy 78Iy VR MIH S, BIRRLEBEEECOF v /Ry I REF7ICTHT LT,
BEN - FEBIREE CIERRICT 2 I EEBIRTEET,

Uppsala

Uppsala

Include deleted subjects
b UPPSALA
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*

Signing data
T—RICEETD

{73 Viedoc System 2023-10-21

LIELHIC
11 DIE
2BV -1

1 iLoic

TR GAREEEMIBRL T, BREOBRIE. Be0 7+ —L, ARV, FLEBRIAVY - LEFRLGERSATITS CenTEET,

11 BROER

Can not output single-source

2 BZary—

BRIV Y —NIT I ERTHICIE. BEFAETRICTE. BEEALOBRTA 3V E Y v I LET,

BRIV Y—-LANHEEET,

Show only unsigned forms ¥ |Z| Show review status
5 unsigned forms in 3 events. Sign all?
»  Add subject 1 unsigned forms. Sign all?
»| Screening 7 unsigned forms. Sign all?
~ Diary: Day 6 2 unsigned forms. Sign all?
Event date; 10 May 2021 FEE - | &
I SF36 Questionnaires T T & =

BV —LTE BIRLEBE LT, BENF AL EMPOETD I+ —LDYRMEANY FZEICHEBELTERRLETS,

BELSHTTANR—%DTEZENTEET,

- BTCOTH—LERR
» RERBOT 4 —LOBFER

BRETLADEDTA AV, BFO7 4 —LEFEEEIDEINERLET (T4 —LORHFN—Y 2 V), BOBOTAAVET + —LORHN— 2 v 2 HEF
B TLAOBIEELEBELTLWAN EERLET,

TA—LZELE2—F2ITE 7+—LnN—%20Uy o LET, 7r—LZELI L. BEEBFI VY —LIIRYET,
874+ —LDCRA, DM, SDVD R T — X 2 4RI 5I1C1d. BEALICHZLE2—IKRERROF v IRy RIF v 0 EANNES,

TR DEZITIE :
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1 UROWINAOFTET, BET2 7+ —LERELET,
s 1007 F—LRFICEBRTRICE. TDOTA—LOBICHIBRETA A EI Vv I LET,
B8] se-5T0-001 Signing console [ canca | SE-STO-001  Signing console [ Canca |

Show only unsigned forms ™ [ Show review status Show only unsigned forms ¥ [) Show review status

10 unsigned forms in 3 events Sign all? 9 unsigned forms in 3 events. Sign all?

» Add subject

1 unsigned forms. Sign all? ¢/ Add subject 1 unsigned forms. Sign all?

» Screening 7 unsigned forms. Sign all? » Screening 7 unsigned forms. Sign all?

- Diary:Day 6 2 unsigned forms. Sign all? - Diary:Day 6

1 unsigned forms. Sign all?

Event date: 10 May 2021

nt date: 10 May 2021

I SF36 Questionnaires I SF36 Questionnaires

s ARV IHORBEDO 7 # —LETICEBB TSI, ZDARY FORICHL2ETEEBRDOY Y V%7 Vv I LET,
[EE5SEST0-001 signing consote =3 [EE5)SE-ST0-001 | signing console [ reoy NICEN

Show only unsigned forms (

) Show review status Show only unsigned forms 7 () show review status
10 unsigned forms in 3 events. Sign all? 8 unsigned forms in 3 events Sign all?
»| Add subject Lunsigned forms. Sign all? »  Add subject 1 unsigned forms. Sign all?
»  Screening 7 unsigned forms. Sign all? »  Screening 7 unsigned forms. Sign all?
~ Diary:Day6 2 unsigned forms, ~ Diary: Day 6 0 unsigned forms. Sign all?

Event date: 10 May 2021 @ | May 2021 @ —Q

I SF36 Questionnaires ® I SF36 Questionnaires ® | &%

» BEOREBRN 74 —LETICERE TS0, EELBICH2LTEBRO /%20y LET,
SE-STO-001  Signing console [ Gancat | STO-001  Signing console

Cancel

Show only unsigned forms () Show review status Show only unsigned forms

[ Show review status

10 unsigned forms in 3 visits. | E | 0 unsigned forms in 3 visits. Sign all?

+| Add subject Tunsigned forms Sign all? + | Add subject 0 unsigned forms. Sign all?
....................................................................................... >l

»  Screening 7 unsigned forms. Sign all? » Screening 0 unsigned forms. Sign all?

> Diary:Day 6 2 unsigned forms. Sign all? »  Diary:Day6 0 unsigned forms. Sign all?

2 EELSBON—ICH2RTEI Uy /ThL, BRLA T AT NRRENET,
SE-STO-001 Cancel
By giving my password below | confirm that all data recorded for the selected
forms is in with lations — unless otherwise stated in
supporting documentation.
Password
seessnse Confirm
ZDRAT RS TIHRBRICBRAINIETORNEBRE L —ROLT X FERLTHY . BEAT— R ICBRT 580, Viedoclc 5 | 2 BE OISR
BEREHBALTVET, BASNRHEEHRICL - BL2A, BRICRHICOVWTBIEATEOERLTA Y2 —Y v —  A2T4A—T432—42— (%
7 SHER OENE) oEEHEE ALY £,
3 NRT—FEANBDL, ERz7 Vv LES,

EE R T3ESRT - FARERAS L, TAY Y MERY s EINET,

Fa—bUTLBEOT—RZOEZHHHE TIFERLE L,
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*

Working with reference data
HEET -2 %5HAT 5

F{T# Viedoc System 2022-01-04

1LIELHIC
WMEEET—RI2DOWT
12 FE
B87—/70—
1.4 SEUBIESR
2. EEEICOWVT
25 HEAEREE O EHE(E 7 — 2
26 BEBT — 2T T 4 X —
261 EBEET X T T 1 2 —DfFVFT
2.6.2 7%
263 AT
27 7 # — LN TOEHEET — X OeE
BRTY T 14 - RFy T - HAF
3B EEHEEANS - HBETD
SOREET —ROE%XRET S

ZDLyRYTld, BEET—-ZORYRWICOWTERRL £ 7,

1 ikLoic

11 BE@ET—XIOWT

Viedoc T3, HEBROEEET — 2% —TEE Y F— F2EHLET, ThoDF—21F BB 74— LI LTEBNCEMNESNET, —TERL TV 2EEET — %
HERERICBINE NS &, BEEOE 7 + —LICREBEENNTIVEN B LY T,

LTRICESVWT, 74 —LICBNY 2ik4 L BEBEOT— 2ty FERET 2 2 LA ABETT,

« FRPHRIS 0, BEEICHEL L STERF
s TROL S BEEENT -4 Y — R
. HERR
- AIER

12 FE:E

FAsE B

BiEsET HEET 422 M2V -2 @l 77%)

— gy —
A

HiEET HEET -2V —ADETT 52— BOREEB . CNoDT—KICHETIARMOH 2 /T X —2—, 1 DOBREET -2 22-TO7—2H 1
—42 21 DDIRT—=R 7+ —LIRANSNET, —BOTHPEF (UTICKRHOESEE C8BZE ) LT, 12 BEROBREET -4 X 31—7%

-7 Viedoc Designer > 7' 0 — /\LERTE TERETTHE.
EF BEOMB G, BEET - XICHEBESR N5 A -8 —, REEROIERSHEICHEL 5 208N 5 2EF.
TH B AIEER

&—ry  BEERICHLT GCL - TREING), BRET— XY — A/ REETRCEEOEE E. B EL/EWES) 0B/E, £—5v L&A 7
bad7 ORI —Y—h R,

13 7—778—
HEE(ET — 4V — X |tViedoc Admin CEEETIRE T T, BEEET — 2V —RE. UTAEHET 2 1 2 £ IEROBEBET -2 X 3-TICY v 7 &L ES:
- CORIEIEEAREET -4V —ANRHT 5 H

« CORFNIBRICHEESZ DD
» COEHE/BMNMERS NS D

74 —LICEENICIBING 2 BEET - 2. BEET -2V —R X A-T0EZEHE LIS, Viedoc Clinic DEEET — X T7 1 R —CANATIBENHY £F,
hid, BEEEORE L REFEOMEREZF MR L — Y —IC & > TRITAIRE T,

IEREEEEBE Y + —L~BENICEINT 51013, BEEZEES2UENHY £, Ihid, BEEOHEMERZIF MR L -V — (S & > TETARETT.

14 FFAAEER
HAEET — 2 DRV OV TS 5T 2 — b U TABIE, BEEONNE CBEBCEE L,

2 HEEICOWT
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21 FERREBENEEOCREET — & OfE
EE CESON - LOERSEEEONE. RES L CREORE. RREREEOREET - CEEET -4 T5 4 —IST /LT H I LATRETT,

. !
Viedoc's demostudy
§ . . . ‘l Launch
Confirmatory validation of oral macimorelin as a growth hormone (GH) stimulation test (ST) for the diagnosis
of adult growth hormone deficiency (AGHD) in comparison with the insulin tolerance test (ITT).
1
N =
6o = B = e 0

Reference data

All sites Sweden Finland United Kingdom Germany

Central Lab, Lab references

5 Reference values g Published Jun 19 2018 12:12 UTC by » - = -

i Linkedto 6 site(s). Linked to O formis). Settings can be edited by T user(s). Last saved Jun19 2018 12:12 UTC by

Open reference data editor

Local Lab, Lab references

@ Reference values € Published Jun 19 2018 12:16 UTC by " - = -

i Linkedto 1site(s). Linked to 1 formis). Settings can be edited by 1 user(s). Last saved Jun 26 2018 09:12 UTC by

1 Latest saved version is not published!
pen reference data editor

Showing 1-2 of 2 | View per page | 10 | 20 | 50

ABREIREE T, A EEZ 2 IRTI T

\EEET 2T A5 v ThE, TEEBYT VL ATREARERE UV ENTLAREBET -4 Y —RERDA—TOIRTOEIADEERERT S &
ATEET,

BEREBET -4V —REAA-TOEIEDOE LT, UTOBHRMIREINE T,

2RAT—RAL vV —R—T, EREEEINAFH @) D ELRND (FLA) HhEINERLET

LAT—RAA vV —2—T, HEREEECEEES (AN, BECBEL1— V- 0OBiRE a0 I LEESATVELNERLET,
LEEHET -2 - AN U Y I INTOBIEROE. chick Y. b LHEREEEIEESNIGE. W ODRIHELEZ T I AR TEET,
5 MERREEENBINE NS 7+ —LDH, ThICL Y, b LHIEREEEITEINLIBE. W20 7+ —LHHEBEZZ TN ZHRTEET,

6. FERR BB O REEIR £ 01— Y — 0¥

7.BfY. BEEE0. EREEECRFOBELMA 21— — DR

SAREEADBHFH/NA—Y a VPRI NTLAWMEENEE X vy £ -

OFREEWRISE V) vy LT, BEHELZHERECEREL £, LR BEEET 217 X% TBRIEE W,

22 HEBET—LT744—

221 HHEET-ZTT4 X—DFEWVF

HBMBIREE LOREET — 217> a VIChIBRELERIDE/ Vv o d2E, ZOREET -4V —RERA—TOEAEDEIIIL T, BEBET -4 TT 44—
MEEd, ZEE0O- LG5I TWE Y —HERICL > T, BEET — 2 OMBO XA ARRIBE L. BES L VEEE TTREAIBENHY £,
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entral Lab, Lab references J ﬁ ﬁ

Linked to 6 site(s). Settings can be edited by 1 user(s).

ﬂJ ;1) Valid from 2018-06-05 (~) Validta Ong;i - @ A[\d‘iw DupUC{e ﬁJ
Reference variable name J Factors J Values to be populated )
Sex Age Unit Normal range
Hemoglobin Male N/A g/dL 19 = 173
Female N/A g/dL 121 = 153
Hematocrit Male E] 18 % 391 — 50.2
< 18 % 348 -— 439
Female E] 18 % 351 - 451
< 18 % 334 - 413
Platelets N/A = 18 billion/L 150 — 450
< 18 billion/L 165 (= 335

ﬂ #2 | Valid from 2014-01-01 Validto 2018-06-04

HEET 2174 2—Tl. UTORBZRBELBRTIDI LA TEET,
KEIE U Y 035 e BECHRICHY 2 REET - 2 RARBINE T, T 40Tl REOHEIEE. YR FOEEBICERENET,
GBIRLAREORBET - 2y OB, ZoFIE. BEET -2ty FOMERSNAIERICEOV T, T 4L b TIRtENETS,
VEEET - 2ty b OERELEE

« EARERA () - WRBEORYOH, T 40 Tl BECBMICRES ATV EY, BET 20, AFOARICH2KEDE2 Y v LT, BfF%IER

LES,
- BEELTHQ - WSBEROREOH, T7 4L kTl ST ICRESATWET, BETZICE. BFOoERICH2KEDE 2 Uy 2 LT, BYEBIRL
7,

LV O L WEEET -2 2B 2 IC1d. FRBNES Y v LES,
BEIERESNAET— &ty MCESWT, HLWERIOMH L WEEEET — 2 2T 2 I1Cid, ab—%22 U v LET,
BEOREET -ty FOBEEERT 2ICE. CHETA IV E Uy I LET,
BEEORRIER - WHOBEET — 4 22— VIS LTER SN TV 25, THEEANTRIEERO 2 L 2181 £ 7. FHAIZHz T8RS L,
BF- AT TTEBINTVIET, BFd. BEEICEEA522/.554A—4—TF, S$HAEEATE J8B a0,
RANSNBE-BEET -8/ — R L > TR SN 2EEET — 2 O, 22 TANASNBEREBE Y + —LICES0ICBINS N E T,
ETLALTOBELZRYE LT, BEFAORFOREET — 2 ICRTIBEIE. FrvELEI U v I LET,
ETLABEARETDICIE, BFEE VY LET,

HEET -2 2 RETE 2ERMIEIN 0L ORI~ — D Hah| BEET - X ORELFEERITCEET, FET2 L. BEET -2 IBET
ERRREBICHY ET,
EEE/ Vv LT, BEET—REEELET, FATRIDPRREN. Avt—YDOANINKROONET, ZOAyv -l RBBNEROX Y-St
Iy avIitERRINES,

METLILICE>T, T2 2EENCBET + —L~NBINT 2 Z LA EREIC A Y £ 9
HEET — 2 2 ETE BRI E SN0 — L ORI —F — D AH, BEET - 2 OBELETCEET,
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Local Lab, Lab references %
Linked to 1 site(s). Settings can be edited by 1 user(s).

B # \vatdfom 2014-01-01 () | validto Ongoing 0 ¥ Addnew | Duplicate |
Reference variable name Factors Values to be populated
Sex - < Unit Normal range
Hemoglobin o Male 5 gl 133 (=] 170 G
Female N/A o gl 127 | (5 (155 G
Hematocrit T Male G sl 18 G 031 (= 039 G

@ Publish

These settings are linked to 1 sitefs), which will be
affected by this update.

Provide a summary of the reference data
updates below. The information will be displayed
under the message section in Clinic,

Updated the hematocrit normal range for
male >18 from 0.37-0.48 to 0.39-0.50

4 | according to reference lab data received |
{ | from Karolinska|June 26, 2018.

%llsh Cancel

T

olle =

Messages

Allsites Sweden Finland United Kingdom Gerrhany

A changed set of Reference data has been published,
The changes will impact forms that are alread Technical Writer

less.than.a.minure.age by Technical Writer less.than 2. minute.age

Achanged set of Reference data has been published A ¢hanged set of Reference data has been published. The changes will impact forms that are

e e = ady populated with Reference data and these changes are pending your review and approval.

7 days.age by Technical Writer
Aimmary of the changes can be found below:

Updated the hematocrit normal range for male >18 from 0.37-0.48 to 0.39-0.50 according to
reference lab data received from Karolinska, June 26, 2018.

® Achanged set of Reference data has been published

The changes will impact forms that are alread.
7 lays.age by Technical Writer

® Achanged set of Reference data has been published

e ——————— All subjects and forms that are affected by the change are marked as having an issue. Approve each

. e affected form by opening them individually and follow the instructions.

® Achanged set of Reference data has been published @ Mark as unread
The changes will impact forms that are alread.
7 days age by Technical Writer

® Achanged set of Reference data has been published

222 T
HEFEOWRIER OFICIE, BEET - 2R I-TICHLTRESN TV EITHARRL T, THROARICHIRENZ 7V v o528 LIFAHREICAY £5:
» TOBEUIIL T AASABEICN > TV S RFOREREEEZ VY b2, ZOBREIE. TOEGROIP20L S (12, BEET -V MIGEATHS
ZEIXS L TOHFIFFETRE TS,

- FIARTEEIR L CHEET — 2 h o BEERINT B, 758, TOBEESOLVESIRRENE T, ZOBEIL. TOEBKDI®2 DL S0, HEET—4%
UZMIEENTVITEICNG LT O AFIEATRET T,

EBROID & 5 ICBHARENT LA WESIE:

C BUHBIRLC, BHEET— 4ty MNCBETHEBNT AN TEET,

ﬂ #2 | Valid from 2014-01-01 ¥) | Validto 2018-06-04 (- +) Add new | Duplicate ﬁ
Reference variable name Factors Values to be populated
Sex - Age u Unit Normal range
Hemuglubino Male - N/A * | g/dL 109 |=) |17 s
Reset ' Female o N/A - g/l 12 = 167 G
Hematocrit e | Notavaiavle | male - z 18 T % 39 (=] 654 -
< 18 v | % 348 |—= | 439 =
Female - =z 18 =) | % 325 |= {391 N
< 18 D | % 334 [=] 413 v
Platelets e % Not included
Include

R BENCEEET -2 HBINL <K AWERA S RS, THESOLVEIRELTEBELH Y ET, 5 LTHLIET, Z0OTHICT 2 EEET — 4
. 74— LICFEBTEMT 22 &N TEET,

223 [RF
FOFICIE, BEEET -4 20— T TRESNEFIRREINET,

ZoFTld, LATFHERETT,

LEFERICGENT 310, WROBFOHICHEEPEI Yy oL, ROy TV YR M OSEFEFBRL ¢, KEPAFTRENTLA VRS, BE#ET— 4%
20— 7 THEAICERB SN TR TOERFHPEICBIMEATOET (EGOBEY)
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EDLEFEERT B I WROBFOEICHIENEI Uy oL, BBREI Vv LES,

F7AN TR FLBMENEFERICN/A (BYEH L) LRRENET, INEBET ST, NAOHRICHZKENE 7Yy o L, FAY TRV YR Mo
ThADF 7Y a v EBIRL £, WROBRFICHT 2. EHEEAOERFF 7L 3> 0EECEY, BREINZ Oy TLY YR HREY £7,

MR C BRICEEEAOA T 5 2\ % 2 EFOBE:

P AYRFOVTNADF T 3V EBIRL, SIBIRL TV BITICZ OF 7> a v %EAT 5. £7-1d.
- BRI + AMFVTWEF T a v ABIRL, BIRL -4 7Y a v ABRALT. ZOFICH L WTZIBINT 5, 701
» TRHBRZBIR LT REDITEERD SHIRT %,

BITRL - FRE BEOHRADES : ERIEREHOF 7Y 2 > 5% 0)

- BEEERTAA T2y @HER. SVMAIL LT SUVREVL BB SEL0) oWThh 2R, $F2ANNT 5. 72140
- NAGZEEL)ZRET 2. F7ld

« TEBMEEIRL. RICITZEMT 2, 7201,

- TEHBRAIBIRL. RO OZOTEEIRT %,

L close X
[ Central Lab, Lab references [ soe W cancel |
Linked to 6 site(s). Settings can be edited by 1 user(s).
B | # Validfom 2018-06-05 () Validto 2018-06-29 (= ® Addnew | Duplicate |
Reference variable name Factors } Values to be populated
] = ~—~
R — Sex Age Unit Normal range
el
Hemoglobin Male Remove™ | , g/dL 129 = 173
Female Y g/dL 121 (=] 153
Hematocrit Male 2 18 % 391 (= 502
—r < 18 % 348 (= 439
Female 2 18 % 351 (= 451
< 18 % 334 = 43
Platelets N, - 2 18 5 billion/L 150 =/ 450
e ¥ ~
3A: edit the current row e = I e billion/L 165 (=) 335
Female <
n #2 | Valid from 2014-01-01 Validto 2018-06-04 * Male <
*® Female > Gi
3B: add a new row
S) Delete row B
=) Equal
N/A

©) Delete row

FE! oA TY a v HHIRFICNAOA T 3 VEIBINT 21881, BOHR T, NADF 72 a v 2 ZOBREISTT 2REOA T a VICLTHELRERHY T, &

DIEHE, 74— LICHEET -2 EBINLTVWERE., YATLEIROENSIBICERFA 7Y 2 v EBET2-0TT, —BHFRON-7BEIE. WISTET—2Hh 7+ —

LIBINENET, LAL. NMADA T a v IEIC—ELET, LA >T. NABROLEDFICY 2 FENTWBIBE, £ I TRENMET L. 74 —LICIENAICTHS

FTHET—EZHNBANINET, YRTLE MOEFF 7> a v eBi—HESE2L51CF 51015, ROPTOEFH 7> 3 Y AN/ADHLIANTESMBBELAH Y £7,
23 7F—LHNTOREET— & Ol

HEEET -2 rEESND & TNODT— KA EREND 7+ —L~OEBRMATTREIC A Y £7,

74— LICEEET - 2 £ RIS 51013, ERD. ARIBNEER. R 2y 7HAUTEBIRLET:

FRy 789 )R o, 74 —LDKRI—F IS L TEREIZME L - BEET -4V — 2
» NEORES
IERBORDY IS/ XY FEEFERT2 2 EHAHETT, T 0IBE. BEET— 1LY —ZABRS BB hET,
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Laboratory Results - Blood test

Link the scope with the reference data source that provided the test results
Lab references 4 Central Lab v |

Date and time of collection

v 06 Aug 2018 00:00 =]

Hemoglobin
Result E Unit E Normal range Clinical signifcance

E..p g/dL E..p . 2= 15 NCS.

E E cs
Hematocrit E E
Result Unit Normal range Clinical signifcance

e (% N 35|(—] 45 NCS

cs
SNsEEsEsEEEEEsEEEEEEESERIEsEsEEEEEsEEEEsEEsEssEsEsssmmmssensl

Platelets v v Because in the Reference Data editor the
Result Unit Normal range Clinical signifcance variable Platelets was set to Not included, no

reference values are automatically populated
v - NCS here. These fields are editable so the reference

cs values can be entered manually.

Evb | GEIICEEEET - 2 2 BINL 2 < AWESIE. BEET -2V —XE@RETIC. FRY TRV YR MNIBEBEF -5 28R £ £ICLTHENTIEE L,

3752

ET T2 OBEBANARITONAT, HEEERNNDT S Z EATRICE ) £,

TR UTo &5 24, BEET -2 ISBIMSNELA,

BF L LTERSNATWRIERY. HEPBEHEICFLTAASNTLARL (FORRE) .

- BRL 7 IREERRS 2 EEEOBRERE . AR L TL AL,

3 RFv T N4 RFYT - HAR

31 BEHEEXAND - BETD
FE BB 0 - IVICEEEOREERNMTE SN TV AIESICOH, HEBENDTLZENTEXS,

R IC—EOMBREEEEANNDT 211 LFORT v FICfE> TS L,

Viedoc DFABMEIREE €. MREEEN 712> 27Uy I LET,

T—RENNTL2REBET -4V —RERAA-TDRLEDEERET 27201, REEWBIZ27 Vv I/ LET,

Viedoc's demostudy

: &t Launch
Confirmatory validation of oral macimorelin as a growth hormone (GH) stimulation test (ST) for the diagnosis of adult growth hormone
deficiency (AGHD) in comparison with the insulin tolerance test (ITT).

€ 0

Reference data

All sites Sweden Finland United Kingdom Germany

Central Lab, Lab references

@ Reference values @ Published Aug 06 2018 11:28 UTC by Technical Writer

i Linked to 6 site(s). Linked to 0 form(s). Settings can be edited by 1 user(s). Last saved Aug 06 2018 11:28 UTC by Technical Writer

ocal Lab, Lab references

@ Reference values @ Published Jun 26 2018 12:42 UTC by Technical Writer

BEET -4 T74 24— H'HE. BEET -2 X2—7TEREH»D. BINTL2EHCX—7 v b A THRRSNET, BHO—FPZIRINL-WIBE, TH
ZoRAICHBREDE Y Yy 7 L, MIBARAEZEIRL 9, #4013, Z8E 8RO T L,
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3 WROMEREEE BN T 28O BT % BRREE ¢ BAE TR TGRIRL £,

Sﬁ Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s)

Close X

ﬂ Valid from  2018-08-06 % Validto Ongoing < % Addnew | Duplicate | i
Today
Reference variable name Factors Values to be populated
B Pickadate
Unit Normal range
7 Clear
Hemoglobin -
Hematocrit -
Platelets -
4 BEFORRICHBEEN%E2 Y v o LT, ADIEFEBIRLE T,
S;S Reference Data / Regional Lab, Lab references Close X
Regional Lab, Lab references m E
Linked to 6 site(s). Settings can be edited by 1 user(s).
[ -] Valid from 2018-08-06 (+) | Validto Ongoing - % Addnew | Duplicate | I
Reference variable name Factors ©  Values to be populated
#) Sex @ Unit Normal range
Hemoglobin +) Age =
Hematocrit -
Platelets -
5 BEHS LSUBEFICHLT MADHRIICHZRENE 7 U v 7 LT, BH2BBOHEFF 7> a v 2&RLET,

EFHEUEREE OB, EERECBIRLES, 774 Tl BENDA T 3 v hBRRINET,

S;S Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s)

[ -] Valid from 2018-08-06 (=) | Validto Ongoing O
Reference variable name Factors
Sex
Hemoglobin N/A
Hematocrit N/A
Platelets N/A

HEO XA TEEETHHEFIE. LOI—ERNEI Vv LT §O28ELA 7EBIRLET, BEICHLU T, T2EMZY Y v LTITZEINL £,

BUANDRICEEOEEZERANNL £,

Sﬁ Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s)

ﬂ #1 Validfrom 2018-08-06 (=) Validto Ongoing 5

Reference variable name Factors
Sex
Hemoglobin N/A
Hematocrit N/A
Platelets N/A

PRIE. ETE BB,

Age
N/A [-]
N/A — | Setavalue

Age
o = 18
= 19 (-]
| = Inclusive inbetween
| (< Lessthan

w

Less than or equal to

v

Greater than

W

Greater than or equal to
= Equal

N/A

® Add new row o

=) Delete row

Close X

= =

% Add new | Duplicate |

Values to be populated
Unit Normal range

Close X

% Add new | Duplicate |

Values to be populated
Unit Normal range

6 BEHH LOBREFICHL T, 74 — LI L TEERIICEINT 2 iEREEEEANDL £ 7,

7 B®EFEE7 )y LT, BEEET -2 ERELET.

HEEET - 2 5#HET 21013 UTORT v 71> T REE L,

FE CHBON-LICEEEEEET 2ERAMTE SN TV ZIERICOAR, BEEEEET S I LA TEET,
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1 BEE/VYILES,

§§ Reference Data / Regional Lab, Lab references

Close X

Regional Lab, Lab references

Linked to 6 site(s). Settings can be edited by 1 user(s) ;

ﬂ #1 Validfrom 2018-08-06 (=) Validto Ongoing ® Addnew | Duplicate |
Reference variable name

Factors Values to be populated
Sex Age Unit Normal range
Hemoglobin N/A o = 18 afdL 125 = 18
= 19 afdL 137 (=] 146
Hematocrit Not included
Platelets Not included
FATATHEEET,

2 AW EEET - S EROBBENDL =7,

@ rublish

These settings are linked to 6 site(s), which will be
affected by this update.

Provide a summary of the reference data
updates below. The information will be displayed
under the message section in Clinic.

Updated the hematocrit normal range for |
male >18 from 0.37-0.48 to 0.39-0.50
according to reference lab data received
from Karolinska, June 26, 2018.

Publish Cancel

WEEZI/UVILES
IERREEENEES . 7+ —L~OBEEEMAAIREIC A Y £,

MEEGE#E(E A Viedoc Clinic CHEE & h7zi8IC. EMEET — £ 2 20— 7'HViedoc Designer TR - lEES NS d. BEEET — KEEIORD X v -V HRRENE T,

Reference data

Allsites Sweden Finland Germany Netherlands Austria Belgium Italy United Kingdom Switzerland

Akademiska Lab, Hematology CBC

@ Referencevalues @ Published 13 Aug 2018 07:56 UTC by

1 Linked to 2siteis). Linked to 20 form(s). Settings can be edited by 3 userls). Last saved 07 Aug 2018 12-18 UTC by
¥ Publish required as scope defintion has been updated

Open reference data editor

MEREMEEE BE 7 + —LA~BEBINTE 2 £ 512951014, Viedoc Clinic CHREET — &V — X E AT —TOEAIBHEEEHL

. BEBET2XENHY £, §TIC
BEEMS N7z T — X OMEREEEN DS & FEEZITD 7+ —LISHEVEE () 743V »MMFE£7,

32 HEET - XOEERETD
CHBON—LVICRE@EERET SRS SN TV AIERICOA, BEET -2 4BESLENTEET,

—EDMEREEEETET 5 121E, LUTFORT v FIfE> T<EE L,

1 ViedocDFABAEINEE . MEREEEO T2 %27y I LET,

2 EEANAT IRROBEBET — 5 — R EXA—TDRAFEHLEERET 2100, RELHRBTZE/ v/ LET,
3 TH (¥ x BRIV L, BF EFE CSBEEV)BLUEEEEANALET,

4

F®EES )y LT, BEET -2 ERELET

BEICEN BENBINS Nz T — 2 OEREEENITL D &, FEAZIT 27+ —LICFHRVEE () 743 VHMFE UTOXA vy 2=V H 7+ —LDEBICEREINES,
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SE-AHU-037 ~ Visit 2 [28 Nov 2017] ~

7 Formis in view mode. Click "Edit’ to make it editable

A A change in the dependent Reference data has been made which is pending your review and approval. Click edit to populate the form with
new Reference data and review the populated data. Make any changes necessary and then save the form.

I—ab 45704 sHow HisTorY ) (IO

SEAZID 74— LIGBIREEORME 2 — 10t BEET—4BETRY T4y 7L LTRRINET, BREROBEY 2 FOFH#RIC> L Tid, EREEE J88B<
FEW,
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*

Randomization, allocation and emergency unblinding

2. B= & BT ERIHERR

F{T2& Viedoc System 2023-07-19

1LIELHIC

2. 8

21 RS SRR
32EMATLICRY
33FMAEXMZ S

3.4 EI2HRIE D ELETS

1 ELwic
AERCENT L BILAMER SN TV RIBE. ENTCEIH ST L TbD 7+ —L L IZBRA2EMELE T 24ED 7+ —LWMERINES, oLy 2y Tl BfFEEIET7 -4
DR FERTIEEHAL T,

2 Eift

BT 7 # —LICDOWTHI > THLAREEEL R, B ITbNBEET 7+ —Lh 0y s ah, RETI LD TERLADEVNI ZETT,

UTOE&KICT, ¥ 7LaEdoflzrL £7.

SE-01-002 - Visit1[28 Jun 2019] ~ Close

Randomization

Randomize subject

Sex

™\ fa
() Male (@) Female

ZITE B0 T A —L LB Y BECTIEHACET (L EERORETCERINIBIOBR) 0F T a v iiFRINES,
ETIENI BRI A N ML TCRESNT L 2IBE. BIfdR s dhY 8A, Kb YIS, I 7 » —L2fET 2 L EIfThhET,
BEEET21C1E. B2V v o LET, BINPEITSN. 74 —LA Ay IENET,

SE-01-002 ~ | Visit1[28Jun2019] ~ Close

x Formis in read-only mode.

Ra ndomization mE R a show HisToRY (@) (D

Randomize subject

Sex

™ =
(_) Male (@) Female

21 BESERUER

EREOBRSEENRE L IBE. L IRBREORBRSINPICEEERIRNIBE. BT TWOAREREIHIAT % £ TOM. X 0BFEToWaENZI snin
RS DY £T. TO LS BIGE, BRIIER (F—F—7Y) "BBICEDZIENHYET,

EE ERUBKRETS & BEORBERBIRRINE T, . WROFERICH VL TEZET -2 2HEYT AEREFOLTO -V - IS L TERIIER, T
E3E

BEERUEROERE 5155 0BG, BEN BT S nARIC, BT Y » —LICBEOEREBIRETS 4+ 7 a v AR RINE T,
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SE-01-002 - Visit1[28 Jun2019] ~

# Form is in read-only mode

Randomization = =« = g snowristory @ (1D

Randomize subject

O Male @ Female

& Unblind subject D Form History

BRI E T 5121 LIFOXT v ZICfE->TLREE L,

1

2

BEOERUBIRETIZ /U v I LET,
[EED) SE-01-003 ~ | Visit1[28 Jun 2019] ~

¥ Formis in read-only mode

Randomization = = = a sHowrisTorY € (1D

Randomize subject

@
Sex
Q Male @ Female

A Unbliﬂ% subject D Form History

BEOERUBIRETI 0L TR HRRENET,

ERUEROBRENDL. "RAE2 U v o LET,
/A Unblind subject

This will reveal the subject’s treatment and
unblind all personnel with permission to view
this data in the study.

Give reason for the action

=

NRT—FENAL. BBz Vv LET,
/N Unblind subject

This will reveal the subject’s treatment and
unblind all personnel with permission to view
this data in the study.

Give reason for the action

Emergency unblinding needed

Give your password and confirm the action by
clicking ‘Confirm’.

Password

| Cancel |

BT 7+ — LT, BIRUIRIRE1T - - BEORBRAS P REARIC LY 7, ARSI, 20T - X ORBEERE O TOR—LICFRENET,
SE-01-003 ~ | Visit1[28Jun 2019] ~

x Form is in read-only mode.

Randomization Fa | SHOW HISTORY [@-]

Randomize subject

Sex

O Male @ Female

Treatment

O Active @ Placebo
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3 EH
HEACRESIN TV 2158, EUTICINA CEIHERITT 5 Z LA FRETY. BlHiE. B CAC 7+ —LA. FRBBIOBIE 7+ —LTITI ZEATEET,
ZMAEREIND &, BIEAA Y SN, REPHER B ETOT, ERLLEE L, BLETH. LUTOREIIETITRETT.
- BINATLICRT -BIMO KA I S EEALAE, R CHISET - BSEHFORILZHIR L CTTORBICR L, R TEIL T * v o BEICER
TEDLIICTDH L THETT

P BEAESEZL-HLOFY FEEIVHTET Bl BEDF Y FEEILTLESLBA) o JOREICKY. BRICEIVHToNAF Y FEFRLLF Y b
ICBERZAET, DRICEZES AWy MIRLEBEICEIE O EFICAY £,

UTOEHRICT, BT+ —LOflERL £,

[GE8) SE-01-002 ~ | Visit1[28 Jun 2019] ~ ey

Allocate s kit

Click Allocate to allocate a kit for the patient for this visit...

BECH LT CELEETIBE. BI&E Y v LET GERROREICL > TRRINIBMHIPBELDIBENHY £9), BIMUPETIN, 74—LHAvISIIE
¥o

D:I'-M:O'J SE-01-002 ~ | Visit1[28 Jun 2019] ~

x Form is in read-only mode

Allocate a kit v =+ v a stow HisTorY ) (D
Click Allocate to allocate a kit for the patient for this visit...

The following kit has been allocated:
Kit number Expiry date

1001 v 01Jan2020 | @&

Storage conditions

Refrigerator, 2 to 8 degrees C

Z DME T — 2 AP E LTEEAERICERE N, 7 4 —APDFOEFTL WA —2 3 UAMEREE N E T, (BISEMEQEEEIE S8R E W,
HE! FFOBNETTCRLEIC, BINEEITTSICE. NTOREATICET & T8BCLE L,

31 BHETICRT
BLAETICRTIBEIE. UMTOX Ty 7> TLEE W,

1 BN T+ —LAERHE BEEZIV v I THELATAINRREINET,
(¥ Modify

Choose type of action

e
(_) Replace allocation )

() Undo allocation @

Confirm Cancel

2 FILETICRT 2BIRL £,
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3 BL 7+ — LR CEBOELAETEINTVLIES, FOy 78X =2 —hoTIcRLAVEIKEBIRL 7.
(# Modify
Choose type of action

() Replace allocation

) ;

(®) Undo allocation @

This undo function will remove the existing
allocation, reverting the allocation to its previous

state and making the allocation available for
other subjects.

Select allocation

Kit allocation Visit 1 A

Give reason for the action

Cenfirm | Cancel |

EIHETCRIEHEAALT (20T F2 MFRICEERFICRRSNE T, 5L Ik ZHREQORENNE ZS8BLE W), BlBE Yy I LET,
(% Modify
Choose type of action
-C) Replace allocation
(#) Undoallocation €)
This undo function will remove the existing
allocation, reverting the allocation to its previous

state and making the allocation available for
other subjects.

Select allocation

Kit allocation Visit 1 4

Give reason for the action

Allocation should not have been performed

i

| Confirm | Cancel |

BEEHNTICRY . 74 —LDEZICA v -V HERRSINET,
[EED) SE-01-002 - | Visit1[28 Jun 2019] ~

x Form is in read-only mode

1 Allocation not complete, use ‘Madify’ button to allocate again.

Allocate a kit = = = a sHow HisTorY (@ (B

G
Click Allocate to allocate a kit for the patient for this visit__.

Zhick Y, BEFOEIMZHERL CTOKRBICRL., Ro CEIHTEF Y M BOBEICFERTEDLSICT 2L TREICAY £9, £/, 7+ —LPDFOD
FLOA—Ya v e ENE T, L 3 EESBEOBEIN® BB E L)

UTFoEY . BUEEICLTHLVWEINZETTSZ EAHEE S,

BRI ATTICR L BB IS LT, FLVENEZRET 21018, UTORT Yy It TLEE L,

1 BRI % TTICR LA BEICW L, L7+ —LECEEEY )y s LET,
[EED) SE-01-002 - | Visit1[28 Jun 2019] ~

x Form is in read-only mode

1 Allocation not complete, use "Modify’ button to allocate again.
Allocate a kit = =~ = g sHow HisTorY (@) (B
Click Allocate to allocate a kit for the patient for this visit___
BEEBOFRY TT7y THERENET,
(# Modify

Choose type of action

I
() Allocate @

Confirm | Cancel |
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2 BVETHEBRL &9, L7+ —LRTEBOELDPETEATVIBE. FAY 7LV U M oRTT2EILEBIRL. BEEANALEY, (20
TH¥RMIBICEEBNCRRSNET, FFL <IE BENBEORENNE CS8BEE V) RICHERBEI U v 7 LET,
[ Modify
Chaoose type of action
@ Allocate ()

The allocate function will perform a new
allocation.

Select allocation

Kit allocation Visit 1 b

Give reason for the action

Allocate a kif

i

| confirm | |m
3 FYAEITIN, TH—LHAYIEINET,

SE-01-002 ~ | Visit1[28 Jun 2019] ~

. Formis in read-only mode

Allocate a kit WO E stow HisTorY B (D
Click Allocate to allocate a kit for the patient for this visit

The following kit has been allocated:
Kit number Expiry date

1001 v |013an2020 | |

Storage conditions

Refrigerator, 2 to 8 degrees C

7 # —LPDFDFLLWA— 3 VAMERR I NE T GEL < I3, BIEEOBEI% Z8B LS L),

32 FMEEFEZHRZ D
BEOEINEH L VEY TEEIRZ 2188 (BEICHLLF Y F27HA092E) | UTORT Y FIfE>TLEE L,

1 EEPERYNIENE i (BT A0 & M

[# Modify
Choose type of action

O Replace allocation £

() Undo allocation @
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2 BLABEFWABEB/RLET, AL 7+ — AR CEROEUATITENT L BI8E.

[ Modity

Choose type of action

Replace allocation ()

() Undo allocation )

The replace function will replace the existing
allocation with a new allocation. The previous
allocation will remain and will continue to refer
to this subject.

Select allocation

Kit allocation Visit 1 A

Give reason for the action

Subject lost the kit. New kit needs to be allocated

Confirm Cancel

FLLEIMARITENES,
SE-01-002 -~ Visit1[28 Jun 2019] ~

# Formis in read-only mode.

Allocate a kit » = = @
Click Allocate to allocate a kit for the patient for this visit__

The following kit has been allocated:

Kit number Expiry date

1003 v 03Jan2020 | &

Storage conditions

Refrigerator. 2 to 8 degrees C

ZHZEY BV HETONBRFOF Y PEFTL W Y FTEERI oMK L7, BIEEIE S M TWecd Yy MG L TR LEEICEIHTONE T,

7o, 74 —LPDFOFL WA= a vAER I E S (FEL < 1d, BISEEO BB % T8I 2 & W),

33 EIZ(F o BSEREH
B OV THRITE NI TN TORMEIRIATORY . BEIINC RSN E 7,

o BIEABREICEITENBEE, T - SADE LGRS NET,

Allocate a kit == = g

Click Allocate to allocate a kit for the patient for this visit...

The following kit has been allocated:

Kit number Expiry date

1002 v 02Jan2020 | @

Storage conditions

Refrigerator. 2 to 8 degrees C

8 Kit number » 1002  Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST
8 | Expiry date » | 02Jan 202! Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

8 Storage cor » | Refrigerato: | Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

» ZOMMOBME EIKZITICRY. BHOBERR) 13, RTEBHE LTADLAT X b EHICEERNC RSN T,

https://help.viedoc.net/c/47e0ad/?print=ready
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Allocate a kit = = = g

Click Allocate to allocate a kit for the patient for this visit._

The following kit has been allocated:
Kit number Expiry date

1004 v 04Jan2020 @&

Storage conditions

Refrigerator, 2 to 8 degrees C

8 Expiry date » 02Jan 202( Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

(tl Expirydate | 02Jan 202! » 04 Jan 202 Kit lost by subject. Allocate new kit | Demo User (317) 28 Jun 2019 13-45 CEST )

8 Kit number » 1002  Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

C‘_‘l Kit number |[1002 » 1004 Kit lost by subject. Allocate new kit | Demo User (317) 28 Jun 2019 13:45 CEST)

)  Storage cor » Refrigerato: Initial data entry | Deme User (317) 28 Jun 2019 1342 CEST

7+ — LR TETSNEISERER. UTO®Y 7+ —LOBRICFRRENET,

p Form History

s

§

7

i

iy

i

Version 4

Saved by Demo User (317) 28 Jun 2019 08:51 CEST
Replace allocation

Version 3

Saved by Demo User (317) 28 Jun 2019 08:50 CEST
Allocation

Version 2

Saved by Demo User (317) 28 Jun 2019 08:48 CEST
Undo allocation

Version 1

Saved by Demo User (317) 28 Jun 2019 08:45 CEST
Initial data entry
Lock checked by System (0] 28 Jun 2019 08:45 CEST

Close
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2

Issues and tasks
MREE X XY

F{T& Viedoc System 2024-11-20

LIBLHIC
2. B8
3%

1 Lo
SBIREE (EREEE SSR< LS V) CHTEBH TV L RAME TN TOBE L IERIRRINE T, SEEREE) - F TRRINIT,

BRE (/T VUE) PR BT IRNSEELH BRI BEH—FOBLIIFRBSLUAL Y POTA 3V BNET, ChodT7(avIicdl), 77varyhpgEe X
NTLWBAEIDEHMT L EHTEET,

[EENES

SE-Uppsala-005

UPPSALA
tasks

3 40 15 Mar 1977

s FUTAAVHRE- BECWLCKBRO /T UAH D, £ IEKRMERORIBT —40'% 52 amL 9. FERO I TV H L UOKRMEROIRT — 2 IE/@A
ELHERNNHL - BRTZLOTEHY ETH, ESX— T 42— Vv — L LTENLORIEAM->TH L BEETY, Ak, 21V 0FEECS
BREL,

» ALY ITA4aY (- UROBE I LTRT IRNE/EE (7 TV EBOERCL €2 —0FETE) of#rRLET,

TARTORBE L FRIRENICHER E T/ BRENTVWABIIT 72 a v ARBA LS h 2T 2 RICRILE T,

2 rmE

BIROBECHZ FOy TR PEBIRT S 2 & T 51— F/RIRE/Viedoc Me/ A XY + OFRREPPIEZR 2 LN TEET,
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Viedoc Me study

viedoc
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Selection » @ cCards *
Cards
Search
Issues
UPPSALA UNIVERSITY HOSPITAL ~ Viedoc Me
ﬁ Status Age
Events

40.8

FOUND 13 CARDS.

a
SE-KI-006 iy

KAROLINSKA INSTITUTE STOCKHOLM

' ’ Status Age

u 38.7

FI-HU-005

HELSINKI UNIVERSITY HOSPITAL

ﬁ Status Age
“’ Screened 269

FIRERRIE. FHET2MEO Y X FeRRLE T,

SE-UU-002

UPPSALA UNIVERSITY HOSPITAL

Status Age

u Screened 58.2

Viedoc{;\‘ A demo study Demo User =@ O
Selection
Search 5 znmrs Show all sites All issues
- - isi ¥ Missing data
g Sr9zoos T e
&3 Uppsals Lab Demo User 07 Jul 2017 14:56 CEST Missing data
o SE-02-007 Vel 1 Missing data
@ Las S
pRsa Collection Date and Time pemo Hser L fug 20 &S
Visit 1
o SE-02-006 Lab Is the date correct? Please verify!
bt Demo User 01 Oct 2018 09:54 CEST
Upesala Collection Date and Time Peme eer 01 Qe 20
SE-02-007 Vet 1 Missing data
posa Leukocytes SEme R A S
Visit1
- - T M dat
4L S
pesa Leukocytes e

REREANSE LTV D 7 4 — LB DI,

EEGALICH2 FAy 78I URMEEIZ LT BBYRMIZ7ALEZ—%N 22N TEES, LITOEY.

- MR - REEOMERR.
« BRED XA T/ ZATF—RRTE:
- 2TORE- AT -2 XI@hoT. 2@Tns Ty

ZETEs ) v o LES, 7r—L%BLAE. BEY X MRV ET,

TANRY Y TTEENTRETT,

FIETRTOMERO T — 2 BT 2

(FL 7TV IE®<)

« KBROBE (A —LR—2 7 LY AN THEVERT 74V 1) -FKRRORXT -2 R H 22 TORE

- KRR TY -EIBFHRAT—XADITY DK
- FRELDOI T -FEBFLOI/TIDH
BaosTy

2TOIITY -RT—KXI@ALLT, £2THrTY

FE TR, 'B—R—27 T U AEMTAEVESICEREINET,
(7T 0B - BE, 7LI7ITUDBM, 7L 7T OFERISTT 2HEREF O I -V — ST 2T 74 L b):
« LT OBIMERERE O I -V —ICIE - AT R RICEADL T ZOI-—Y—HRITLAELTOTL I T 2FR
- LT OFGBEREF O LY — IS - 20—V —AFERLEETOTLITY & BITLAEI-Y—ICEb O 2TORTEH

VEDEZ 7S
» 71U OB - EEEREF O —

I - 20—V =L > THITELBEFEINLLTOIT Y HTFLA-I—V—(ICE@bS

T RTCOERRFLO/ TV, BRLELI-—F—ICEBb 5T @TOEREATL I/ TY %R
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« TLOTY-RTF—RREMbBVL, 2Ty

- BHOA—LDITY -
FE HERTO—AR—Z2DI T UNEMIESTVBIEE E-X—PT—43x—Yr—REDI T OBINVEEEREZF > 21— —A—LT
I3, PBIREY X PEBIVERRIC, COTAARHT 74 N TEASNET, BEOA—ALDITY(CE, ALA—-LVICE > TERTERS N, X7
— RANERIEFD LB AIBEFLTH B, INTORE T YA YR FERFET,
» MBT—4-2T0, FEROXIBT -4

» A —LBEIRYT A O BT YA OBGETEEE LTV B D, BEIMMREBE B TWE T 4 — L4

3 fr¥E

—ZDBNAENDETCIT, ALY VOEETA AV HFREN, LEL—TREAT—ZABHBH T &, if»twlum@ﬂﬁﬂa@#%?@%’z&?tia‘( TUDFE
P Uy b ETBEBOEEN), o (EEOBNRRINET, SN T 4 —LICIHUEDIEEAH BIRE. TA A LITIEH ERRENET, T—XATE
BRY ) — > TERARKETH S & 510, (FREHBIBZE LT, S50 20E HY £7,

EEE3D2OLARLTrI v FroInEd :

- BE
- ARV E
- THA—L
- L1} =
Details HEH 2
Search Show all events v m gs=

SE-20-003

UPPSALA UNIVERSITY HOSPITAL ¥
Screening.-*

™ smws AGE 5(’99”‘”9'

“ Withdrawn 70.1 _11) o7 2020

I -

0% v 07 H
Screening Protocol date
o= not set

Screening
tasks pending Scheduled date o
Event date s o /] not set

Common events + Y u

. Event date P
Mediical / Surgical History (3) Check Questions 30 07 2020 ]
Priar and Concomitant Medications (0) [ T

E¥I3—BRTd2¢, BELYSHEAET,
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2

Clinical review, SDV, and Lock

JYU—ANLE2L—, SDVEBO Y Y

F{T& Viedoc System 2024-11-08

11EL&HIC
27Y=hiLEa—
3.8V
31I8F L ~JLSDV
4.0v7%
427 —L%0v 4D
437 A—L DAy JEBEHFITS

4.4 BEH HIEH S N7 (ViedocMe) 7 4+ — LD A v 7 L O v JfRER
5.5—4ZLEa—-aAvV—J

6.FBRR T—2REXA PV IR

1 lELwic

F—&LEa2—ESDVICRIT 2BMId. MBRICKYRAY T, UTOE 7Y 3~ TlE Viedoc TG LTWLWARBICOWTRSL £ 7,

ZHELOFITIR, U HILE2—ESDVARTRLOIEEL B->THY ., BETEHELERORIAL v O OEET A aVICRRENATVET,

==

Patient Info |2 | = -

G

sHow HisTorY () D
EXD Gender :‘.. } Male (®) Female ([ ) Transgender
Date of Bifth A
€ Dateof & 05Aug1984 @ €0 Age

1 33
h 4

Clinical review SDV Lock

p Form History

JUZHNLEL—ESDVDF =y IRy JANBIREN, RRAIDNRTERDEFLYIDRRITA AV EEAET,

Patient Info | o =

E’; Add note

v 7|k sHow HisTorY ) (D
Gender () Male (®) Female () Transgender
Date of Birth A
seors * |05Aug1984 | @@ ge 33
+/ | Clinical review | SDV Lock D Form History

E‘; Add note
TR REERAE O I Y P EEI - FARELTVWAIEETH, 7V ZAHILLE2L—ESDVEETTEET,

o, ZTOPWHEET. 7V AN LE2—LSDVIF, RENDBELRI -V —ICPLTEEEA Y /52 LIEHY £HA,
2 JUzZALlLEL—

JVZALLE2—DOBRNIE. EZX—HD T —LDOLE2—ETo/ B TNEY—UTEDLSICTEIHETT,
TH—LEIYZANLE2—FHLLTY—7 T3 LTFOWThhOREEERL ET,

s BT —LOFEICH D, FYZAMLE2a—DF v /Ry IV RICFz v I EAND,
W LEa—aY Y —LENLT, Ny FUIBRETS ., AR UToL e -0 Y — LA TSRS W,
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TA—LELE2—FHET—UTHI . A VYA P TY —RAT—RICT 72 AR TVBEVSBRTEHY A, TNIE 7+—LORBOZ Y= HILLE2—
EF 794 FCEMEL. FEEINTVBIEZ LYV VHOBEN CE I L 2BKLET,

JUVZANVE2—FRELTY— 7 LIBIC 7+ —LDRESNTIBE. LE2—FARAT—RRAIERIN,. BELE2—DRBERYET, FL VP OEET
A AVICBEL 1 —EEIFRINES,

3 Sbv
SDVIE, V—RT—RIZT7 V7 RTINEND -0, BHECRAICE >TRLEEOHI 7 2/E¥L LY £7, SODVARBELRDZ TR TD 74+ —LICZRRII—IHDEET,
SDVIZLAT D 5 B12o O/ ETEEATAE T,

- BRALANL D 74— LEICIBEOSDVY 0% ) v o LET,

s TA—LLANL I T —LOTRERICH D, SDVOF v 7Ry J RZF v 7R ANND,
FE! 7 —LICSDVERBEEIZEANDH Y. TNHRHBRETOT - 2ARREMICL > THERRICA STV BIBE. 74— AL TSDVEBAYTS I &
I TcEEtA,

s LEa—aY Y —LENLT, Ny FRIBETS, 3L UTFoLEa—av Y —LaE TSRS,

SDViEH & LT~ —2 LIABIC 7 + —LWHREES NT-IBE. SDVIEH R T — X AN RIS N, BESDVARELE AW ¥, FL Y P OMEET A 1 ICBESDVIEEN
FRENET, 72720, BESDVIBEICHRZDIET +—L ETEBEINLIBEBHOATYT, INSIERIFFHRVSDVT A 2 THEICRINE T,
31 IEEL ~NJ/LSDV

RERTIEBL NILO SDVEEENEMIC AR > TWIRIBE., 74 —LRDO@E« DIEHICXFLTSDV A#E{TTE XY,

SHERTY A CIERICSDVARETH 5 LIBEESNTVAIES. 74 —LDIEEDHICSDVY A AV AFRENE T, AL T A IV, SDVAETFENTLAWT & &KL
F9, SDVEE(TTBICIE, FRWTA IV E I Yy I LET, 74 I VIEROSDVTA IV IZEDY £7,

% Form iz in read-only mode.

Demograph|c5 s ] sHowHisToRY € (D
Date of Informed Consent ED Sex
¥ | 07 Jul 2023 [ ] Female (@) Male
Date of birth B0 Age
v | 11 Jul 1984 [ 390
years
E) Race EX Ethnicity
R Hispanic or Latino
American Indian or Alaska Mative
®) Not Hispanic or Latino
| Asian

Black or African American
Native Hawaiian or Other Pacific Islander

White

| Clinical review SDV Lock p r B‘ A

SDVEMBELE T HINTORRT A TLASDVENS ESDV Fx v Ry 7 AN BEIICEIRE N E S, WSOV Fz v /Ry 7 REBIRT &, SDVERBL TN
TOFRRERNFEOSDVT A 2 CRRENET,

FE!
. 7 —LICSDVAMBABEASENTWAAFRINTOAWVES, 7+ —LRKOSDVR T — 4 22 TET S LIETE A,
« SDVAEITEN/BICEENRES NG, SDVAT—XXIE Uty h&h, BESDVAEITT 2MENH Y £7.,
C HBRANY b7 A —LASDVEND L, AR AT —LHEERIICSDVENE T,
4 oy

41 7H4—LEOV TS

74 —LEDT—2%By 7T DICE. UTFOWTNAOFEEFERAL 7,
P BTA—LOTEICHD. AYIDF v IRy 7 REBIRT 5,
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s LE2—aY YL ENLT, Ny FREEETS. M. FoLE: —a>y — )L T8RS L,
TA—LDAY 7E TWRO 7 # —LICXF L TLROBEIBESINAEWMBEGITITILIICLET, 2FW, T2 U—rvARRETHNIE Ay 7&2FTVET,

EE eCRFOEHIZA Y /&N 7 4 —LICBASNEEA. eCRFICEENTFEINTH Y, BIERELRSCICO Y 73FAD 7 + — L ICEE2 RIFTAIREN Y H 2
BE. BRI LTHFHIROTHA VR =2 a VA EEESNIRICEN SO D 7+ —L%E Oy JBRLTIIEE W,

TWROBEIKILT, IRTOARY MIBT 227+ —LAAYIEND L BREAAOZOFEEDNN— FICAOY I T4 AV HEREN, IRTOT—21 Oy 7SN
ZEERLED,

SE-111-0

SITEL

a STATUS  COHOR

42 Tx—LDAy IEREITS

BEOIVZyIDT7r—LlE, 74 —LTFPCHIAYIDF v IRy VRAOF 2y VAT IETAY VBRI DN TEET, 74 —LzOy VBRI E. T
— MREERE O -V —Ic L aREN TR A ) £ (B E6F) .

T | Visit1[09 Jan 2019] ~

x Form is in read-only mode

Vital Signs - BT sHow HistorY @) (B
&
Were Vital Signs measured? Date and time
= '
(®) Yes () No v 09Jan20190 B O
&
Heart rate Body temperature
65 372
bpm °C
Blood pressure
Systolic € Diastolic
120 65
mmHg mmHg

Clinically significant findings should be recorded in the Medical / Surgery history log

[v] ciinicatreview  [v] sDV £ Formtistory % Addnote

43 BEBEHISIEH I N7/-(ViedocMe) 7 + —L DAy 7 & Oy 7 iRI&
BEICL > TADA S CICRE S /z(ViedocMe) 7 # —Lld, T 74 hTAY 7ENET,
HBCTAHTVarvAERICE s TVNIE, BEICKVIBHEN/ 74 —L00y VBN TEBIEEYHY £, ZOBEFIE. BEICL->TURES MW7+ —LDOTERICA

YIDFry IRy VADNERENET, COF v IRy IRCF oy IENND, £I@IMF T Oy o eny VBROBIENAIREIC AV 9, 7+ —L%EOY Y
RIS 2 &, T 2UREMEREF D1V — IC L ZERENTREICAY £ (I E&D) .

https://help.viedoc.net/c/47e0ad/?print=ready 115/286



12/13/24, 9:15 AM
SE-AHU-081 -

Home Admin 123 Jan 2019 ~
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x Form is in read-only mode.

Home administration & = % < a

sHow HisTorY E) (D

Did you take the dose? When did you take the dose? How many tablets did you take?
a2 ™y
(®) Yes () No v 23 Jan 2019 15:39 B O 1
Click on the scale below to indicate how severe your pain is.

49

,

Have you experienced any adverse reactions?
™ 2y
(L) Yes (8) No

Have you taken any other medication apart from the study medication?

Y =
() Yes (8] No

|V| Clinical review

5 F—%LbEa—-ary—Ji

p Form History E‘: Add note

FT—=RLEa—ar Y —LEFRTEIET, 74—LDIYZANLEa— SDVERYIZON Y FABAITS 2N TEET, T—XLEa—ar Y — L&,

EBESMEEOGLICHET—4LE2a—0T(avE s Yy LET,

v
o ]

F—ZLEa—arvy—iLif TWROBEISHFLTT—KLEa— SDV, LAY IHPBEICHESTVEITRTDO 7+ —LOWBEARLET, JITE. EDT74+—L4

AL Ea—FH SDVEABLVOY IV FLLONZHRT DI ENTEET,

/ol BETLADHOFEDOTA AV DFRRT, LAV TWEWT + —LDDN D LIS

o TWET, GOBEBEICHWAZ LD DD 7+ —L, JLADBRELEHELVIVWAWI +—LTHDLILERLET,

E-Stockholm-002

Data Review Console

Show all forms ™

~  Add Patient

I Patient Info

- Visitl

Cancel |
3 forms.

1 forms.

Event date: 10 May 2021

I Lab oM

"% v alde
2 forms.

'l:-m CRA 5DV . o>

CRA 5DV o

7A—LELEa—FEAYITBICIE:

1UATOWTNADBETL Ea—F5 7 +—LEBIRL £ 7,
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s R=VAEIIHD. (BF) 7+—LEIVYILT TRTOT+—LEBRL £,

F se-Stockholm-002  Data Review Console =
Show all forms ™ 3 fc@-u_
- Add Patient 1 forms.

L%

IPatient Info DM CRA 53, @ &

-~ Visitl 2 forms.
Event date: 10 May 2021 DM CRA SOV oy

ILab DM CRA 50V a8

s BARVIORIZHD, (BF) 7H—LEI Vv I L ARV IRDIRTOT7 +—LEBIRLET,

FA sE-Stockholm-002  Data Review Console [ Cancel |
Show all forms ¥ 3 forms.
| Add Patient 1 forms.
I Patient Info oY v a @
- Visit 1
Event date: 10 May 2021 o T o

ILab DM CRA 5DV o

s flcIC. T A—LDOLEA— - Oy TAAVERRLES., COBE. ATy 72 IFEAINERA,

FA sE-Stockholm-002  Data Review Console
Show all forms ¥ 3 forms.
- Add Patient 1 forms.
I Patient Info ) C\R; S\D; a ® ﬁ
- Visit1 2forms.
Event date: 10 May 2021 S ki I8 | ®
I Lab o E S\D/v a @

24T OVHHEEET, BBEICHGLTIY=hLLEa2—, SDV, Ay s%&2~v—2 LT BTE/Uv I LET,
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Lock
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Only visited forms (2)

Ready

Cancel
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EITLIEABICH- T BIRENT7 4+ —LDRT— X ANEHINETS,

Show all forms ™

~ Add Patient

Patient Info

- Visitl

Visit date: 08 Feb 2016

Lab

Y—UENETA—LDOR, CEENELBRLTVWAWT + — AN B HIBE, BIRLBELGT 20 E I BRI E T, 412 cEE LIRS, BIRL-RBICHE
STTA—LDY—TENET, YATLETIE BLWEIEARVE, 74 —LDLE2—PSDV, Ay I7HATERLEVSIERICIER > TV EFA,

EE! HBRTEBL NV SDV DRRENBMICHE - THY . 74 —LICIERRICIN TV ESDV AREBELRIEBENIRENTVIIBE, 74+ —LRKDSDV R T —X X %Z

BI5ILIITEEEA,

6 HEERT—2REXPUIR

RISACOMEEBIIRBR T — 2 2B SN A L) V AEE CHER TS N TEET,
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2

Data review and Lock
F—RLEa—tRAvY

F{TZ& Viedoc System 2023-10-24

11ELsHIC
2.7—4LEa—
3.AvY
31 74—LEAYV VTS
3274 —LD0y VEEREITS
33 EBEN OIBEH I/ (ViedocMe) 7+ —L DB v 7 L A v JRER
4.F—ZbEa—-aAvV—l

5. MEBRT—XREXFYIR

1 FLoic
FT—2ZLEa2—ESDVOBHIFFRIE ICBAY £7, UTO+E > a > Tld, Viedoc TG LTV AIRBICOWTREHRL £ 7,

HERTHEEINTWAIBE, T 2L Ea1—BRTINSEEL AV T, ALY VOEETA AV ICRTHLIEEOHNREINET,

Patient Info | v | sHow HisTorY ) (D
L4
R
-
L
.t
Gender ;* Male (®) Female Transgender
Date of Birth +* A
ateotBirth | v | 22Feb1965 | B 9e 54
'0
b..
.
0
.
Data review Lock p Form History E‘; Add note

T—RLE2—DF v IRy ZRTF v VAN (EENTTTDE. ALY OIEETA AV IEER £,

Pat|e nt |hfo vt u sHow HisTorY () (T
Gender Male (®) Female Transgender
Date of Birth A
e v 22Feb1965 | @ 9 54
| Data review Lock p Form History E‘; Add note

I REERE SOOI — BB - FERELTLAIEETH, 7Y hHLE2—ESDVEEFTEET,
Fo, ZOWHERET, 7 UZANLE1—ESDVIR, RENMBEAI—V—ICHLTEEEO v /5L 3HY FHA,

2 T—XRLE21—
F—2LE2—0BEMIE. T—EYx—Jv—AT74—LDLE1—%T-o1E ThEX—0 TEHLIICTHEHETT,
7H—LET—=RVE2—FHRELTT—F 21 UTFOWThAOFEEFERL 7,

s BT —LDOTREICH D, F=RLEa2a—DF v 7Ry ZRICF vy 7 EANND,
s LBV Y —LENLT, Ny FRIBETS, . UTFOLES — o Y — LA TSRS L,

EE F—RLEa—FBHE LTI~ LIBIC 7+ — LPRESNTEE. LE1—FART— 4R @RI, BEL L1 — 2" REBEAYES, LY JOMEETA
VICBEL L —EENRREINET,
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3 Oov7
31 7#4x—L%ZOv 733

7H—LEDT—4%0voF 5101 NFOWTNL OEEEFERL £,

s B7A—LOFEICH D, AYIDF v IRy I RCF v 7 ENND,
LEa—avy—Lafilc, Ny FUBETS, FIE. UToL L — 0>y — LA TSRSV,

TH—LDAY T RO 7+ — LIS LTLEOBEIBEINAWVBEICTILIICLES, 2FY. 7227 U —vuREThHNIE Ry 7 E2TVET,

EE eCRFOFEHIEA Y 7 a7+ —LAICHEASNEHA, eCRFICEENFEINTE Y. BIREELOICA Y 7iFHD 7 + —LICHELRITIOIRML H 5
BE. BRI L CHROTYA >N =2 a VA EESNDFNCZNO D7 4 — L%y JRERLTLIZE W,

WROBEIKILT, TRTOARY MBI 2274 —LAAYIEND L BRAAPZDOFEENN— FICAY I T4 AVHERSN, TRTOT—2r Ay 7SN
ZEeERLES,

SE-111-0

SITEL

3 STATUS  COHOR

32 7x—Lo0Ovy IERETD

BEOIVZvID7+—4LlE, 74— LTFPICHIAYIDF v IRy IV ADFzy 7% TAY IBRTEIENTEES, 74—LEOVIEBRTIE. T
— SEREMER A IO 1 — T — I L BERENTIRGIC A Y £9 (B EAT) .

SE-AHU-081 - | Visit1[09 Jan2019] ~

x Form is in read-only mode.

Vital Signs v B SHOW HISTORY ™

i . ®
Were Vital Signs measured? Date and time
) ™
(@) Yes () No v 09Jan20190 @ ©
&
Heart rate Body temperature
65 372
bpm °C
Blood pressure
Systolic €) Diastolic
120 65
mmHg mmHg

Clinically significant findings should be recorded in the Medical / Surgery history log

|7| Clinical review ‘7| SDV
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33 BEEHI R IN/-(ViedocMe) 7+ —L DAy 7 & Ay U EK
BEICL>TAREL VIR S N7z (ViedocMe) 7 # — LI, T7 4L bTRY Z7ENET,
BERTHTYavaBEMIcA - TUNIE BEICIVIBEHIN/ 74 —L00 Yy VRN TZZIBENHY £3, ZOBEIR. BHEICL - URHE N7+ —LDOTFERICA

YIDFxy IRy VANEFRENES, COFxv IRy I RITF oy I %ENND, &IV ET Oy eny VEROBIENAIREIC AW £, 74 —L%EDv Y
BT 2 &, ToSREMERAR O -V —IC L ARENTREIC Y 9 (B: EED) .

SE-AHU-081 =  Home Admin 123 Jan 2019 ~

x Form is in read-only mode

Home administration @& = = = a svowHisToRY @ (1D
_ : : ®
Did you take the dose? When did you take the dose? How many tablets did you take?
(®) Yes () No v | 23 Jan 2019 15:39 B O 1
®

Click on the scale below to indicate how severe your pain is

49

Have you experienced any adverse reactions?

Y =
() Yes (8] No

Have you taken any other medication apart from the study medication?

'Y ray
(L) Yes (8) No

|7| Clinical review p Form History E‘; Add note

4 F—&HLE21—-aVY—I

FT—RLEa—ar Y —LEFRTLHIET, 74—LDT—RLEa—LAY IOy FUIREITS ZEANTEES, 7KL Ea—aryy—LaRICE, BEFHAR
BOBALEICHET—L2LEa—DT(avEs )y LET,

v

F—ZLEa—ary - WROBEISHLTCT—KLEa— SDV, LAY IHFBEICHES>TVETRTOT7 4+ —LOWBEARLET, TITE. EDT74+—L4
MNLEa—iFH SDVIEABLUVRY VFABONEHERTHIENTEET, 7ol BETLADBOFOTA AV DOERRT, FLEHVTWEBWT A —LADN D LI (IS
HoTWEd (74 —LOEFN—CaV), GOHRBERIC 7+ —LDRHN—Ca v @0 erHlY,. JLADEIR 7+ —LDEFN—Ca v 2V LI EABWT
cERLET,
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5] se-Uppsala:2-015 G

Show all forms ¥ 3 forms.

~| Add Patient 1 forms.
I Patient Info y CRA 5DV a

- Visitl 2 forms.
Event date: 10 May 2021 IRA sov a
I CBC LAB Results (Hematology) }IRA sov a>

7Hx—LELEa—F/E0v I TBICE
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1 UROWFNHDIECL E1—F5 7+ —LEBIRL T,

- R=VAEICHD. (BF) 7H—LEIVYILT TRTOT7+—LEBRL £,

P sE-Stockholm-002  Data Review Console

Show all forms ™

~ Add Patient

I Patient Info

- Visitl

Event date: 10 May 2021

I Lab

o
2
B

<

| Cancel |

3 fC@’IS.

1 forms.
] ® 9

2 forms.

SOV o>
S0V 4

P BARYVPDBICHD, BF) 7HA—LDOYUYIEIY I ARV FRDTRTO 7 4+ —LEBIRL £,

A se-Stockholm-002  Data Review Console

Show all forms ¥

-~ Add Patient

I Patient Info

- Visitl

Event date: 10 May 2021

I Lab

oM

oM

CRA

CRA

3 forms.
1 forms.
2 ald e

s fAx . BT A—LOLEaA— - Ay I TAAVEERLET, ZOBE. AT v T2 IHBRAINEEA,

I sE-Uppsala:2-015 5= o

Show all forms ¥

- Add Patient

I Patient Info

- Visitl
Event date: 10 May 2021

I CBC LAB Results (Hematology)
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CRA

CRA

| Cancel |

3 forms.

1 forms.

S0V E o

2 forms.
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2 Ky 7Ty FHEEET, BBICHLTCTF—4LEa—bL0AY 27— LT, HTE2 Y v LES,
| All forms, Visit 1
Verify DM 0

(®) Allforms (2)

[ | Only visited forms (2)

Lock 0
(®) All forms (2)

[ | Only visited forms (2)

Ready Cancel

HITLERBIE- T BIRINF 7+ —LDRT — X ANEFHINET,

SE-Uppsala-2-015 =] o

Show all forms ¥ 3 forms.
-~ Add Patient 1 forms.
I Patient Info =OE Lo

- Visitl 2 forms.

Event date: 10 May 2021

I CBC LAB Results (Hematology)

Y—UENETA—LDOR, TEENELEVTVWAWT + — AN B IR, BIRLBELGT 20 M2 BRSNE T, 512 cEE LIRS, BIRL-RBICHE
STTA—LNT—0EINET, YATLETIE, BLWEIEPRVE, 74 —LDLE2—POY IATERVEVSIARRICIER > TV ERA,

EE! HBRTEBL NV SDV DRERENBMICHE S THY . 74 —LICSDVHARBTIERROEENIRENTVIIEE, 74+ —LRKDSDV R T —X X Z2ZET S &
FTEEEA,

5 #EBxry—2zxeA bR

RISACOMEEBIIRBR T — 2 2B SN A ) V 2AEE CHER TS N TEET,
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*

Queries overview

7T OfE

$£{73 Viedoc System 2024-11-20

1LIELHIC
2.0—LR—2R4TY
3. THIIZsTY
31 7Lsxy
31 7L 7T )R
3271
4.N8NYF—vavoxy
5. 7T VKR
6.2T VDT RHE— A
6.3 7 T Y ODODMHF
6.4 7 T OExcelt?
7E#ErEY S

1 FLoic
ST, TR BT ARV ADED I LEIEL £, Viedoc TR, IIROIETY LY ERITT 5 2 LATRL T,

- TA—LPRESNE. TLI TV BEL0 I T URTOEREF O -V -2 FFHTIT I,
s F=EZANAFICV AT LAPEERTITO (N T—Yav s ) fl: ANBEhiETF— oS N RFMEZ IR LTV AICAY HLF vy 7 TT 7 —H'H
%,

!

- LIToIgE. BET 29~/ L) ZEESNICETEHY 7,
« BENIERRICE -T2
- TA—LPY ey bEIhi
- ARV RHEIBRE N
s ARV ALY TR oo (AR FRICEALTEITENZ 7 T Y DAHEET)

s NUTF=2av I YORE TXOFRICLYBRLIIGEEEEBNICERT LAY £, AR, AU T a1 ) TBIBAIEE L,
- TROBBEHNRWVBETH->TH, /T ORERIBEIEEICT + —LOBFNRYEINES,

IAToEY . HERBREEIC /7 TVHOY <) —ARRSNE T,
FE ChEEBREROY Y — A>T Y, B—ILICL 2RTFEMIEBEINE T A,

Issues

Resolved queries Open queries

13 21

JTURIEELANLVTRITEINET, /T OFTER. &7+ —LIKTHETA AV H2EET,
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Visit 2

17 Sep 2021

Event date

ﬂ 1 forms with issue(s)

? 1 queries to be resolved

Visit 2 [ 2 e SHOW HISTORY @0

Protocol date

16 Sep 2021- 30 Sep 2021 23 Sep 2021(-7/+7)
Event date
17 Sep 2021 &
| 7 Event date Is this the correct visit date? | Sophia Stonestream (826) 17 Sep 2021 11

2 O—ILR—2oTY

EE! JY—Z480LURICBHAEI NFH L VR TIE. T7 4L P TTA—AR=2D 7 T Y ZF/INBIRENWTWET,
) —Z479LIBTICRA S M-SR TIE. CORERT 7 4L b TENICHES>TUVET, U U —R479LETICRIA S MR TIH, A—LR—20 7 T U hEEh
BET, $RTOI/IVT I3V iEINETCEBYMEEL T,

O—LAR—207 TYHHBIST L TEMELEND &, REL AL TO T OBRESRH, 7TV ARESHEANECRALR—LICEREINET,
EFE!

s A—AR=ZD7 TV FETERSNEZIIVELO0TLITY ICORMBRAINET,
s NYF=2av I T CRIBTF -2 ORI BRI NE LA,
« VI OB/ BEOEREE OTRTOA—LIE, NUTF—2ar o) OFR, R, REHNTEETT,

BERICOWTIE, O—ILR—20 7T & THBIEE N,

3 FEITHFTIL/TY
ITUBLVT LY T URTOMR%ERE>7Viedocy U = v 7 1—HF—13, FET7+—LEBOEICETZ /T VERITT LI LN TEET,
FETRITTH 7T VIS UTARENET

s L) -HERAEEO /T E LTHEBTESRLIICTRICE, ETTLII USRI, U U —RSNIBENHY £,
s 2T -FETOTUNRTINEGE, FLETLITUAY Y —RSNAEEICHERICRRINE T,

31 Loz

ViedocTlE/ T AL E2—F 280U K- bzREFLTVWET, 7L/ T U EFERAL. ERICHLTY Y —RT2FIC/ T ORBTEL Ea—F 22 EAAEETT,
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LTFo@E). 7LoTVo7nteXiE2 2 E3200—-Lz@5L %7,

» LT EENT AKERAES o 7- A — L (@BEIET -4 v RV r—) &, ZLOTYOMRL /T OBIEREE 0 —L @EIEE-42—) 0220
O—,
« Lo ) ABINT 2ERER R - Bl T4 vR—Yr—), ZLo T AHERT AHEREAF /-0 - (fl: REVY—) & 2T oiEER%E

Hoo— (ffl: ==4%—) ®3->0A—I,

FLERICK LT, FFCEFRTEROTL 7T 2BMT 22 LA TEET,
LTOE®BT, 7L TV LTETTRELELEMEE. 7TV ELTYY—RENETOTL I T DTRTORREMBHRL £,

1. 7L 7T ZENT 2HRAF 21—V — BEERT—29F—Yv—) IC&Y. TLoTUNBIMENET, TOER. LI/ TUPRTEIN, 7L/ T %2#ERTS
HEPR % 5D Viedoc Clinicd 1—H'— (BEIFT==4%—) NEBTE2REBICHY £7,

2B, BRI T o), RoT/TUMEBMENABEIE. BITENATL T %BIRT 2 2 EATRETT,
LFYTEAOTL I T, T Lo T HRELT HHER%E R OViedoc Clinic 1 —H — (BEIRT=4—) IC&->T, ERE/RY Sz banET,

AHERENLT LT YN T EENT 2HER % DViedoc Clinic1— %' — (BEIE T =2 —)&->TYU—XENb e, JTUPRTEIN, 7T OEEEEN - &
#7 2HEPIRZ ¥ O Viedoc Clinic1— %' — (BEEELN) »'EETE2L51CAY ET, 22U THEHRTIEY. 7TV OBREZOI—F—1TVET,

Pre-query raised by user
with add pre-queries
permission, typically the

Pre-query removed, for
Data Manager

example if it was invalid or
created by mistake.

(Pre-query becomes visible for the role

with promote pre-queries permission,

who can either Promote or Reject the

pre-query.)

Pre-query Raised
Awaits promotion

(7]
K
£
Q
=
&
Q
1
o
=}
°
<

Pre-query promoted by role
with promote pre-queries

Pre-query rejected by role
with promote pre-queries

permission. permission.
. Pre-query Promoted
AR P RU Ready for release
Pre-query rejected by

role with promote
pre-queries
permission.

Pre-query released by role with
add queries permission.

A4
STOP

(Pre-query is released and
becomes a query, visible to
the site for the user with
permission to add/update
query answers.)

Query Raised
Awaits answer

o
Lo
i}

©

£z
S c
3 &
=
S o
<3S
=

311 LT UNKR

LATFDFETd, Viedoc Clinic& T2 27— ] (Excel/ODM)ICH5 1T B4k4 5 7L 2 T U ORIR, 7L 7 T VIS LTHBELIREL . ZhICEBET 2 RRERLTVWET,

Viedoc Clinic D4k T ZFR—FHBTOR SEITAIRE IR BB ORI
P P
HEREL PrequeryRaised (EZZ—IC&B) 7Ly ORER PrequeryPromoted (!) !) — 275
)
(E=4—Ic&k2)7LoTyoUY s b PrequeryRejected (Y ¥ = 7 )
Y —2EFH PrequeryPromoted (E=2—Ic&2)7LsTUDY U —2R QueryRaised ([E1%75 %)

(E=Z&—Ic&B)7LsTUDYY 2o b
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P

ygzs b
13

32 71

T RF— FHATOR
i

PrequeryRejected

Ao

PrequeryRemoved

FATARELIRME

BB L, UV bENATLITVICKRITTE RIS Y ¢

ZMk Lo BIBRENTL I TYICEITTEZBMERH Y £ €A,
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BFR ORI

ZEE L. BBRT KR

AL, RIERT—4 R

LUFo@EY., 7TVO7AERICEs7TY ORVIRWICE L TR S 2 DOER%EF>, 2200—-L»rEB5LE7,

2T)D

11 & ARIEREFF O R — )L, BEERT-4—,

» 2T OFERIERZ RO 0 — L. BEIER,

ViedocTld., 7 TUHNFEITBIMSNIEE, £/2E7LITUAY Y —RINEBFICITUNRTINET,

FLEBICXS LT, ERFICESR o s T U ZBMT 2 2 EATELT,

ATFOBEG TR, 7T VIS L CRITAIRELELBEA S TS/ T ) 0T R TORRAMBHL £ 7,

LI TYVEUTFOWEN A DOFETRITENE S,

a. 71 Ol

CEEEREFO -V LY. FEITEN

b. 7L TUAY U —RENKE FlIE. SBROTL I TV 2y a v EIBRLT L,

c.T—ANIEHEETH 5 RSN,

BmEn,

NYF=>av I TUNBRL. ZOEVY 7 bttt

2B E BRI T ot Ro T/ T U MBMEN/IBEIE, RITINLTL T 2HIRT 2 2 LA TRETT,

30.FE, ANV, 74 —LT—2L /T VEEDEN - EFERER>1—F— (BEEEM) 1\ UFOWThhOBFETs TY ZfRLET,

. F—s0%E

» ToANEETHD I LR L. SN EIRMT 2,

3b. (BREEEMICLY) T—2H8RBLTWS I LN HERIND &, RBFHLOBREAITVICEDY T, COBDI TV RUTORT v JATERT 5L TE

ESER

47T OEN - EEMRAEE O I-—T -1k, UTAEFTI2IenATEET,

- BREH T T ORE
s BREAITVOYVY b, HWI UMY Yz bEBY FILLW I T UNRTINES,

FE I —IcE Y, To2ARBLTVLA ZEPEREINAERE LT/ T Y AFMTSNIBER RGN ) £ (ERRD3b. & TBIB L& W), 20

OV IVICREROALMTI ZENTEEEA,

UTFD2 T VKR v are C8lBFEEI L,

58, I EBRO NNV T a T ) s avEIS

STOP

with Add/change queries
permission.

Query manually added by role

Pre-query Released

Query can be removed by the
same user who created it, for
example if it was invalid or
created by mistake.

Query
Removed

Query Raised

Awaits answer

(Pre-query is released and
becomes a query, visible in
Viedoc Clinic for the user with
permission ro add/update

query answers.)

Resolve by data edit.

Resolve by confirming data
as correct and providing an

Validation query was resolved
by confirming data as correct,
and then rejected.

STOP

Approve

Reject

Query Resolved
Awaits approval

Query Rej

T
1
1
When a query is rejected, this :
1
1
1

Query Approved

J L

T
LA
1 ! Janati
explanation. ; N
>, 1 ! prar is regarded as a final state for
) ] ! 2 the original query and a new
s I ! query is raised again
= | 'L automatically by the systemJ
P S R i g A A
1
o 1 Confirm data as missing
1 P N
1 [ 3.b
| o
1
U - > Query Closed
« The item becomes hidden
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4 NYF—vavoxl
LUTOBEGTIE, N TF—>a >y YIS L CRITAREAERBEE. N T—2ar T V0T TORREBRL £5,
LY RAFLDEFTLENY F—2 a v OERE LTI/ T Y AT NET,
2BE ANV 74 —LT-2L/ TUEEOEN - EFEREFO 11— — (BEREM) 2\ UWFOLIThhOFFETs T Y ZBRLET,

a.7—2OBE, TOFERELT, /TUPETT D,

b. 7= AL ERETHZ &R, SANEIRMT 2, 7TV BRI N, FRFH L2,
3. 7T DEN - EEEREE O IVt UTAEFTI2I A TEET,

a fERES 7 T U OFEE

b.fEREA/TVDOY Yz b, HVWITUNY Tz bERY LW T UNRITSN, FBI/ TV ERVET, FHI LU >0 T UDE7 >3 THRARL
7eES IS, ZIHLRRBFERITY ORR, S, FE T ORBENEEALET,

Tz T VKRR Ot 7> 2>y & T8RS WL,

Validation triggers a query

(Query is raised and visible in
ViedocACI/:nic for the user with Query Approved
permission ro add/update

query answers.) Y

Reject

Query Raised Query Resolved
Awaits answer Awaits approval

Query Rejected -~

Resolve by confirming
. (dataas correctand ]
providing an explanation.

&

Resolve by
data edit.

® |

Add/update query answers

* The item becomes hidden

* The form is reset

» The event is deleted

I+ The study event date is cleared

I
I
I
I
I
I
y

When a query is rejected, this

L is regarded as a final state for
the original query and a new
Query Closed query is raised again as a
manual query (it goes to

Query Raised state of a

v
manual query)

5 /1 URR
AR D% TlE. Viedoc Clinic& T4 R — b1 (Excel/lODM)ICH 11 28k 2 7 T U OIRR. 7 TV IS L THEEARIBIEL . ZNICHET 2 RRARLTVES,
R TS, BET2ITos T Y SESIICRT A Y £,
« BEAIERRICR 7
« TE—LH ULy FENK

- ARV MHEIRRE N
s ARV EADR U TICHE s (AR FRICEALTEITIN 7 T Y DAHET)
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Viedoc Clinic T T/ RKR—PHHTO  ETARELIRIE

DI i
QueryRaised (E=&—Ic&3) 7TV OHIRR
(E=&—It&?) /T OEE
(BEBIC£2) 7TV DR
QueryResolved (E=4—Ick?) /TUDOER
(Ezg—It&%) vTUDYY s bk
yszsb QueryRejected ML, VP hENEI I VIS L TERITTE2BMERH Y £ HA,
JTYMNY Tz PINTABE, TTOI/ T ORMIREERAL SN, Y XTFTLICL-
THEEENICHLV I Y HPRITENET,
RBEH QueryApproved B L, BBEADITVICHLTRITTEZRMELHY £BA.
©®y QueryClosed B L, T L/ T VIS LTEITTEZBEEH Y A,
HlE QueryRemoved Mk L, BRRENA T VIS LTETTE 2IREIRH Y £HA,

6 svTVoTszxFE—+HB

B{FR ORI

QueryRemoved (Hli$)

QueryRaised ( )

QueryResolved (

)

QueryApproved (FiZiE
%)

QueryRejected (V& =
7 hF)

ZA L. BISIRRE

ZEw L, BASIRRR

ZA Lo BISIRE

ZE L. BRI

HH7 7 Arcs =) OFREEH 5 ICIE. T—2HAEEOREEZBEAT/ TV ZBIRT MBI HY &9, JTVEBH 2 L5 ICBIRLAIBE, 7TV OBECH

TravhRBATELLSICBYET,
7T ) IEUTORKTHAT S 2 A aRETT,

= Microsoft Excel - Office Open XML
.« CSV-ar<RXiIY DfE
» CDISCODM-XML- ZDig&. /TYOBEGBIRL A< THEENES, Z0B, F 7Y av e LTRRSNELA,

Data Export

All sites  Sweden

Subjects to include ( 21

All subjects

Events and time period

All events

Forms and items

Allforms
Type of data _
Signed data Not Signed data SDV performed or NA SDV pending Queries Query history
| Signed data | Not Signed data
| SDV performed or NA | SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

| Queries v Query history
Review status Medical coding
Event dates Edit status

Uploaded files

HAOETFIBLFHA- OV TE, T2 AHNT 2% TSRS,

61 - TYUDODMHA

ODMHEAICHITZ 7 T Y DRZFICOWVWTIE, 2T DODMHI% T8I LE L,

6.2 7 TY DExceldH
Excel/CSVEEAICH T2 7 TUDRAFICOVTIE, 2T DExceli % T8IBILE W,

7 BErEY S

s A—R—Z T
« LTV E
C T VEST-ER- VP b D

« 27T OODMHF

« 7T DExcellih

- APV R

- Fa—bYTLBEBE: 7T OffER

/.
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Raising and promoting pre-queries
TLoTY ERIT R D

F£17 Viedoc System 2024-11-08

LZ7LIT Y 2HTTD
27V TVEER/VY 1o bT B
kWA EVE VDY IVPE VA X R

) 7ACRLEDOPEICOVTIE, 2T OffEE T8IBLE 0,

1 7L %aRITTS
TLOTYERTTAICIE. T2 ) 2BMTRERNMVBL LY FT, BEEIT—423F—Yv— (DM) 2 Z0ERAZF->T0Ed,

TLo T EBMTAICIE

1 TLOITYERTTINROEEIPEENTWD 7+ —LEBEET,

2 WHROERAEL /N —TOEEICH 2 TAAv %20 Uy 0558, FHILWPI2YavEBMORy 77y 7hERENET,
s FRYTEIVUR MRS, LT UEBINT 2NROIBEBESRIRL £7,
- BMEOEEAIBIRL TSV -7 L) ZBMARIRL £,
- TLOTUDTFERMENALET,

Add new action
Select a field

Result

Choose type of action

Add a private note T

® Add a pre-query

Add pre-query text here

Is this the correct result? (grg-query]

P

Ready Cancel

3 RNTE7Vv g8 TLoTUMMERSNES, INERRA Xy 707 TV E LTHETEZL5ICT2IC1E, TL o) OFERHERER > 21— —
(BEEE=2—) ICLHHRE VY —AHBEELRY ET,
N T o BEY. R UERL7BEIE L T 0EBE 7 ISHRO ) > 0% ) v 0952 8T REFIFHIRT 5 2 L1 HIRETT,

Result

Is this the correct result? (pre-query)

Edit Remove

BBROIRRIE. 7L/ T ORIRRT— R RIZHTZW £ T,

LTV IFEICLITO7A 3y RENET:

TLOTYIIERERIEV Y —RENDE7TVICEDY LTFOT7A 3 TRENET,

2 TLOTVEWMER/IVY 2O MTD
TLOTVARRELIEI Y/ b 2101k, LIV 2ERTIERIVBICLY £, BERT=2 -2 ZOMHEREF->TVLET,
BESEOTL T Y IMEEL LTy~ SNET, FEICOVT O, BEELEEE T8RS,

LT EHERT A
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1 =33 N ELTR—2ENTLBPRO T LV TV AREET, Ry 77y 7rH&E. 7L/ TU 2@ BT5h, VS bda058IRL £
kR

Result

Is this the correct result? (pre-query)

Promote Reject

2 - TLOTUEHRT S0, BRGBIRL. BFEES Vv LET, LTV ohY ET
C TLOTVEYS o bERICE YV P EBIRLT, BIFE Y v o LET, FLoTVRYS o MR ET, YUY MEFLoTY
DERIRIRREICH Y £7,

3 JLoTVEYY-R/IVYII TS
—B@RBENDE. FLUTVEY U—RTHIEAERGCAY £, DF Y. TLITUIE KBy ET,
VU—ZELOTL ST IHEEE LTV =7 SN ET, (ERICOL TORMIE, B (EEE TSRS L,

TLI7T YN Y —REND &, fBERRA X v 7 hBIBEAREARITEA 7 TV ICEDY £9, IAHEHT, 7L7T VDY Y- TY ZBMT 2HEREZRF 71—
—ICE > TIThNE T,

TLoT V%V —RFBHITIE:

1 FEZRIE L. ELTR—23NTLERRROT LI/ TY2REET, KRy 77y 7HHE. 7Ly VEYY—RT2Hh UPzIbT20%
BRL £,
Result

Is this the correct result? (pre-query)

4~ Pre-query promoted!

@ Release Reject
Please rephrase your query

Is this the correct result?
Save query Close

2  TLoTVAEYY—RTRIBEEVY—REBIRLET, BDBEIHLT. /JTVDOTHFI M EESHRR, @FL7 Vv I LET, 7L T YD
BRIFTHLIVELTY Y —REA, OIRREIC A ) 7,
s LTV EYY I MTRICIE, YSI M EBIRLC BEE Y v o LET, LT VORI S MICEDY ET, YUY NI
LT OREIRREICH =Y 7,

A—LR=ZD7TYHNERHE>TVRIBE., 7LI7TUHNY Y —RINIEE (BEERE=Z2—I1Ck>7) :

C FBRR A Y ZICERRENBHLLI TV, FLITUEY U—R L AEEELRALO—LCE > TRITENEEDERAENET,
« ZOELA—NDOIRD, T UBRERREIER TSI EATEEY, FlE. 0L~ 207 T EBRBLTILEL,

LT OFMBICOVTIE, 2T OEABBLTIIEE N,
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Raising/Approving/Rejecting queries
STV EFIT - ER- VI TS

F£17 Viedoc System 2024-11-20

12TV ZBNMY3

2.71TY OEE

3.7V %HIRTS

49TV %ERBID - VY93
AT ZERTD
42T VHEVY 2 b D

ST T7ACRLEROEEICOVWTIE, 2T OiffEA TSI E 0,

7IYkITY 0B - EBOEREZF O —ICL > T, BIN. TE. HIRS L0FERT 2 2 EHTRETT,

HEBCTO—AR—RDI/IUFTL avhERICE>TWAER. FROTRTOBER. 7TVERTLAO—LERLO—LICERENE S, SHICOLT

E B—n—2 7T ) #8BLTIRE L,

1 7z VU%EBMT3

JITUEFTEDICIE

1 I AFMTTANGOERNSEN TS 7+ —LEHE£T,

2 WROBEBEBC /N —TOBEEICH T4 %27 Vv o35E, ILWPI2ayZBMORy 77y IhFREnEd,

s RRY TRV YR AL, 7TV ZBINT 2ROER%&ERL £ 7,
- BEOTEEABIRL TSV - 2T Y 2BINEEIRL 7,
 VTUDTFRMENALETS,

Add new action

Choose type of action

® | Add a query

Add query text here

Is this the correct visit date?

s

Ready Cancel
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3 RTEVVyr32E. 7VTUDRTENET, BRICK2BBEATRICH Y, BRTEDREICLY £, RRRFEAEEL BV T,

? Event date Is the event date correct? | Soff Ann (825) 17 Sep 2021 11:11 CEST

T UNFITEINTAR LITARREICAY £ ¢
- HERR (ERD)IC & Wk S B,

s JTVEMEEEOHEREFT OV —ICkY, TEIND
» JTVEMEEBOMEREZIF OV —ICL Y. BRSNS @R -7-Y . BRo TEIME NEE)

2 JTJOEE
JTUMNBERINTVAWMES (AIEEL)RY . RITEAITVDOTF X M AERET S Z L HFRETT,

JIYEURET DICIE

1 WRO7+—LhnsT) zfEE, B2/ UV LET,

Event date

7 Is this date correct?
= By F » (199) 27 May 2024 15:12 CEST
2 Monitor

Edit Remove

Awaits answer

Close

HE STVUARTFLELI-—Y DT NRE—TAAVE LA —ILE, A—AR—ZD/ T Y HHRTEMUEIN TV BIESICOAERINE S, HMEICo

WTld, =R —27 T ) % TBBIIEE,

2 TERRALEZEEL #FEEI UV ILET,

Gender

? Please check this

Clo B

JTVDOTHFRAIHEHEINET,
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3 TV EHKRT
JTYDERENTOBWER (EEEL)CRY . 7T 2HIRT 5 2 EAEIRETY (@7 -7- ). RoTBMIN/-E8) .

T EHBRT S0

1 WROT7+—Lirny T ZHE, BIREI Y v/ LES,

Event date
’? Is this date correct? Please check.

= By fo_ 02 (199) 27 May 2024 15:17 CEST
2 Monitor

Close

FE JTUERITLIEA—Y—DOTNZ—TA AV ELVA -G, A—LR—ZD7 T YRR TEMLINT L RIEAICOATRINE T, S4HICD
WTld, A=~ —2 7T R TSRES L,
2 BEE/U v LT BELET.,

Event date

’? Is this date correct? Please check.

a By (199) 27 May 2024 15:17 CEST
= Monitor
Save query Close

JTYDRT—RZXISHIBRERY £F, ZNIEI7 T ORKRIKRETT,

4 JTVEFERTD-UPIMTD
7TV 3R GEEAER) (<& > TRRSNE, (B LTe— 2 SnET, WRIEREE LAY, RRELRY Yz s MAREICARY £75

EE BRIt LY T HAREBLTV S I EHBERSNIER, 7 TUNRITEINIBERGDE LY &9, ZOXATOI TV ICRERDHLMTI ZEAT
EEHh,
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| /4% 1queries to be approved |

L .
ﬂ: Form is in read-only mode.

Screenlng E DM CRA SDV

SHOW HISTORY @ o)

Event date
29 Nov 2021
? Eventdate Yesthisis correct. | (199) 27 May 2024 15:39 CEST 2
| | Clinical review _ | SDV | Lock p Form History

41 7T VYEERTD

I EERTS

1 VTV EREEY, /TRy TTy THHEE. JTUBRED YR MAERRINET,

Event date
? Is this date correct? Please check.

- By (199) 27 May 2024 15:17 CEST
2 Monitor

4~ Dataconfirmed as correct!
Yes this is correct.
By (199) 27 May 2024 15:39 CEST

Awaits approval

Approve ' Reject

Close
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2 FREWRL, BFE/ Vv LET,

Event date

9 Is the event date correct?
s By 17 Sep 2021 11:11 CEST

4~ Data confirmed as correct!
Yes, the event date is correct.
By 17 Sep 2021 13:05 CEST

e Approve Reject

Save query Close

JTUNBEREINES, Thids T OREIKRRETT,

Event date

I? Is the event date correct?
s By 17 Sep 2021 11:11 CEST

4= Data confirmed as correct!
Yes, the event date is correct.
By 17 Sep 2021 13:05 CEST

4~ Answer approved!
By 17 Sep 2021 13:19 CEST

Close
42 7TV %EYTY I bTD
sV %EYY 7 bTBITIE
1 sV EREET, JTVORy TTyTHEE. JTUVBEREDY R FARRINET,

Event date
9 Is this date correct? Please check.

- By (199) 27 May 2024 15:17 CEST
2 Monitor

4. Dataconfirmed as correct!
Yes this is correct.
By (199) 27 May 2024 15:39 CEST

Awaits approval

Approve Reject
Close

FEI JTUERITLIEA—Y DT NZ—TA v ELV0A -G, B—LR—ZD7 T YRR TEMLEINT L IIEAICOAERINE T, S4HICO
WTE, B— R —27 T % TS8R E 0,
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2 VSO PEBRLET, 772 aryTO/TUDEETRIATV. #FEL7 Vv I LES

Event date

9 Is this date correct? Please check.
| By (199) 27 May 2024 15:17 CEST
2 Monitor

4. Dataconfirmed as correct!
Yes this is correct.
By (199) 27 May 2024 15:39 CEST

Awaits approval

() Approve (® Reject
Please rephrase your query

Is this date correct? Please check.

BHWITVRYY I PORRTETEL Y FILLWI TUAEEGL ORRTRITEINET,

8 Eventdate » 21072021 Eventinitiated | By 22 Jul 2021 15:41 CE
? Event date = Please check once more! | 17 Sep 2021 13:30 CEST
? Event date Yes, the event date is correct. | 17 Sep 2021 13:28 CEST
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Resolving queries
7T EMRRT D

F£17& Viedoc System 2024-11-13

17TV %28BRYTD
2N—FFzv¥

1 7T VU%ARRTS
STV TALZLEOFEICONTIE, 21T OfffE% T8RS L,

T—AANAOBHRIS TYARITINIIEES, ZOBEEEENS CHCIC/ T Y Xy —INRRENET, T UEBRT IR, /T UXve—I% 0 U v LA
EHRTS. LA 74— LDEKY OIEBIS LTT — R NDERETT 2R0IC. TR AEBHBIEL £7,

74 —LIMRIFSNIBICT T ARITINIBE, 74 —LICHVEETA 3> () »MFE £,

L ERERT BHICIE

1 SIYDOREER>TWE 7+ —LER<,
2 TA—LEEOEEE v o LET,
3 AIEADT—EZHAEL LA E I ML > T O ROEBENELY 7.

» NIEHOT—EHIELLBVRE, 7T ORMREHL>TWHIERICIELWMEEANALET,
» NIEADT—RHELWVBE. 7TV AvE—Y%&0 Yy oL, T=2HBELVILEREBOTF v /Ry JRICFzy 72 ANNT, BIBEEAN
ALET,
TNRE—TAAV EVADEEZEEL-1—F—0—Lid, ZOHRTO—ILR—IDITYHEICH>TVWIIEFICOATRINE S, 55401F
O—)LAR=27 T USBRBLTIEE W,

Rate

Is this correct?

' Confirm data is correct?

Your answer

Yeq
4
Or close this pop-up and change the data
Ready Close

4 ETE/ UV LET,

5 R®EZ7UvILET,

2 N—FFzv7

BRICIT Ay FFz v 742BMLERE. 74— LOFEFEEHAI TN EINOA T avhbl) £7, LB, /TUNRELET, 7+ —LEREFELTH O,
BTO/TUENMBT S ZENTEET,

HFAILAWEE., $<ICTT 4y bFxy 2 2BRLATNERY FHA, ThEaN—FFzv 7 EBUET,
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Number

' This is a hard check!

Fa—bUTLBEOREE: 7T OffRs ZEEEL,

https://help.viedoc.net/c/47e0ad/?print=ready 140/286


https://help.viedoc.net/l/3518d4/ja/

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

*

Role-based queries
A—)R—Xyx1Tl

F£17& Viedoc System 2024-11-13

1LIEC®HIC
2. T Ehf=oxTY
217L 1Y
22U R P TOR—ILR—ZDITY
23 X R UV MOER
24Excel L UODMIJ RHK— b TOO—INR—RDI T

1 lELwic
A—LALR=D7TYHHBRTEMEIND & 7TV OERERIZ. 7TV EERLI- Y- L@ —LICHRINET,
s

P A—AR—ZD/ T FFHTER SN/ TV S LO0T LTV ICORBREESNET,
s NYF=2av /T UPRBETF-ROBRICBBERASNE LA, TNTOR—LEF, NUTF—>a> s T OFKR. B, RENTRETT,

NYUF=v vy, TET— 4% @A TY 7O IR0FEIC OV TIE, 21 ) OlffE%E S8BEE L,

= Viedoc! U — R4.80LABEICBHIA S N-#T L WERBR T, TRE—AR—XD I/ T Y EBMICT D AT 740 F TEBRENWTLET,
. U —2480LABTICRRIA I NEBRTlE. T 7 4L P TENTY, O—ILR—ROI/TYHBMIEDIET, IRTCOI/TYTooa v HBEBYKEEL £
ED

A—LR=2D 7 TYHHBRTEMEIND &£, Viedoc CliniclC RS N2 ERA—PEFHINE T, NICKY, BET /74 721 —F—L@ALA—LHAITY Z{ER
L ES D EMBICHBITEZ L5 1CHY £9, ZOBEIE. UMTISRTLIIC. TLITUSCFRITERS N7+ —LADI Y, JTVEERY 77y 7. ME
Ea— SL0T7RKR—MHEHICERINET,

2 FEcfEmEsniozTY
A—IR=207 YA S N TV BI5E:
« VTV OEN/ EEEREROA L, BEOA—LTERLEZI TV ISHLTOAT 22 a v 2FFTEET, fl: T4 -1k, BEOE=4—0—LT
EREL 7= TVICORT o> 3 v % E{TAIRE,
» TV OEN/ EEEREFO IV - fl: ToETF—Yr—REZL—) E EOR—LADN I T EERLAD ERRTEER T, -V -gPAa—L
&, 74 —LLRLTRRENET,
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SE-88-015 ~

A 1 queries 1o be approved

2 Form s in read-only mode.

Adverse Event g > = =

(5ov] AE Id
1

Start Date
v 21May202400:00 @ @&

Severity
(®) Mild ()

Causality

Description

Headache

Ongoing?

o @Yes ONO

Serious?
O Yes @ No

Moderate O Severe

Action Taken

[ Probable

)

[ Dose not changed

)

=)

=)

Action Take

_| Clinical review

Causality Correct| DrDemo (199) 22 May 2024 09:15 CEST

Correct| DrDemo (199) 22 May 2024 09:15 CEST

[v]sov [ ] Lock

1 Headache 21 May 2024 00:00 ~

Viedoc Clinic User Guide | Viedoc elLearning

Close

sHow HisTorY ) (D

Outcome of Adverse Event

Naot recovered

D Form History

p-§ Awaits approval
B} Awaits approval

G Add note

BEZO0-ILICE>TERENIZZ7TUTH-TH, 7TV DB/ BFEERZFE OO —LTHNIE, 74+ —LHRICFDI/TUAFREINES, 1—H—ldfton—ih
FTLEI TV T o avEERTEETH O/ TVICBRYELBEEOTAE—FAAVIRRIN, T/ a v ERTTCELRVNILERLET,

FED ST VERERLZA =G, TRAXR=TAAVITHh—YLEGDbE DL TERENET (f: "Raisedby (A—LR) ) . £/o. 7TVBBERY 77y 7ICHE
FoOBIRLIRREINE T,

UTOHITIE, 21— —EMonitorTH ¥, flidMonitorA— IV TS Nz 7 TUISHLTOHRT /> 2 V2 FTTEET, ZOBE. MYBELEBEOBWTNE —TRE

NTWET,

SE-88-015 -

1 Headache 21 May 2024 00:00 ~

A\ 1queries to be approved

# Form s in read-only mode.

Adverse Event o = sHow HisTorY @) (D
®
AEId Description
1 Headache
®
Start Date Ongoing?
v 21May202400:00 @ O© (®) ves () No
®
Severity Serious?
(®) Mild () Moderate () Severe () Yes (®) No
; ;
Causality Action Taken Outcome of Adverse Event
[ Probable v ] [ Dose not changed v ] Not recovered )
? | Causality Correct | DrDemo (199) 22 May 2024 09:15 CEST x
? |ActionTake Correct| DrDemo (109) 22 May 2024 09:15 CEST BX Avaits approval

[ | clinicatreview [« sDv [ | Lock

3, 'quaits approval
/ 2 I Raised by Data Manager

x Awaits approval

p Form History (3§ Add note

\ [\ Awaits approval

Raised by Monitor

7T EEDEN:EFMEREIF > O Bl: A vR2RF45—4—) Tlt, 7T VEERLIZA—MET7 3 —LEICERRSNE A, L. VT VEBEERRT S
Ry 77y 7RT, 7TVOBREELHICZTOA—LARRINET,
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Action Taken

) Isthis correct?
- (199) 22 May 2024 08:54 CEST

_mereu TMo0e to resolve the query

| Close |

21 JLoxy

O—LAR=ZDI7TUNPBRICAE->TWIRIEE, FITSNAETLITUN BEE-Z—I1CL->70) Y U=—XEhde, ZTOGRE LTERINAZFELLW T YIF, 7T
U @ DB - EHFHERR % D Viedoc Clinic 1 — %' — (BH. AREEERD) IcFRSNET, TOHLWLWIT VIR, TLI7TVUAEY Y- LEOEFLA—LICK>TH
TENHbDERBENETS,

Lo T)ICEBT A, 2T ) OlfEE TSIV,

22 AV LTOA—AR—Z2DI/TY

FIREU R 2RI & E24— 0T 432 —Yv—hE IV OB/ EEEREZFOO—LIHLT, T74L FTEZOA—LDOITY 7 LEHBRASNET,
ZD74NETIE, BLA—LTERENIIRTOA TV HBFEH I/ TUAFREIN, AT —ZZAHNEREFL I EEAZEFLO /TN —BEICEENE T,

FHLCEZ L) OEEBBIIZI L,

DEMO The study is currently set to operate in demonstration & training mode. Do not input any real data.

3l
g

20 Selection +  Issues -

o3y SE-88-013

Karolinksa University Hospital

Fr) SE-88-014

Karolinksa University Hospital

e SE-88-011

Karolinksa University Hospital

sgs SE-88-015

Karolinksa University Hospital

¥ FOUND 4 ISSUES.

REFERENCE 4t

Unscheduled
Assessments.

Specify which assessments were done at
this visit

Adverse Events
Adverse Event
Causality

Baseline
Check Questions
Any Concomitant Medications

Adverse Events
Adverse Event
Action Taken with Study Treatment

ISSUE DETAIL 11

7 pre-query 1
24 Apr 2024 14:53 CEST
& Monitor

? Verified?
22 May 2024 10:29 CEST

& Monitor *

? Check again.
22 May 2024 10:31 CEST

2 Monitor *

7 Is this correct?
22 May 2024 08:54 CEST
2 Monitor

Karolinksa University Hos... ¥

CONFIRMATION 41

Confirmed with physician.
22 May 2024 10:33 CEST

Correct
22 May 2024 09:15 CEST

My r

STATE 4t

Awaits approval

Awaits approval

queries

7T EERRLZA—ILiz, FIBORAO—BE LTRRSN., 21—V —0 00— L OHERICEBER . TRTOI—F—ICFLTHERTEE£T,

23 RRUHOEH
KITT2L A7 0TI, 21— —DA—ILIBEOWT, Z02A—YF—HFT7I 2 aVvERTFTTERITVOAD AT FSnET,
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~  Adverse Events 1event.

I 1 Headache 21 May 2024 00:00 n o 5 7

[CEE| SE-88-015 ~ 1 Headache 21 May 2024 00:00 ~

A 1queries to be approved

x Form is in read-only mode.

&
AE Id Description

1 Headache

. .
Causality Action Taken Outcome of Adverse Event ®
[ Probable x ] [ Dose not changed v ] Not recovered v
? |causality = Correct | Rach McKie (199) 22 May 2024 09:15 CEST Py Awaits approval
“? | ActionTake Correct|Rach McKie (199) 22 May 2024 09-15 CEST | F§ Awaits approval |

24 ExcelE L U'ODMI /X R—FTOA—ILR—XDI LY
7TV, UMFOTs 28— MR cHhTE 5,
= Microsoft Excel - Office Open Extensible Markup Language (XML)
« CSV (B v <REiYfE)
- ODM (Operational Data Model)
Viedoc 4.80 ) U —ZLAE, ExcelTZ R — b DHAIZE LT, Queries¥ — + DFIHIC2DDFH L LFI (Userrole, Queryraisedbyrole) ABIENE T, N5 DFIE,
FERTA—AR=—ZDITUHNEEINTVEDESINIADDL LT, TRTOIIRR—bNR=V a3 VICBINENET,
INLOFICIFATOBRIMSENE T,
« PoYavEEFLEA-¥—0n—1 (Userrole)

» JTVICHLTRTEINSZT 7> a v T BRDZA-ADEREINDIEELHY £7,
- Bl EZR—H O TUERERL. A VRRT4T—2—HEZL. EZX—HER.

« 2TV %{EREL7=A— (Queryraised by role)

s BLZIVICHTRAIRTOT /v a v TC—EBLTALR—LARRENET,
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2

Exporting data

F— 2 & HNTS

F{T& Viedoc System 2024-11-25

1LIELHIC
27vEa—/HBHBADT—R2% 7402V 5T D
2AECHMBERRNC T —RE T4 NR) T D
2285 2EE
234X b
2314 XV P ZBIRT 2
232 B #i88Re %
24 74—/, CITER
258318
253L 1 —RTF—RRBICTF—RETANEY > TFD
2.5.4 E/NtEER
2541 DR TF—& R
25427V oY) DER
2543 LE2—RT—RR
2544 A ~N> B
25457 v 7O—F&antk774)L
2546 XV TA VT DT H— L
2547 3—F 4%
2548TERT —R R

2549 FBERT KR
3.7—% 7

3.6 Microsoft Excel / CSV
37CSsV
3.8 PDF
3.9 CDISC ODM
4.iBEDViedoc/N\ =Y av & () y
40PNV 3~
5.7—207LEa—
5N T—42F%
SMENTLAZ 2 —
5M510 h 7 LFERA TV 3~
SMEM AT LT A IR —
51512 H T LiBIRA 7> 5 >~
N6 T—RT—FNAVT IR IAZ 2 —
512M 57
513105 7
5AIFANERT Z 7
6.F—2%&WHATF>FL—F
615 HIEBTEET L — b & LTURET S
616 7—&WHHT > 7L — + DA
617 T EMREET S
6.18 TrTL— bEHRT S
1.T7—2%4H73
719 HHER

1 iLoic

HEBRFREEOT—2EAT AV E Yy oL T RHAOE@EICT /AT ENTEET,

A Demo Study

O = M
ﬂ
Data Export

F—2HHERER T, BT 20 L Ea—EXY 00— FHERETT,

« FlEa—-7Lba—H#REAFRT LT, BRLTEET —X%2LEa—L, TOTF—X%&F> TR B 75 ERT 2 2 A TREICH Y £9, 7z,
HIC 2eCRFEEICEE T /X T5 2L TEET,
- Hh-BINOTE 72137 —h A TERNTT— 2% 7 7 A VICHAT 2 2 LA TRET T, ViedocTld, LIFOWROTF—2HA%E Y R—FLTVWET,
= Excel
= PDF
» Comma-Separated Values (CSV)
» Statistical Analysis System (SAS)
= Operational Data Model (ODM)

2 TLEai—/HHBOT—4%%T74L2Y v TTB

UTDt sy a2y CERT2EY. 7LEa—FR@HALLWT—2&2 7408 v 7352 ENTRETT,

21 EVHERBICT—X%%&274 02U TF 2

BHOMRICHLTT /2 242 B/FHOIRE. BECEF IIMRICET2T 245274022 LHTARETT,
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BEORICET 2T — 2% 7402792188 BRE7 U v LET, BIRSNAENT—2HEADO~ v F—OEICEVXF TRRS N, ZOTICZOEOMEREY Y
ZbhENnET,

A Demo Study

oEm@

Data Export

|All sites  Stockholm Uppsala

BEOEICHLT, UTOF—2%2HHT2 2 LATETT,
« RTOMRR (T 744 H)

- AV -DBIRY PRFEORER. BIRS W ERIEB CRRENE T,
R —EIC IR LR TE E A,

MR OBIRETTICRT IS, TOMREZ Y v/ LET,
EOBRATTICRT ICId. ZTOEOBRIOBICHEIXY—2%7 Y v I LETS,
EFE RO 7 L E—%H T BB, BECLIBEOENORICRREINDBERP/ RIS TERENES,
22 BEEIEH
F=2OTLE1—BROTICHATIE, IXTCOBEELREL ). BEOBEDHEREL2HEBIRT LN TEET,
BEEIBECRICKBIUTOFIBI - TCREN,
18FEIBEEBIRZBEIRLE T

274 av% s Uy oL, BMLAVWEEZ FRY 7RI U ML oBIRL Y, BEE2BEERIROERIC. BIRSWBEVFRRINET
SE-Stockholm-001 €

(@) Include single subject(s): SE-Stockholm-001

SE-Stockholm-001 @

c 11 ann

FT—RZOTLE1-RLRICHAICEEFE-VEEEICHLT. ALAT Yy 72&VIRL T,

BEDCEEVBRIREWVBETICE, 743> %20 Vv o950, BEDOBEICHLI—7%7 v I LET,

SE-5Stockholm-001 A

23 ARV b
TRCDT—REZDH DD, FEODARNY L OAEZOENEBIRT 5 e HTEET, BEOPICBMEZEBBEINLT—RET7ALRY I TH5LHTEET,
R HOoRE LTRIARTRES A N> b iE BIRL R OR. BHIOMRICERINTOARHOTHA Y N—Y a VITEET 54Xy Moh Y &9, BIRLEL
BHERT. WHOTHA VA= 3 YHABAIN TV SIBE, SR CRIARTREL A~y FZ2BYEY 5101, —EICIDOERO A ZIBIRT 2 MBI HY £7,

231 ARV FEBIRT S
AT O&EIREED B Y 9,
C RTOARVMEBL (T 740 h)
- BEERARVIPEARV L EBIRT D, BROARY P ARV FEBIRT S (1213, UTFOFBICHE->TLES L,
BULANY FEBIRT B ICEUATOFIBICRE>TLEE L,

1EEEBARY PEARY FEBIREEVET,
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2+, 74 Y%7 )y LT, FRYTEXIV YR LBINT 24X FEBIRLEY, BIRLIZARY FHPARV FPEARV P74 — L FIZRREINET,

Visit1 @ | | Lab Visit @

(o) Single event(s): Visit 1 * @ | LabVisit

T—ROTLE1—/HAICEHZARY FZLICZOFIBEEYIRLET,

BEDARY FOBIREEY BT, T7A 3227 Vv 0350, ARV IO®ICHEIE7 Y v LES,

232 HAE%EIRY %
HEOHIBO T — 228D 5 ICIEUATOFEICHE > TS L,

THOF v /Ry REBIRLET
|7| Time period: = Edited (UTC) = between b4

* 01Jan 2018 00:00 =] and | . dd MMM yyyy HHmm &

Current date & time @

Yesterday

2RO ROy 78I U AL, UTFOF T avondhnz@RL £,

« ZEH (UTC) -BINF /BB ICRESNAMICESWET—2 %280 5,
EED COMBEICIE. 1Y AT 2 ZBINE - SRE L - IBHEE Tl A < BEHRBICE O W T - 2R ENE T, BELUTCTIEEY 2MELH
DTEIERLTLES L,

v ARV MR- ARV FOAJICESWET -2 5280 3,

3#8TH (BFEOAMET). BRA BECRfMA D). £XE220ANMOOMM, SBIRL T, EHRL ET.

4R EBRL &7

Ev b I EEOBMUBBICEME 2BEBEINLT 207402 > 7E ZOBMUBOTRTOHL VT — 2B LUBEINT — 2 2R L - WBEIRBICRT
HEY (f: gIEOE=& U > IEHRILE) .

until 16 May 2018 00:00

24 7#x—LCIER
TORE— MOICERDE 74 —LETATLERIRT 5 ENTEET,
C RTO7+—LLIEEEEL (T 740 H)
- BFEEIT7A—LLABEER - 74— A LHEZERT 275X 0V T ITOFIEE T8RS L,

EE HAOEENZ 0, BRI NAERORN. BEOMRICEBRAIN. BMEL>TLWIRFOTYA VICHEET 3 7+ —LBLVERICEBT 2T —20Ah ekl %
¥ BIRATREL 7+ — LPIERIE. 1— Y -0 - LORFREICL > TREY 9,
BED7 +—LDT— 25D B ITFLUTOFIEICHE>TLREE L,
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18F8257+—LLIERZBIRZRUET,

2LUATFOVTNODTFET, B2 7+ —LEEEZBRL £,

C ERENBURIDD, TA—AHBTBF v /Ky 2 AEBRL £ 1. BRLATRTOBERAA- TS 7+ —LERD S L5 ICLE T, BIRS N1-IE
ESBEHFETAATA FENET,

|7| Adverse Events

s VA LBORICHZL]/[JBREY Y v L, BEOCEEZBIRE 2 IGBIRR L £, 7+ —LRO TR TOERZ2—EIGRIRE 72 HBIREIR T 51015, £
TEIR/BIRZERRZERAL T, 74 —LRO—POERO A ZBIRL-IBE. BIRLZBERBVBEI T LI THAA T4 banET,

|\,| Concomitant Medications

Selectall Deselectall

[v] CMId: [ Drug/Medictaion/T...
|7| Indication |_| Dose

[«] Unit

BED 7+ —LOBIRZWYETICE, Z0BICHIX%ET ) v LET,

25 B Et3IEH

261 LE2—RF—ZRBIF—RETA LR L ITD
BUFO L3512, LE2—2F— R ARCHAICEHET—RETANRY VT B EATEET,
- BEEHIT—2(F 74 TBIR) - Viedoc Clinic T (BHEBEICL >C) BEINLT—%, T—R0OBEEICOVWTE, T2+ BEET258BLT
{TEE0,
 REBE(F7 40 FCBRIR) -BEINTOALT—4,

« SDViEHEIRFRE (774 /L +TEIR) -SDVAE{TEIN/=T—% (Viedoc ClinicTIZSDV7 7/ T — 27 dNTW3) HLUSDVEREL LAWVWT— X,
« SDV@FHL (77 4/L h TEIR) -SDV (REhE) 2MEET 57T —4 (Viedoc ClinicTESDVY 7 7 A7 — 27 SNTULAEL),

252 JBINEER
LUTOt sy a > ClRT 28Y. T2 28— PHAFRICSL T BINERES02 2 L 4BRTELT,

2521 SHWRT—KR

Viedoc PMSIC, T2 ZHK—MIPMRAT -4 REBEERDDZENTEDZA T avhbH) Ed,
DMORT—2RZFULBRT 5L PMR T — X X OEEA T+ a » HFFEAREIC ) 29

T ZR— MIPMRAT - ANBENRTLEAVELAT, TIZRR-MIFENDET—AHUTOL > WEEH TET,

» BRRT—2ZRBECEE AV -— T ICBDRORECHTR T — 2 AIBERAIFREINET,
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» HRRT - RABEEZEC - DBAT - K ANBEINDEIC—TIOHMAT -2 AERAMDY &9, TTOT, WHEIXT -2 ANBEEND &£ —Dff
ICBEITOR T — 2 RIFRIFRRSINET,

BEEPoDHE 2R S —@IN T ZFE— b E LGS, ZORT -2 AERIEZAR Y —@INZE - BELAVIRY T/ 2F - MIBENEEA,
PRI DS ARER N ELOT 2 avid, ARV Y —RITRRZ ZEATEEA, ARV —AINICEREICEELADMR T — 2 XBROANSENE T,

PRRT—HXDEIRINTE Y, LIFOA 7> 3>, FMEEETEEICT 3 -0 0RYIBEREND. &L U0PMEEETEEICT 2O OBIEEMSEHEND. 25HET
B> TV BER. T F— M2o0FInEmMEh .,

« Contract number - E5EDHHRD 7= &0 (IR & h /=4I DEE T,
= Responsible Investigator - £EED S DEBRE(TEAT S [ TERE W /-2— Y —Da1—%—& (KEBID) T,

IO RF— MEFICHMBRAT — 2 XADBEZ LR /2158, BEICBIRS N -2 EBEEM 6 N ENDLMDOR T — X XUICEFNE T, DD T— X XUZEH S T
B OISy T EINE T,

BIDMSY > 2 INTV BRI HRE L 7188, T DIFERIEFF S NI-1EICIThN S T2 XK~ F Tlt, ZDRMMOEEFEDITICZEIISER DV ERr S n £ 7,

PR T — X XDEIRENTE Y, LIFOA 7> 5 > HERNEES. DIHEHICEES 3/ARETEAEERT 3. HL D MHELHICRZEEEKT 5. 1B THEIICL
STVBIBE, TOXK— 22050 EBMEh &S,

HUIES - IFEDDIID 7= ISR E N - BRI EES T,

JEEREFEERT - HEE DD OIABREFEAT S L TEIRE W ca—Y—Da—%—& (HEFID) T,

TR~ MFICDMR T — S X EEEEIR L - BE. BXICEIRE N2 & BAHABR b TN ENDDMORBICEF N T, DRORERICED 5T BIFTORLIIE
BHFRENET,

PR T — 2 AT oK THANTEETT,

= Microsoft Excel - Office Open XML

= CSV

« ODM- ZD0IBE. PMRAT—2RAOBEILBIRTE A,
Excel L7 2K — MDA T -2 R 2EDH2EBIRT 2 L. LUTOBRIBENDTNTD 7 + —L%E—EFRT HBooklet status(DfB R 7 — % X) > — b H'BIRIERL S 1
E3E

h7LEZ

Site sequence number

Site name

Site code

Subject sequence number

Subject Id

Booklet sequence number

Booklet Id

Booklet name

Booklet status

Booklet activity

Date &time (UTC)

User name (ID)

Contract number

Responsible Investigator

2522 4TV OBE

Bzl
HEBRAOMERE 7R —/LSEBIT A h T v & —
Viedoc Admin TE85E L 72 HEa& 3
Viedoc Admin TRRAE L 7 bR 2 — I
SR DBEHBIN V& —

Viedoc Designer T:&5E L 7=zl 0 B&ID
BEIDI3Viedoc Clinic COBEH — F P BEFHEEE A £ ICRRS N 5 BEOHEIES

—BEODMEHBIT2H V> & —

Viedoc Designer DRER T 1 > IC TERE & M7= H D

Viedoc Designer D3tBAT ¥ 1 ~ IC TRRE & Mufz. Viedoc CliniclC 3R & 1 2 45D

KEWE. KiEH. EEEA BEE» BREEKES» $-EBEAOVINY

RiEEFS. BEEH EERYELE» FEER BEEs. EENEES. BREKESES
AT — & ZERERFOHIF

PMAT—22EZFELI-1—%—% (ID)

HEODORIRE N7 RWBESTT,
ZDHTLIE, PMERGICY o SEEF T a Vv ARBRTENCE > TV ABEOHA, TV RAKR—FIRRENET,

BEODMCAREEEH: L OBRIN 12— —0a1—¥—F (RE1—Y—ID) T,
ZONT LG, PIMEBWICY VIS8 EF TV a v I EBRTENIC RS TV BIBEDH, T RF— MIRRINET,

JTVEEDDHESIGRIRLIBE. 7TV OBECF 7Y a v AFIfETEET,

7TV UMFOTs 28— MR cHAT 2 2 e cE &9,

Microsoft Excel - Office Open XML

. CSV-ar~<Xi]Y ofE

CDISCODM -XML- ZDIZE., /T YDBEEHF 73 a v e LTTRAL, BN O[ENET, T0fd, A7V arve LTERREINEL A,

« 27T OODMHF
2 T Y DExceltiH

2523 LEa2—RF—ZR
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LE1—RF—ZRBEUTO T 28— M THATE 2 A TEET,

= Microsoft Excel - Office Open XML

LAT b e LTIERAZEICHTEBIRL/BE. LEA—XT—RRFT I/ RR—MIFENEEA,

= C8V

LAT7 b LTIERIDEWTZRBIRLZBA. LE2—XT—ZRAET I RR—-MIBENE LA,

+ PDF - PDF Archive (PDF/A)

BRBEROHIHEENET, (SDV, AY I RXT—K A, CRALE2—XT—RZFFENELA)

= CDISC ODM - XML

2524

LEa—2F—2Z2O0DMHA
LEa1—2RF— X XDExcelt

1~>+H

ARy FHEUTOT 7 2R~ MR THAT2 2 en’ e £7,

= Microsoft Excel - Office Open XML
. CSV- IV <RY DfE
= CDISC ODM - XML

ARy FB%ZExcelBICR Y % LR L 72155&. BlDEventdates(f X FRA)D ¥ — FAER S N, LIFOBEREF O IR TCOARY bHR Y X banEd,

7]

A&

Site sequence number

Site name

HERR THERR A /0 — /S LICHBIT A h T v 2 —

Viedoc Admin TE&E & N 7= jE:& &

Site code Viedoc Admin CE&E & NL7-fBs& 2 — F
Subject sequence number RRNDOEBEELHRNTL2Hh 72—

Subject Id Viedoc Designer Ti&E & N7 BEID, BEIDIZ. BEH— K. B
EHAEE 7 £ D Viedoc CliniclFR S 1L 3 BEID,

Event Id sBRT 1 > (Viedoc Designer) TEREI NL7=4A X hID

Event name sERT 1 > (Viedoc Designer) Ti&E S 1. Viedoc Cliniclc /xS h
BANY IR

Event repeat key BUELOAXY OIS, (<> FDTHAENE) LA~ b

DEBDIREEEFRNT2H Y 2 —, HI/N— 3 > Viedoc 4.30LAET
fEFARTRE,
Event status ARV FOREDRAT—K X, UTFOWTIMITHRY £3 ¢
- X
- fBE
 KEE
- FE

Event date ARy HERES N7z & E ICViedoc Clinic TRRES L2 X > ~ o BT
Planned date ARY b AFES NI & FiTViedoc Clinic TEEE S iz A R > b OFEH
Proposed date HEAT VA v TEREINTLBIES. 11V F0RER

Window start date HERT VAV TRESNTVIIES, 1Y NFSEERORKBA

Window end date HEAT YA TRESNTWVWAIBA, 4~V MIRBENETH

Initiated by ARy b EEEL-I—Y—DFETELID

Initiated date (UTC) ARy RS N-BEF (UTC)

Last edited by ARV P EBREICEEL1—Y—OFETLID

Last edited date (UTC) ARy FHREBICEESN-HEF (UTC)

Design version ARy M LTEMICE > TWETFHA /3= 3 v /BET

2525 Ty7A—F&hi7740
Ty7A—FENEZrANLF TS av2BMTEE, 7y7Oo—Ranf774LeY L3240 (b LHNIE) 1E. Excel, CSV. BLUPDFO T ZR— FHBICE
ENET,

. Excel-HA7 741 (Xls) &7y 7A—RENLITNTOBRT7 7 A LHzZip7 7 A VICEENET,

. CSV, PDF-7v 70— RENETRTOBRBT 7 AL AL 7+ L E—H, HHOADzZp7 7 A VICRENE T,

» BEA2ET (ESICHTI2 IS L TCoOMERTEE) 2BIRT2L. 7y 7A—FEN7 7 A LOBEDA—Y a VHBEBYSEN. 7 7 AL OLBIO /N —
PaviIZEOELEEL VWIBRIOY T 7 A LE—IREINE T,

T2 ZHFE—rHS (Excel, PDF, CSV, ODM) B LU TF—ZFLEa—Tld, 7v 7A— &N 7 7 A IVICET 2ROERIBM_E N E T,
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. 7T ANYA X (A BT

« 7T7ANNYy A

» AN ZipT FAILHRD, ERROT 7 A IADISR

Ty 7A—RENLT 7 AT 2ROBRICOVTIR, BeLBE RN ES,

- TJ7ALET Yy TA—FLiza—Y%—

« 7y 7RA—FH

- YHA/EE (BHD7 7 ANDT Yy 70— RIBFET 7 A L OES)

. TT7ALF

w TFANYAZ (A BT
« 774NNy a2 (MD5)
. TTFANADY Y

2526 RYTFA4VITDT+—LI

Ry F4vseh (R8BFH) 07+ — Lk, UTFOHOFTI /R R—bTEET,

= Microsoft Excel - Office Open XML

= CSV

7x—LlE, RO FTREFORE. T4 7 (RBH) LahIh, BEABERCIRNTOLA TOARY MIBEAINET, BYVIRL 7+ —LORY])
DAV ZAZY ADKEADIESIE. TO7 4 —LIHFEPEAREINES, £ BYIRL 7+ —LBEKE VY bTEE. ZOT7 4 —LIHFBRICAY T,

Excel T2 2K — MIBRBRD 7+ —LEJ0 5% BINT 5 &, UTOBBRISENDI TR TD 7 4 —LE—BRRTHREPO 7+ — LY — bHRIRER SN E . Excel
IORR— MARBRDO 7+ —LE2BD 5 5BRT D & LNTOBREEF O TATDH 7 + — L Z—BERRT % Pending forms(fREBHRD 7 + — L) — b A BUEICIERE S h &

ED

h7 LB

Site sequence number

Site name

Site code

Subject sequence
number

Subject Id

Event sequence
number

Event Id

Event name

Event date

Event repeat key

Activity Id

Activity name

FormIid

Form name

Pending since

2627 A—-F4vY

IRES

RN CIERZ 70— N IICERIT 2 AT R —
Viedoc Admin CFRRE & N 7 jEa&S

Viedoc Admin CRRE S N7 jERg 1 — N

RAOBEEHBNToh 72—

Viedoc Designer CiRE S - R OBHID, BHEIDIZ. BHEH— N BEFHLEE % £ OViedoc Cliniclc R & 1% BHID,

F—BEO—EDARY hORTAINY FZHAITEIHT > 2 —

HE& T 1 >~ (Viedoc Designer) TEEXN7=A > hID
iHE& T 1 > (Viedoc Designer) TEE M. Viedoc CliniclcRRENZ A > b
£ <>k HEHES M- & X |ZViedoc Clinc CRRE S W= A <> + 0 B

BYRLDARY FOIBE, (A FDTHBEIENE) RLARY FORBIZREEZHANTEH Y2 —, HH/N—2 3 > Viedoc 4.39L4
[ExQEIZEEIEEN

sRERT 1 > (Viedoc Designer) TREI N7 7T 4 ET 41D

RERT Y1 >~ (Viedoc Designer) TiRES 1. Viedoc Cliniclc®RRxENET7 /T4 ET 4R
sERT 1 > (Viedoc Designer) TiRES N7 7 # —LAID

sRERT 1 > (Viedoc Designer) Ti&EE . Viedoc Cliniclc®iRE N5 7 4 — L%
TA—LHBRYT 4> (RB) IcSh/-Bi

ZHIFARY FABRES B L BRY £ €A, BRFEED/ZOICIERRICE > TWDB 7+ —LODOIBA. pending since dateld 7 + — LA
FIFEATBEIC S < HICR Y £9,

AT VRUTOT Y R MR THAT BT A TEET,

= Microsoft Excel - Office Open XML, #¥#fild. 21— 7 1 >~ 7 OExceltHf1% TSR L& W,
« CSV- I 7IXH]Y DI - Excel & kN IER% HA
= CDISCODM-XML, :##flf. 0 —7 4 7 DODMHI % TEIB2E L,

2528 ZTWEHRT—XRR

UFDoT s 2R— bR THAT B EATEETS,

= Microsoft Excel - Office Open XML
« CSV-av <X D&

= PDF - PDF Archive

= CDISC ODM - XML

2529 BERXT—KR
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BEXRT—22k, UTOoBAFRIcT I/ RKR—-rTEET,

= Microsoft Excel - Office Open XML
- CSV
« ODM

Calculated subject status > — b ICIZLATRD D 7 AAZENE T,

= Site sequence number

« Site name

= Site code

= Subject sequence number

= Subject Id

= Screened state

= Screened on date/datetime (site local)
« Enrolled state

= Enrolled on date/datetime (site local)

= Completed state

= Completed on date/datetime (site local)
= Withdrawn state

= Withdrawn on date/datetime (site local)

3 -t

T2 oHPFIE. BEX By S8R 2 LhTEET,

Outputto” | icrosoft Excel - Office Open XML

Microsoft Excel - Office Open XML

C5V - Comma-separated values @

PDF - Pdf Archive

CDISC ODM - XML

UFOLIhAOFRTHAT LI LA TEET,
1. Microsoft Excel - Office Open XML

2.C8V- a v <XV OfE

3. PDF - PDF Archive

4.CDISC ODM - XML

3.1 Microsoft Excel / CSV

Viedoc Tld. Excel 2007/8— 2 = > PABE XIS L T L % Microsoft Excel Open XML Z A LT W £ T,

ExcelDHAF 7> 5> HA7 7 A LVORKEBRICRIT 2512, Exceldi s TBBEE L,

32 Csv

CSVI 7 RiKk— b DOHEAIE, Excelt 7 R — FHALREERTY, CSVIT 7 XR— bHAIE, Excel L7 ZR— FDOEL— MIF LT, ZNENIDDCSVT 7 A L E & zip
T—h4 T CHEEINET,
Excel A 7> a v A7 7 AL OFR EHEEDOFEMIC O L TIE, ExcellBNZERBLTLEE L,

CSVI/ RF— MIXFLT, EBICHTT 2L 477 MBIRL TV 2188, BETBSASRI VT be@w a4+ 7rarvbhy £, F#EICOVTIE SAS~DHN%
SEBLT T,

3.3 PDF
PDFHA & A7 7 AV OFR EABRLICEIT 238 MI3. PDEL Y X — FHINEBRBL TS,

34 CDISC ODM
ARL =23 FLT—R2ETIL (ODM) 1F. BEHRERT — X ORE T —HhA TDRD, XV E—BL07 7y b7+ —LIKELAVERTYT, ZoFicid. BEY
ZART—4, BBT—42. BBT— % BEBRE CLICEKRT 208 ENET, RE. ER. BN REOKR. 23T —HA 708 LTREIRET 272010,
BB5Y7 b7V AT LR THET 2WBENH I TR TOBRN COETVICEENET,
I, ViedocTV XT3y OFEICHNDHT, T—X%CDISCODMY 7 A LICHAT B0 ICfFRHINZ HDTT, HA7 7 M LITViedocT I/ XA TV a v &8
BB, TIRTFYavEZRERB?20F v /Ry I R%EF L ET, ViedocTV 27>+ 3 v (3ViedocEBEDRETH Y. COISCIEEED—ETIEH Y £ A,
7 7 AL %%BViedoclo A ¥ R— b BIERIE. Fxv IRy I 2EFVICTHRELAHY £,
SAST 4 —IL FEESAST— &t v PEZEEINICATIT 51213, SASERIXMLEZEERL £ 7
ODMEA 7 7 A WEIRD & 5 ISk S E T
« Study 2 7SIk, RERREE. BBRTY A Y. V-0 70— LB AEmL R ENE T,
AdminData 213, 1 —¥— LHEROREICETET— 21 [ENETS,
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« ClinicalData Z 7'IZl%. Viedoc Clinc CANSNATF—2HEENE T,

2 T DODMIHA
« =747 DOODMHH

. LE2—ZXF—Z2O0ODMHH

4 BFEoViedoc/N— 3 v EHAOOERRME

HhHENT7 7ML EEERMDDH HViedoc/N\—L a Vv EIBIRT DN TEEST, TOA T avaFERATSE. LBIOViedoc/i—Y a v uHOEhikz7 7 4L ERL

FRO7 7 AL EHNT B ENTEET,

ZOMEEIZ A 7> 3> TH Y. Viedoc Admin DEBRIEE CIET 5 2 LA TEE S, HMEBICL > Tld. BMCTERWEAYHY 7,

Excel export (BAESAIFF DB Z T XK — b $ 275505 AIC O W TIE, 2HHE TEEEW,)

Association ZZ7'1Cld, SDV. 7 T U DFITEERB. 1—T 47, Oy, CRA, DML Ea1—h &, EFaEnik77v a3 v ICBT3EHRI\ISENET,

RIS LTEMELIBE, HAN—YarFay 78Ty X za—ho, HARREHATHAD T 7 A LICHBE €7 W Viedoe/N =2 2 Y ZEIRTE £ 9. &R#HO
Viedoc/N—2 a VfiE > THAT 7 A L EERL T 215813, B#fiViedoc/N—¥ a Y ZIRL £ 7%

0 o E i m
Data Export

Allsites Sweden Finland

Subjects to include ( 11

Allsujects

Events and time period

Aleverss

Forms and items

Alforms
Type of data Y
ot
Output format ot -
el 10w peracivy ot
.
o
Outpuet0: | picg vieoc 468 ML~ o .
vesoc 457 ot
Data grouping A
Viegoc 451
Viedoc 439
lege ject () 1row per activity 1row per item
Viedoc 438
OUPUEVEISION: | et viedoc version =
(ST e

Latest exports

+*% Export templates

No tempi

T—2OHAIERE N B Viedoc/N\— P 3 v iE, HABEOCARAICH S, HIOBETU 7ICURFSNET,

HASNT7 7 A ICiE, (ERRICER S NizViedoc/N—Y 3 V ICEAT 2 1BRA R EN TV E S, Viedoc/X— 3 VICEHT 2158 I1E. RO CHERTE X7,

« ExcelDif&. fEAE 115 Viedoc/N— 3 » [FREADME> —

- ODMDIBH. fFAE N3 Viedoc/N—2 3 v id, HAN—

41 HANR—=Yav

MCERRSNET,

CSVOIRA. fFAE N3 Viedoc/N\—2 3~ IFREADMET ¥ R b 7 7 A LICRRENE T,
PDFDIRE. FHENSViedoc/N—2 3 YV ETRTOR—Y D7y & —F 13 %4 RA—ICFRREnET,

AVDIIRATYYavICRRENET,

WhAR=Yary POy 747y 4= a2 —h 5iRIRATEE A Viedoc/ N\ — ¥ a (i, T— XBEOEENBANSINANA=Y 3 v DHTT,

Can not output single-source

5 F—s%n7LkEa—
F—R7LEa—R&viE, T7RR— oK LT 7=

{EBICIHTTOMNBIRSN TV RIBA. 7L Ea—FERTEE A,

51 T—4&%
F—R2T Tl TR TT—RETLE1—FB N TEET,
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Export Data Preview / AutoRecurring

[ » — =] 4

Included forms o

Screening Diary / SCRD

Site name

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutcRecurl

AutocRecurl

Rows: 1,009

Site code

ARL

AR1

ARL

AR1

ARL

ARL

ARL

AR1

ARL

AR1

ARL

ARL

[ cross-check e

1. 74 —LBETTF—2EINV—THT 2 MRS N TV DIEE.

2. 7A4NE—=TFX ARy IV AABDTFRAMEANALTCTLE2—FT—R2%5 7402V YT LET, 7LEa—lF, TO74—LEDITRTOEEIFLT 7414

USZ-% (F 38

Filrer e

Search

Subject Id

AR1-30001
AR1-50002
AR1-30003
AR1-50004
AR1-50005
AR1-30006
AR1-50008
AR1-30009
AR1-30010
AR1-50013
AR1-30014

AR1-50015

3. T4 RRREAV AN PERROYPVEBRANTEET,

4. P~y K=%7 Uy 3oL, BIACT -2 EWNER LI EHNTEET, HI—EI Y v 7 LTEIBICIE~NER £9, 3EBD Y Y v 7T, oy — FH@REh
¥, ROFIOIEFZUREZ B ICIE, FInvZ—% 27Uy 7 LTHIZBICEZ v 7 LET,

5.0V 092N TLAZ2—0BEET, FHAIE T LA 2 —ABRBLTIEEL,

Viedoc Clinic User Guide | Viedoc eLearning

Event name

Screening

Screening

Screening

Screening

Screening

Screening

Screening

Screening

Screening

Screening

Screening

Screening

- Visit1a

- Visit 1a

- Visit1a

- Visit 1a

- Visit 1a

- Visit 1a

- Visit 1a

- Visit 1a

- Visit1a

- Visit 1a

- Visit 1a

- Visit 1a

Event date

2018-01-15

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

2018-01-17

Activity name

T—RERRT D74+ —LEBRT DI ENTEET,

6. 27UV I LTATLTANRIIT VA LET, sHBIENTL 74 L2 EBBLTILES L,

T.RONAN=Y %Iy 0§ EBET + —Lh

8. 22HDT—JNERRTHICIE, [VARFzy 7] ABRLET, TNICKY, 220 T —TUETT—RA 7 ARF v 0$HIENTEES, 22BDT—7LD

.
VB0

SRV ERE—- FTRRSNET,

T4 —LBRET—L2DT AU T ey — NI 1DEOT— 7L OREE IHIILTVET,

511 HhI7LAXZa1—

HTLAZa—IZBUATHAEENET,

NI LERA T a v

NhILT74NR—

HhTLERA T a v

LTI E CETE L,

5111 AT LREA TV av

https://help.viedoc.net/c/47e0ad/?print=ready

Close X

Completion period

Prior o or during the BPS
After the BPS o
After the BPS

Prior to or during the BPS
Prior to or during the BPS
After the BPS

After the BPS

Prior to or during the BPS
Prior o or during the BPS
Prior to or during the BPS
After the BPS

Prior to or during the BPS
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Autosize All Columns
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Pin Left

Column Pin Right

+  NoPin

Reset Columns

H7L%EVBHTE (ER/ARICEYBHTS) . BARICR 70— Lt &I

CBOLERINES,

NSLDY A XEEERRRET 24838, W LOBEH T LHOTF R FOIREICEHhE THELET,

HFLDYEyY FEBIRT S CHEBRREICY £y P LET,

5112 AZFLT74NE—

TANE—%FERLTT - 2 OBIRBEZR VAL I ENTEET,

~ Text Filter

Contains
1

() AND
Contains

2

(Select All)
1= Mild
2 = Moderate

1LH7LOIEROBEICIH LT LTFOWITNAD XA TOT7 4L Z—%IGETHIENTEES,

-

-

@

-

| Clear |

| Reset |

s RO 7408 —EEFEZROTFA LT 40—
- ~ERT
- ~ERERL
. ~EEE
- ~EEETIERAE N
. ~TWHED
. ~TERD?

FVFREY KAy 7L AZa— FzyvoRy o B, BROEBEETHZ 7+ —LEBERTF X b LTHRONET,

FE! TERN7ANREANFENLFEXBIL £ A,

- AT 74

LR —EEFEIEOET 4 V2 —
~t@E%

- ~EEETIERL
e WA Y AN

~& U bhSVEIIEE

- ~EYBREL
- ~EYBKREVELIEESE

2. —E7ANREEETSHE. BALATLICHLTAND 74 LZELIEOR 74 LZDWTNATRD 74 L RABET DI LN TEET,

~ DEEFER

3. W7 LTRFATREA T — RICEOWTER SN 74 M —F T3,

518 HFLBRA T3>

TLEa—FT—TNICERT BN T LEBIRLET,

https://help.viedoc.net/c/47e0ad/?print=ready
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1]
<
=

> B | Search..

» [] System data

Site name

Site code

Subject Id

Event name

Event date

Activity name
Completion period

a3l

BER74 -V FEERALTHILERRLET,

FT7ALETE YRFLT—RET =T OBINENET, YATLT—RERHDITE. YRATFLATF=EhTTUNOZOIFEBIRL 3, —EOYRFL T—
BHTLIE. TITAET 4 TEIC1TEBIRLBSICOAFIFRIRE T, SHAIEExcel N NZBBL T L,

512 F—RF—7NAVFIRAIXZ 21—

TFT=RT—T7NOELERIY Yy 7THLEIOAVTFR M Za—"RRENET,

O Copy Cul+C

IO Copy with Headers

&=

Excel Export { xlsx)
aA— LLDEEI Yy 7R—Ficae—L &7,
ANy Z—(FEa— " CIHELZDHF LD~y R—% 7 )y THR—FIcaE—L &,

IVEMEN: T RET7DTLEa—T—RETVRAR—bLET, T—RDY—bETA LRI VI BLVHTLOEFATLE2—LALHDAT I ZFE—FSh
ESC

52 MBI/ 77

TI7ICLknWT =2y FEBIRL. kR U v o LET,

Export Data Preview / A demo study Close X

@ kb

Series/Categories

s . m

Site name

Academic Hospital Uppsala: 11%
King’s College Hospital London: 7% —._ VU Medical Center Amsterc
iversity College Hospital London: 7 % -.\
University of Brescia: 4% 7
Iniversity Medical Center Freiburg: 7% —
Charite University Hospital B
Helsinki University Hospital: 7 %

7+ —LBETT— 2% /N—TREBIRLIIBE. T 2ROX T TBIRLIE 7 —LhO0HT -2ty M BIRT &N TEET,
T—2RA b &)y LT, FAERRLET,

BYZ 77— 87 E@ALT—RICT O CRTEET, 2FW. T—RE7TT7ANEEBRALIBE. A7 77 TR74 020 v I ENT— 20 HHFIFEETRE
I £,

53 & 77

XEHEYERIC T Oy T2 T— X EMERT 2V U —X&BIRL. (BE2 27 U v/ LET,
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Export Data Preview / A demo study Close X
& i
il
X-axis Y-axis Series/Categories

- u (e ] [simnamm o -

Count

697 226 196 16.4 null 19 62 42 240 92 222 10.2
VU Medical Center Amsterdam Il Charite University Hospital Berlin Helsinki University Hospital

Medical Universi B University Medical Center Freiburg Il University Medical Center Groningen
University of Brescia Il University College Hospital London [l King's College Hospital London Academic Hospital Uppsala

7A—LBTT— 2% N—TREBIRLIIGE, T—2ROX 7T TBIRLI 7+ — L ODHET— Rty N EBIRT 2 I LN TEET,
Bes Uy LT, FlERRLET,

BI771. TR R 7ERALT—RICT I/ RATEES, 2FY. T—RETT74 LV REBRALIBE. B/ 77 TE7408 ) v T InfT— 2 0B nFEAT
BElCk B EnSZETY,

54 NIRRT T 7
XEEYBIICT Ay b TF— X ST 5 U —XEBRL. BB U v/ LET

Export Data Preview / A demo study Close X
A
]
X-axis Y-axis Series/Categories

o D (cam J (e o - |

) i
>
:

10 13 18 21 22 25 28 29 46 48 64 68 98 987 null
VU Medical Center Amsterdam =~ Charite University Hospital Berlin Helsinki University Hospital
Medical University ¥ University Medical Center Freiburg  -o- University Medical Center Groningen
University of Brescia % University College Hospital London =+ King's College Hospital London Academic Hospital Uppsala

7+ —LBETTF—REINV—THEBIRLIGE. T 2RO T TERL 74— LD ODHT— Ry bEBRTZZENTEET,

FHERS Z 71k, T—2 R 7ERLT—RICT IR TEET, 2 U, T2 &7 T74 V2 EBALKBE, MRS 77 TE7A LR Y Y TENfcT -2 DA
AHBATEEICARD L WS 2L TH,

6 T—xxHATTL—+

HHOREETo7cn. TV 7L—bELURETZ LA TEEY, Z0E. TBHT (FECIBBMMINCE) T 7L — b2FERALT ALRETHL LT ZK—
FEEEICERT S 2N TEEXT,

61 HOBEETTL—FELTRERETS

BEETVTL— b LTRET 31014,

LELWHERTFY7L—FLTREEREFEE 7Y v/ LET,
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'ﬂ' Save settings as a new export template

2ERENDZRY TT Y TR=VIZ, T 7L — rOBBIEANAL., 75AR— AL T PHEBRLET,

ROy 7%y ) 2 b cRIFERRER 0 —LiE REFASIATW S TH A OHIEREF > D — L e B £9,
]

# New export template
Name
CDISC ODM template
Private @ Shared

Select role(s) I

Investigator

Study Coordinator

Meonitor

Project Manager
Data Manager
Spenser
Medical Coder

Medical Coding Reviewer

3REEI U v LES, INTHAT Y7L — DU R IRREIN, il AERRL7T 7L — U R FO—BLEICERSNES,

EXpOFt templates Show  All templates =
O s 03 A 200 072 UTC by VA |
B s ou 2030 1y o7 by € /7 W
o fztse:ific;rltMarZ:EZO14:04UTbe £ /7 o
O e e amm 52 by £ /7 W
o fazfgz?e:?1anerzozo08:51UTbe € /7 m

62 T—RHEHTTL—+DiERA
F—2HHT T — L EBEAT I,

17— 2HAR—VOHPT 7L — b U TTFPICHEITRTDTF YT L—ba2RREIU v I LET,

https://help.viedoc.net/c/47e0ad/?print=ready 158/286
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2 BAL-VWTF YT L— FOKED (BA) 742> 7Yy o LET,

3.7—2%&HH%EI Vv /LT, Tv7L—rORETHIERITLET
EoR I ®HZWNE TYTL— b EHAT U TICH B4 v I T VR ATOBREFERT L TEET,

Export templates
CDISC ODM template
o oordinator export

£} SAS export

63 HAOTr 7L —AaRETS

AT 7L — PERET S ICIE

1LT7—HAR—VOHAT V7L — b TP HITRTDT Y TL—baFRREI UV I LET,

View all templates

2HRELI-VWTF Y TL—tDoRY T4V EIYY I LET,
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BFJ/RENLRY TT v 7T, HAF VL — L OBRIE TFAR— N 2 T ORELBRETCEET,
FEl CASTERLAET Y TL— b LARENTE E A,

64 HHOT>7L—FEHRTS
HAT Y7L — FEHIBRT B ICIE,

17— HAR—VOHAT V7L — b U TP H I ITRTDT Y TL—baERREI U v 7 LET,

2HAT VT L— PR IHERRENES, BIRT 2T L —bOTIFTAAVE Y v I LETS,

BRREINIAR Y TTy TORBRE Y Uy 7 LET,
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Confirm remove

== Remove template:
m CDISC ODM template

Delete Cancel

FEl CAEBTERLETY L — R LAEIRY TE LA,

7 7T—2%&HNT5
F S EWNT B

LHALEWT =% 742U T LET, Lo /HMAOFDT — 2% 74020 v 735 5%B8BLTLIEE,

2. Bl BIR L £ 9,

BEBCHID D 5V EBRLES,

4AFETHAD L L. —THRLET,

589vA—F (@BO77ALTAAY) 20Uy LET, HODAT—2 R, R=VEPHICHHNBRICERINE S, HANRT T2, HALE
T7ANEZIA—FTHIENTEET,

Latest exports

31 Mar 2020 15:02 UTC [Ready]

iernye 4 3 subjects, CDISC ODM - XML, [2513KE]
Download
MTar

IG-

0 14:05 UTC [Ready]
Viedoc 451, 3 subjects, C5V - Comma-separated values, 1 row per activity, [35KB]

E 31 Mar 2020 08:24 UTC [Ready]
Viedoc 4.51, 2 subjects, CDISC ODM - XML, [2496KE]

E 31 Mar 2020 08:23 UTC [Readyl
Viedoc 4.51 | 2 subjects, Microsoft Excel - Office Open XML 1 row per activity, [F8KEB]

HHEINLT7 7 AL EE—DLVIHREENE T, 7 7 ALRIEELUTO & 5 ICER S 9. SponsorCode_CountryCode_SiteCode_Date_Time

Sponsorcode - Viedoc Admin DRERIEE CRRES N TV B ARy H—a—F
CountryCode - Viedoc Admin DR ERERE CRES N TV AEI— K
SiteCode - Viedoc Admin TEHERERE CRRES N TV SR I — F

Date - 51 & n7=H{F Zyyyymmdd THFR

Time - B & N7-BZ) (UTC) % hhmmss TFRR

iFED Windows ET7 7 4 LR ICEN R NFD W T b SponsorCode s 72 |4 SiteCode TIFF S T WIS, IhoONXFIFHbhE N7 7 A LBRTEEK
IC-ICEBSRAONET,

71 HHERE
FEI VIR FEINEHAOY R 32—V —FE0LDICRY ET, 20, BPTY /IR LEHAOAERRTCEES,

BOENSHETHY X McRRENET, FTENHNOTLLY X b EEIET 5103, YR FOTEBICH 22 TOHNERTO Y > 7% 7 Vv LET,

E 31 Mar 2020 08:23 UTC [Ready]
Viedoc 4.51, 2 subjects, Microsoft Excel - Office Open XML, 1 row per activity, [J8KB]

©0 0 0 0

ATy bU—ZEic, ROBRMEEESNET,

SMBAR-HAY VTR EAF 2 —ICH Y MBI N D DERF> TV HIREE,
EhEh-HOA RS . EITH T

LAY EES N -BiF
2HAXTF—4 R

- BB -HAY TR A F 2 —ICH Y BRI N D DEFS TV BIREE
bR - HAOHBAR S . T
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v BT -7 7 AADERICHASN, £ O— FOBENTE T HREE

P I7--IT7-HSEL. HANETIhTULALIRE
3.ViedocHHON—P 3 v -HIN =2 5 VAR E W,

4 HBhE N BEOE

5 HA7 7 ALoRR

o

LEETLIEA, BIRSNLAT YL
7.77ALH AR

EE! TosHhBIC T -2 rERkEI N

Latest exports

B 2012-09-12 22:50 [In queue]
Viedoc 4.51, 31 subjects, 1 row per activity, [45KB]

B 2012-09-1115:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

E 2012-09-11 15:27 [Ready]
Viedoc 4.51, 31 subjects [45KB]

B 2012-09-1115:27 [No data]
Viedoc 4.51, 31 subjects [0KB]

2612-69-1115:27
Removed due to data anonymization

View all exports

https://help.viedoc.net/c/47e0ad/?print=ready

58, EBRUSNET— AR ENTVATRMN H 270, ZOITIVAR—bEEIVA—FTHILIITEE A,

162/286



12/13/24, 9:15 AM

*

Excel export

ExcelH

F{TZ Viedoc System 2024-12-06

1LIECHIC
2. 7 7 AV DIEEE
2~y X—17
B.T—RDIZANZIV VT -F=RZAT
AT—2DIN—TH
42 74— LB TT— &N =TT 5
43T —REIN—TWL L WES
5LATYE
54 BEHICITIO
5570 T A ETABICITTD
5.6 [EE TS
561 BE%*&T
562F v IRy IR
5.6.3 ELE(EEE
6.7x—LVVITATL
6717 0T A ET 4 ZE ST
6.8 1{EZ & ICHT
691EBE L Ic—{T
7 ICBIFREVIRLARV b
8. IKHITBEYVIRLZ A —L
QHEDARY b DTF—2% A= LTRALEZ+—4

1 lELwic

Viedoc Tld. Excel/N—3 3 »2007LARE & B D & % Microsoft Excel Open XMLIZR A {FALTUL 5,

Viedoc Clinic User Guide | Viedoc eLearning

RDOEY Y a2y CREHRT2EY . T—2HNEE CHBHER & L TMicrosoft Excel IBIRT 2IFE. T— K0T —THEL AT 7 MBI 24 BF T avhbhl £

ER

ViedocTOF— 2 HHLRRICAET 2IBIRICOVTId, T2 EHNT228BLTIEE L,

Excel' K — N ETREA R AITEN31,048576 TH B 1280, ¥ — FADT— 2 H Z DB HIBA.

2 774D
ExceltHAICIZUATO Y — b A& ENE T,

« README - #IZExcetHADBRMD > — b &Y . LITICEYT 32— A BRI CH SN E T,
. « ViedocOWHH/N— 3> GFHllE T — 25 HHT 2 5#8RBLTILEE W)
- B/ 7« =V RICER LA LY — >

. BEOEK, LE2—RTF—RRAHAICREND L S ISEIRS N T 218810 2iEH

TRIEHOY - McpBlEhET,

» BRLAET—2DIN—THORMIHE->T

- 7 —LBTT—REIN—TUNBIRSNTWIIES., 74 — LB TT — 24 70— T THEROBY . &7 4 — LI LTEBID > — FAYE

MmN,

C F—REIL—TRLEVABRE N TV BIBE. HASNETRTOF—2EREF—REWS 100 — FYERSNES, 725007

HLanza T8RN,

JBR- T4V b0EIC. HAINAET—2RICHZTRTOEREUTOREER (B) Y X 328 — FAAY £7,

FEBIRT 2IBE. COY— MIRENE A,
« ID-HEAT YA~ TRESAIEBID
- FAN-HBRTYA Y TRESNLERO 7 N

» T4 7 -FBRT YAV OBEB TRESNLT LD 7, ROVTIANICHEY £,

. integer®!

= double®!

. textBl

stringBY

- dateB!

- datetimeZ!

baseb4Binary (7 7 1 /L 7 v Z’A— FOIER)

. WA
. True- ERT V4~ CIEAAW/EL LTRHRESN TV SIES
- False- BTV M >~ CHEHBINWAEL LTRESNTLAWES

- MBRLAITORE - 77— % 2> 72 Y TS W T L 2/NERLIT O

{EEICHTT2OL 1T

= /MR - Viedoc Designer CRREES N T W AIBE. ZNZND 74 =L FICRB L INZFRIMNR., T v 7Ky 7 RIBADIBE . Viedoc Designer T

HMEINEBY., BEC-OICKRELRF v IRy 7 2DRIN
« BAR - DesignerOIEE L NV THREI N TV SIBE. ANTE 2RANFH

« fi¢sU4& - Viedoc Designer(H7 & /) 7—= 3 > > 72 TRESNTLRIBEORRE. Frv /Ry 7 RFLEFVFRLVYIEBEOI—FITo0

Tld. Viedoc Designer CTEHBHMBESNT VWA WMEETHT 7 4 /b MENER S NE T,
CAVFVYOES -F—RAVTUVORBANFH, IV TV VORI ICL > TEREINET,

« Codelists - HADRED S — b, HASNAET—2DFTRTHOIA— Y R FERLRDERISENE T,

{BEBICHTT2OLA 77 FEBIRT 2B, OV — MIRENEEA,
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- BRE
. F—g847
« O—Ff#
. a—FF%x}

HAID (0ID) & HH7 ~AAHEETHF A > CEES NTVBIEA, ZN 5 FExcel/CSV/SAST 7 2K — CFRENE T, HAID (OD) AT AHRHBRTY

1Y THRER (FA) DFEOFE, REFHOERIDE 7 NUHERSINES, HEBRT T IcB5 1 2IEEREOFHMICO LTI,

TLRE L,

ROFIS, BRENFZIN—THELAT I L OEMHITIGLU T, Excel 7 7 A LICEEND Y — FERLET,

T4 —LBNTT— X% =T

SN T a AL

F=REINV—=THLEW

BEEIT SO « README « README
- THA—LTEIDOERIDY— b - =%
- B - BH
= Codelists = Codelists
TUTF A ET A BICTED = README = README
» 7A—LZEITIOO@ERID Y — b - T4
- EBH - BH
= Codelists = CodelLists
EECTEo - README - README
s TA=LTENDDOERID Y~k - T—%
21 ~Ny4—13
ROBITRT L5112, Ay X—IFEICY — F ORFIOATICRRSNES,
WNSEIET 2
2. TSI
Site sequence Subject sequence Event sequence )
number Site name Site code number Subject Id_number Event Id  Event name Event date
ISiteSeq SiteMame SiteCode SubjectSeq Subjectld EventSeq Eventld  EventMame EventDate |
1 Karolinska 01 1 SE-01-001 1 SCR Add subject 2014-10-02
1 Karolinska 01 3 SE-01-003 1 SCR Add subject 2014-11-14
1 Karolinska 01 4 SE-01-004 1 SCR Add subject 2014-11-25
1 Karolinska 01 5 SE-01-005 1 SCR Add subject 2014-12-05

iR E 7 3BGET S NGB T VA v N =Y a VIRTEBEINLIBRICIE. "T_n,0Y 74 v 7 ZMBIMENET, nif, TNTNOIEENBEINHBRT (1 v/ —Y 3
YTEICAVIUX Y PENET,

Race_ 2 Race__ 2- Code
DMRACE_ 2 DMRACE_ 2CD
MNative Hawaiian 14
Native Hawaiian 14
Black 1

3 TF—=RD7A4NRNV VT -F—R2L47

T—RRA47Tld, BANTET— 0527402V TFE5eHTEET, BREHT—X. RBBNT—%. SDVELELEARE, £/-13SDVFLOT— 2574041
YU BE. HAOINTExcel 7 7 AL DT =23 — FHDOBFED L AHNBTERRINIBENH Y £F, 74 L2 v IPBHTEOVLEZLT— T 7—%¥—
FOREBICHZHAZ A NZ—ICLBITFOEOEL,EVSFICXTY— I HRRENET,

Bz, BEFENS DAY b FEFAN DAY FRICADENET—RD12THE L LET, FEDPEEICOVWT, TOTFT—KHANAHSN. ERFICE >
TERIN, TOBTHEINFE L72H, BREEICEBKINTVAVLELET, UTOEKRITRT L SIS, HAOICREBRINLT—RDAHNZENET,

Type of data

Signed data SDV performed or NA SDV pending

+| Signed data Not Signed data

+| SDV performed or NA +| SDV pending

HETEEIN, BEINTOVAWLEEAF7 4 — L FOfEIE. HAOICEENEFA (LLEBTERRINET), BOELERELT— 24Tk, UTISRT LS KB 74
NE—ICEBITFOBEDENLIIXTY—2 ENET,
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HAS_FILTERED_VALUES|

Uppsala Add Patien 2019-01-16

Uppsala:2 24 SE:Uppsala 1 APA

4 F—20I7NM—T
F=ROIN—=TRE Oy TRILV YR b, 74— LTEILT—REIN—TRTENESI D EBIRT 2 ENTEET,
EE TR0 —TKld, Excel/ CSVIHATORMERATE £,

41 T H—LBTT—X2EIL—T1T D

TA—LIEIT=REIN—THT DL, TNZND 7+ — LIS LTEBIO > — AR E N E T, BT Y1 > (Viedoc Designer) TRRESNABEY. ¥ — RIS
7+ —LIDAERENET,

UTOEGBOGIE. LATIPOT 74V MEE. 2ENTITAETABIIUTTOOL ATV FTCOHAZRLTVET,
7Ly — FOBYIOF (ER) EIRTO7+—LISHLTRALT, & BE. 1Y M TIT4ET 4, THA A=Y a v ICEAT BRI E S,
5l BrE]
HEROELES  HBRTHERE SO —/SLICERIT ATy 42—
bEERE Viedoc Admin TERE & M7= HERE
MERa—F Viedoc Admin CRRE S h 7 iEsR 3 — F
BEOBLES IERACEETHRITLHV -
#BHID Viedoc Designer CaE S =R 0 BHID, BEIDIS. BESN — . BEFHMEES & O Viedoc ClinicloFR & 1 5 B&EHBIT

ARV FOEL BLBEDANY FOY =T Y ZARTARY M E#BIT2hY 42—

&S

AR FD sRERT Y1 > (Viedoc Designer) T @ES NLfzA X kD,

ARV MR BT Y 1 > (Viedoc Designer) TiBEE M. Viedoc Cliniclc®RE N b A R b
AR +E AN FHEREE N7 & EIZViedoc Clinic TEREES Nz A N> o AfT

TVT4ET4 sERT U1 > (Viedoc Designer) T EEE N7 7T 4 ET 41D
TIT4ET1 sRERT Y 1 > (Viedoc Designer) Ti@ES M. Viedoc Cliniclc®RRENDE T /T4 ET 4R
1
7+ —LOi@EL BT IVTAETARDEINTEND 7 5 —LDAVRAZ Y REFHBTDH T2 —, FIEVIRL 7+ —LIfFBINE T,
&S
BYIRL 7+ —LTHRWBEIEM,ERY, 74—L%ZVty FLTBERETIE. HILL 7+ —LOBLESE2,ICRY 7,

74 —LOBLESIR. Uty b EERAT SISO £,

BE7+—LD BEDT7 4 —LDA VARV AEBEL NV T—RICHBT2H7 v & — 10 0RFY. ZOBHFICHLTT7 4+ —LOFHL WA ¥ X &Y ZHYWERE

BLES SNBERICA I YA bENET,
TTDBET +— AC—AINFZ T+ —LA VY REZ VY ZDBE, BT —ZNAE—EN T4+ —LDA VY RZVREFHILET, 7+ —LOBRPIDA VARV R
LOBLES (aAE—ahTWLAWL) IZXFLT. SubjectFormSegNo DfEZEBL %7,

V—REBET + AE—ENET A —LA Y REYADFE, IE—ENT7H—LAVYZEVY R (F=EZDAE—TDT7 4 —LA Y RAZVR) OV —XZHBIT
—LOELES BHIVR—y TH—LAYRAXYZADIAL—TED SubjectFormSegNo DEZEUEL £F, 74+ —LDOBRIDA Y RAZ YR (A= NTWi
W) ISR LTS (null)ici Y £,

FHA = BT+ —LOT—2BERIFERINLTHA A=V ay,
av

TOEGKROFITIE, LATIFOT 7+ MRE, 2ENTPITAETAZLITEHALTLET,
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ROFNIR7 + —LIFENL DT, 7+ —LDOERZ

DEXT,

Data Export
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ICHWER S £ 3, 5RBRT 1 >~ (Viedoc Designer) THI~N Y X—& LTRESNEEY . BI<BFED

Allsites Sweden Finland Germany Netherlands Austria Belgium Italy United Kingdom Switzerland
Subjects to include (112 —
All subjects
Events and time period [
All events
Forms and items |-
All forms
Type of data [T
Signed data Not Signed data SDV performed or NA SDV pending
Output format -
Output to Excel Group data by form 1row per activity
@ Save settings as a new export template o
g —
A B c D E 3 G H 1 ) K L M N L e | ©» | a -
il
Subject Event Form Date/Time of
sequence sequence Activity  sequence Design Informed Gender-  Date/Time of
Site name Sitecode number Subjectld number Eventld Eventname  Eventdate Activity Id name  number version |Consent Gender  Code Birth
siteName siteCode _SubjectSecSubjectid EventSeq Eventld _EventName __EventDate Activityld _ActivityNat Formseq _ DesignVer{DMIC DMSEX _ DMSEXCD DMDOB
Academic Hospital Uppsala I SE-AHU-001 ©  SCR Addsubject  2016-10-04 scr Add subjecl 3.0 2016-07-04 Male 1 1964-06-11
Academic Hospital Uppsala % SE-AHU-0071 SCR Add subject  2016-10-04 SCR Add subjecl 3.0 2016-10-02 Female 2 1979-05-28
Academic Hospital Uppsala 3 SE-AHU-00"1 SCR Add subject  2016-10-04 ScR Add subjecl 3.0 2016-09-04 Male 1 1968-08-04
Academic Hospital Uppsala 0 SE-AHU-001 SCR Addsubject  2016-10-04 SCR Add subjecl 3.0 2016-06-05 Male 1 1952-10-01
Academic Hospital Uppsala s SE-AHU-001 SCR Add subject  2016-10-04 ScR Add subjec 3.0 2016-08-07 Female 2 1959-04-06
Charite University Hospital Be 1 DE-CUB-001 SCR Add subject  2016-10-04 SCR Add subjecl 3.0 2016-08-07 Male 1 1980-02-22
Charite University Hospital Berlin 2 DE-CUB-001 SCR Add subject  2016-10-04 ScR Add subjec1 3.0 2016-03-02 Male 1 1960-11-02
VU Medical Center Amsterdam  VUA £l NL-VUA-001 SCR Addsubject  2016-10-04 scr Add subjecl 3.0 2016-10-02 Male 1 1961-07-31
VU Medical Center Amsterdam  VUA 2 NL-VUA-001 SCR Add subject  2016-10-04 Scr Add subjecl 3.0 2016-08-07 Male 1 1973-12-21
Aacademic Hospital Uppsala AHU s SE-AHU-001 SCR Addsubject  2016-10-05 scr add subjec’l 120 2016-10-02 Female 2 1976-02-01
Academic Hospital Uppsala AHU 7 SE-AHU-00T  ©  SCR Addsubject  2016-10-05 SCR Add subjecl 12.0 2016-10-02 Male 1 1965-06-29
Karolinska Institute Stockholm KIS 1 sekis-0011 i SR Add subject  2016-10-05 scr add subjec’ 120 2016-10-03 male 1 1964-03-31
Academic Hospital Uppsala AHU % SE-AHU-00T  © SR Addsubject  2016-10-05 SCR Add subjecl 13.0 2016-10-02 Female 2 1973-05-21
VU Medical Center Amsterdam  VUA s NL-VUA-001 ScR Add subject  2016-10-20 scr Add subjecl 13.0 2016-10-20 Female 2 19771025 | _
3 ReapME | DM |ss || vs | Ranp | co | PE | EC [ BM | 1B J IE | STAT | cc | wB | MH | HA ® < v
= m - 1 + 100%

Ready

4.2

F—R%&IL—THLEWES
BE. 27 4—LDIRTOT—2HAHA77ALOELY—F (F—%) IcHhshET,

F—RETN—THLAEWT L EBIRL 7

¥
Standard info for all forms

LTOBBOBIE, LATIROT7 5L EERE. 2EVTITAETABICHTTOOL AT Y FOEAEZRLTVET,

F—% 2 — b ORIIOG (ERlIE

ROFI (BRI

TY—7) BIRTO7+—LIZFLTRALT, R BE. 1V b 7774 E7 4 IR EINES,

<FormName>_Design Version -

TY—2) 12l ARY FHOTRTOT7 #—LICET S 7+ — LFEOBRASENTVET, 74 —LTEI2, ROFIMVBEIMEhET,

(BT 1 > (Viedoc Designer) TiES N, ClinicTRREND 7 + — LR, BEHROHITIE. 7 + — LKL DemographicsiZ’ > TWE T,

<FormName>(<Form Repeat Key>)_<ltemName>- Z NN ZND 7 + — L ORIBRICXT T 251, BTV 1 > (Viedoc Designer) TRRES M. ClinicloRRE N3
74— LB ETEBRB, FormRepeatKeyld (7 + —L%EMGYIRT120IZ) 74 —LDA VAR ZEHBAILET, BYVIRL 7+ —LTHWEA. Form Repeat

Keyl¥ 312 1127 £,

8 c D 3 3 < H ! ] K (| M N o | » | a R | s | T | u | v | w
Sitename Sitecode Subject Subject!d Event  Eventld Event  Eventdate  Activityld Activity |Demograp Demographics(1 Demagrap Demograp Demographics{l Demograp Demograp Demograp Demograp Demograp Demograp Demo
sequence sequence name name | hics- )-Date/Time of hics(1)-  hics(1)-  )-Date/Timeof hics(1)- hics(1)-  hics(1)-  hics()-  hics(1)-  hics(1)-  hics(1
number number Design  Informed Gender  Gender- Birth Age cHB cHe Reason  Reason  Race Race -
version  Consent Code Result  Result- forNo  forNo Code
SiteName_SiteCode St EventSeq_Eventid _ EventNamiEventDate Activityld DesignVer: L.OMIC 1.DMSEX_ 1.DMSEXCI 1.DMDOB 1.DMAGE_1.DMCBP__1.DMCBPCI 1.DMCBPRI 1.DMCBPR{ 1.DMRACE 1.DMR
Academic t AHU It SE-AHU-00TL & SCR Add subjec2016-10-04  SCR Add subjec3.0 20160704 Male 1 19640611 521 White 5
Academic tAHU 1 SE-AHU-001 © vi Visitl 20161004 V1
Academic t AHU 2 SE-AHU-001 SCR Add subjec2016-10-04  SCR Add subjec3.0 2016-10-02 female 2 19790528 37.3 Yes 1 asian 3
Academic t AHU % SE-AHU-001 vi Visitl 20161004 V1
Academic tAHU €] SE-AHU-001 SCR Add subjec2016-10-04 scr Add subjec2.0 2016-09-04 Male 1 1968-08-04 221 White 5
Academic tAHU ] SE-AHU-001 vi Visitl 20161002 V1
Academic t AHU 4 SE-AHU-00"1 SCR Add subjec2016-10-04  SCR Add subjec3.0 2016-06-05 vale 1 19521001 637 Black 1
Academic | AHU %5 SE-AHU-00'1 SCR Add subjec2016-10-04 SCR Add subjec3.0 2016-08-07 Female 2 1959-04-06 573 No o Postmenof1 white 5
Academic t AHU 5 SE-AHU-0001 } vi Visitl 20161002 V1
charite Unicus 1 DECUB-00L | SCR Add subjec2016-10-04 SR Add subjec3.0 2016-08-07 vale 1 19800222 365 white 5
Charite UniCUB 3 DE-cUB-0071 : vi Visitl 20161002 V1
Charite UniCUB 2 DEcuB-007 SCR Add subjec2016-10-04  SCR Add subjec.0 2016-03-02 vale 1 1901102 553 white 5
Charite UniCUB 2 DE-CUB-00 : vi Visitl 20161004 V1

README | Data

5 L4779t

ftems | Codelists |

v
standard info for all forms

LATI bt avcld, HAV 7 A VRTT—R2BIBIT280L (477 M 4&RT 2 Z LA EEETT,

W TOTAETAEBIHTT O (T 7 A b))
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« EEICTSD

1 row per subject ® 1 row per activity 1 row per item

51 BHEBICTTO

ZOBEOHAE. ROBHED L5 1AV £T, ZofITIr, BEILISHTOLAT Y FMREARE, I TTF 7 4L MRETETFEINZHOERLTVWET,

B c D £ F G | | J K L M N | 0o P a
Add
Add Add subject(1)-
Add Add Add subject(1)- subject(1)- Add Add
subject(1)- Add subject(1)- Add subject(1)- Add subject(1)- Add Add subject-  Add subject(1)-
Add Add subject- subject(1)- Add Add subject(1)- subject(1)- Add subject-  subject-  (1)Reason subject(1)- Add
Subject subject-  (1)Date/Time of Add subject-  Add subject- Add subject-  (1)CHB (1)Reason for No Add subject-
sequence Design Informed subject-  (1)Gender (1)Date/Time of subject-  (1)CHB Result-  for No CHB - subject-  (1)Race-
1 |Site name Site code number  SubjectId version Consent {1)Gender - Code Birth (1)Age Result Code CHB Code (1)Race  Code
2 |siteName_SiteCode _SubjectSec Subjectld SCRI1].SCR SCRI1].SCRI1].DN SCR[1).SCR SCR[1].SCR SCR[1].SCR[1].DNSCRI1].SCR SCRI1].SCR SCRI1].SCR SCRI1].SCR SCRI1].SCR SCRI1].SCR SCRI1].5CF
- [SiteNsme SiteCode SubjectSecsubjectid  |SCR[1].5CR SCRI11.SCRI1].DN SCRI1).SCR SCRIL).SCR SCRIL).SCR{1).DF SCRI1].5CR SCRI1].5CR SCRI1].5CR SCRI1].5CR SCRI1].5CR SCRI1].5CR SCRI1].5CR
3 |Academict AHU £} SE-AHU-001 H 3.0 2016-07-04 Male 1 4 1964-06-11 52.1 White 5
4 | Academic  AHU n SE-AHU-002 : 3.0 2016-10-02 Female 2 1979-05-28 37.3 Yes 1 Asian )
5 |AcademictAHU 5 SE-AHU-003 : 3.0 2016-09-04 Male 1 1968-08-04 8.1 white 5
6 | Academict AHU 0 SE-AHU-004 H 3.0 2016-06-05 Male 1 1952-10-01 63.7 Black 1
7 |Academict AHU % SE-AHU-005 : 3.0 2016-08-07 Female 2 1959-04-06 57.3 No D Postmenof1 White 5
2 |Charite UniCUB 1 DE-CUB-001 H 3.0 2016-08-07 Male i 1980-02-22 36.5 white 5
9 |Charite UniCUB ] DE-CUB-002 : 3.0 2016-03-02 Male 1 1960-11-02 55.3 Wwhite 5
10 |VU Medica VUA 1 NL-VUA-001 3.0 2016-10-02 Male 1 1961-07-31 55.2 White 5
11 VU Medica VUA ] NL-VUA-002 3.0 2016-08-07 Male i 1973-12-21 22.6 white 5
12 | Academic t AHU 3 SE-AHU-006 H 120 2016-10-02 Female 2 ! 19760201 20.7 Yes 1 Wwhite 5
’ README || DM || ss | vs | RaND 2 co | PE | EC | BM | 18 | IE | STAT | cc | LaB:| MH | HA | C.. & o
ry : :
v -y v
Form Standard info for all forms Form specific info (items)
T74NPREDBY . 74+ —LBETT—REIN—THT 270, 7+ —LITLITIODY— B Y £T,
gl BEILIIHT, o2& (BEE—RICHEBIT2) BEID JLIK00fThHY £,
BHIOFITIE, MR EHICET BRI RN E T
5 88
hERR & Viedoc Admin TERIE & N 7B 43
MR- F Viedoc Admin CE&E & NL7-fBs& 2 — F
EBEOBELES ERADEEEHR T2 H T 2 —
BHD Viedoc Designer TigE & N - Fe{ DEEID, BEIDIZ. BEH— K. BEHMERE £ OViedoc Cliniclc R R h 3 BEDID

DUToF:, EEEEO@EICAEY £3, ZJICERT2EBY . HHF—20oRERISHLT, 1y b (1R) M"BESLES, BB7—27 70 —TREINATLE LS
12, HEOIERIEA R MIEOWTWET,

« TRDIN—THT, TF=REIN—THLEVHIRIRES WL D184 L <Event name>(<Event Repeat Key>) - <Activity name> <Form name> <ltem name>
<Code listvalue>(7— 2% 7). — 71 L7 WA TSRS V) ABRIEUTO®BY & AaY £9:
« <Eventname> - sER T V1 ~ TRRES M. CliniclcTREND ARV b,
« <Event Repeat Key> - FIEID A > b /FEIFERER A N>~ b ICDOHBAARIAEAR A XY b DEYIRL F—
<Activity name> - SRER T YA ¥ TRRES N/ T /T4 ET 4R
<Form name> - 5{B& 7 ¥ > TIRES M. Cliniclc®REND 7+ — L7
<ltem name> - sERTH [ ~ TEHRES N, CliniclcFRIN2IEE S NI
<Code listvalue>- F = v 7 7R v 7 RIBEIC O HEFAAEE. Viedoc Designer C&F = v 7Ry 7 RIBED ZNZ N OBIRE ICXF L CRRESINAZ2—F
2 ME

W TeRDIN—THT, TA—LBTT—RE N —TUNBIRSNTWIIBE (V2 —LENTT 2% 7L —TiE T8RS W), 74 —4lFY—
BTHEBSNS 720, ROV —THINTWERWT — & LREE. <Form name> L OZRIHFIIFIF o E T,

EEIARYPOBLES. AXYMD, 7774E74ID, 74#—LOBLES. BE7+—LOBLES. BREE7+—LBLES. ToBE7+ —LEBLESIE.
BEILITFELBRL TV IBEESENIEA,

52 TUT4ETABIYTTO

ZoBEOHEAE. ROBEED L5 ICaY ET, ZOFITR PITAETABITHTTOCRESNTWALATY FERE, ITT 740 PRECETSNENE
RLTWVWET,

F7 AN PRETHEH 7+ —LBETT—REIN—THT /-0, 74—LTLIX1DDY—HHY T,

F—Rid, BEE (1) ISWL. 727474 (2) TEINTFIAD LI IC/L—THENET,
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A B C D 3 5 G i | J K L M N 0
Physical  Physical
Examinati Examinati
Site Subject Event Form on on
sequence sequence sequence Event Activity  sequence Design performe performe
1 \number Site name Sitecode number SubjectId number Eventld name Event date Activity Id name number  version d d-Code
2 |SiteSeq  SiteName SiteCode SubjectSecSubjectld EventSeq Eventld EventNam¢EventDate Activityld ActivityNarFormSeq DesignVer: PEYN PEYNCD
31 Academic F AHU 11 SE-AHU-011 h vi Visitl  2017-10-20 % il 32.0 Yes 1
afl Academic  AHU 14 SE-AHU-014 1 vi visitl  2017-11-10 vi 1 33.0 No )
51 Academic  AHU 14 SE-AHU-014 n UNS_1  Unscheduli2017-11-13 UNS_1 1 34.0 Yes 1
61 Academic F AHU "8 SE-AHU-018 il vi visitl  2017-11-14 Vi il 36.0 ves 1
7N Academic F AHU 22 SE-AHU-022 1 Vi visitl  2017-11-14 vi 1 39.0 Yes 1
sl Academic F AHU "3 SE-AHU-023 i vi Visitl  2017-10-16 vi i 27.0 Ves 1
s f1 Academic FAHU "3 SE-AHU-023 i v3 Visit3  2017-10-37 va i 33.0 ves 1
101 Academic FAHU 24 SE-AHU-024 ) 1 Vi Visitl  2017-11-01 Vi ) 1 33.0 Yes 1
112 Academic F AHU 24 SE-AHU-024 1 v3 Visit3  2017-11-14 va 1 39.0 ves 1
121 Academic t AHU 32 SE-AHU-032 1 Vi visitl  2017-11-21 Vi 1 44.0 Yes 1
131 Academic FAHU 4 SE-AHU-034 i vi visitl  2017-11-21 vi i 6.0 Yes 1
141 Academic F AHU 36 SE-AHU-036 h vi Visitl  2017-11-20 Vi il 210 ves 1
1501 Academic F AHU 13 SE-AHU-043 1 Vi visitl  2018-01-01 vi 1 5.0 Yes 1
161 Academic F AHU (" SE-AHU-044 i vi Visitl  2018-01-02 vi i 510 Ves 1
17f1 Academic F AHU S0 SE-AHU-050 n vi Visitl  2018-01-06 Vi ! 55.0 ves 1
181 Academic F AHU 73 SE-AHU-073 1 Vi visitl  2018-03-20 vi 1 57.0 Yes 1
191 Academic F AHU 75 SE-AHU-075 h vi Visitl  2018-08-13 % h 59.0 Yes 1
3 | README | DM | ss | ws | RanND | c | PE | EC [BM | 1B | E | STAT .. ® 1 v
53 {BEEBICTY

ZOBEOHAIE. ROBEHED LS5 1A Y £F, ZofITIH. BEBICHTTI2ICRESNTVILATY FERE, IXNTCT 7 4L MRETETINHAERLTVE

To

F7 AN MRETIE 7+ —LBETT—R%EIN—THT 70, 74—LTEIX1DDY—bHHY T,

TRk BE (1) 07 T4ET4 (2) RORIER (3) TLICHTICARSZ LS IC/L—THEhE T,

E F G H | J K L M N o P Q R

1 |Subjectld EventsequenEventld Eventname Eventdate Activityld Activity name Formid Formname Form sequence number Item group id Item group sequ Item Id Item export label

2 |Subjectld EventSeq Eventld EventName EventDate Activityld ActivityName Formid FormName FormSeq ltemGroupld _ltemGroupSeq _ltemid ItemExportLabel

3 [se-AHU-011 [1 vi Visit 1 2017-10-20 V1 PE Physical Examination 1 16_10217 1 1 PEYN Physical Examination performed
4 [se-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination 1 1G__10217_1 i PEDT Date/Time of Examination

5 [se-anu-011 1 Vi Visit 1 2017-10-20 V1 PE Physical Examination ] PEG2 i PEHERES  HEENT - result

6 [se-anu-o11 1 Vi Visit 1 2017-10-20 V1 PE Physical Examination i PEG3 1 PESKRES  Skin - result

7 |se-anu-011 1 28 Visit 1 2017-10-20 V1 i PE Physical Examination [ PEGA L PETHRES  Thyroid - result

8 |se-anu-o11 1 ) Vi Visit 1 2017-10-20 V1 ) PE Physical Examination ] PEG5 i PENERES  Neurological - result

9 [se-anu-o11 1 Vi Visit 1 2017-10-20 V1 T PE Physical Examination i PEG6 1 PERERES  Respiratory - result

10 [se-anu-011 1 28 Visit 1 2017-10-20 V1 PE Physical Examination [ PEG7 L PECARES  Cardiovascular - result

11 |sE-AHU-011 1 Vi Visit 1 2017-10-20 V1 PE Physical Examination ] PEG8 i PEABRES  Abdomen - result

12 [sE-AHU-011 1 Vi Visit 1 2017-10-20 V1 PE Physical Examination i PEGY 1 PELYRES Lymph nodes - result

13 |sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination 1 PEG10 i PEEXRES  |Extremities - result

14 |sE-aHU-011 1 Vi Visit 1 2017-10-20 V1 PE Physical 1 PEG11 i PEOTHRES  Other - result

15 |SE-AHU-014 1 Vi Visit 1 2017-11-10 V1 PE Physical Examination "1 16_10217 1 1 PEYN Physical Examination performed
16 |SE-AHU-014 1 V1 Visit 1 2017-11-10 V1 PE Physical Examination 1 1G__10217_1 1 PENDREA  Examination not performed reas:
17 |se-aHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 I6_10217.1 1 PEYN Physical Examination performed
18 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 16__10217 1 i1 PEDT Date/Time of Examination

19 |SE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG2 1 PEHERES  HEENT - result

20 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG3 il PESKRES  Skin - result

21 SE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG4 i1 PETHRES  Thyroid - result

22 |SE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEGS 1 PENERES  Neurological - result
oal i RERITN ical i1 BEGR i DERFRE! i -result

RANDlSS‘DM‘VS‘LB‘EC‘C;I

1 PE Ph i i
BM | IE | STAT | LaB | cC | MH | ExampleForr ...

F—RIAHEER. BE. ANV A, ANV MBYIRLF—. 7 —LEBYIRLF—, 7+ —LID, B/ )L—7ID, IBEIDTY — FEhET,
BE28LH 7 3y (ROtv a3 v %88) MBIRENTLBIES. T—2EHEVL O SRFOERT -2 0IESIcE~s>hid (ZEOBLESOIE) .

5.31

BREz&0

{BEICHTT2%BIRT 2. BEE/UA 7Y a v AMEMAAREICAY £d, TOF T a v 2BRTEE. T AR— FanHAHICTREOBRER (BEIW) »a%
nxd (0FY, BEEERZBIRLESICT + — L L L TViedoc Cliniclc Fr S N A 155R) .

WOWEIR (F) HAHEA7 7 ALOKTY b U —ISBINENET,

« Edit sequence number - I5E Z ¢ OBBEICTTHH T R —,
+ Editreason - ZEDEH (A 72137 — 2 BEEOEMR)

Initial data entry
Function execution
Transcription error
Confirmed as missing!

Removed due to data dependency

Revision applied

Query resolution

Form reset: Transcription error

Form reset: Query resolution

Import

Other (the text the user enters as the reason)

Automatically updated due to dependency change

- Editby - BEEETLI1—¥— (FMAKI—Y—F—LL1—F—ID),
» Editdatetime (UTC) - Z58 L 7-HAiF (UTC) .

HA i

EEVEENET,

https://help.viedoc.net/c/47e0ad/?print=ready

TH—L, ARV IBLUEEEY LY PELEHRLEBRHESALTSABREEHEIC, Uty PELEFEBRIN T+ —L ARV IBLUVBEICET S

168/286



12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

532 FryiHKvoR

Fry Ry 7 ZREBE. 23— FU R FOEEICHTEOHASNET, T—EHPRENTVEDEI MCEFERC, $_XTOI—-FY R MEREAY R FCEENET, R
ORISR LS 12, BITISH LT, BHEHOIDEABLIEEZA VT v 7 2D 5 ~UATEEIDFICNY £§,

ltem OID _index

ItemId *

ltemid ;¢
checkboxesl
checkboxes2
checkboxes3
checkboxes4

checkboxess
checkboxes6

BEZECH 7 a BRI N TV BIEE. I—FY X MERERT—2ANNOBHIEC (%Y, EEOBLESOIEIC) H~ohEd,

Fry Ry R, TATLOIA—=RFZEI220F%L £9, 1213 —FH. 5123 — FORBEATT,
A= FURMPEIWHETONLTA T LK, 3— FEDIDICTCD AL ZBINOfTIcHAE N E T,

533 ELAE(EEEH
BRE 7+ —LTCEEBER -7 HFERINIIEE. RERLREI - FHAFEN, RO2ODOFMBIIS N E §, SCOPE_XXXH £ 'SCOPE_XXXCD (XXX ILEUE)

6 7A4—LUYITATL
TA—=LY I TATLIHAFERTUTOL S ICBIBEIATUHETS,
 TOTAETABIL—TED (F7ALE)
- [EBIc—TY

« BEBITTO

61 170 T74ET4T&I214T

TI/TAETAZLICHTTORBIRT 2 &, FOERICRT &5 BHANERSNES, TI/RR—FSNET 7 AN U oSN T 4 — LAV REVRTE(C,
T—=RHh 7L EFBRFNTLO2DDFINEENTVET (Ny X—IEHRIF & 7 G EhTwES),

TEEOfITlE
s BUVITA—LAVREAVRICIE, ZORRME (VY =y s TRREIND L D) LEBIFITRRSNET,

. COFITIE. NTERE—ILEWSEATEESEA S D2ODEREETATLIC) v rENTWETS,
« #BBIFD 7+ —~< v ME. Eventld-EventSeq-Activtyld-Formld-FormSeq.

Reason for Adverse event link 1- Adverse event link 2 -
Name of drug / medication / therapy administration Adverse event link 1 Identifier Adverse event link 2 Identifier
CMTRT CMINDC CM31 CM31CD CM32 CM32CD
Paracetamol Adverse event 1- Headache - 14 Mar 2022 COMMON_AE-1-LOG_AE-AE-1 2 - Migraine - 13 Mar 2022 COMMON_AE-2-LOG_AE-AE-1

oo TUNTY MlE20o0Ay A—1ThB Y £F,

ANy Z=F AT I TAET4ICDET

1438: ¥—4% 5 7 L (Data column) TATLTNL, BRENFY Y IDhT & (19 HE8R)

~

147E::#881FH 7 L+ (Identifier column) AFLF~NIL BRENLU VI DHT & (10 SERR) .« BRIF

~

2{58: ¥—4% 55 L (Data column) AFLID, BIRENZU > I7Dh T2 (1D HRR)

2{5E: #RBIFH 7 L (Identifier column) TATLID, BRENIUYIDAhT R (IhSEEE) . ID

62 1{EZEIC1T

BZEINTFF2%BRT 2 L. TOEBGISRY & BHBPERSNE S, T/AR— N7 7A0IE, BRECERI - PO~y Z—4%F0200F7%8NE .,
VoSNt 74 —b AV REVRAZEITTHIEENTOVET,
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tem value Item code
temValue ItemCode
3
Alvedon
Adverse event "2
16 Dec 2021 - Headache COMMON_AE-1-LOG_AE-AE-1
50
Milligram P
Capsule "
Twice daily P
Oral £
2021-12-16
01:20
No o
2021-12-16
01:25
1
Alvedon
Adverse event "2
16 Dec 2021 - Headache COMMON_AE-1-LOG_AE-AE-1
500
Milligram P
Tablet "1
Once daily g
Oral £
2021-12-16
09:00
No o
2021-12-16
End time not available "39

IVRAR—FTLE21—TlR, 74 —LBEIFOHNSLET 7L FTRIENTOVES, 74—L U I T7ATLMBMENLIER (F—2NDE) IKfE>TTY
2F—hENET,

6.3 1EBHEILI—T

BEZLI1TFIOLBINT 2 L. TOEBBRICRT LS BHEAVERENET, TVRR—FENAET7ANMCE U2 ENITd— LAV ARV RZEILT—RNT L
EHRIFH S LD 2O0H T LABIIENES,

Prior and Concomitant Medications(1)- Prior and Concomitant Medications(1)- |

(1)Medical history link(s) 1 (1)Medical history link(s) 1 - Identifier
COMMON_CM[1].LOG_CM[1].CM41 COMMON_CM[1].LOG_CM[1].CM41ID
Headache - 07 Jan 2022 COMMON_MH-1-LOG_MH-MH-1

There are also two header rows in the output:
~y Z—13. 1BEICOET

1#378: ¥— % » 54 (Data column) ARV ESZRIL (ARVEHIVYR) TOTFAETATNIL (POTFAETANTI YR TATLTNIL GRIR
LU onhyvL,)

113E:5&81F 5 5 L+ (ldentifier column) ARV RSN ARV ATV R) TOTFAETATNIL (FOTFAETANT YR TATLTNIL GRIR
LieU >y omhovi,). EaF

2§58: ¥—% %17 L4 (Data column) ANV KD (AR ATV R) POTAETAID (PUVTAETAHI Y R) TATLD (BREWEY VIO
hvg,)

2{78: #BIFH 7 L (dentifier column) ARYED (ARYEHIYR) POTAETAID (FO/TAETAHNIYR), PATLD (BRENFU oD
Hhv &), D

7 BHICHITZBYIRBLIRV b
IO RR— FHAOFT, BYIRL A > FIE StudyEventRepeatKey IZ& » TiiBla N £ ¥,

ZOEHRIE. ExcellBAAD 7 4 — LTINS KLY A 2 FRLTOVET, TOT7 4 —LIFSDDARY b (ARY M ARV b2, ARV F3) TERAIN. TOR, ARV 3
HMEVIRLARY MIAR>TOES, ARV FBDADDA Y RE VR (E, ARV FOBELES (EventSeq) FICECH S 11 TL % StudyEventRepeatKey (& > TBIE 1
£9,
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site
sequence.
number
Siteseq

o 8 [

Site name.
SiteName

AcademicHospital Uppsala
Academic Hospital Uppsala
Academic Hospital Uppsala
Academic Hospital Uppsala
Academic Hospital Uppsala
Academic Hospital Uppsala

O s ™2 p

& o 3 3 [ H
subject Event
sequence sequence

Site code number Subject Id inumber  Event Id

SiteCode SublectSeq  Subjectid |EventSeq Eventid

AHU 43 SE-AHU-048 1 1 Visit 1

AU a8 SEAHU-048 |1 2 visit2

MU g SEAHU-08 |1 3 visit 3

AU a8 SE-AHU-0 |2 3 visit 3

AHU 43 SE-AHU-048 |3 3 Visit 3

AHU a3 SE-AHU-048 |4 3 Visit 3

P B TV RS
Pe [ EC [em | B | E | STAT | RaND | cC | ws

README | DM | ss || vs |jcQ
FEIBYIRLOARY fOYR— MdViedoc U ) —RX439TEIENE Lz, £->T. @YVIRLARY F2HAT 2188 HEXoBH —Yarkny 787>
A= 2—"TViedoc /N\—3 3 V43QLIEAIRIRT 2B ALH Y £7,
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8 WHICHBIIZEVIRL7+—L4L

ZOEGIE. ExcellBAICHIT2BVIRL 74 —LTFH,ZRLTVET, 74 —LDAVYREZVRIE, 7+—LOBLES (FormSeq) FIiBHENTW1D
FormRepeatKey (&> CTiBlsnZE T,

MH | HA | cM

AE | rems

|Eventname |Eventdate  ActivityId Activity name
EventName |EventDate  Activityld ActivityName
2018-01:01 i

2018-01-05 V2

2013.01-06  ACT_2
20180107 ACT 2
2018-01-08  ACT2
20180109 AT 2

Form
sequence
number
Formseq
1

BaaaE

Codeists

™M N o 3 a R s T u v
vital signs Not Body
vitalsigns  done? - measured temperat Systolic  Diastalic
Designversion done?  Code  DatefTime reason  Heartrate ure B
Designversion VS YN VS YNCD VS DATE VS NDrea VS MR VS_TEMP VS S$YS VS DIA
5.0 Yes 1 2018-01-0100:00 61 37.0 120 65
5.0 ves 1 2018-01-05 00:00 62 37.1 125 7
550 Yes 1 2015-01-06 00:00 52 372 130 &
s5.0 ves 1 2018-01-0700:00 51 37.4 125 n
s5.0 ves 1 2018-01-08 00:00 65 375 125 7
5.0 Yes 1 20180108 00:00 66 376 125 7

<

A ———_ o g . st sl P B it prmindl Pt s P oy

A ] c D E F 6 H | J K L M N o 3 a R

Site Subject Event Form

[sequence sequence sequence |sequence Collection Date and Low High
1 [number _ISite name Site code number Subject Id number Eventld Eventname Eventdate  Activityld Activity name/number |Design version Time Result Normal  Nermal
2 SiteSeq  SiteName SiteCode SubjectSeq Subjectld  EventSeq Eventld Activityld  Acti q ig ion LAB_DATE LAB_WBC_ LAB_WBC_ LAB_WBC_ LAB_NEUT_LAB_
ENE AcademicHospital Uppsala  AHU @ SE-AHU-044 1 v2 visit2 2018-01-08 V2 1 51.0 2018-01-08 00:00 4589 4000 8000 1235 1100
41 Academic Hospital Uppsala AHU a4 SE-AHU-044 1 v2 Visit 2 2018-01-08 V2 2 51.0 2018-01-09 13:26 6987 5500 11000 3569 1200
51 AcademicHospital Uppsala  AHU a4 SE-AHU-043 1 v2 Visit2 2018-01-08 V2 3 51.0 2018-01-08 00:00 5877 5500 11000 1658 1200
T P g B it i i ot A B st el ‘_TL) P T Ty T UGy ol B )
a2

43

README | E | cQ | vs | EC | STAT | MH Hsms | codetists

FEBYIRL 7 —LDYHR— kdViedoc ) U — 2439 TEMENE L7z, £-T BVIRL 7+ —L2HAT2EEIR. HAOEROBAN—Yar oy 78y 4
= 2 —TViedoc /N\— 3 V43OV ZIRIRT 2EBHH Y £,

9 BIEIDANY FHhBTF—REZIE— LTERLAET7 +—LA
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PDF export output
PDFTZ X;KF— b

F{T& Viedoc System 2024-10-15

LIBL®IC
2.Hh7 740
3.PDFZ 74D
JAFIDA—T
oY~ ==

3.2}

& ==

33EBEOH Y —R—
34ARY L DY T ) — e

1

3.41The sort order of the forms

lFC®IC

WK & LCPDFZBIRT 2186, ROFA TV avhb ) 7,

2

BRRSNIBE /AR M 73 —LZRIM- T = v 72 NNBE. BIlRSN7cBE, A b LU 7+ —LFPDFHAY ok S & o
PDF/A%AER - 7 = v 7 # ANNT-18&. PDFHFIIZ(PDF/A)ICHERLL 7-Fz0ic % Y £ 9, PDF/AlZ. BFXEORFEELZENE LT BEESI TR T,
7+ FEBHIAL (BTEy bEL) -Fz v 7EANNERE, CThICEYREE T+ b (B 71y M THLO) A7 —h A 7IC3aERIciEoiA E h.
PDF7 7 A WICIBOHAENZ TRTDO 74> bOY Ty bE, BRIHEBOHAEND 74 ¥ MCBEBRAONET,

INIZEY ., 77 ALY A ZHAKIBICEEINT %2 2 LIS TERLLEE L,
FDARREE7 + —< v FeCTD)- F = v 7 # AN 7-15&. PDFHAIIE. the Food and Drug Administration (FDA)IC & - THEXE & 1L 7=Technical Document(eCTD) fiZz,
IZHE-> TR E N E ¥, eCTDIZTIE. CREA2EY R h &, ARV bET =0 70— BOPIC XA Y TIEFGI oh28Re Y £,
. TEE-FTR. X745 =3V RALDOLOHPDF 7—h4A 7OBEHEFRL TV E T, BEN— FAERS BT IE-T. RLEL CBINE N
BEVFENET,
ROES Ay =D NRREINET: TDE—FTIRPDF 7—HhA 7 X0 > FVICHBBEhTULET,

HhH7 714

FFENBPDFHAZE 1D Dzip7 7 A LD KTy O— RENET,

3

. MEERCCAC{EBIDOPDF 7 7 A LHEREE N, PDFIZ TR Tzip7 7 AT —hA 7ENE T, PDF7 7 A LEICIE. Viedoc Admin DERERE CRRES N7 HERR 1
— FeHERB I RMENE T,

: » ThisPC » Downloads » _20780903_094044

MName ~ Type

"L AHU Academic Hospital Uppsala Adobe Acrobat Document
"L CUB Charite University Hospital Berlin

"L HUH Helsinki University Hospital

"L IMU Innsbruck Medical University

"L KCH King's College Hospital London

"L KIS Karolinska Institute Stockholm

"L UBR University of Brescia

"L UCH University College Hospital London
"L UMF University Medical Center Freiburg
"L UMG University Medical Center Groningen
= VUA VU Medical Center Amsterdam

Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document
Adobe Acrobat Document

Adobe Acrobat Document

- FDARRE7 #—=2 v FeCTD)DIEE. MR L I1DD 7+ L E—HH Y, 7 L E—ICBEEITTLEBDOPDFT7 7 A LHARENET (77 M LGILEE
IDELTY).

» ThisPC » Downloads » _20180910_104945 » AHU Academic Hospital Uppsala

Mame Type Compressed size
= SE-AHU-001 Adobe Acrobat Document
= SE-AHU-002 Adobe Acrobat Document
= SE-AHU-003 Adobe Acrobat Document
= SE-AHU-004 Adobe Acrobat Document
= SE-AHU-005 Adobe Acrobat Document
= SE-AHU-006 Adobe Acrobat Document
=L SE-AHU-007 Adobe Acrobat Document
= SE-AHU-008 Adobe Acrobat Document
= SE-AHU-009 Adobe Acrobat Document
= SE-AHU-010 Adobe Acrobat Document
= SE-AHU-0U1 Adobe Acrobat Document
= SE-AHU-012 Adobe Acrobat Document
=L SE-AHU-013 Adobe Acrobat Document

PDF 7 7 1 L D#ERL & NS
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Bookmarks pd
E- B
v D A demo study o “

~ D AHU Academic Hospital Uppsala e

v [] SE-AHU-001 e

w D Add subject [04 Oct 2016] o

~ [] Add subject e

[:] Demographics
> [ Visit 1 [04 Oct 20186]

> [] SE-AHU-002

> [ SE-AHU-003

> [ SE-AHU-004

> [] SE-AHU-005
7 7 ANLORERIRDEY T,
1L BHYID N — IR OE
2. RO~ Y —R—
3 ENENOMROBEEITHT S, EROY T >
LBBEDARY FZEIZ1DDY TRV a Yy
EBARVIDTOTAETAZEICLI DD T3y

BT IVTAETADT A —LTEIT1DOY T2 I3y, 74 —LPDFOBRIHIN—Y a v ZIC/ENET, T 2ONNEFEOBRENE 7+ —LDOEEL - >
3 EIBEIEE L,

ViedoclZ 5 7 2 BEOEKRIREOR—JICRENE T,
JET MERRD 7 4 — LEHM000EHBR DIRE. VAT LT —h A TEFERE Z L IC1DDPDF7 7 A WSHEIL. ZIP7 7 A ILIKIL £ 7,

31 B{Io~R—Y

LATOE(G EHIBOEY . SHIOR—JICIFBWY~ U —hmiEanxd,

) A demo study

An open-label, multi center, dose escalation study investigating the safety, tolerability

e and .

FPA: 04 Oct 2016 LPA: 27 Aug 2018
Sites:  Inthis archive: 1 Study total: 20
Subjects: Inthis archive:71  Study total: 115

1. Viedoc Admin D FBRERE CRIE S N-HBR D 0 TEKR (5 2158)
2.Viedoc Admin D3BRRTE TRE & - HEAE

3.Viedoc Designer CE&E & N 7B DA

4 LATF OB

- AERCERAICEINE NizE#E (FPA)
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« RRTREICBINSNBE (LPA)
BERR OEL:

- WROT—HA TH-HAICED D &S ISBIRE MR OS]
» AR TCOBE - ARA OHERR O 4%

BEOH:

- WROT—HATH-HAICED S L5 IGBIRE N BE O
» AR TCOBE - ARAOBE 0BE

32 [EROY T —R—=

RO Y~ U —~=2ICiE, LTOEBREHBOBY . MROMEIFRENET

Acadelﬁfc Hospital Uppsala®

Site code Country
AHU Sweden
_— ~
Time zone
2 (UTC+01:00) Amsterdam, Berlin, Bern, Rome, Stockholm, Vienna
FPA LPA
— 04 Oct 2016 27 Aug 2018 y
Subjects (in this archiveftotal)
71m
-

.Viedoc Admin TERTE & N 7= Bk

.Viedoc Admin TERTE & N7 HERRE

.Viedoc Admin CEEEE N7 MEsg 1 — K

.Viedoc Admin TEE S N7, ZNENDIEROE

.Viedoc Admin TEEE & N7-HERRD & A LV — >

JERD KA LY — T ERICBRIIOBEEHNBEMS N/ (FPA)
JERD KA LY — 2T, MERICREICEZEMBIMS N AT (LPA)

CHIICED BIEROBE OBUIERN DRBE ORE (BIBRE NI EE/ 1 N> F/EEMRINT 30T = v 7 ENTLDIBE, ZOHY ERS N BBRERIbSh &
ERB

MEERD Y~ U —R=JITRN T, BHEROENICRENIBBEBROU X L& BHEIDSLUNBT 22—V nEd, RO My 7 TERT28Y . Z0EBICE
EIEOERIDY TR a v EREET,

33 BEoYTY —R—v

SE-AHU-0230)

Subject added Forms (in this archive/total)
ST Nov 2017 11:11 CET 23124

—
Contents

—
Add subject [17 Nov 2017] 5-6
\isit 1 [16 Oct 2017] Initiated 7-13
Visit 2 [23 Oct 2017] Initiated 20-28
Visit 3 Initiated 29-39

I

.Viedoc Admin CE&TE & N 7= 3R & HERRE
.Viedoc Designer Ti&E & N 7= D B&ID
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3. BENEMNS N A

ANAINTZT 5 — L OB ZDEED 7 + — L OEE

EBBEDT L. ARVIRAT—RA BLUORARY MIBETIT—2HFENTLEIR—VOBEBEZL. TNTOARY FPORFO—E,

34 ARVEDYTY—R—

ARV POYTY —R=J(TiF, ROBERHBE S NE T,

A demo study / Academic Hospital Uppsala

SE-AHU-023 / Visit 1 [16 Oct 201716}

Con:jnts e
Visit 1 Oct 2017] Awaits aning Q

Check Questions Awaits signing 9
Physical Examination Awaits signing 10-11
Vital Signs Awaits signing 12
12-Lead ECG Awaits signing 13
Body measurements Awaits signing 14
Safety Laboratory Parameters Awaits signing 15
Eligibility Awaits signing 16
Visit status Awaits signing 17
Clinical chemistry Awaits signing 18-19
—

1.Viedoc Admin TE&TE & N 7-51BAE & RS
2.Viedoc Designer CERIEES NI-FERDBEID. H LA R M F EEER
LIRDEREIMET 2HBO—E, FEEINTLEARY FBLVFEIDARY MIOWTIR, ZNEFNADARY NHORTOT7 # —LE@RLEZV R FHARENET,

- 7F—LF ()
 ATF—RRAE)- 7 —LDRERICE 2 TEBRBINAE I M- T RowInsre i) £9 ¢
- EEFD
» BEEEA-EELA-Y—0FHIE WEROXALY—VICEDL) ZALRL Y T4THEH

- INEND T 4 —LHREHEIN D R—VES(6)
BERFERER A ~ > M Zld, BT b U — IS LTEBIOA R YT —R=IHH Y £7,

TH—LTEIL, 74— LDBEDOPDF7 7 AV EBUFRO 7 + —LPDFASENE T, FHMAIE. T2 OANNETED 7 + —LOBEOPDFASIRL TS L,

341  The sort order of the forms
PDFR 7 # — Lld, LAFORMIC L > THEENTULET,
1LEE+—. FIE
2.ARY N EAT GREBANY b FEIM A2 b HEESERR A~ +)

3.8ft-7074 T4 OFHICT + —LARFES B
4FEBRTYA VIS 7 A — LD VNE

ROBYFANNEZZRBEL 7= DT,

HERTYA VHALUTOL S b0 E LES,

D New Study Design [7.0]
Study workflow [ stow ime | orF )
[ scheduied Evants I unschected Everts Il Commen vents J

1 EO1: EO1 £ T

2

ARV FEOIZERZ &, TRTO74—LHARELT27T4ET4 (EO) ICBLTWETDT, PDFTO 7 4+ —LDOWOVEEEIRD LS 1245 Y £,

= FormA
« FormB
« FormC
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AR PEO2TIE. 72T 4 ET 453D (A01,A02,A03) % 1) £,
Ble LT, £FTAR2T /T4 ETADVTNHDT + —LABRIIREI N, RICANIT I T4 ET A DVTNHD T+ —LIMRFES N, ZDEABT /T4 ET 4 DLTH

HDT +—LPFEENIBE. PDFTO 7 + —LOWOBEIRRD & S 125 Y £,

1LA2DITNTD 7 +—L
2.A0NDINTD 7 + — L
3.A0BDIANTDT +—L

A R FEO2D BRI 7 4 — LOANBEILRD & 5 1A Y 5,

= FormC
= FormD
« FormA
= FormB
= FormE
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*

Queries in ODM export
7Y OODMHE A

F{T2 Viedoc System 2019-10-18

1LIELHIC
2. Association
21 Annotation

211 Comment
21.2"CL_ANNOTATION TYPE"
21.3"CL_QRY_STATE"
214"CL QRY ITEM SEQ NO"
21.5 v4:AuditRecord

3TVHDTIV Y —%Y—L+TF 3D

1 Leic
HASNAET7 740 T OfFREEH 51013, T—2HABEEOSEEIBERA T/ TY ZBIRT 2BEHNH Y £ 7,
7TV UFoT s 2R = bR THAT 2 2 epTE LT,
= Microsoft Excel - Office Open XML

» CSV- O V<XIIY DiE
- CDISCODM-XML- ZDIgE., ZTYDBESF 7> a v e LTTRAEL, BN SRENE S, Z0OBR, A7V ave LTHERRENEE A,

ZDLyR¥TlE, ODMHATY TV ICREL 718 % RO 2 A L so&lBArIC DL CHBAL £ 9,

2 Association
ODMDOHA 7 7 AL TlE, 7 TV Ik Association X VO TRIRFEINE T,

7T OBEEITEICODMEAICEENZ DT, 7 T UK LIS Association DI b —AH W ET FIZIE BT, R, ERO3OORL HKEEEHRL 12D
JTUNBHDIBEE. 32DREX S Association DIV R —HHY £9),

Association OEEIF TR T, AuditRecordD XA LAX VT TY—hENET,

& Association #IBE% (KeySetl~ & > THBISNET, IUTOHBI%E JBRB72& L), Annotation % 7 DTRICE EN/HEED & T U ICBHEYT 5—&0 7 A/37 1 14
FILEY GHELHIEER) .

Z OE{&IZODMEADHIZRLTWE T, EROLEZRICIE Study ¥ 7 HOIBEER. ERO FERICIE Association ¥ 7O RD Y T UIBHRARRENTUVE T,
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<%xml version="1.0"2>

E{ODM #mlns:sdm="http://www.cdisc.org/ns/studydesign/v1.0"
-] <Study CID="c24daT7c4-2496-4757-81fl1-bcab%a0255el1">

¥xmlns:v4="http://www.viedoc.net/ns/v4" Socurces3yst

<EnumsratedItem | Lodedvalie=“ManualQuezy“ f)
<EnumeratedItem CodedValus="ValidationQuery" />
<EnumeratedItem CodedValue=!UpgradePendihg" />
<EnumesratedItem CodedValus='"MissingData": /=
<EnumeratedItem CodedValus="SDV" /> E
<EnumeratedItem CodedValue="CRAReview" /%
<EnumeratedItem CodedvValus="DMReview" f)i
<EnumeratedItem CodedValus="Medi&alCoding" />
<EnumeratedItem CodedValue="Lock""/> :
- </CodeList> H
= <CodeList! CID="CL QR'_'( STATE"
<EnumeratedItem LmdedvalJe—“PrequeryRalsad" /=
<EnumeratedItem CodedValue="PrequeryPromdted" />
<EnumeratedItem LDdEdValJE—"PquﬂBrYRBJPGtEd" /=
<EnumeratedItem LDdedvalJe—'QueryRalsed“ f}
<EnumeratedItem CDdedValue=“Cnmrngsglved“ /=
<EnumeratedIltem CDdedValue=“QueryRBj?cteQ" />

<EnumeratedItem CDdedValue=“Queryhpp?oveq" =
<EnumeratedItem CodedValus="QueryClosed" />
<EnumeratedItem CodedValuse="QueryReméved' />
<EnumeratedItem LodedvalJef“PquuBryREmoved" /=
- </CodeList>
<EnumeratedItem CodedValus="1" /> :
- </CodeList>
- </MetaDataVersion>
- </Study>

Nams="CL -QRY : STATE" Dat

=] <Codelist: OID="CL . QRY ITEM SEQ NO" Nama="CL QRX ITEM SEQ NO"

| <GzlokbalVariables>
<BasicDefinitions />
H <MetaDataVersion COID="11.0" Name="1.0" Description="RefData">
= <MetaDataVersion CID="GEN CODELISTS" Name="GEN CODELISTS" >
E <Codelist OID="CL hNNOTEiION TYPE" Name="CL ANNOTATION TYPE" DataType="string">

aType="string">

DataType="string">

[H <AdminData S:udyOID="c24da?c4—2496—4757—31£1—bcé69a025551">

[ <ClinicalData¥st

udy0ID="c24daTcd-2496-4757-81f1+bcab9a0255el"4M=talDataVersion0ID="11.0">

<Comment>guery on event date</Comment>

<Flag> . v
<FlagValus

L </Flag>

=] <Flag> L4

<FlagValus

- </Flag>

= <Flag>

<FlagValue

- </Flag>

= <v4:RuditRecord>

<UserRef UserOID="USR.317" /=

E <Annotation SegNum="1">

F </v4:BuditRecord>
b </Bnnotation>

L </B==snciation>

Association W T Y —EIC, LITOBHRIRBEINET,

= <Aasudiatiun Study0ID="c24daTc4-2496-4757-81f1-bca9al255el" MetaDataVersionOID="GEN CODELISTS"E®
<FeySest S:udyOID="c24da7c4*2496*4757*31f£*bca59a025531“
<FeySet StudyOID="c24daTcd4-2496-4757-81fl-bcab%al255e1"

SubjectRey="SE-Uppsala-009" StudyEventOID="V1"
SubjectRey="SE-Uppsala-009" StudyEventOID="V1"

CodeLiE:OID=“CL_gNNOTAIICME;fIPE“>HanualQuery<fFlagValue>
CodeListOID=!'CL QRY STATE">QueryRaised</FlagValus>

CodeListOID="CL QRY ITEM SEQ NO">1</FlagValus>

<DateTimeStamp>2018-08-31T07:47:19.898Z</DateTimeStamp>

= StudyOID & MetaDataVersionOID |¥. T NZNOBHRHAEE SN TV DIEFFARL £,

- KeySet |31BHE. ;ERfT= (annotated) DTY > 7 OFFIAL 4R T Z#HBIT 5701
I YNNG AIEH) A#F@BlT 270, A=tk 2T, UTFrE&Enzd,

» StudyOID

= SubjectKey

= StudyEventOID

= StudyEventRepeatKey
= FormOID

« FormRepeatKey

= ItemGroupOID -IEEL RILD 7 T Y IZDAHEHRIEE
. ItemOID -IEE L ~ILD 2 TV (D HIEFETEE
21 Annotation

Annotation % 7'l&, LATFOEY

211 Comment

Comment DfEIZ 7 TURRICK > TEARY ., AFO LS ICEESINTULET,

BV OBEDBIREBEA £, Association PIICIE.

FRINEY, 7T 0BE. AAX—t v FRFRILIER (ZhZho s

12® Annotation LA WA, SeqNum IFEICM,& Al £9,

= 7T UYKRA QueryRaised 7zl PrequeryRaised MBS, ZZIC/TYDTHFRXMAAY ET,

[

= 7T UYKRA QueryRejected F7:ld QueryResolved DIFH
FRTT), Lo TLET,

- FRLSMNO T —Z TR, O34 FOBERREELEEA

212 "CL_ANNOTATION_TYPE"

CodeListOID="CL_ANNOTATION_TYPE" |fannotation (GEfR) O &4 &KL £, fi:
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Study X 7 OTRD, ZNZEND Study0OID & MetaDataVersion0ID MR T, §_TDannotationk 1 74 MRS 2 LN TEET,

= "ManualQuery"

= "ValidationQuery"
» "UpgradePending"
= "MissingData"

= "Spv"

= "CRAReview"

= "DMReview"

= "MedicalCoding"

«  "Lock"

oW, UToians TV E8BLET,

"ManualQuery"
"ValidationQuery"
"UpgradePending"
"MissingData"
"MissingData" ®annotation& { 7 ZKHEROKIET — & L BT — 2 ICERAI N E T, ODMEATIE. 2D 2 2ERBISNEEA,

213 "CL_QRY_STATE"

CodeListOID="CL_QRY_STATE" (37 TURKRARL £¥, (fl: "QueryRaised)
Study X7 OTD, ZNZFND StudyOID & MetaDataVersion0ID D RT, IRTD I T URREHRT DI EANTEET,

1. "PrequeryRaised"
2. "PrequeryPromoted"
3. "PrequeryRejected"
4. "QueryRaised"

5. "QueryResolved"

6. "QueryRejected"

7. "QueryApproved"

8. "QueryClosed"

9. "QueryRemoved"

10. "PrequeryRemoved"

STV ESTURRICOVWTIE, 2T OfffE%E ZS8BEE 0,

214 "CL_QRY_ITEM_SEQ_NO"

CodeListOID="CL_QRY_ITEM_SEQ NO" &, AL TLWAIERICT 2R/ T DBLESARLET, ThE. 7TV EERIT2-0ICEHEENES, 251, BAD
WRTH->THEL 7 TV ICxFT 59T Annotation T kU —I£fE L CodeListOID ="CL_QRY_ITEM_SEQ_NO"D{E T, [E LKeySetic7 Y £ 9,

215 v4:AuditRecord

v4:AuditRecord (Z1E. FZannotation|CXd 2 BAESEHI NS E N E T,

3 /IO —%Y—FT B

1207 T UHEHD 7 T VIRREZZERT 5729, [EL CodeList0ID="CL_QRY_ITEM_SEQ _NO" MOfEL[E L KeySet ® Annotations WEET S &b W 3, AL~
IVDORHOTY Y —%BET I UTOLS 2V — T35 EATRETT,

1.9 BEEAHfORIETY -9 5
2RALEALRZY TIMFNTWETY U —% FEEOEY. CodelListOID="CL_QRY_STATE" DJEICIVEZR %
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*

Queries in Excel export

2 T Y OExcelH

F£17 Viedoc System 2024-11-08

7TV RUTOLy 2R — Mg, HAOd % EalggTd,

= Microsoft Excel - Office Open XML
« CSV-ar <X D@
= CDISC ODM - XML

HH7 7 AMICo/TY OBREZD 2 1C1E, T—2BHEEOSFEEIBEA T/ T Y 2BIRT MBI HY £F, JTVEB[DI LS INBIRT 2L, JTYDOEEA T 3
> FIFRETREIC S ) £

Data Export

All sites  Sweden

Subjects to include ( 21)
All subjects
Events and time period
All events
Forms and items
All forms
Type of data =
Signed data Not Signed data SDV performed or NA SDV pending Queries Query history
+| Signed data + | Not Signed data
+| SDV performed or NA + SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

| Queries +  Query history
Review status Medical ceding
Event dates Edit status

Uploaded files

IJTYVOBEAZHENICEEEINEINICL->T, TZRAR=— A7 7M1 LOBRIZRD &L S 127V —THhEnET,

- JIVORBEAL-7TYZEICfTHY . 7T OREOIRRICET 2IERAIBMHL £

- VTVOEEHY - VT VRROBEI L IS1DOIFAHY £F, 2F Y, 1DOFEL I TVISH LTS OITHTFEET 2al6EEL B Y £ 7
ExcelHNTlE. HID &S5 ICHARRO T 7 + )L FEELIRBRENE T,

« ExcellcHf

- VA —LBNTT—RETIL—T1

. TUOTAETABIIHTTO

LI TYOERIE. TV EIFIENDExcel 7 7 ALDBIDY — MTTL—THENETS,

LTFOmEE (7Y EEOEROAERLTING) EROEDEY . FITIEY T AT NATERICET 2185 20Ky T U IEOBE RS L E T,

R 5 T u v W X
1 |Query item sequence number Raised on  Query type Range check OID Query text Query state Query resalution
2 |QueryltemSegNo RaisedOn  QueryType RangeCheckOID QueryText QueryState QueryResolution
4021 Item Validation RC DMAGE 1 0 1 Age is not within the expected range (13-65), defined per | Query Raised
a3l Item Validation RC_DMAGE_1 0_1 Age is not within the expected range (19-65), defined per jQuery Closed  Closed due to data edit
2042 Eventdate Manual Visit date is not within the protocol visit window Query Raised
2051 Item validation RC_VSSYS_0 0_1 Value is outside of normal range. Please verify. Query Raised
20671 Item RC_VSSYS 0 0 1 Value is outside of normal range. Please verify. Query Resolved Correct
20771 Item RC_VSPULSE 0 0.1  Valueis outside of normal range. Please verify. Query Raised
a081 Item RC_VSPULSE_0_0_1  Valueis outside of normal range. Please verify. Query Resolved Correct
a09f1 Item RC_VSSYS_0 0_1 Value is outside of normal range. Please verify. Query Raised
a0 Item RC_VSSYS 0 01 Value is outside of normal range. Please verify. Query Resolved Correct
all Item RC_VSPULSE 0 0.1  Valueis outside of normal range. Please verify. Query Raised
a2l Item RC_VSPULSE 0 0.1  Valueis outside of normal range. Please verify. Query Resolved Correct
a3l Item RC_VSSYS_0 0_1 Value is outside of normal range. Please verify. Query Raised
aah Item RC_VSPULSE_0_0_1  Valueis outside of normal range. Please verify. Query Raised
a5 Item RC_VSPULSE 0 0 1  Value is outside of normal range. Please verify. Query Raised
1671 Event date Visit date is not within the protocol visit window Query Raised
n71 Eventdate Validation Visit date is not within the protocol visit window Query Raised
a8 Item Manual Is data correct? Query Raised
a9 Item Manual Is data correct? Query Resolved Data correct
420:1 Item Validation RC_VSPULSE 0 0.1  Valueis outside of normal range. Please verify. Query Raised
1 | cC | LAB ‘ MH | HA | M | AE ‘ ExampleForm ‘ Itemns | Codelists | Queries @ ] ¥
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Query study sequence number

Site sequence number
Site name
Site code

Subject sequence number

Subject Id

Event sequence number
EventId

Event name

Event date

Activity Id

Activity name

Form Id

Form name

Form sequence number
ltem Id

Item Name

Query item sequence number

Raised on

Query type

Range check OID

Query text

Query state
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HiEA
HEARIK T/ T YA/ O— N LICERIT B hY v & —
FIERDTIBT— SDIBE. TO74 =L FRBICHEY £7,

ER #3735
BN THERRE /R — N LICHEBIT 2 Y v & —
Viedoc Admin TEEE & N 7-HE:83
Viedoc Admin TE&E S N7-fgeg 21— K

IERRROEEEHB T2 Hh 7 & —

Viedoc Designer Ci&E & N-FER O BEID, BEIDIX. BHEH— . BEFHMAEE % £ DViedoc Cliniclc RR&s N % B

#AF

FLEEDARY DY~ Y ZARTARY FEFRTE2H T v 2 —

sERT Y1 > (Viedoc Designer) TREIN7/=41 > kD,

sHBR 7 Y1 > (Viedoc Designer) Ti&ES M. Viedoc CliniclcRmEND A XY bR

A Ry P ARMBE N7z & & ITViedoc Clinic TRRES L7z A X > F 0 BT

BT 4 > (Viedoc Designer) TRREE N7 274 ET 41D

#HBRT 1 > (Viedoc Designer) TEREX 11, Viedoc CliniclSRREIND T I/ T4 ET 4B
R 7 Y1 > (Viedoc Designer) Ti&ES 727 4 —L4ID

EERT Y1 > (Viedoc Designer) TEEES . Viedoc CliniclcRRE NS 7 4 — L%

BT IVTAETARDEINTND 7 4 —LDA VALY 2 %ZRIT2h T v 2 —

BUIRL 74 —LICFERASN, BYVIRL 7+ —LTHWESIE. BICMISAY T,

R 7 Y1 > (Viedoc Designer) TiRES W7-IEHID
sER T Y1 > (Viedoc Designer) TEEES . Viedoc CliniclcRRxs N3 IEERZ
7 LY EROER

FCEBICNT2—E0 s LY Db o/ T ZFBIT2Hh 7 > 52—

7T UNBEBTRITENZOD, ARV FHTRITSNOH ER/FELE T,

- EH
- AN FE

JTUNESRTEINIMICE ST, /Y OFBEEREL £ 7.

« Manual - FEITE{TE A2 T Y
« Missing data- KiEH'HERE /-7 — %

« Pending form upgrade - 3B 711 > DHETIHEICAES 74 —LDT v 7L — FFH
= Unconfirmed missing data

. Validation - /5 7'~ 3 > DR, EIBIIFHTENLITY

BENICHRITINALERO I/ TY ORISR (FTYRAT=") F—> 3 > ¢ $IFH=IEH) . Viedoc Designer TE&TE &

N, JTVUEERLAYALF Yy 7 D1=—277R0ID,

JT)DTFEZb

UTowFnsicm Y £ (200 offEs T8B a0

FEHTEH
ERE A
FTF S
Uz ok
g
-/

TA—LDYty FELIZHBROLOICEBENICERT L2/ T (BBTOXF—2X) &, BAICEENEEA,
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e 5488

TV R (BE) 5L ECADSNAMBROT X by Y27 AL E>TRITE N BB EEASLE A (2
—¥—F—L=>x74 (0) DIFA) .

Query resolution
FEEEFTL ca——R—LEa—Y—ID (JFMAICET)
SRTFLCS o TETENEEBE (WU F—>3>0TVhE S ITFLDEBRI-FETTS60) OIBE, 2—
Y—=Ff—b=>X7L (0) 25V FT,
User name
Date &time (UTC) TEHRITE N/ AR
User role IV LCT o avaRGFLELI—Y—DR—L
Query raised by role sV EFGFLILA—Y—nn—L
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2

Medical coding in ODM export
a—74 >~ 27 OODMHA

F{T2 Viedoc System 2019-10-18

1LIELBHIC
23a—FYZRE}
21FERAT
22FEBDA VYRRV R
23 ED T O/NT 4
24 3—7 4~ VEH
3.3—-F4 v JIEH
3.5 Association
3.6 KeySet
3.7 Annotation
3.71 Flags
3.7.2 AuditRecord

1 Lol
ZOLy 2Tl Viedoch 5HAIEMNZ0DMT7 7 ALRT, A—T 4 ¥ TERIED LS ITHEBRI NN ICOVWTHERL £ 7,

T AHDREROFMICOVWTIE, T2 EHNT 5% TBBLLE L,

2 a2—-FURb

21 HEXAT

HHINLT—R2OELA TEBIC, 12OT Y b —%&E CLDICT_TYPE A—FUY X FA12H Y ET,

<Codelist OID="CL DICT TYPE" Name="CL DICT TYPE" DataType="string">
<EnumeratedItem_Cu:dea'\Tal'JEZ"MEDDRA“_f> -
<Enumeratedlitem CodedValus="WHODRUG" /=

</CodelList>

22 HWEDAVAEVZR

HHEINT—RICEENIFEA VALV RBITIDOIA—RFU R M HY | FEDFEEN—Y 3 VERT1DOD <ExternalCodelist> DBENZENE T, LUTOEY
ICRREINET,

« 2447 - Dictionary
« N—3 3 VDEEE - Version

= V=R Ny ¥ a- ref

<Codelist OID="CL7MEDDRA.7VERSION719.O" Nam&="CLﬁ]‘[EDDRA.7VERSION719.0" DataType="string">
<ExternalCodelist Dictionary="MEDDRA" Version="Version 19.0" ref="2A04E4B5D79AB3BE64DF1A18FF23400A" />
</CodelList>
<CodsList OID="CL WHODRUG WHO DDE C3 SEPTEMBER 1 2017" Name="CL WHODRUG WHO DDE C3 SEPTEMBER 1 2017" DataType="string">
<ExternalCodslist Dicticonary="WHODRUG" Version="WHO DDE C3 September 1, 2017" ref="A43B613AD1CCBFESCEBE324FF0037398" />
</CodeList>

23 FEOSOST4
HBHSNAET—RIRENIREEOHE/ORT A 22— FUXFP2OHY EY, Thona—R YR MIFZENEFHh, HEHNEHRT IR 70571 DIEEANS %
NTWEJ,

H—] <CodelList CI D="CL_MEDDRA_PROP" Name="CL_MEDDR}-‘4_PROP" DataType="5tring">

<EnumeratedItem CodedValus="soc code" />
<EnumeratedItem CodedValus="soc name" />

<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
<EnumsratedItem
L </CodelList>

24 O—T 4 v UHH

CodedValue="soc abbrev" />
CodedValus="hlgt code" />
CodedValus="hlgt name" />
CodedValue="hlt code" />
CodedValue="hlt name" />
CodedValue="pt code" />
CDdedValue="pt:name" /=
CodedValus="pt soc code" />
CodedValue="11t code" />
CodedValue="11t name" />
Codedvalus="11t currency" />

HAOSNT—RICRENZFEOI—T 1 Y HESICIPOI—-FIUR B Y, LATZRHL £,
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« O—F 4 v TEEOID
s A=FT4 VYT RO—-TR

£Codelist COID="CL CODING SCOPE" Name="CL CODING SCOPE" DataType="string"®
<CodeListItem CodedValus=r"253"> B B
<Decode>
<TranslatedText xml:lang="en">Adverse events</TranslatedText>
</Decode>
</CodeListItem>
<CodelistItem CodedValus="381">
<Dscode>
<TranslatedText xml:lang="en">Concomitant medication</TranslatedText>
</Decods>
</CodeListItem>
</CodelList>

3 o1—-5F47I1E8H

31 Association

I—5F4 v JIEREIC. 12D <Association> T¥ kU —A'HY x4,

& Association |&. IHH ( KeySet TiiBlahx ¥, AT DA% ZSB2& W) Z4ED Annotation ICREEY 5. —ED 7O /7 (1 ICAFIT T ATOFA%

TBIRIEEW),

32 KeySet

KeySet (3B, jER{TZE (annotated) DT > 7 OFFALERT RIS 270 IERAENET, ZOBEE. MHOF—ty MIELER (877 avHAiwd2H

D) EHAT B0, BE—Ic%H Y £F ( Annotation AR CEZESNET),

KeySet TIRENTOBMZRHL £7,

Study0ID

SubjectKey
StudyEventOID
StudyEventRepeatKey

s A=TFAVIRA-TOEBE(ARY MNT T4 ET 417 4 —LMBERIL—T7/MER)ICE > TE, UTAEEHSN2IEENHY £7,
= FormOID - A~ MEEHEICITEREINE LA
= FormRepeatKey - 1~ MEBE|ICITBARAINELA
. ItemGroupOID -IBEZL—7/IBE&HEICEEINET
» ItemoID -IBE&HEICHHBEINET

3.3 Annotation

Annotation 3—E®D <Flag> BETHEMINTLEY, HAOICViedocD T/ XT3 v 2805 L ICBRESNTVIIES. BEIIMLAINET,

331 Flags

<Anﬂotation SegMum="1"3
<Flag>
<FlagValue CodeListOID="CL ANNOTATION TYPE">MedicalCoding</FlagValue>
</Flag> -
<Flag>
<FlagValue CodeListOID="CL DICT TYPE">MedDRA</FlagValue>
</Flag> - -
<Flag>
<FlagValue CodeListOID="CL CODING SCOPE">253</FlagValue>
</Flag> -
<Flag>
<FlagValue CodeListOID="CL CODE SEQ NO">1</FlagValues>
</Flag> - - —
<Flag>
<FlagValue CodeListOID="CL MEDDRA VERSION 19.0">10013993</FlagValus>
<FlagType CodeListOID="CL MEDDRA PROP">soc code</FlagTyps>
</Flag> - - -
<Flag>
<FlagValue CodeListOID="CL MEDDRA VERSION 19.0">Ear and labyrinth disorders</FlagValue>
<FlagType CodeListOID="CL MEDDRA PROP">soc name</FlagType>

=~

</Flag> L
<Flag>
<FlagValue CodeListOID="CL MEDDRA VERSION 19.0">Ear</FlagValus>
<FlagType CodeListOID="CL MEDDRA PROP">soc abbrev</FlagType> o
</Flag> - - -

.annotationZ 1 I LT, 1207 7 VEBE, Z0OFEIE. HIC <Flagvalue> #' MedicalCoding (7 W £,
EEELA TITWLT, 1207 50 EK, <Flagvalue> | CL DICT TYPE IEE®D 1 DICRESNE T,

LA—T AV ERICKTLT. 1207 77 EZK, <Flagvalue> |3 CL_CODING SCOPE HE® 1 DICRREES N T,
A—FOBLBESICXLT, 120777 EZE, <Flagvalue> |4 CL_CODE_SEQ_NO IEH® 1 DICERESNE T,

—EOFETONT ISP LT, 1207 57 EK, <Flagvalue> I$FE7O/F 4 D3— KU X b (ff: CL_MEDDRA_PROP ) & 7' B/37 1 DIEICRESINE T,
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332  AuditRecord

<v4:AuditRecord> |fViedocOT V7 XFv > ar T, HARBICIIRT Y avEREFEZ 20472 a VNBIRSNBRICOHR, HAT7 7 A LICEENE S,
A—H—IDE RALRE Y TICEAT BRI ENE T

UToY > 7LVEg TR, 21— —ID=304L7%>TWET,
<v4:RuditRecord>
<UserRef UserCOID="USR.304" />

<DateTimeStamp>2018-08-29T11:43:302</DateTim=Stamnp>
</v4:AuditRecord>
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coding in Excel export

T4 v 7 DExcelH

F{T2& Viedoc System 2024-08-29

LIBLHIC

2.Excel TDaA—F 1 >~ /'iER
3. 580l - ExceltiF17 7 4 )V IZ$ 13 2WHODrug
S £ PN

1

iFLC&IC

ZDLy X TlE, Viedoch bHFE NizExcel 7 7 A VRTDOI—T 4 » JEROBRICOW TR L £ 75

HAZ 7403 —T 4 ¥ 7 OEREED 2 I1E, T—2HNEEOREEIEETI—T1 Y I 2BIRT2BENH Y £7,

Type of data

Signed data Not Signed data SDV performed or NA 5DV pending Medical coding
«| Signed data +| Not Signed data
«| SDV performed or NA | SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

Queries
Review status +| Medical coding
Event dates Edit status

Uploaded files

F—2HOSRICEET 25 AL, T2 A NPT 2 ARSI,

2

Excel T a—F 1 > /&R

A—F4 VI DExcelBA7 7 ANICIE, HEZLIOOY—bAHY ET, =T 4 VI SNFEOHNHEAICTENE T,

FormId  Form name Form seguence number Itemid  Itemname Term Dictionary instance Coding scope description Coding scope leve|
Formld  FormMName Formseq Itemid ItemName Term Dictinstance CodingScopeDesc CodingScopeleve!
M Priar and Concamitant Medications "1 CMDRUG Drug Paracetamol WHODrug, Version 180829 Concomitant medication Item
M Priar and Concamitant Medications "1 CMDRUG Drug Paracetamol WHODrug, Version 180829 Concomitant medication Item
] priar and Concamitant Medications "1 CMDRUG Drug Paracetamol WHODrug, Version 180829 Concomitant medication Item
] priar and Concamitant Medications "1 CMDRUG Drug Cinnarizine WHODrug, Version 180829 Concomitant medication Item
] priar and Concamitant Medications "1 CMDRUG Drug Cinnarizine WHODrug, Version 180829 Concomitant medication Item
cM Prior and Concomitant Medications 1 CMDRUG Drug Montelukast WHODrug, Version 180829 Concomitant medication Item
cM Prior and Concomitant Medications 1 CMDRUG Drug Humalog insulin WHODrug, Version 180829 Concomitant medication Item
] priar and Concamitant Medications "1 CMDRUG Drug Paracetamol WHODrug, Version 180829 Concomitant medication Item
] priar and Concamitant Medications "1 CMDRUG Drug Aspirin WHODrug, Version 180829 Concomitant medication Item
] | HA | M | AE | ExampleForm ‘ ltems | Codelists | MedDRA | WHODrug | @ 4 3
FUSIE, RORICUZ FENTWE L SIZ, 3—FT4 Y INEIBERICEBT2BH®HAIANY . Z0BICI—T 41 v TEBOERI e £7.

71 BT

B %#RIT 55

Site sequence number HEAN THERR 2 7/ 0 —NLICHRBIT A2 H Y v 2 —

Site name Viedoc Admin Ta&TE & N7 &3

Site code Viedoc Admin CEE S NL7-fBs& 2 — F

Subject sequence number AR OBEAERTEH Y v R —

Subject Id Viedoc Designer THERY & h - FeR DEBEID, BEIDIZ, BEH— K. BEFMAE

HE7 EDViedoc” U = v 7 ICFRRE N B EHEID
Event sequence number FALEEOARY FDY—T Y ZADRATARY F%HBITE2HT Y 2 —
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5&

Event Id

Event name

Event date

Activity Id

Activity name

Form Id

Form name

Form sequence number

Item Id

Item Name

Subject form sequence number

Origin Subject form sequence number

Source Subject form sequence
number

ltem Id

Item Name

Term

Dictionary instance

Coding scope description

Coding scope level

Code sequence number

Approved by user

Approved on date (UTC)
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Bl
sERT 1 > (Viedoc Designer) TEEEN7=4 > FID

sRERT Y1 > (Viedoc Designer) Ti&E 11, Viedoc CliniclcRRE b A R
=1

ARy FARES N & Z(TViedocZ Y = v 7 TRRESI N4 XY FORT
BT Y 1 > (Viedoc Designer) TREE N7 7 T4 ET4ID

HERT Y 1 >~ (Viedoc Designer) TEREE M. Viedoc ClinicloRm&ENB 77 7
1ET48

ER 7Y 1 >~ (Viedoc Designer) TiREIN7-7 +—L4ID

BT 1 > (Viedoc Designer) Ti&ES 1. Viedoc CliniclcRRE N 7 4 —
L&

BT7IVTAETARDEINTND 7 4 —LDA VYRR REHRTEH T &
—o FIRYVIRL 7+ — LIRS NET,

BYIRL 7+ —LTHRWVEREMEARY ES, 7+—LZx Uty F LTBERE
THE HLLTF—LOBLESIERICHY £,

7A—LOBLESIR, Yty FEAEBROIIOENL £,

AT >~ (Viedoc Designer) Ti&E S N7-IEHID
sERT 1 > (Viedoc Designer) Ti&ES 1. Viedoc CliniclcRxE W 3IEER

BELANLTEED 74+ —LDA VAR R E—EICHRITAHh Y82 —, D%
D10 0REY . TOBFIFLT 7+ —LOFHL WA Y XZ Y IHERE NS
FNCHEEIL £ 9

AE—EN T+ —L A VAR ZADRE. BHICT—2AaE—EN7+—
LAVZRYAEHRILES, 74+ —LOBRPIOA Y RARZ VX (D£Y, AE—
INTWLAL) TlE, SubjectFormSeqNo DIEXEMEL £ 7,

OAE—SNET74+—L A VARV ADBE, AE—SNT7+—LAVREVR
DY —A(FT—EDAE—TTD 7+ —L AV AEVRA)2HRITEH Y2 —, 7
#—L A VAR ZADOIE—TED SubjectFormSeqNo DIEABYEL £F, 7+ —
LOBHIDA Y AR Y 2 (AL —ENTWAEL) IESS (null) T,

Viedoc Designer TzRER 7 ¥4 ~ DIBRICRES N/ZIDTT,

Viedoc Designer TitBR 71 >~ DIEE ICEE S 1. Viedoc Clinic ICRRE W BIH
B&TY,

A-F1 » SR OER
a-F4 vy ENIFAE

FEDOT v 70— FEFIZViedoc Admin TERE S N7, BEED A Y XV 2220
T DA

Viedoc Designer CREZE S NT W% 11— 7 1 » JEE D5

Viedoc Designer CEFR SN T WS I —FT 4 Y J&8EOD L ~NL, ROWTIHAIZA
E,

Sk

TOFAETA

 TH—L

BRIV

=[]

BHOI—- PPV W2 ED - FZ@#ild o2 h v 42—

IER%ZFERE L -1 —Y — DR ID

IEE " ERS N-HE (UTC)

HERNFOER
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71 HiEA
WHODrug: MedDRA: DDD® % LWATC: IDF:
= DrugCode = soc_code . Ucode . LEFID—F
= DrugName = soc_name s
= NameSpecifier = soc_abbrev . tg(gg: - LEEElE
. OldForm « higt_code » Loname - LIERIEN S
= Ingredients = higt_name . L3code . L2EFIa—F
= ATCCodes = hlt_code
— . - SHE:
= CountryCode = hlt_name . tggsg;e L2 fﬁug
« CountryName « pt_code . Laname - L2EAIE NS
= MAH (MAH) = pt_name . L3EFa—F
= PharmForm = pt_soc_code
= Strength
= MedProdid
= Generic
Interpretation BREINZI—T4 Y IBDO AT 4 Ha—K—OfFR
Coded by user A—FU VI EEFLEI-Y—ORBIE 1—Y—ID (FEMAICER)
Coded on date (UTC) O—F 4 v OREFEN-AE
Version BEON—Va v
HERs
WHODrug: MedDRA: DDD® 7% WL ATC: IDF:
= PreferredCode = llt_code . L5Code - L3 EFIZ
= PreferredName = llt_name . L5Name . L3EFIE A S
= llt_currency j N
« L4EEID—F
- LAEHIR
. L4 EFIZH S
- LEEHIa—F

- L5 EHIF

- LEERIZ/H S

- L5—fR%

- L5/ H S

= L5 AR

- L5 EARKS2

« LEEEZI-F
= L5X—H—a—F
- L5 A —H— DR
. LFIFEa—F

- L5 EEFD— FRMM
.« L5 XAV TER

» LBEF|D—F

- L6 ZEHI=

- L6EHIZH S

- L6—fR%

- L6—RENF

- L6 {ERRM

- L6 fEAXD2

- LBEEZI—F
« LEX—H—a—F
- L6 X —H—DEEFR
- L6FFEO—F

. LBEF| D — FRMM
- L6 XV TER

3 =f-ExcelH37 7 A /LI H 1 5WHODrug
Z D+t ¥ arTlE, WHODrug Dictionary %L TaI—74 » 7 anizT— X HExcelBAATED L S ICRZ 2 DD %FIRL £
Viedoc Clinic T3 — F Z#AT 2 BHIGRIRT 255411 ~LICEDS W, 200BA 2 FEAERLET.
B (T AL

B%E

Find and apply code

WHODrug

Search options v

codeine
Pref = 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate )
Drug 12818602012 A c. with codeine @ )
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AT OE&TIE. Viedoc ClinicTa— FZEAT 2 & S ICEYIBIRSN TV DIEE, 3—T4 V7 SNficT—2H T RR— PHATED LS ICRA 2 ZRLTULE

¥o

FEMMNBIRE N TV RIBE, BRISRSNTLS L5 (10, B%a—FLBRRLHNOREDFICRRINET,

Find and apply code

WHODrug

Search options -
codeine

Drug 12818602012 A. c. with codeine

acid;C Codeine

Spec

e Acetylsalicylic acid;Caffeine:Codeine phosphate.
arc [N

Applied code in Excel export output

4 \ | w | X Ly | z | AA
1 |DrugCode DrugName NameSpecifier OldForm Ingredients ATCCodes

2 |DrugCode DrugName MNameSpecifier OldForm Ingredients ATCCodes

3 112818602012 A.c. with codeine N _NuzAJOpioidsinmmbinationwith non-opioid
4_

5

5

77

8_

9_

10|

11|

README | PI | LAB | Painlevel | LABR | hems | Codelists | WHODrug ®

AM | AN

Preferred Code
PreferredCode

Preferred Name
PreferredName

Acetylsalicylic acid;Caffeine;Codeine phosphate

32 BEEBRZERLIBS

AT OE&TIE. Viedoc ClinicTa— FZEAT % & T IBRBMBIRINTVWBIBE, 3—T4 Y/ SNT— AT/ AR- MATED LS ICRZ 20 ERLTVE

ER

BEEBNBIRS N, 32— FAEAINEE 3—T1 v 7Sz hTholBEICK LT, @B%BD{En Viedoc Clinick T 2K — S hitHAO@As 0. YL @%o 7«

—ILRICAY £,

https://help.viedoc.net/c/47e0ad/?print=ready

189/286



12/13/24, 9:15 AM

Find and apply code

WHODrug

Search options
codeine

Pref 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate

Viedoc Clinic User Guide | Viedoc eLearning

o
Drug = 12818602012 A c_wrth codeineE E (@]
r
1 1
Spec H E
.
INGR Acetylsalicylic acid:CaffeineiCoijeine phosphate
- 4
+—¥
ATC MN02AJ Opioids in combination !uithi'lon—opioid analgesics X
Pl Select Pref and apply code
Find and apply code : i
WHODrug ;i
IR
Search options E 1 v
r ¥
Search -
¥ -
Pref 12818602001 Acetylsalicylic ﬂcid:CaiEine:Codeine phosphate @®
¥
Drug 12818602001 Acetylsalicylic acid:Caffeine:Codeine phosph @]
Spec
INGR Acetylsalicylic acid;Caffeine;Codeine phosphate
4
ATC N02AJ Opisids in combination with non-opioid analgesics %
Find and apply code
WHODrug
Search options.
Search
pref  [{2BIB60200N Acetylsalicylic acid Caffeine:Codeine phosphate @
Oniy 1201560201 Ayl i o Coin phespire o
Spec
e Acetytsalicylic acid;Caffeine;Codeine phosphate.
&
atc | NO2AJ Opioids in combination with non-opicid anslgesics %
Applied code in Excel export output
A| v | w | X | z | AA
1 |DrugCode DrugName NameSpecifier OldForm Ingredients ATCCodes
2 DrugCode DrugName NameSpecifier OldForm Ingredients ATCCodes
3 [12818602001 i id;Caffeine;Codei N NO2AJ Opioids in ion with non-opioid
a4

https://help.viedoc.net/c/47e0ad/?print=ready
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Review status in ODM export
LE2—XRT—XXDODMEHN

F{T2& Viedoc System 2023-07-19

1LIELBHIC
23a—FURE
21LEa—247F
22 L Ea2a—2RT—ZX
3.LEa—TFovav
3.3 Association
3.4 KeySet
3.5 Annotation
3.51 Flags
3.5.2 AuditRecord

1 Loz
ZDOLy RV T, Viedoch HHIENODM7 7 A LHTL E 21— X7 — R RERIED L S IR EINZhAHBL £,

F—RHDLEOFMIC OV TIE, T2 EHNT 2% TBBILLE L,

HAICLE2—RT—2R5&H 2101, T—4HNEEOCSFE3EECLEL—RF— X R ZBIRT 0B, H Y 7,

FED LATYMBEBICHTTOZBIRT 2L, LE2—XT—ZREHAICEENEFA,

T SDVRT— X RIE HERA XY P B LVEBL AL TORHAINET, 74+ —LL~LOSDVIEHAN SERINENE S,

2 3—-FURb

21 LEa—%A47
LA ®annotationZ 4 713 L Ea—XF—X X EBGHELTH Y. CL_ANNOTATION_TYPE D I— KU X MIZUR MENET,

- SDV

« CRAReview
« DMReview
= Lock

= Signature

ngpvr />
"CRAReview" />
"DMReview" />

22 LEa—XRT—4X

CL_REVIEW_STATE ®a—F YR MILE21—RTF—RANFREINET, EiBDannotation® A 7I2XF LT ld. HIC Checked (2 Y £9, H L HViedocTHL £ 2 —7A
HETINTLAWEE, ZNISTTETY U —IEODM7 7 1 LICAY £HA,
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<CodeList OID="CL REVIEW STATE" Nam=="CL REVIEW STATE" DataType="string"®
<EnumeratedItem CodedValus="Checked" />
</Codelist>

3 LEa—74svayv

31 Association

LEa—72>avEIC1 D0 <Association> DBENH Y £F,

& Association |&. IHE ( KeySet TiiBlahZx ¥, AT D#BE%E ZSB2& W) Z4ED Annotation ICEBET 5. —ED 7O /37 1 ICAFT 2T ATOFA%
TBEBEE V),

3.2 KeySet

KeySet |4i@H. FHYTE (annotated) DY > 7 OBIAL BT HMEIT 270 IFERSNET, COBES. mHOX—tv MIALEB. 2% Y ( Annotation LT
TEREINTWVWD) 77> avInd 2IEEZH#BIT 5720, B—IciY £7,

Study0ID

SubjectKey
StudyEventOID
StudyEventRepeatKey
FormOID
FormRepeatKey
ItemGroupOID
ItemOID

3.3 Annotation

Annotation [—E#D <Flag> BERTHMINTULE T, HAIViedocDT/ ZF > a v 52805 L5 IRESN TV BRI, BEEIFHSENET,

331 Flags

fAnnotation SegNum="1"5
<Flag>
<FlagValus CodeListQID="CL ANNOTATION TYPE">*DMReview</FlagValus>
‘Ti’fE‘lagb N -
<Flag>
<FlagValue CodeListOID="CL REVIEW STATE">Checked</FlagValus>
\Z}Flag>
<w4:AuditRecord>
<UserRef UserCOID="USR.294" />
<DateTimsStamp>2017-01-02T08:30:562</DateTim=Stamp>
</v4:AuditRecord>
</Annotation>

L E2—RA TS BT 5 EEN 1D, <Flagvalue> |E CL_ANNOTATION TYPE IHH® 1 DIFEESNE T,

LB =R TR RIINT BT T TEEMN 1D, <FlagValue> | CL_REVIEW STATE IBEH® 1 DICRRESNE T,

332  AuditRecord

<va4:AuditRecord> (dViedocD L7 X7 > > a > T, HAICIIRTYav28EEE 20472 a VHMBIRENTWIIBEICOAR, HA7 7 A VICEENET,
A—H—IDE XA LRAZ Y TICBBT BRI ENE T,
UTFOY Y 7ILVEIRTIE, 21—H—ID=294 R >TWVWET,

<v4:1nxdit£un#ord>
<UserRef UserOID="USR.204" />
<DateTimeStamp>2017-01-02T08:31:032</DateTimsStamp>
</v4:AuditRecord>
</Bnnotation>

+ Viedoc Me®D 7 7 & 3 »(CX3 9 2 BSEEEEHF(d User OID="USR.@" (C%4 Y £¥, Zhld, FIzIEAy /7oy avIcLTGEREINET,
- VRTFLDT VY 3 vICXFT S EERIPNE User OID="SYSTEM" IC72 W £, ZhIEfIZ L. BfFOBICT7 +—LAA Y 7 SNIBEICSERINE T,
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2

Review status in Excel export
L Ea—XT—XXDExcelH]

F£174 Viedoc System 2023-11-10

LLE2—RT—%ZR
2.8DV

DLy RV TlE, Viedoch 5HAOENTExcel 7 7 A LR TED LS ICL B2 —R T — X ZADERAEBRE NN OWTHERRL T,
F—2HHLMICRIT AR M. T2 N T2 E TBBUEE L,
1 LE2—XF—%2X

LATY MEBICHT IO ZBIRLTL 288, LEa—2AT -2 AEHAICEENE LA,

ExcellHAO7 7 A LICld, LE2—RF—RRBOMIMLIY— B Y EF,

Reviewed item Clinical review by Clinical review date (UTC) Data review by Data review date (UTC) SDV by SDV date (UTC) signed by signed date (UTC) Lock by Lock date (UTC)
Reviewedltem CrBy CrDate DmBy DmDate SdvBy SdvDate SignBy SignDate LockBy LockDate

Event date Demo User (317)  2018-09-10 08:01 Demo User (317) 2018-09-10 08:01

Event date Demo User (317)  2018-09-10 08:00 Demo User (317) 2018-09-10 08:00

Event date Demo User (317)  2018-09-10 08:00 Demo User (317) 2018-09-10 08:00 Demo User (317) 2018-09-10 08:00
Event date

Event date

Event date

Event date

Event date Demo User (317) 2018-07-31 11:45

Event date

Event date

Event date

Event date Demo User (317)  2018-09-07 11:44 Demo User (317) 2018-09-07 11:44 Demo User (317) 2018-09-07 11:45
Event date Demo User (317)  2018-09-10 08:00 Demo User (317) 2018-09-10 08:00 Demo User (317) 2018-09-10 08:00
Form

4 | Pl LAB PainLevel LABR Items Codelists Review status | SDV (O] 4 >

ROFRISRT LS 120 BHIOFNCIE, LE2—3IN/eT7 +—LEFRIT 270 OBRAFTRSN. ZOEICL E2— BT 2BHRHAIANY £7,

1]

Site sequence number

BT

7 4 —L%E#BIT 55

HRRR TR ZE 70—V ICERIT o AT Y 2 —

Site name Viedoc Admin TRRRE & N 7= HERR4E

Site code Viedoc Admin TE&E & N 7-fEg 3 — N

Subject sequence BRNOBEEEZRATLH T 2 —

number

Subject Id Viedoc Designer Ti&TE & M- D BHID, Subjectldiz. BEH— . BEHLEE % £ DViedoc Cliniclc R & 1 % BEHRITF
Event sequence number BLEBEDARY DY —T VAR TARY N E#HBITE2HT 2 —

Event Id HERT Y4 > (Viedoc Designer) TRRES N7z 1 <> MID,

Event name #BR7 4 > (Viedoc Designer) TEEES 1. Viedoc CliniclcRRS N5 A <> bZ

Event date 4Ry P AEREE N7 & £ (TViedoc Clinic TEREES =4 ~ > + o RAft

Activity Id HERT Y4 > (Viedoc Designer) TRREIN/T 7T 1 ET 4ID

Activity name BT YA > (Viedoc Designer) THES 1. Viedoc Cliniclc RRENDT 7 T4 ET AR
FormId sHBRT Y1 > (Viedoc Designer) TiRES N7-7 # —LAID

Form name BRT Y1 > (Viedoc Designer) TERES f1. Viedoc ClinicllFRE N2 7 + — L7

Form sequence number
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b2 Bl
RoOVFhmIchY 9 :

s ARCIEH-LEA=T oy arhARy FRICEITINAEE

« TAd—L-LE1=T Y avh T4 —LLRLTETINIES
Reviewed item

Clinical review by SUZALLE1—A2EFLEI-—Y—D1—Y—F—LE1—F—ID
Clinical review date (UTC) 7 Y =L L £2 —OXEHEAKE (UTC)

Data review by F—2LEa—%2FEFLi1a—HY—ni1—H¥—F—L&1—%—ID (DML E21—755Tv—7)
Data review date (UTC) F—&L Ea—0REAR (UTC)

SDVEETLI -V —D1—Y—%—Lea—¥—ID (SDVL E1—7 57 T~v—7), AL NILTSDVAEMEE N7/ 5HERTld. SDVARED & WIERICDOL

SDV by

SDV date (UTC) SDVA'EITS N7-HEF (UTC) . IHEL NIV TSDVAKIES N7-58BR Tld. SDVARBOZVWIERICOWTIE, ZOFIICN/ANEENE T,
Signed by TA—LIZBE LA -Y—Da1—Y—-Fx—LEa1—H¥—ID

Signed date (UTC) 7 4 —LHERDIC & > TERSN-HIF (UTC)

Lock by 74—LzAy Y Llca—HY-0i1—-H¥-F—-Lta—-HF-ID

Lock date (UTC) 74 —LHA Y7 INT-HEF (UTC)

2 sbv

F— 2 HHEE CSDVOIBIHREZH 2 £ 5 ISBIREN TV BIEA. Exceld 7 7 A /L1C13. SDVIERAIC 1 > — MERE N E T,

SDV by 5DV date (UTC)
SclvBy ScvDate

Demo User (317)  2017-11-17 12:26
Demo User (317) 2017-11-17 12:26
Demo User (317) 2017-11-17 12:26
Demo User (317) 2018-09-10 08:01
Demo User (317) 2018-09-10 08:01

Demo User (317) 2018-09-10 08:01
Demo User (317) 2018-09-10 08:01
Demo User (317)  2018-09-10 08:01
Demo User (317)  2018-09-10 08:00
Demo User (317) 2018-09-10 08:00
Demo User (317) 2018-09-10 08:00

iFE! HEL R TSDVAEBE NAEEBR T, Z0FICIFSDVAREBARIERL TR EN, 1—F—HrHERT LA TEET,

ROFRISRTBY . BHIOFIFSDVA RS N IEE Z#Bl T 2 7= OfFRI1 IR I W, Z0BICL 21— ICBT 2 ERIMRES L E T,

i i8R
IRE %#&RIT 55
Site sequence number HEA CHER A 20— N LICERIT A AT v R —
Site name Viedoc Admin TE8ZE & N 7= B84
Site code Viedoc Admin CiR5E & NL7-hER 1 — 1
Subject sequence number MR OBEELSRITEH Y v & —
Subject Id Viedoc Designer Ti&E & N7 D BEID, BEIDIZ. BEH — F. BEFEERE% & D Viedoc CliniclcRR S 1 2 BEHBIF
Event sequence number BLEEDANY FDY -V ARTANY FEBRTEHY > 2 —
EventId BT 1 > (Viedoc Designer) TEBEI #7214 <> FID
Event name sERT Y1 > (Viedoc Designer) Ti&ES 1. Viedoc CliniclcRimENd A > b8
Event date AR R HEREE N7z & F ICViedoc Clinic CRES Mz A <> k0 Bft
Activity ld HEAT YA > (Viedoc Designer) TRRESN7=T 774 ET 41D
Activity name sHERT Y1 > (Viedoc Designer) TREES 1. Viedoc CliniclC@REND2 T/ T4 ET 4 &
Form Id sERT 1 > (Viedoc Designer) Ti&ES N7z 7 4 —LAID

https://help.viedoc.net/c/47e0ad/?print=ready 194/286



12/13/24, 9:15 AM
5&

Form name

Form sequence number

ltem Id

Item name

Reviewed item

SDVby

SDV date (UTC)
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88
sERT 1 > (Viedoc Designer) Ti&ES M. Viedoc CliniclcRRE N5 7 4 — L%
BT IVTAETARDINTEND T +—LDA VY REV REHBITE NV 2 —, EIRYVIRL 7+ —LICFERAINET,

BUVIRL 7 A —LTRHRWMBEIEMEARY, 74—L% ULy FLTBERETD L. FHILL 7+ —LDOBLEBIERICHY £
ER

74 —LDBLESIR. Uty bBXURAT 2 OI1OEML £,

HE&TH 1 >~ (Viedoc Designer) TigEXN7-IEHID

sHBRT 1 >~ (Viedoc Designer) TEEES 1. Viedoc CliniclcRRS N2 IEER
SDVICRAY 3158k

ROWTFNAIARY £ ¢

AR FH-LEa—T V¥ arhP Ay FRICETENEEES
TH—h-LELI=T I avhTr—LLNLTETENES

SDVAEFLII—Y—Da1—H%—F—L&a1—%—ID

SDVA'EfT & N- Al (UTC)
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2

Exporting for SAS
SAS~DHAN

F{TZ Viedoc System 2024-12-09

ViedocTld., SASTT—XHRRITCTE % £ 5 ICSASTUR CT— K &2 HNT % Z L A HRET T,

Unicode®E— F TOSASD AN Y H— b INTWET,

Viedoch bSASEIFIC7 + =% v b T—22HAT5ICld. T—2HOEREROEHFRIC T, UTORRETIHEN/H Y £7,

- R -CSV- 2> VXY DEEEIRL S
 BMTBSASRIUT L ESHBIEBIRLET

- RSTST7TFEZPOBYTIR. HAOT A -7 v FACSV OIS, AR—RIIBRENET,

» XGTBSAS ROV T M AERDDEF T aviE, COVHA, 7+ —LBUTT—RE V=T, PI/T1ET4BIC1TFT20L 1477 + DIgE D HFIFET
BETY,

Qutput format
Output to CSV Group data by form 1 row per activity

Outputto: | coy_ Comma-separated values '

Datalgrouping: Group data by form ¥

Layout 1 row per subject ® 1 row per activity 1 row per item

+ | Include corresponding SAS script

Output version: | yiedoc 4.30

UTE&0, zip7 7 A LOHADERY £,

« UTORAEBHRE S, READMET ¥R k7 7 1)L
= ViedoctHA/N—2 3 > FEAIE T — 2 4T 2% TR E L)
- BROIEEICERLI- 2LV -
LE1—RTF—R2ZAHHNERE LGRIREN TV BIER0 A, BEOEK

« FRICELT. ENEFNLEDCSVT 7 AL (ERENET -2ty MIExcelHODERD 7 7 AL E—BI L= DICHY £7):
- BHTF 2087+ —LICKHLT. 1EDCSVT 7 1L
- IR -HHT - RICRENZERICET 2 RALBERESA . LEDCSVY 7 AL
. Codelists - HA17—#na— KU 2 NEBICET 3—BNABERESAT. LEADCNT 74 PFRL Y, ROy TEIY Fryv IRy I R)
2 DMDSAST 7 AL
« _RunMesas- 7— X% A »K— F T 2BICSASTETT S 77 1)L

« CSV2SAS.sas - EMFE Tldi <. 2fRI7L 7 7 AL T, T— R % SASR ICZR S 5 8IC_RunMe.sas 7 7 A L AR 2 7 7 (1)L
HAID (0ID) &LHAT NIRRTV A~ TERBINTVDBIEE., M5 (EExcel/CSV/SAST 7 X — M ZRRENE T, HAID (0ID) &HAT NIRRT

HA VCREE (TA) 0 0BRSS, BEXFAOEEID & T NUHERSNET, HBTYA VICH T 2IEEREOFMEIC DL T,

ENYTF—a  HBBLT
LrEEW,

Viedoch A L7-T— 2 ASASICA ¥V R— FF2IC1d:

1 SASZ 2 U7k EHEL T — & % Viedoch SHA L ¥ GRESGRDOEY ),

2 SASEREE £ ¢
3 _RunMesas” 7 A L &S(TL £ ¢ (LiE% TS8R S W),

BER 7 7 1)L DT — 2 %4 7 & Codelistsfiyz H'SAST IC R E N E T,
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*

Archiving a study
HEROT —NhA T

F{T& Viedoc System 2022-01-14

LIELHIS
1T —hA T8

1 ixLoic

HERO T —2IEHNRT L. EEE. SERIIERT -4 b LUBRCORBEEERE T/ R R— L, T—H 1 7 TI2HBEF’HY £,

11 7—hA 7RISR E W

T—hA T HETIRNERRDT — 2T AR— MERO— L2221 AL 20BN H Y £4, FMIC OV TIE, Viedoc Clinicl—%—HA FoF—f2HEHL v 2~

EBBL TS L,

Viedoc 6TMF %z ZFIFADIB& 2. eTMF-EMS U~ b U ZBBBLTLEE 0,

2 HBOT—HA7
LATFICRL 723, MR THBE 7 —h 1 79 3RRICHANT 2 2 R nE T, RPN Y 7SN THT— DTV ZR— FLTTRET T,

« 1—Y—n7 (PDFF 7z IZExcef THAAEE). 5L <k Ly AVEBHEEEO1I—Y—RJ 0> a v TBEE L,
« HAOTREACRFF — 4 (@A RV b, 74 —LB), BERICEUTEZBIRT 22680 L £T,

= Excel
s VIV EVTYORBRE, LEA—RT—KR, A—FT4 VY. Py7a—Ranr774L
Type of data
Signed data Not Signed data 5DV performed or NA SDV pending Queries Query history Review status
+ | Signed data +| Not Signed data
+| SDV performed or NA + SDV pending
In addition to data, also include the following in the export (will not be included in Preview data)
+| Queries +| Query history
+| Review status + | Medical coding
Event dates Edit status
+ | Uploaded files Subject status
Pending forms
QOutput format
Output to Excel Group data by form 1 row per activity
Output to’f | Microsoft Excel - Office Open XML ~
Batalgieuping: Group data by form ~
Wy 1 row per subject ®) 1 row per activity 1 row per item
« CSV

- BT O AR
» BREAESTEIE - Uty FShiT—2H80)
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JTVEITYDERE, LE1—RF—KA, A—T4 I Ty 7A—FEntz7 74

Type of data —
Signed data € || Not Signed dawa € || SDV performed or NA @ || SDVpending € | | Queries € | Queryhistory € | Reviewswaws @ | Medical coding €
Uploaded files )

+ Signed data +| Not Signed data

| SDV performed or NA +| SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)
+| Queries

+| Query history

+ | Medical coding
Edit status

L UELoaded files Subject status
Pending forms

+| Review status

Event dates

QOutput format

Outputto CSV @ Group data by form ) 1row peritem @

Output to:| csy - comma-separated values v

RatigeLpnoy Group data by form ¥

Lavout 1 row per subject 1 row per activity *) 1 row per item
——
+ | Include history (will al lude data that was reset or deleted)
= CSV
« TUTAETABIC—TTOEER
- BZETHSASRI YT M ERDD
- VTVESTVOBE, LEa—RT KR A=T4 YIS Ty TA—FEIhkT 740
Type of data —
Signed data @) || Not Signed data ) | SDV performedor NA (3 | SDVpending € | | Queries @ | Queryhistory @ Review status ) Uploaded files @3
| Signed data +| Not Signed data
+| SDV performed or NA +| SDV pending
In addition to data, also include the following in the export (will not be included in Preview data)
| Queries +| Query history
+| Review status +| Medical coding
Event dates Edit status
0 Uetoaded files Subject status
Pending forms
Qutput format ﬂ
Outputto CSV @ | | Group databy form @ | | 1row per activity @
Qutput to:| csv - Comma-separated values ~
Datalorouping; Group data by form ~
Layout 1 row per subject @) 1 row per activity 1 row per item
+| Include corresponding SAS script
« ODM

- TV, A=TA4 VI LE2A—RT—R2R

Type of data

Signed data @ | Mot Signed data @ |( SDVperformedor NA @) | SDVpending € | | Queries @ | Reviewstaws @ | | Medical coding €

v| signed data +| Not Signed data

«| SDV performed or NA +| SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)
| Queries

+| Review status +| Medical c g

Event dates Edit status

Subject status

Output format

Output o XML @

‘Output to

+| Include extensions?

. PDF
- PDF/A Z{ER
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» LEA—RTF—RR TyTA—-FENET AN

Type of data -

Signed data Not Signed data SDV performed or NA SDV pending Review status Uploaded files
+/| Signed data | Not Signed data
| SDV performed or NA ' SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)
Queries

+ | Review status

+ Uploaded files

Qutput format _

Output to PDF
Output to:| pp, f Archive =
Exclude deleted subjects / events / forms

+| Create PDF/A compliant archive

Embed complete fonts (no subsets)

FDA submission format (eCTD)

ViedocOT—Z LY A= b E, INOLOFREED. 7—HA 7RG L BBLRIRTO7 7 A MEREY K- LTWET,

Portable Document Format Archive (PDF/A) - EIRMERE(LHNE (1SO) MIE#E(L L /-PDF 7 + —< v T, BFXEDO 7 —HA 7L REMRFICEEL L =P =

v T,

Office Open Extensible Markup Language (XML) - 2 7L v K& —  (Excelin &), Frv— b, TLE€rT—vav, 7—7ANEROERES NIXMLR—Z D

7 7 AN T,

o GEHEITS X T L (SAS) -SASY 7 b THEHEITICERSNE 74—y b TY, CSVF—&+t v FESASICA Vi R— S5 HDSASZZ U 7 Rt CSVT Y
AR—PMIEHDZZENTEET,

- Operational Data Model (ODM) - BRFRIR T — & L T NICEBET 2 X 2 T— %, BT — %, S8BT — %2 BEBREITIR - RETLHLHD, Ry E—=a1—F

FNTT Iy b 7+—LIRELEVWT =<y b TT,
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Medical coding
ATF4ANLA—TFT4 T

F{TZ Viedoc System 2024-12-06

1LIELHIC
2.Viedoc Coder
211
22 74 O LR
3.3—F® &
3.3 MedDRAZFH L 7 1 —F 1 > & O{FEFZEH]
3313— FoBE
332 3— F% RT3
333 1— F#%iBHT 2
3.4 WHODrug Dictionary 2 (£ L 7o 2 — 7« > 7 O{EFHEE|
344 —F % ERA)
345 00— F%#R4 2
346 O— F% @AY 2%
4.2A—FT 4 VT DEB
45 0—T 4 v IV EREERIZT D
46 1—FT4>TDYty b
5.3—T4v7EHNTS
6.F—ba—F4v5

1 ixLoic

-T4 v UHEEEERT 2 & BEER. BEE. HREEACOT -2 EBEUINITFETI—TA Y I IH LA TEET, 3T« VI IHBREIRERE Y T 7

tRIBIENTEET,

Viedoc Coder R— |21, aA—7F 4 Y I @A FREINE T, FIRIE. I—T4 v /B L OEBEAOEROMEEEGRETY, 81 —T4 ¥/ 2a—=7121F 1

Viedoc Clinic User Guide | Viedoc eLearning

DOIEEL Y bhHY £Y, RS NDISEIR. BEEROH 2T -2 B LUERICEOLTWET,

TR ZEBoR—LISHLT, A-T4 Y/ OME, E1T76 LOFEBERIBMICE STV BIBRICOR, I—TA VT I/ ERTHIENTEEY, I—FTA4 7D

TAAVHFRINBEWVEE, TEABOA—LIA—T1 Y OERIMISSA VAW L 2BKLET,

2 \iedoc Coder
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1 Viedoc CoderiZ N2 (Z1d, BT/ AVEHBRLTLLEL,

Viedoc Coder |lZ#fL W 74 >~ F U TRIE £ 5
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viedoc coder @ Demo new coder IR

All countries 4 All sites 4

Adverse event

Coded data Approved data
9of1litems ‘ 0of Tlitems
0 8 items auto coded 0
0 1items manually coded 0
Open medical coding -
Concomitant medication

Coded data Approved data
00of 5 items 0of 5items

Open medical coding >
Concomitant medication ATC

1of 5items

Coded data Approved data
‘ 0of 5items

0 titems auto coded (o)
0 0 items manually coded 0
Open medical coding >
Medical history

Coded data Approved data
00f7items 0Oof7items

0% 0%

viedoc

©Viedoc Technologies AB2024 - Terms ofuse - Privacy policy
Viedoc™ version 480905417078 - 2024-10-15T14:38 UTC
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2. Ra-7TaA-F4r/ERERCEBIRLTCEE L,

Open medical cading -

viedoc coder

3]

Adverse Events 3 Sweden 3 Al sites

All items o i Q, search. e

SubjectID % = \Voue
5E-999-001 headache
SE-s1-002 Huadache
SE-51-003 A
SE-52-001 Huadache
SE-82-002 c

Rows: §

Viedoc Codera >V —/Lid, LAROFIEBTHERL £,

Viedoc Coder|Z i3, TRTHIA—T 1 v/ WRERH—E

RSN NS IHBFIISRE N TV ET,

@ Viedoc Coder

o ) DEV3STUDY DEV3STUDY

e qgnd and apply code

= Code MedDRA B onlycurrentitems
Anaphylaxis reatment x Searenoptions &
Anophylaxis traatment x
Q, Search..
Acute anaphylais x
S0C  Selsct b
Systemic anaphylaxis x HLGT  Select. i
HLT Select +
FT Select. +
ur Select. +

Add additional comments...

Apply to selected itsms (0}

Clear

LA=F4 ¥ IT5a-F4 v OHE (F—%) EBRT 5,

2.FTRTHORINTOECEBA. 1 20ECEEN%ERT %,

LFERT DD TNCOIERPIER A, 1 DOMEROERN %IRIRL £ 7,

ARI—T4 Y/ OEE. 2—T1 ¥/ EREH. FREAEEIIETOER, SBIRL £,
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5ERD TN TOEENRIC, T+ X MARERITL L7

6.RESN TV DIEE. WENAETH2H 7 L, HIZIE BRERECUMEEZOH 7 L1'H Y £7.

73— FARELT, BALEYT Q- FoBZELERT C8RUEEV),

8.2 b LHBRL T, ViedocDRRELTELY, ~ALTEYZ—ICT7 72 ALY, Viedoch 5O 779 b L=V T B ENTEET,
a— FZzEAT 5. LLFO Z & A'AlaET Y,

« AXAVEEBI - 3-T4 VI TARICEELEICETZ a4 M EIEEHRBEEINT %,
- OOEICERO D — FZIBINT 5,

- P oEERECEREE C8REE D,

22 TAavEBOEK

Viedoc Coder Tld, LARD Y v RAHATREINE T,

viedoc coder @ viedoc Coder

Adverse Events 4 Sweden 4 All sites 4

(Ali items o 1 ) Q, Search.. o o
SubjectiD T = Value e = Code
SE-999-001 abdominal obstruction o F Anaphylaxis treatmant o ®

SE-51-002 Headache Anaphylaxis treatmeant x

SE-51-003 A * Band-like headache & x
2 Adrenal disorder

SE-52-00 Headache

SE-S2-002 c 1 Band-like: headache o& *
2 Adrenal disorder

Viedoc Codera >/ — I Tld, ATFOT7A AV HAMERINTWET,

1LIRDHHRIE 7 A LR —HEETT, PV RLEI Yy I F5E, BRET7 4 —L FEBIRAEEARIEEN Y R MEahiz by 787 U X b ARRENE T,
2.74 =L FIClE, ZORBEFIEEZIEIEBETY R T2y — MEEEN DY £F, ZOMEERTRTOFITRRATE 2h I Tlab Y A,

3A=F74 =L FOBEEMFNIY X ME, ZOEBICEHO - FABERAINTWE ZL2EKRLET,

AMET7A =L RDFL Y PBORVDOTAAYE, A=K 74 —ILROEZ WAL Y OBOERIZ. BN I—T 1 » 7 EN-{EICERIC & - TViedoc Clinic T{E
(74 —LIER) "BEINZLERBKRLET, BASNAI-FEELLAVIAREELNHY ., BREBI—T1 v/ T28BVH Y £7,

5A=F74=LFDo Yy 7743 i3, BIRMBIISENACEE2BRLES, 27Uy 774V 0LICTIRRA v 2—5GhbE 5 & BIRORBIERSN
9,

6.FxvIR—IPAN>TWBIES, O—FT+4 v U/ HEBENSZ EERLET,
7.Fxy Ry 7R BIRLA- 01— RZBAT 5. XIROEE~Y—2T57OIEALET

8. 7L ADHDORICHWXAH B T7A A iE, BRIN/-I— FZ2EBRT 270 ICERALES,

3 O— FoBZEEER
ZD+t 43 Tli, MedDRA%(ER L 7-BEEROI—7 4 > 7 DOff|&. WHODrug Dictionary% 8 L /-0 20— 5« > 7 OflERL £¢. {BOREBEOEE%FH

LTWBIEETH, 3—T1 v/ OFIBIZAL TY,

31 MedDRAZ{FER L 7=a—7 1 » 7 O{FEHEEH

31 O— FOWE
BEICEAT 23— F2ROU 5101k, RELTA-F2EBTZ0s > a v AFALET,

IRDIDDIREA 7 a v HERTEETT,

C BU-REERICE. BETA AL FIEANASNETF R M ESUIRTOBERVRRENET, INHT 740 DA TS 3> TT,
- DOED -BREERICE. BRE74 L FRICABNSNATF R THREZITRTOEEITRENE T,
- R -BREERICE. BETA A RICAAINAETEFR M ERRI—HT 2 TR COERARRENET,

BRE7 4 -V FTIR. 23— FEISEE (OFDF)) 2BRRIZ N TEET, BEAEIC—BLca—FE BE7 - EroREEh POy 787> )2 MY
ZhENET, FEAEROSOC (system organ class/BEEBIADEE) ICU > 7 EhTLBIEE. 754 < USOCICAAfT< 0— FIFETRRE N, £H & U —SOCIc4
F<a—Fi7LATRRENET,

BRETIHANF LNXFIEXBIE N E A, TAnaphylaxis;& AT 5 &. Tanaphylaxis, ¥ Anaphylaxis,ZEDERNERINE T,
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Find and apply code

MedDRA B only current iterms.
‘Search options ~
° Contains Begins with Exact match

[ Q unuphyluxi4 ]

LLT 10000864 Acute anaphylaxis (IMMUN)

LLT 10002218 Anaphylaxis (IMMUN)

LLT 10043030 Anaphyloxis prophylaxis (SURG)

LLT 10002222 Anaphylaxis treatment (SURG)

LT s i (IMMUN)

LLT 10042931 Systemic anaphylasis (IMMUN)

PT 10048090 Anaphylaxis prophylasis (SURG)

PT 10002222 Anaphylaxis treatment (SURG)

e BE7A—LROROFAY 789> U F%ERALT, BEBASE (SOC) . BRI/ L — 74 (HLGT) . BhEE (HT) . BAE (PT) . BLOTFEE (LUT)
HERLT I FERERTH L TEET,

T 740 b TlE, MedDRATRT —ZANTAL Y b OTFEE (LLT) "BRRERICFRINET, ALY MEBOZDF v IRy I RE2F7IC§528T, /vhHLY
FDMedDRAT— K (HUL E L, RBBEE. YIURTOHNTLS, BESNTV1D, HU, £HERARUAEGE-> TWEoICRENAL B> MEiE) #ET52Lh
TEEXY,

https://help.viedoc.net/c/47e0ad/?print=ready 206/286


https://help.viedoc.net/l/a559c4/en/#MEDDRA

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

Find and apply code

MedDRA B only current iterms.
Search options ~
° Contains Begins with Exact match

1 anaphylaxis

s0C 10021428 Immune system disorders 3
HLGT 10001708 Allergic conditions 4
HLT 10077535 Anophylactic and anaphylactoid respons... J
PT 10002198 Anaphylactic reaction 4 O
LLT 10002218 Anophylaxis T @

10054843 Anaphylactic raaction to food

10DB3879 Anaphylactic reaction to vaccina
Ad 100733 Anophylactic reaction to venom

10002218 Anaphylaxis

100B0BES Exarcise-inducad anaphylaxis

Add ant

Clagr | 10042830 Systemic anaphylactic raaction

10042931 Systemic cnaphylaxis

312 O— F%BIRT 3
BALZVWI-FZBIRLEY, C0oa—FOFAIE. RER7—LFOTICHD 74— L FIZRRINET,

PT (BA:E) BLOLT (TFEE) 74—V RORICHBEBFO S A REronFhnz s )y o LT, PT (BAEE) £7ELLT (FESE) 0Lbo2EMAT51 %IRRT
£, UToEEKZ Z8B7Za 0,
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Find and apply code

MedDRA B only current iterms.
‘Search options ~
° Contains Begins with Exact match

1 anaphylaxis

s0C 10021428 Immune system disorders A
HLGT 10001708 Allergic conditions 4
HLT 10077535 Anaphylactic and anaphylactoid respons... .}
PT 10002198 Anaphylactic reaction 11O

LLT 10002218 Anaphylaxis 'S KO

i LLT 10002218 Anaphylasis (IMMUN)

Add additional comments...

Apply to selacted itams (0)

Add another code
Clear

FL 74— IR0 — F2BINY 51581, b5—Ha—Fz@Mz2 v o LT,
aXv b GBIRLAZa—RICET 204y FEIEHE) #BINT 2881, AXY F2BMT2%22 Vv o LT, 74 =L RICBIRENALET,
IUTEIY v THE, BIRE Yty bTEET,

e b LEICERL- - F2BRAT 5188, ROEAICH2WFE0a— 22 ) v/ LES, Aa—FORRLBRAO LS > a3 vic, Zoa— FoBIRREH BEN
IKANBDENET,

313 O— R%@EATS

BRLATI—-FZ@BAT5ICE. a-FZBRALAVEDT = v 7Ry 7 ZEERL., BRARICEEE 7Y v 7 LEd, #RL 73— FANROBERE S L CEICER
ENET,

https://help.viedoc.net/c/47e0ad/?print=ready
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viedoc coder

MedDRA

Uncoded items

Subject D
SE-998-001
SE-§1-002

SE-51-003

SE-52-001

SE-52-002

Rows: &

Sweden

Value
obdominal obstruction
Headache
A
Headache

c

Q, Search..

4

All sites

Code

Viedoc Clinic User Guide | Viedoc eLearning

@ viedos cader

EFE! BEFEAOI-FE - FOoBAICHLIZ*TAav e ) v/ §5Z ETHIBRTEE T,

https://help.viedoc.net/c/47e0ad/?print=ready

@ pevasTUDY DEV3STUDY

Find and apply code

MedDRA

B only current iterms.

Search options -~
Iy
1

1 ° Contains Begins with Exact match

]

1

[ . anaphylaxis

i .

\

|| s0C 10021428 Immune system disorders 4
1

| } HLGT 10001708 Allergic conditions 4
1

ll. HLT 10077535 Anaphylactic and anaphyloctoid respons... J
1

1 PT 10002198 Anaphylactic reaction 4 C)
]

‘l LLT 10002218 Anaphylaxis

Add another code

Add additional comments,

LLT 10002218 Anaphylaxis (IMMUN)

Clear
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MedDRA All sites

Coded items 3 Q, Search..

SubjectID % = Valus

SE-999-001 abdominal sbstruction Anophylaxis

SE-81-002 Headache Arm paralysis

3.2 WHODrug Dictionary# R L 7= 2 —7 1 > 7 OfEHEEH]

321 O—RA2BEITD
BICERT 53— F2R2OU5IC1E, RELTA—FE2ERTZ0s > a v &#FEALET,

WHODrug Dictionary % {3 2184, NTOFETRET 22 LHTEET,
- B -EYECRRLET, DT IHLEOF T 3T,

- BIRS - BAMHED D SEMERRL 7. RE7 41—V FIGEHORDZ TR > TANT 2 2 e TE LT, REGERTIE BESNINTOHDES
CIRTOFMHIFRINES,

RD3ODREF TV a v aERTIIENTEET,

- BU-BERERICE BR7 AV PIEANDINAETFR M EBUIRTOBERANRRINET, AN T 750 0OF T2 a2 TT,
. DOIEES -RBREERICIE. BE7A L FICANENAETFR P CREZITRTOEEAERENET,
- BR-H-BRELERICE. REV7A L FICAANINEZTFRA N ERRI—HIT 2 TR TCOBAN’ERREINE T,

https://help.viedoc.net/c/47e0ad/?print=ready 210/286



12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

Find and apply code

‘WHODrug

‘Search options

° Drugs Active ingredients

@ contains Begins with Exact match

Q, Search.

BE7—VFTE - FEEHEE (OBRF) 2RI TEEd, FBIC—HI22— N BREV— L EH oI POy 74 YR MU R
FEhET,

BRETRANF L INXFIERBIENE A, "paRacetaMol, & NF1T % &, Tparacetamol, > Paracetamol ZEDERNRRS N E T

YR +OIBEDOHEICH 28FIE. BYRDOHERLTVWET, ZOHFEI U v T8, BIEREYR LRy 77y THRRESNET,
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viedoc coder @ viedoc Codar @) DEV3STUDY DEVASTUDY
‘WHODrug i Sweden 4 All sites 4
Allitems 4 Q, Search, Find and apply code
SubjectD T T Value = 21 = @2 = Code WHODrug
SE-82-001 buprofen nfa nia AcaslofenocParacetamolSerrapep X Search options 55
toseTizanidine
SE-52-002 buprofen o nfa AceclolenacParacetamolSerrapep X @ orucs Active ingredients
tasaTizanidine
@ contains Begins with Exact match
[ @, pAraCetamol ]

Showing a subset

13829801001 Aceclofenac:ChlorzoxazoneParacetamol 3
(MO3BE)

14589201001 iC ypsing ol (NO2BE)
13840601001 Aceclafenoe:Chymatrypsin:Par (Trypsin
(MO1AB)

13841101001 Aceclofanac;Parocatamol (NOZBE)

12501901001 Aceclofeno: Pora pr I02BE) L]

12601902001 Aceclofenac:Paracetomol; Rabeprazole sodium 3
(NOZBE)

13842901001

12501401001 n
Areclofenoc:Paracetomol:Sarrapeptase:Tizanidine (NO2BE)

12501402001 Aceclolenac;ParacatamolSerropeptase Tizanidina
hydrachloride (NOZBE)

13837401001 Aceclofenac Paracetamol Thiocolchicoside 3
(MO3EX)

Add additional ¢

Claar

Rows: 2

322 I— F#ABRYTS
BRATZ23-F &) #BRLET, ZORYOHFRIE. BRIV —LFOTO 74— FICRRENET,

WHODrug Dictionary Tl&, T DOEY)IFREY & L < Dpreferred drugh'd V) £ 9, (B (Pref/BEE) 74 — L FEBEY7 4 — L FOBICHEBEED T VFRZ LD
WInhha 7y 7 LT, BEEFLZEENMBOEL LA FRATINEBIRLET, BYRHLT 740 T,

FE! -7 v 7Ty RAF- T 5188, BERIEYEOEANEAICEENET (TNTNBIOFNID), L. I—T 1 v IRICBREERT S SRS
. HATEOEBOFIEBRENARRINET, N, T—23vx—Y v —IC—BEZREHL. 1D0F2AR LT TT—%2R2Ionsd L 51CF57-0TT,
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viedoc coder @ viedoc Codar @) DEV3STUDY DEVASTUDY
‘WHODrug i Sweden 4 All sites 4
Allitems. 3 Q, search. Find and apply code
Subject’D T F  Value = @1 = @2 =  Cods WHODrug
SE-82-001 buprofen na nfa AceclofenacParacetamolSerrapep X Search options 5
toseTizanidine
SE-82-002 buprofen na n'a AceclolenacParacetamol:Serrapep % a
toseTizanidine A pAraCetamol.
Pref 12501902001 Aceclofenac; Paracetamol;Rabeprazole
Drug 12501902001 Aceclofenac;Paracetomol;Aobeprozole
Spec
Aceclofenac;Paracetomol;Rabeprazole sodium
Ingr
Crtr N/ANot Applicable 4
MAH  MNona 4
Farm  Unspecified 4
Str Unspecified 1L
ATC | MOZBE Anilides X 4
Gen Generic
MPID 3881013
a sodium (MPID |
Add additional comments...
“
Rows: 2

BMERREZ U v/ LT O BRLAO—F @EY) oBHErRRBLMIBEL. Ry 787 U X h%EALTE (CNTR/country) . S5EHRFSEE (MAH/marketing
authorization holder) . #fiZ (FORM/pharmaceutical form) . FB& (STR/strength) & EZRID (MPID/medicinal product ID) (327 %188) %BIRL 9., %
JERFE 7Y v LT, BHEERRICT 22 LATEET (BFRESRIZE V),

RL 74— RIS a— F2EINT 21881, b5—@a—Fz2EMz2Y v 7 LET,
fRRR (BIRL7co— FICBAY 204> b &7c135088) ZIBINY 215813, BIREEME 2 Vv o/ LT, 74— L FICIRENADLES, 2YT%20 Vv o995 e, BREY
Yy bFHIENTEET,

e FITLRICER LD — F2@AT21881d. ROEfroZ0a—F%227 )y s LEd, RELTA—FZ2BEAT?OL >3V (Cid. 20a— FOBIRRENE
BRICADESE T,

BHOATCO— FASLEY A IBIR L 7188, TN TOATCI— FAATCT7 4 =L FICRRENET, =T 4 Y JICTRTCOATCA— F2{H 2H, BRLIZI—FoH
EROIDEEHRTHIENTELT, ATCI— FZEIRT 2 ICIEXE 2 Y v o L, ATCI— FZIBINT 2 ICIFATC7 4 =L FE 2 Uy o LET,
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323 O— RKAEAT?

BIRL 20— FE@BAT 21013 20— F2BATAECT v /Ry 7 2%@IRL. BIRIER%BA% 7 U v/ LE7d, BRL-a— R BRLEE CEcBa

ENES,

https://help.viedoc.net/c/47e0ad/?print=ready
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ATC HNOZBE Anilides X

+/ NOZBE Anilides

NFZIMIN Acstylsalicylic acidAluminium

Catfeine;Mepyramine;Pal

panolamine (MPID 331061)

Add odditional comments.

Apply to selactad itams (0}

Add anather cods
Clear
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viedoc coder

‘WHODrug i Sweden 4
Allitems 3 Q, search.
Reject slected | Rosot selsctad
Subject!D T T Value = #1
SE-82-001 Ibuprofen nia
SE-§2-002 Ibuprofen wa
Rows: 2

Viedoc Clinic User Guide | Viedoc eLearning

@ viedoc Codar

All sites 4
= @2 =  Code
nta Acaclofenac:ParacetamalSerropep X
toseTizanidine
nta Acaclofenac;ParacetamolSerrapep X

toseTizanidine

BRAIN - FOBRICHZXTA A% )y od2 e, BRASNII—FZHRIZ LN TEET,

4 a—F4 T DER

EEICI— F2@ALAE. TR L S ICIEEORR/ARR/ )£y 322 EHTEETT,

R

TER

PR

RRT—%2Z/Y R+ LOFRRYE

a-F4 v/ EsnIER

THEBEH

A-7 4 v ShIER

EEREH

EREH

TEBEH

LRl FRYy 7RIV YR MDA OIETOIEE,ZIBIRT 2 EITRTOERN 120 Y X MMIRRSINET,

Q=74 v ENTIEREFRT 5 ICRIUATOFIRICAY £7,

1 FRLEVEREZADF v IRy 7 R%7 ) v LTEIRL, BRBRX 2L ET,

https://help.viedoc.net/c/47e0ad/?print=ready

@) pEVaSTUDY DEVASTUDY

Find and apply code

WHODrug

Search options ~

Q

Pref

Drug

Spec

Inar

Cntr

paracetamol

13617601001 Acetylsalicylic acid:Ascorbic acid;Parace

13617601001 Acetylsalicylic acid:Ascorbic acid:Parace °
Acetylsalicylic acid:Ascorbic ocid;Paracetamol
N/A Not Applicable 4
Nona e
Unspecifisd 4
Unspecified i
NOZBE Anilides X 4
Generic
3738981

Add additional comments...

Apply to selacted itams (1)

Add another code

Clear

HFILLWLRTF—2Z/Y R+ LORFXE

EREOIER

ka—54 v/ OEE

a—54

JEDIER

\
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WHODrug L Sweden L All sites 4

Coded items i Q, Search..

Reject selacted Reset salacted

Al
%
Al
B
L
Al

Code =

nfa nfa AceclofenocParacetamol;Serra x n
paptase; Tizaniding

SE-52-002 Ibuprafen nfa nfa AcaclofenocParacetomol;Serra x
poptase;Tizanidine

2 BRLZIEBN YR b OEA. BBEH»TATLY R MIBVWEREM I — I/ 0FRENET,

Approved items

SE-52-001 Ibuprafan nfa nfa Acaclofenac;Paracetomol;Serrapepta x g
sa;Tizanidine

Evbl ERINA-—TA4 T OX MY 7RG, ARBBEE CRS A TEET,

viedoc coder @ Viedoc Cader ) DEVSSTUDY DEVASTUDY

Sweden 1 Al sites 1t

Adverse Events

Coded dota , Approved data

3 of Sitems 0 ofSitems

60% 0%

Open medical coding

WHODrug
Coded data . Approved data '
20f2items 1ofZitems

100% 50%

Openmedical coding

viedoc’

@ Viedoe Technologies AB 2024 - Terms ofuse - Privacy policy
Viedoc™ version 8840.20938.00 - 2024-03-18T08:52UTC

41 A—TA VI ERERICTS
EE % FEBICT 5 ICEUTOFIEE 5 Y £4.

1 FFERICLEZVEBEZEDOF vy 7Ry 7 R% 7 Uy 7 LCEIRL., BIRIBEA%ZIES ML 7,
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viedoc coder @ Viedoc Coder
WHODrug 4 Sweden i All sites 4
Uncoded items s Q, Search..

Reject selacted Reseat slcted
SubjectiD T = Value = &1 = & 2 = Code

SE-52-002 lbuprofan nfa nfa Acaclofenoc:Paracetomol;Sarrapepta x @

saTizaniding

2 BRSNZIERIY R M SHEA. 3—T4 Y 7E3NTOHVERY X McERREINET, o, BRICEFVWVAFRREF Y- 2EET,

Ibuprofan Aceclofenac;Paracetamel;Serrapepta x @
saTizanidineg

42 aA—F4vI0Uty b
RBEH £ - ITEREHOERE Y £y b3 ICUTOFIBE Y £5,

1 Uty FLAVIEBZERL. BIREAZY Yy b2 U Yo LET,

viedoc coder @ viedoc Coder
WHODrug & Sweden é All sites 4
Uncoded items 1t Q, Search..

Reject selacted Reset slcted

SubjectlD T T Value = #1 = & 2 =  Code

SE-52-002 Ibuprafan nfa nfa Acaclofenac;Paracetamol;Sarrapepta x @

saTizanidine

2 BRSNETATLIRY R D OEA. BR/AFERD7 7 705 WRETA—T4 ¥ EhIBRY R MCRRSNET,

(Codsd items J,) Q, Search..
SubjectiD T = Value = @1 = @ 2 = Code
SE-52-002 Ibuprofen nfa nfa Aceclofenac;Paracetamol;Sarrapepta x

sa;Tizanidine

5 a—-Fu4vouxHAhT3

ViedocOWHHBEZFERL T, I3—7T (4 ¥ 72Ty RK— 22 EHTRETT, FMIE. T2 2 HNT 2% TBBIZE L,

https://help.viedoc.net/c/47e0ad/?print=ready
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0 = E 4 w8 &
Data Export

Allsites Sweden United Arab Emirates Iraq

Subjects to include (29 | [ + |
All subjects
Events and time period | + ]
All events §
Forms and items “
All forms €3
Type of data —
Signed data € Not Signed data £ SDV performed or NA £ SDV pending ) Medical coding §
+| Signed data +| Not Signed data
+| 5DV performed or NA +| SDV pending
In addition to data, also include the following in the export (will not be included in Preview data)
Queries
Review status +| Medical coding
Event dates Edit status
Uploaded files Subject status
Pending forms
Output format |+ |

Output to Excel Group data by form (2 1row per activity (2

£ Save settings as a new export template

—
8> Preview data | E Export data I

U

A—FTY Y RIVAR— 21213, FEEBERAO L/ 3> TCA—FTAVYIDOF v IRy V REBIRL £,
Q=T v OHAFFEOEMIC OV TIE, UTET8BEE L,

» 2—F 4> 7 OODMHA
« O—=74 7 DExcelit

FEl CEBO0— LS LTT -2 HAODERI?EMNICH > TV AIESICOH, I—TA VI 2HATE N TEERT, T—2HAT A IV AFRRENAVIESIE.
ZEBO A VICHDERMIS TN TW BN EERRL T
6 F—ta-Fqs
Viedoc CoderTli, #— FaA—F 4 v 7/ 2BMT AN E I ABIRTE £,
Viedoc Coder TO A4 — k aA—F 4 » 712 DWTHitld, MedDRAB L UATCEHEDF — b a—F 4 v 5% ¥ R—FLTWLWET, #—F2—F 4 > 215, MedDRA/ATCFREE

OEBIO R 2—T7 T ICHBE L VEIMEY 5 Z EH'ETRE TS, BRE. BEIT— 7 1~ 7IE. MedDRAS L FATCADRE—HEEH £,

FE! BRI MedDRADIBINAFEE NTWE T, BANAFERIERETT.
FE!D FUAANTIE, EITPORBRICIIEE I —T 4 V2 IXEN, FLOERICEBEWICAS>TVET, 2L, FLVLEBRISTLTCHENICRET S 2 LA THRET
kB

F— FA—FT AV IHBNEIES. TR COBRGFEORI—T 1 VY VIERBRESNICI—T( v 7 &, FiL WEELFEHOBRELS LTEENICI—T v anES, 7272

L. —BARSH O TICA— ba—T4 Y7 INFIBRICE 7 770G 5N, FEBITI—T4 ¥/ TI28BNHY 7,
F—baA-—Ta v IENEERE. 3—T4 Y SNEEEOT—7LHATUTOL S ICRRSNET,

. A=—BLTH—Fa—F4 v o ENER
e —EEPIC A — FO—F 4 YV ENAEIER (FETOI—F 4 > O HSE)

https://help.viedoc.net/c/47e0ad/?print=ready
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2

Medical coding version 4.78 and earlier
ATFT4ANLA—Ta VY

F{T2& Viedoc System 2024-03-26

1LIELHIC
2.Viedoc Coder A~/ —Jb
2.1 Viedoc Coder 21 >/ — )L OfEE
2274 3 L BOEL
3.3—F® &
3.3 MedDRAZFH L 7 1 —F 1 > & O{FEFZEH]
3310— FoigE
332 3— F% RT3
333 01— F# @AY
3.4 WHODrug Dictionary % A L 72 2 — 7 1 > 7 O fFFAZEH]
344 —F % ERA)
345 00— F%#R4 2
346 O— F% @AY 2%
4.2A—FT 4 VT DEB
45— T A v T ETFEGRILT D
46 1—FT4>TDYty b
5.31—FT4v7EHNTS

1 FL®Iic

DTV OMEEEERT 5 L. BEER. BER. HEL Y OF - A EEREE NEETI T4 Y OB EANTEES, A—F1 >/ RERERERE, 5T~
CRTBHIENTEET,

A=TAYITAAY%E I Vv 7958, A—TAY/EEAEEES, I—T4 YJEHEICE. I—T4 Y 7ICBT LA MU 7 ANFREN, A—HF—lFa—T1 7
h, FRERINACEHOREBQZIBBT 2L ATEET, 2—T( Y IBEABICED A PV 7 Z0H Y, CESHHEEREZE - TWAT - R EHEROX LU S
ANFRENET,

FE ZEBOR—LICLT, 3-T4 Y/ OME., ETELORTBER’ENICHE > TWAIBRICOHR, A—TFTA VY IICTI/ERTEIENTEET, A—FT4 VD
TAAVARRENAWES, CEEOA—LICO—T 4 v/ OERAMTEEN T AW EEBEKL £,

Demo Study

An open-label, multi center, dose escalation study investigating the safety, tolerability and ...

O = B o E=
Medical coding

All sites Germany Sweden United States Japan

Concomitant Medication

CODED DATA APPROVED CODING

100% 3 of3coded data

9 3of 101
30/'; - 309 3ofialldaa

Latest action 2021-07-26 07-19 by Soff Ann
Open medical coding
LAROBY . * b7 2ROFREBIRT 5 2 A AIRETY -
» TRTOMER

« 1OOEICHE BT ARTORER
12O

—EOA MY RIIKLT, BEOIA—TA I T 02 avBONRENT VY a v ET LI —ARRENET,

2 \ViedocCoder 3>y —JL

21 Viedoc Coder >V — /L DOIFE
A—F4 >y 7aAvy —LERETAICIE, I—T4 Y IHBOERCHS, A=FT4 v FE3htTF—2%@<%27 Vv I LET,

https://help.viedoc.net/c/47e0ad/?print=ready
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(]

= B o

C

Medical coding

Al sites

B <

Germany Sweden United States Japan

oncomitant Medication

CODED DATA APPROVED CODING

66% 20f3codeddata

30% sofwitems
° 20% 2of10aldata

Latest action 2021-06-24 09:30 by

Open med\(alco?ng

3y —JLhViedoc CoderBi & £ 9,

Allitems

Coded it

Allitems.

3

4

5

Uncoded items.

Approved ltems

[ concomitant Medication ¥ Allcountries % Allsites ¥ ﬂ

o % Search 6 e Find and apply code
Value = o1 = o2 = Code 3 0 WHODrug
Atorvastatin Tablet Oral Amlodipin/Atorvastatin Teva e || O | | erehoptons 2
AsA Tablet oral 5asa ° o Search
DE-95-010 Paracetamol Tablet oral o R
DE-95-013 paracetamol Capsule oral [m] g
DE-95-031 paracetamol Cream Intraocular o INGR y
DE-96-006 Ibuprofen Tablet oral Alben ibuprofen o @ 0O e |-
DE-96-006 Paracetmol Injection oral (m] e
DE-96-017 aspirin Capsule Nasal [m] Showvarkiamss:
DE-96-112 Ibuprofen Tablet (] . ;
US-30-025 Alvedon (m] : i
Add interpretstion
Clear

Z N |

[ Items to be coded / approved ] [ Codes to be applied to the items ]

Viedoc Coder 31> Y — L TlE, BOFICI—T 4 Y 7SN ITRTCOIEEHZ Y R b LIcRVEFRSNET, B2 Vv 7 95&, BHRICHNT 27 +—L (eCRF) %ZHER
THIENTEEXT,

Viedoc Coder 3 >/ —/Lid, LATFOFIETHERL £7,

LA—F4 v I3 —TA v IBE (T—4) %8R 3,

2.EFRTDDETRCOEDERN. 1 2OECERN%&IRT %,

LERRT O TNTOMEROEE D, 1 DOMEROEEH, Z&RL £ 5,

LFTRTOA=FT 4 v 7EhTWAY (FEFRERD) IBE. 2TC0I3—T 4 ¥ /FEHEE. @ TCORBEABEX IS TOERD H&RL £7,
S5.EROIRTOEERIC, TFR MERERTLET

6. SRBAICRESNTV 2156, BUMNAETHZ N T LA, FIZIE BRERRCOMESEBINT 5 eHTEET,

7a—-FEBRERLT, BALET O—FoBECEEAZ Z8RBULEL),

- FE@EAT 2K LUTFOZ &AaRETd,

- BIREBEI - 2—T4 v/ ITARRICEELM@ICEET A a4 M £ IdEBEBINT 5,
- D OMEICERO 0 — FEIBINT 5,

- P oEECEREE Z8REE D,

https://help.viedoc.net/c/47e0ad/?print=ready
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22 T4 ave@mOELK

SubjectID = Value ¥ Code

NL-VUA-018 Headache Migraine headache

SE-AHU-054 | Fever and headache e 1 Band-like headache
2 Fever

SE-AHU-058 Allergic reaction. anaphylaxis # | Allergy

Viedoc Codera >/ —LTld, IATD 74 a v HMfERINTUES,

L3RDIHRIE 7 A LR —HEETT, VR EI Uy I dBE BRET 4 — L FEBIRATEEAIEEN U X Meah/ by 747 v Y X b RRENE T,
274 NR—DTRIE, BIRENIZEERL, ATLICET7ALZ—SNEBROHDEFRSNET,

3A—F 74— L EDOEEITFVAY X ME, ZOBICERHOI— FABRAINATWE L 2EBKLET,

AE7 4 =V RDF LY YBORYOTAaAvE, A—F74—LROBEZ WALy PBOEEIE. BENI—T 1 ¥ 7 SNEICERDIC £ > TViedoc Clinic T
(74—LIBR) "BEINLIEEZBRLEY, BESNZI-FRELLAVTEENHY, IBREZBI—T/1 VI T20BIFHYET,

5A=F74—=LFDo Yy 7743Vt BIRMBIMSNZE2BHRLES, 7V v 7 T7A4aAY0LICRVRRA v 2—5GhE 5 &, BIRORBLITRRIN
ESEI

6.FxyIR—0DBAN>TVRIBE, A—T4 VI DERINIZ L ZRLET,
7.Fv IRy 7R BIRLca— F2BRAY 5. WROBEE~Y—7T57HIFRALES,

8.7 LA DOEORICHWXEH 2T/ 3 IE BREINZI— FEEIRT 2720 IFRLET,

3 - FolERCER

ZDt oY ar T, MedDRAZFERL-BEHEROI—T 1~ 7 Ofj&. WHODrug Dictionary % {FF L 7-fAEO 1 —T 1 v 7 OflERLE T, fthOTEEORFE%ERH
LTWBIHEETH, a—T 1 ¥/ OFEIRL TF,

31 MedDRAZ{EEL -3 —T 1 > 7 OfEREEM

311 O— FOWRE
BICEBAT2 31— PRS2k, RELTI—F2BRATAOL 2 v aEALET,
RDIDDGRERA 7> 3 v HEREEIEETT,

C B -BERERICE. BRV ALV FPEANAINETF R PEZUINTOBERIRRINET, INAT 740 DA TS 2> TT,

. DOIEES -RBREERICIE. BE7A L FICANENAETFR P CREZITRTOEEAERENET,

- R -REERICIE, BE7A L RICANENAETFR M ERRI—HTEIRNTOERVRREINET,
WRE7 4 — L FTIE. 3— FEIIHEE (OFDF) 2RI enTEET, REMABIC—BLI-a— N RV — L Fhos@ESh2 Fny 787 )X b2y
Z bENFET, FBENEEDSOC (system organ class/BERIASDEE) IV > 7 &NTWBIBE., 774 < USOCICAfF< 3~ FIFBETRRE N, EH > &Y —s0oCicd
F<a—FEIL A TERINET,

BERTRALF LN FIERBIE N E A, "Anaphylaxis;& AJJT % &, Tanaphylaxis,*>"Anaphylaxis ZDERNRRS N E T
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Find and apply code

MedDRA Only current items
Search options. .

() Comains () Begins with () Exact match

Anaphylaxis

LLT 1000 e anaphylaxis (VASC)

LLT 10000664 Acute anaphylaxis (IMMUN)

LLT 1000

LLT 10002218 Anaphylaxis (IMMUN)

LLT 10049090 Anaphylaxis prophylaxis (SURG)

LLT 10002222 Anaphylaxis treatment (SURG)

LLT 1006 rercise anaphylaxis (VASC
LLT 10060689 Exercise-induced anaphylaxis (IMMUN)
LLT 4 mic anaphylaxis (VASC]

LLT 10042831 Systemic anaphylaxis (IMMUN)

PT 10043090 Anaphylaxis prophylaxis (SURG)

PT 10002222 Anaphylaxis treatment (SURG)

e, WR74 -V FOTFORAy 74y ) R b &FERLT, BERIASEE (SOC) . BfI//V— 738 (HLGT) . BzE (HLT) . EAFE (PT) . HLUTFE:E (LLT)
EERLTI—-FERERTHLHTEET,

You can also search a code by selecting the System Organ Class (SOC), High Level Group Term (HLGT), High LevelTerm (HLT), Preferrred Term (PT) and Low Level Term (LLT)
using the drop-down lists below the search fi eld.

F 74 b TlE, MedDRATRA T — X AATHL Y b OFEE (LUT) M"REGRICKRRENET, ALY MEEORDOF v /Ry VA& A 71528 T, /vhLy
k DMedDRAT— K (HUL E L, RBEE. VR TONTLS, FBESN TS, U, £HERARUAEGE-> TV AR ENAL B> 7fBiE) 2K T5 e
TEET,

Find and apply code
MedDRA Only current items
Search options
Search
10021428 Immune system disorders
10001708 Allergic conditions
10077535 Anaphylactic and anaphylactoid responses
10002198 Anaphylactic reaction

10000664 Acute anaphylaxis

Select.

10000662 Acute anaphyl

10000663 Acute anaphylactic reaction
10000664 Acute anaphylaxis
10002198 Anaphylactic reaction

10002218 Anaphylaxis

10037933 Reaction anaphylactic anaphylactoid
10042930 Systemic anaphylactic reaction
10042931 Systemic anaphylaxis

10054843 Anaphylactic reaction to food

312 11— F#ABIRY 3

BAT - FEBIRLET, ZOa—FOFRIEIRE7 A — LV FOTO7 4 — L FICRRESNET, ALY b Fxv IRy 7 XTRBRLALT (FESE) ORT—%
ZHMedDRAT A L > M > TWEHE I haFRLET,

PT (BAE) BLUUT (FEE) 71—V EOBICHIBEDO I VFRLyonFhnge s Uy LT, PT (BAEE) £7-ELT (FEE) 0 b s & ERT2 7 2&IRT
7, UTOEGRE Z8RLE W,
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Find and apply code

MedDRA Only current items
Search options
Search

SOC | 10021428 Immune system disorders

HLGT | 10001708 Allergic conditions

HLT | 10077535 Anaphylactic and anaphylacteid responses

PT | 10002198 Anaphylactic reaction

LT | 10000664 Acute anaphylaxis

@ Current

H LLT 10000664 Acute anaphylaxis (IMMUN) i
Apply to selected (0)

Add interpretation
Add another code
Clear

BL74— L IR0 - F2EBINT 21881 $5—@a—F2EM%Z2 Y v o LT,
fRRR (GBIRL7ca— FICBEY 204> b &7 35088) ZIBINY 21581, BBIRZEBMZ 2 ) v 7 LT, 74 — L FICBIRENALEY,
IUTEIV TR, BIREY Y FTEXT,

Eo b LEICERL- - F2BRT 21881, ROEAICHI2[HOI—F227 ) v/ LES, RELTIA-F2BATZIOL/ > avic, Zoa— FoBIRREY

BEIIICAD SN E T,

313 O— F#EATS

BIRL7-O—F2BAT2ICE. 20— FZ2EATMENCTF v /Ry 7 A2BRL., BIRSNEIBRICEBAT3 %27V vy 7 LEd, BIRL/-a—Fid, BIRL-EE
LEICERINET, EfROFITIE. BESE-AHU-058D "Allergic reaction, anaphylaxis (7 L /L ¥ —Zht, 77 74 ZF>—)0fEIC22o0 31— FABEAL £ L7,

(s‘é‘ Medical coding / A demo study

[ Adverse events v Al countries

Allitems ] Search
# Subject ID Value
1 NL-VUA-018 | Headache

2 SE-AHU-054 Fever and headache

3 | SE-AHU-058 | Allergic reaction, anaphylaxis

4 SE-AHU-059 Fever

5 SE-AHU-062 | Vertigo

6 SE-AHU-063 Headache

7 SE-AHU-064 Headache

8 SE-AHU-072 Fever

9 | SE-AHU-074 | Vomiting

10 SE-AHU-075 Allergic reaction

1 SE-AHU-076 Nauseous rd
12 SE-AHU-077 Headache

Showing 12 of 12

Found 12 data items.

Code

Migraine headache

1 Band-like headache
2 Fever

1 Hypersensitivity  quaes

2 Acute anaphylaxis
Fever of unknown origin
Acute rotatory vertigo

Forehead headache

Fever of unknown origin

Acetonaemic vomiting

Acute rotatory vertigo

Cluster headache

Close X

Allsites

Find and apply code

LLT 10000664 Acute anaphylaxis (IMMUN)

Apply to selected (1)

Add interpretation

1 [) | MedDRaA Only current items
oo ()| | Search options -
(] [] | anaphylaxis
10021428 Immune system disorders M
...... ...
10001708 Allergic conditions .
I:\ HLT 10077535 Anaphylactic and anaphylactoid responses. hd
I:\ PT 10002198 Anaphylactic reaction Y| ®
()| UT | 10000664 Acute anaphylasis @
] Current
)
. PT 10020751 Hypersensitivity (IMMUN) o}

Add another code
Clear

BRI/ a-FOBRAICHEXTAav %227 v o 32 20— FZHRT 22 ENTEET,

3.2 WHODrug Dictionary % {#F L 7= 3 —7 1 > 7 O{ERZEAI

321 O— R%A@ETS

BICERT23—-F2RE2F 2101k, BELTIA-F2BRATIOs/ v a v 2FALET,

WHODrug Dictionary % {3 2184, NTOFETRRT 22 LHTEET,

- B -FYECRRLET, IHTIALPOF T 3T,

- BIRS - BAED D SEMEREL 7. RE7 4 — IV FIEHORDZ L TR > TANT 2 2 e TE LT, REGRTIE BESNINTOHDES

CIRCOEYPHLTRRSINET,

RD3ODREF TV a v aFERTIIENTEET,

- BU-RBREERICH. BE7A L RICANASNET R M EZEIRTOBERIVRREINET, INAHT 740 DA TL 3 TY,
 HOIRED -BRERERICE. BE7A L PICAASNAETFR P THREZTRCOBEE ARRENET,
- R -REERICIE, BE7A L RICADENAETFR M ERRI—HTEINTOERVRRENET,
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Find and apply code

WHODrug
Search options.

rugs () Active ingredients

®) Conains () Beginswith () Exact match

Search

WE7 -V FTE - FELEHEE (OFBDF)) 2BRRI2 e TEEd, FABIC—HIZ22—FE BRRE7— L Fho@Esns POy 74y )X MU R
FahEd,

BRETRANFLNNFIEIRBIENEH A, "paRacetaMol, & A1 % & "paracetamol,*>"Paracetamol ZFDER NI FREINE T,

YR POIBEOEICH 2HFIE. BIRDOHERLTWET, CoHFE7 Y v rd2E, BMRDEV AN LRy 77y IERESNES,

Find and apply code

WHODrug
Search aptions
) Active ingredients
ith () Exact match
paRacetaMol

Showing only a subset of all matches

00020001A2T Apo paracetamol (NO2BE) 1

) 1 Active i
T Apo ‘.

2

phosp!
T Apo. |

12857102040 Apo P

12857102040 Apo Paracetamol/Codeine (N02A]
13839802069 Apo tramadol/paracetamol (N0ZA)

13839802069 Apo tramadol/paracetamol (NOZA.

00020001438 Apogen paracetamol (NO2BE) 1
00020001438 Apogen paracetamol (NO2BE) 1

14007101267 Apohealth ibuprofen plus paracetamol (NO2BE) 2.

322 O— R#BRT 3

BRI I—F EY)) 2BIRLET, ZOEYOFHMIT. BEZA—LFEOTFDO 74— L RICERSNES,

WHODrug Dictionary Tld, §TOEYICIREY & LT Dpreferred drugh'd V) £ 9, (B (Pref/B5E) 74— L REeFP 74— L FORICHIBBOF VA REZ YD
WInnxEs Uy o LT, BERFLEEYBOELLEFERTINZBIRLET, BYBELT 741 FTT,

FE O-TA ORIV RF— LT HIBA. BARLEYBOEANEAICRENET (FNTNBIOFND), 7L, 3T 4 v IhIBREBRT 5 LBIRLE
A, HHOTIROTMAOFIBERATRENE T, Thid, T—2Yx—J v —Ic—BUARHL, 1D0FEENE LT TT—2E2ROTOoND L5280 TT,
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Find and apply code

WHODrug

Search options
paracetamol

Pref | 12857102001 Codeine phosphateParacetamol

Drug | 12857102040 Apo Paracetamol/Codeine

Spec

INGR | Codeine phosphate; Paracetamol

NO2AJ Opioids in combination with non-opioid analgesics X
ATC

GEN ]

CNTR  UNS Unspecified

MAH | Not specified
Unspecified
Unspecified

3960074

] 12857102040 Apo Paracetamol/Codeine i
Apply to selected (0)

Add interpretation

Add another code
Clear

BRERRE U v/ LT BIRLAEZI—F GY)) oBHERRBLGIBREL. FRYT7XY U X b%&EALTE (CNTR/country) . SUEARFSEE (MAH/marketing
authorization holder) . #fiZ (FORM/pharmaceutical form) . FB& (STR/strength) & EZRID (MPID/medicinal product ID) (327 %188) %iBIRL 4., %
FFRE VY7 LT, BHEERRICTZ LN TEET (@EFESBLEE L),

RL74— L FISERO— F2EINT 21881 b5—@a—F2EMz2 Y v 7 LES,
fRRR (BIRL7co— FICBAY 204> b &7 I35088) ZIBINY 213813, BIREEBMEZ 2 Uy o/ LT, 74—V FICBIRENADLEY, 2YT%20 Vv ods e, BREY
ty b BT ENTEET,

Ev b TRICEERAL: - F2BAT 51881k ROEKAINP>Z0a—-F22 )y o LEY, RELTA-FE2EBTZOE 7> avicid. Zoa— FOBIRREHLE
BHICADEIET,

BHOATCO— FESLEYHBIR L BE. TNTDATCI— RAATCT 4 =L RICRRENET, I—T4 Y ICTRTOATCI— FAZH2H, BIRL7-I—FDA
EROIDEEETHIENTELT, ATCI— FZEIRT 2 ICIEXE 2 Y v o L, ATCI— FZIBINT 2 ICIFATCZ7 4 =L FE U v o LET,

ADIAC Corticosteroids for local oral treatment x

CO5AA Corticosteroids X

DO7AB Corticosteroids, moderately potent (group 1) %

DI10AA Corticosteraids, combinations for treatment of acne X
% || ROIAD G ids X

S01BA C: ids, plain X | | S02BA Ci ids %

503BA Corticosteroids @

323 I—F%EARATD

BIRL 20— FE@BAT 21013 20— F2BATAECT v /Ry 7 2%BIRL. BIRSWERRICEBATS%7 U v/ L&Y, @RL7ca— Fidl BRLBE
LIBEICERINET,
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{3; Medical coding / A demo study

[ concomitant medication v
Allitems T Search
#  SubjectD Value
1 SE-AHU-014 | Aspirin
2 SE-AHU-058 | Montelukast
3 SE-AHU-059 | Humaloginsulin
4 SE-AHU-060 Paracetamol
5 SE-AHU-061 | Cinnarizine
6  SE-AHU-062 | Citalopram
7 SE-AHU-063 | Paracetamol
&  SE-AHU-064 | Paracetamol
9 SE-AHU-071 Paracetamol
10 | SE-AHU-07L | Cinnarizine
11 SE-AHU-071 | Amoxycillin
12 SE-AHU-073 | Omeprazol
Showing 12 of 12

All countries

Found 12 data items.

Code

Auro montelukast
Actrapid insulin novo
Albert Heijn Paracetamol

Cinnarizine cox

Coop vitality paracetamol

Coop vitality paracetamol

Apo Paracetamol/Codeine < == @@=z

Cinnarizine cox

9 9| 8 8

(]

(J

o

Viedoc Clinic User Guide | Viedoc eLearning

All sites N

| INGR

Find and apply code

WHODrug

Search options

paracetamol

Dref Codeine

Drug | 12857102040 Ape Paracetamol/Codeine

Spec

Codeine phosphate; Paracetamol

Close M

NO2AJ Opicids in combination with non-opioid analgesics X

ATC

GEN []

| Show variants >>

12857102040 Apo Paracetamol/Codeine

Addinterpretation
Add another code

Clear

BRAIN - FOBRICHEXTA A% )y od2 e, BRASNII-FZHRIZZEATEET,

4 2—-F4 T OER

ERICO— F4BALAE. UTOER &S5 ICEROER/AER/ Uty 52 EHERETT,

R

TER

Ut b

[

RRATF—2Z/Y R+ LORREXS

A—T4 I EINIER

TEEEH

aA-7 4 v Eh-IER

EREH

EREH

THEBEH

Apply to selected (1)

HILLWRTF—2R/Y R+ LORFXE

AR NIIER

A—F4 v IENTVWHEWER

\

a-T4 v ENIER

FRyZ7E&7 )R b OTFRCOIEE ZBIRT 2 L TR TCOIEEN 120U X McRRSNET,

A—T4 YV EINFIERZERT 5 ICELUTOFEICAY £9,

I Coded items

b I Search

#

Approve selected (1) “

SubjectID= Value

DE-95-006 Atorvastatin

DE-95-008 ASA

DE-96-006 Ibuprofen

DE-96-112 Ibuprofen

Disapprove selected | Reset selected

il
D
-

Tablet

Tablet

Tablet

22

Oral

Oral

Oral

= Code

Amlodipin/Atorvastatin
Teva

S5asa
Alben ibuprofen

Alben ibuprofen

2 BIRLAZIEENY X FAOIEA, BEBEATATLY R MIBLWERER, v — I/ hRRENET,

Tablet

Oral
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LY bl EBEINZI-TA v/ OX MY 2R, RBEAER CRA LN TEET,

41 A—FTA VI ERERICTD
ERARERICTBICIIUTOFIEE Y £7,

I Coded items 4 ] Search
Approve selected (1) Disapprove selected | Reset selected
U
# SubjectID= Value = @1 = | @2 = Code 12 -]
1 DE-95-006 Atorvastatin Tablet Oral Amlodipin/Atorvastatin =~ @ O
Teva

2 DE-95-008 ASA Tablet Oral 5asa (<}
3 DE-96-006 Ibuprofen Tablet Oral Alben ibuprofen (] O

4 DE-96-112 Ibuprofen Tablet Alben ibuprofen [ 0O

2 BRSNAEERIEY X FHSEA. 3—T4 Y 7ENTOWAVERY X MIFRRSNET, 2, BRICEFWARERZH V-0 2&£T,

42 A—TFT4rTDYEy k
FEEBEH F - IRERZEAOIBBRE Yy T 2ICIEUTOFIEE Y £9,

1 Uty FLAVEBZERL, YEv 22Uy I LET,

l Uncoded items ¥ ] Search
Disapprove selected | Reset @ected
# SubjectID= Value = &1 = @2 = Code
1 DE-95-008 ASA Tablet Oral S5asa
2 DE-95-010 Paracetamol Tablet Oral

2 BRSNAETATLIEY Z bAOHER BRIFERO7 77D 5 WRETIA—F4 I ShIBRY X MCRRSNE T,

DE-95-008 Tablet

5 a—-F4vrxHAT5

ViedocDHIMEEAFRAL T, I—T4 Y /% TV RKR—rT5ZENTRETY, SFIE. T -2 A HNT 2% T8BLE L,
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o =P

Data Export

All sites Sweden Finland Germany Netherlands Austria Belgium Italy United Kinge

Subjects to include ( 115 )
Allsubjects @

Events and time period
Allevents ()

Forms and items
All forms @

Signed data @ || NotSigned data @ || SDV performed or NA @ || SDVpending @ | | Medical coding @

| Signed data | Not Signed data
| SDV performed or NA | SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)
Queries
Review status

Event dates Edit status

Uploaded files

Output format

Output to Excel @ | | Group data by form @ | | 1row per activity @

A—FY4 Y HIVRR—FT2I01E, FEEBEAO L/ 3> TCA=FTAVITDF v /Ry V REERLET,

A—FT 4 YO OHAFNEOEMIC OV T, UTE S8BEE L,

» O—7 427 OODMHA
« d—TF4 > 7 DExceliS

ER!

ZESOA—LICHIERMIS SN Tu AN L EBKRLE T,
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*

Managing Viedoc Me
Viedoc Me O &1

F{T2& Viedoc System 2024-11-12

LIEL®IC
2.Viedoc Me7 » 7 » b ZHHHLT %

21 #ERE ~ DViedocMe 7 H U > b DO A VEROHE
R2EEOA—NT FL R BEBFSEHERTD
23PINO—F%VUt vy +945
2.4ViedocMe~DIA v I T IR

3.ViedocMe7h Y v b0y o /Ay ViIRT 2

4RAT—RRAELBEDTITAET 1 DR
45Xy vn—Fay
4.6 ViedocMe7 H 7V v P —BEX—Y

ZDR—ORAEIE, ViedocMeT7 7 — 3 v AEIBT RO A R v 7 EGRE LTWET,

1 lELwic

TR DR CIEATTEELIEE. ViedocMeD T h Y Y b aEMICT S LHTRETT, BHEE V77702 FERALT. EEBE. 2 7L v b PCEOT/NA XD OH,
BRICT—RERETDI LN TEET,

! ViedocMe7H 7> FEBMICTE 2014, RERBIAA N b7+ — AOREEREF > 1—F —0—LOKATY, REERH A VIES. #l~<— Y ICETOER
DESBRATETA AV EERSNEL Ao

2 \ViedocMe7#Hh 7Y FaBLT 3

#ERE DViedoc Me 7 h 7 > F BT %,

1 BREEFEEOALICH 5. WHEBFEO 71> %7V v LET,

ViedocMe7h V> b 2BIME Y« » FUAREET,

BE8] Jp-01-00164 Fo i
Viedoc Me 7 h 7> ~Z=BML

EMEICEET AUTOEBZ JRRALKEE L,

BMBICRTINZEE
BEIR %
BMEDEFA—ILTELZ BMEOEFA—ILTRELAEBAALTLES
(A
BMEOEEZES BMEOBEESEHAALTIESTV
® +81l~ ® +81~

BMEAND) 71 V4 —DEHAAEIREL T LTV

| | ®FX-0 | sMms

2 SBME~DERT=E

FRYyZ7E9 > UR M hoEBEBIRL T, HREICRRT 258 BIRLET,
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3 SBMEA—LT FLRS LUSMEBESS
WREOA—LT FLZ BLU/$7-RBEBSENALTLEE L, ERAT—ZNPEITI 12012, 2BANATI2BELHY £7,
EE! INSOF T avid, EXALBL O/ ELIESMSX v £ —VICk BT U REHA (071 ER) (OHEHEE RERRE TERICA > TV BIEAIC
DHFRINET, COF T 32BN 3101, RBREEEICEBEL TSN,
4 VA H—aBMEICENT 2HEEEELET,
URA Y R~ BFA—NBLO/ £ FSMSA v £~V TEET 21 EEIRL £7,

FE chonFTravid, BFA—ALBLO/EESMSX vy £ —JICLBTT7 7 T4 ET 14U <A ¥ X— O] EeH SBRRE CBMIC R > TV 2 I5E
ICDAFREINET, ZOF T2 avEERCTEICE. REZTAF—Y v —ICBRHVEbE TN,

YA X—DREIL. ViedocMeT7H T DT T4 R=2a Y BHLLWDOTHEETEET,

AL A=A T RLAB LG/ &I REBEESICT A A v -V %HEFETEES, 4

— LT L 2RE L UES mESELTIIEEL,

5 GLicH2ThI v boBMEE 7Y v 7 LET, ViedocMeTh ¥ b4 FYCid, WBREDOT HV v MEBRE R /A VBRI FRREINE T,
[EE®) JP-01-00164 BL3

Viedoc Me 7 O > ~
3l ATF—ARZR

ID: IP-01-00164 &
=55 Japanese (Japan)

AT B LR #*++ | 32 b 4=V ERIE

WEES: ™ | FAMAvE-UERE

VR —: -

Viedoc Me® O% - >/ 1&3R
a—4—%: GTZ353 7244 LPINOd—F: 4616

e HIRITZHPDF7 7rILE LTIRET S BMEOA—ILT FLRICEETS SMSTEETZ

HE

3 PNoUEyE @ TRV rOYY
ViedocMe7 h 7 ¥ bDT I F4R=2ar7AERIETFTLE LT,
NEFICA S VIEREEE T 21013, UTOFIEEGIT TLREL,

iERE! ViedocMe7 H v > bid, 1EICD FIADHERE O ABIMLTE T,

21 #HERE~DViedocMe7 h ¥ bR sA ViEROEE

Viedoc Me7 57 > MBI ENT1E, BWRBICO /A VIBREHE T 200V OADTENH Y 9, TNIFVDTHITI A TE, BEISL TAETHEY
BRY 2 EAAIRET T,

WEREIC D /1 EREHE T 2,
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1 WEEH - F2RE. HER—C0RLICHIBET A IV EBRLTILEE L,

ViedocMe7hI ¥ b4 Y FINERENETS,

[GxE) JP-01-00164 | mus |

Viedoc Me 7 7 >
E= AT—42R

1D JP-01-00164 & RE
=55 Japanese (Japan)

A=ILTFFLA ** | FIA—LEEE

BEHES | FRAMAvE-VEREE
U

TA 05— -
4 N
Viedec Me®O% 1 &
a2—HF—4%: GTZ353 | 7244 LPINJ—K: 5824
o HRITZANPDFIFIILELTHRETS EMEDA—=ILTELRIEETS SMSTZEIET 3
H#E
\§ /

1 PNOUEY R 7YY ROV

1HERE ~ DViedoc Me O /' VBHROHBF 7> a Y EBIRL T 72& W, BIRIT 2D PDF7 7 1)L & LTRTE

» ViedocMe® O 7'4A VIEREZUPDFE 47 A—FLEY, ZOPDFIZEIRIL TR CHEREICE T Z & b, tBOFRTPDFE LTHET 52 & LETRE
SR

- BMBEBOA—LT FLRICEETS
Viedoc MeD R /' A VIEHR=BF A — L TEEL £ T

« SMSTEET 3
Viedoc MeD A 7' 4f U {E#RESMS X v £ — Y TIEEL £ 9,

iFE! ViedocMeD 7 7 £ ZAfER (P71 VIEHR) #BF A — LB LU/ E/IISMS X vt — 2 THET 2SN TBRE B S MW A WES, ZOEE
ICIERIT BDPDF7 7 AV E LTREA 7> a3 Y DBDERENE T, ZOMEEAEMET 2 1C1d. RBREEEISEE LTS,

5! ViedocMe® 074 > ~—YURLICIZ#% T Tidp, & W S EFIASENE T, CNIFIEELEEFH T,

3

HEGFEEZBIRL-5, HEZ@RLUMFERTLET,

« TRITBHPOF7 74L& LTHE
Viedoc Me® A 71 U ERESLPDFA 7 7 v HFIC& 7y A— FanE T,
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Using Viedoc Me (information for study participants) - version 4.70 and earlier
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Welcome to Viedoc Me!

You need to set a new PIN code before using Viedoc Me.
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(FRE) $22EenTEEY, 0L HIRE / BRIRIFEM AV (T

o Next scheduled event

= Wednesday, September 4, 2019
Home administration

f Available 03-05 Sep 2019

e Unscheduled events
Show all events |

Get help

Viedothﬂ hid o -
Study info Settings Log out
|C7 N/A 0 missed events.

< Back ViedocMej

All events (3)

Wednesday, September 4, 2019
Home administration

f Available 03-05 Sep 2019

"====2 Friday, September 6, 2019
Home administration

/" Available 05-07 Sep 2019

— Sunday, September 8, 2019
Home administration

/" Available 07-09 Sep 2019
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Next scheduled event

==" Wednesday, September 4, 2019
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*

Using Viedoc Connect

Viedoc Connect D{ERE

F{T& Viedoc System 2024-11-08

11EL&HIC
11Viedoc Connect DFI| &
2.Viedoc Connect D2}
3. ETFFiEES )
4. +FTNa—F4 T

1 iLoic

Viedoc Connectld. [Es% & Viedoc Me% HBEVWDEE & ORI TETAIBEIC L 2852 TREIC T AHBETY, ETH@BEIIMERAIN >, 75 V¥ DHF L L& 7 TViedoc
Connect” 7' 7 — 3 v AV CEEXBIMAL £ 3. EEVBIRS N2 & BEAILViedoc MePI DViedoc ConnectEY 2 — L ZBL T, EFABEICBMT 2 2 &1 T
EEER

FEERMAIABAYA L 72 T A IEEE XA D S 60D LI THNILEEOBESMA VO THERETH Y, —EREL TCHBESMT 5 EATEET,
HEEE 1 —H — I@EEP I Viedoc ClinicDfid ~—2 (BIZ 7) TIE¥4 2 Z & A TE, —H CEEIIBEERICViedoc MeDERICEE, XET 2 2 £ AEIRETT,

Viedoc Connect ClE—EIC—EDO ETFHBEE LA TE £ A, 2% Y Viedoc ConnectTld., —BREICEBL T BFEO AN FRENET,

11 Viedoc ConnectDFI B4
Viedoc Connect HF LW 7272 ICIZIAT OEENTEZ LTV 2 MEBAH Y £,
« ZFIFBIC7 558D T 1 £ >~ ZE I Viedoc ConnectfFAN S ENT LS

« Viedoc AdminTViedoc Connecth" B3It S LT %
. BEDViedoc Mer'BIHLE N TS

JEE! I0S & Android DYFG /N —3 3 > 3 & UViedoc Connect% (T 2 7= D Z Dfthd > R 7 LBHIZDWTIE, Viedocy AT LD A5 LB 5 £ U'Whereby 7' 7
YR T F—LTHR=—PFPENTWVWETRI by TELOPENRANT Z 7P L F/NA ZIZDWTIE, Supported Browsers & Devices# 2B LT 72 & Ly,

2 Viedoc Connect®#2&f

BEFM~—HLEICH % Viedoc Connectd 74 A% 7 1) v 7§ % L BIZ 7 TViedoc Connecth'BItA S N £ %

1) Viedoe Connect 7-

& @
DE-95-077

nitate call

The subject has an open Viedoc Me account and the call can be initiated.

Initiate the call and wait for the subject to join.

3 ETHEEERIAT S
GEOBETAAVEI Yy LTETHIBEARAL £,

BEVETABREICBIMNT 2 L TRIOL S ICRRSINET,
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&) Viedoc Connect [

2 DE-95-077

(o] D

Soff Ann [l Subject

000

1R —Y—E@E (hhf) -A7 U=V EICh—YILEEOEILBET A — L FHRRENES,

82 Popout K Spotlight 3

1

Soff Ann . . { Subject \

[

+ Popoutz 7 U v v 4% ZEEOEENANOBICHEL £,
« Spotlightx 7 U v 792 & CEBEOBE@AN AR Y b 74 FERERENET,
- BRO=20REI Y v /T HEBIEET 4 — I FHFRSNES,

SA  Soff Ann (you)

¢« Maximize

L3 Fullscreen

18! Effects

= Click your name to change it.

= Maximizez 7 U v 7§ % & CEHBOBERNMEARRSNE T,

« Fullscreen® 7 U v 732 & CHBOEEAN 7LAT U —VRRENET,
- Effects® 7 ) v 7§ % L HRORER EHNTRETT,

2BEEE- A7) -V EICh—VILEEDE D LRET A — L EHARREINET,

+ Spotlightz 7 U v 7§ % L BEEBEN AR Y b7 14 bFRRSNET,
. BBO=O0EEI Uy T EEBICRET A — L EAERINES,

S  Subject

o) eo——

” Maximize

Fullscreen

A
LJ

W, Turn mic off

X Turn cam off

Subject

) Askto share screen
(® Remove

- BEFE

Maximizez 7 V) v 7 § % & BEBEENEARRSNE T,

« Fullscreenz 7V v 7 9% L BEEEN 7 VT ) —VRRSNET,

« Turnmicoff/Turncamoff 227 U v 7§32 LBEDIA T E A TEFTICTHIEDTEET, YA IPAXT&FVITLTHHLWEEIZ. Asktoturn
micon/Asktoturncamonz 7 U v 7 ¥ % & {BFRAIIKEBEOBHINEONE T,

- Asktosharescreen. =7 U v 7§ % L BEDEEHEB ZKET 2B EONE T,

« Remove 7 ) v /T2 LBELDEELRTITHIENTEET,
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https://help.viedoc.net/c/47e0ad/?print=ready 268/286



12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning
ARAVBE-RA0T7423v 0 )y 0352 a—MIAVES, h—VILeGhE2 LXMDY VRENRRINET,

5 EERE- A/ V—>TAAv% 7Yy 03 LEMARBTS LN TEET,

6. Picture-in-picture - 74 A> %7 U v 0§35 & KT EPYERXTH ETFHBENIYET - RSN DL/ Fv—A v/ Fv—E—FIZARY £7, Backtotab% 7 U
v 2 L CViedoc Connect® X 1 »EEICRY £7,

Details 2¢O § o 2 35
DE-95-077 Search Show all events B = S
BERLIN HOSPITAL

STATUS AGE Screening Baseline Follow-Up test Final Visit Unscheduled
‘ . Ongoing 411 { Sereening End of Study >

14 07 2021 16 07 2021 2307 2021 26 07 2021 16 09 2021

of study events forms Unscheduled |

Protocol date

Demographics not set

<]

Event date
Common events

Medical / Surgical History (2)
Assessments
Prior and Concomitant Medications (1)

Rl < |

Adverse Events (1)
Subject's non-study medications (0) |
Subject’s adverse reactions (0) A

7. eLearning - click to open this lesson whenever you need help with Viedoc Connect.

F Back '(§ 2] }
g 2

8. End call button - click to end the call.

4 +5T7Nva—Fav

Viedoc Connect# #8&§ 2fRIC, YA 7 & hAXASEBMITDELS 757 o 0BEMAHBEErH Y £7,
ZORET IV REFA LTS,

. X
viedoc.net wants to
& Use your microphone
B Use your camera
AII% Block
T RFANE N E BEENAERENE T,
It seems your browser is blocked from
accessing your camera and microphone.
1 Click the camera icon in the far right of the
URL bar.
2 Select Always allow’ followed by ‘Done’.
@® Always allow https://whereby.com to
access your camera and microphone
3 Finally, click the Try Again after allowing
access’ button below.
[ I've allowed access J

$§7RICfiE > Tl've alllowed access % 7 ) v 7 L Viedoc Connect % BE#A L £ 77,
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Receiving Documents with Viedoc Share
Viedoc Share F ¥ 2 X > b OFF

F{TZ Viedoc System 2024-12-10
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Site User training video
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Create a user account

ThHY Y NEVERT B

F{T2 Viedoc System 2019-10-18
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Log in/Log out and reset password
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F{T2 Viedoc System 2019-10-18
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Landing page
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Add and select subjects

BEOEMLER
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Initiate and add visits
ARY + OEfEEIBM

F{T& Viedoc System 2022-01-14
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Enter data

T—2AN\A

F{T2 Viedoc System 2019-10-18
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Z OENEAREEHEA VMBS, Ch0%F /Uy s LTLEE L,

https://help.viedoc.net/c/47e0ad/?print=ready 280/286


https://www.viedoc.com/video/?id=196590792

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

Sign data
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Issues: Resolve a query
MRE: 7TV OfER
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Z DOENE T, ViedocliH 175 7 T ORBRTEE B L £,

Z OENEAREEHEA VMBS, Ch0%F /Uy s LTLEE L,

https://help.viedoc.net/c/47e0ad/?print=ready 282/286


https://www.viedoc.com/video/?id=196590749

12/13/24, 9:15 AM Viedoc Clinic User Guide | Viedoc eLearning

Activate demo mode
TEE-FZBMTS

F{T2 Viedoc System 2019-10-18
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Enter reference data
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Monitor training video
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