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Email Text message

Show more options

Reference IDZ AJ19 % L IDAMREESNLE o IDABMBIHE. UTOBRICEMNRS ALY RAX—THEZEHRTEINET,

« Viedoc AdminDsHERERTE (EHRD2)
= Viedoc Admin®DRER') X ~
= Viedoc AdminDFHER R T — & X (BEHRD32)

Reference IDAGREES N B & ABREZABRFEANB T EHNTEX T, BRI TOERENBEMEIND CHARIIEAEE-FICEDD &9, ABE XA TOERMND LD LFEMEN

% LReference IDIZOY 7 SN, ThURBEIRTZZLIFTEEEA.

S > &R L Reference IDDFEMIC DL TldViedoctBHE F TIEK 72T\,

4 EHIBERZHBICIE

Viedocl3 RuRICHIRIEATVE Y U a—>32TY T3V b T74—LZELL. ELTRARISTERTZLOICHLVWI U —IBICZOHA FEBEICLTILEEL,

KUY =%, FHEERT7 v 7T — MOV TOBBA FEICEHINE T,

- UU=2/—h
- BT RECBES
- BABEYA MIZES
. CREEEY A MIZES

« elearning®RH) ) —RDOEHEHRE IS 3>

YU —RENCBEFETEINE T, ViedocV T 7H A bASATYO—RHEEETT, UTFEIV v I LTIREL,


http://www.viedoc.com/release-notes/
https://www.viedoc.co.jp/release-notes/
https://www.viedoc.cn/release-notes/
https://help.viedoc.net/l/f2270b/ja/

*

Overview of Viedoc Clinic

Viedoc ClinicD &

{7% Viedoc System 2025-05-01

1IEC®HIC

CDL v X TldViedoc ClinicOMEZEH L £, 1—H—+1 > Z—T x4 X5 UICViedoc Clinic THRETE ZRABICDOVWTHALTLWEET,

1 oI

Viedoc Clinicld T RA—H—DMER T 31> Z—T7 24X T Eff. BRI—TrR—2— EZZ— T—EAIX—Jv—BLEOHHRS L UHBROBBRENEICAIB L. HHRNITS
BRBTITAETAZLERTBZHDTY,

Viedoc(@ﬁ Demo Study

Details
DE-95-077 search
BERLIN HOSPITAL

STATUS AGE Screening Baseline Follow-Up test
u Ongoing 411 Screening

14 07 2021 16 07 2021 23072021
of study events forms .
Screening

Demographics Screening
Common events Event date
Medical / Surgical History (2)
Prior and Concomitant Medications (0) Check Questions

Adverse Events (0)

Subject’s non-study medications (0)

Physical Examination
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Final Visit
End of Study
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not set
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not set @
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1. Viedoc Clinic

2.Viedoc Logistics

3. Viedoc Coder

4.Viedoc Admin and Viedoc Designer
5. Viedoc Me and Viedoc Share

6. Viedoc Reports

7.Viedoc TMF
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Chinese (Traditional)
English

French

German

Japanese
Portuguese

Spanish

Swedish

3 Viedoc Coder

Viedoc Coder > R 7 LilE. UTFTOEETIHAWELEITET,

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese

Spanish

Swedish

4 Viedoc Admin and Viedoc Designer

Viedoc Admin & & U Viedoc Designer & X 7 Ll&. ATD

Chinese (Simplified)
Chinese (Traditional)
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Chinese (Traditional, Taiwan)
Chinese (Traditional)
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Street address City Postal code
Street address City Postal code
Country State
Select country + State
Cancel Save changes

21 FHEA—ILT L IX%ZEBMY S

FROFHmA—ILT KL XDBM:

1 REOFEX—LTRLAOBICHZFHLOX—ILTRLIZEMEBG) DYV o%s Vv I LET,
2 BEX—LTRFLIAIFHLWX—LT RLREANT 3.

3 REEIVYITE, FBEA—LTRLRALFRICEBMLIX—LT RLXOWHIC. ZEICET 3 BEMAREINE T, FRICANLIEXA—LT RLRHE
mE. TO74—ILOREDT >V RUDEBICEEX v —IHRRINET(13).

EShiah o7



22 FlEA—IT7RFLR%ZEHAT S
FHA—ILT L ROFEE

1 FRICEBMENAX =T RLADRICH B X—ILTRLRERETZ (NDU> oIy I LET, 6HOIA—RHAFRA—ILT RLRSEEThES, EEICIEX—/L
TRLREFFHITEDT Y FUHRTEN, D-RFZANLTHRA AT FLRZBAET B & SROSNET,

FHA—ILT FLROFEY >V 3B CEEOZOMOEEDEEZREFELLBICRTENET,

2 ZBHELEI-READL. BREIUYITRLHRICEMLEFRA LT RLANRIESNET,
23 EEX—ITRLREZEETS
BEOFmA—ILTRLAEZEEX—ILT RLAOEE

1 EBX-ATRLRALLTRETIFHMA—NT RLAOBICHBIEBEX—ILTRLRELTRETSZB) 2Ty ILET,

2 FEEREITZEIVYIT S, AADA—ILT RLRISEBHA—LARESN, EREICOVWTSHSE LET, REViedoclc O 1 > F ZBIEFRICERLELETBEX—LT
FLRZFALTITL,

FHA—LTRLREEBX LT RLRLLTRETZICIE. £TRATIHENHD £,
24 BEESELEETD
BEESOLE !
1 BHEESD 7« —ILFIC+EI— FORICEFEES" (B © +46123456789) DR THES AT B0
2 REEIVYIT B, EBA—ILT RLASBAPREIN. EBICOVTHASELET

25 BEESERILIS

g

BHEESD

ET

1 BEEESHELLANTN, BERTFIIX v E—CEFETEEDOF T avNFIvIENTVB I L ERERLTILTL,

2 BEESERATZ0UCIEIVYILET, 6HOA—RHPY a— b A—LTEECKESNE T, BEICEI—F—BRIIO Y« ¥ RIARRIN. I—REASL
TEBHEBESEZRLTBELSICROENET,

3 O-REANL. BREIUYITZLEBEESHBIESNET.

3 HERIVI/tXEE

RERR>TOELIRENS. BRTICLREBICEETZIRNTDTI2aV2RITIB A TEET,

Doctor Demo Q -

Edit your profile
Welcome back Doctor Demol! P —
Security Settings

Access Account Recent activities

Last login Sdays age Study Rachels study site Sitel added to my studies
Log out
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account will be removed from the system
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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
Update on the SAE form. -

message to sites, entered by Study Manager,
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 ignore this message.
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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

Term Abbreviation Definition

Active Pharmaceutical Ingredient API The ingredient in a pharmaceutical drug or pesticide that is biologically active.

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

Anatomic Therapeutic Chemical ATC A drug classification system that classifies the active ingredient of drugs according to the organ or system on which they act

classification system and their therapeutic, pharmacological and chemical properties.

Annotated CRF aCRF A blank CRF with annotations that coordinate each datapoint in a form with its corresponding dataset name. In Viedoc, it

equals to a printout of a form with Show IDs enabled.

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

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

Contemporaneous, Original,

Accurate

Audit trail 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).

Blinding A procedure in which one or more parties to the trial are kept unaware of the treatment assignment(s). Single-blinding usually
refers to the subject(s) being unaware, and double-blinding usually refers to the subject(s), investigator(s), monitor, and, in
some cases, data analyst(s) being unaware of the treatment assignment(s).

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

The China Personal Information PIPL The data privacy law in China, targeted at personal information protection.
Protection Law

Clinical Data Acquisition Standards CDASH A standard developed by CDISC that provides guidance to develop the CRF.
Harmonization

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

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

Extensible Markup Language

Clinic role 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.

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

Clinical Research Associate CRA 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.

Clinical Review CR A clinical review gives the Monitor the possibility to mark forms as reviewed.

Clinical Trial Management System CTMS 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.

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

Comma-Separated Values csv 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.

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

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



Term
Concomitant Medication
Contract Research Organization

Coordinated Universal Time

Data Manager

Demo mode

Designer
Dictionary Manager

Drug Information Association

Edit checks

Electronic Case Report Form

Electronic Common Technical
Document

Electronic Data Capture

Electronic Investigator Site File

Electronic Patient Reported

Outcome

Electronic Trial Master File

eTMF Manager

Event

European Medicines Agency

European Medicines Agency Good
Clinical Practice Inspectors
Working Group

Exchange Mechanism Standard

Extensible Markup Language

Food and Drug Administration

General Data Protection Regulation

Good Automated Manufacturing
Practice

Good Clinical Practice

Good Manufacturing Practice

Globally Unique Identifier

Health Insurance Portability and
Accountability Act

Hyper Text Markup Language

Abbreviation

CM

CRO

uTC

DM

DIA

eCRF

eCTD

EDC

elSF

ePRO

eTMF

EMA

EMAGCP
WG

EMS

XML

FDA

GDPR

GAMP

GAMPS

GCP

GMP

GUID

HIPAA

HTML

Definition
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.

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.

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

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.



Term

Identity Provider
Independent Ethics Committee

Informed Consent Form

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

Kaifu

Key Risk Indicator

Linking form

Linked form

Medical coding

Medical Dictionary for Regulatory
Activities

National Medical Products
Administration

Numeric rating scale

Object Identifier

Operational Data Model

Output factors

Patient Reported Outcome

Portable Document Format Archive

Abbreviation

IdP

IEC

IRB

ICH

I1SO

IMP

ISF

PMDA

Js

KRI

MedDRA

NMPA

NRS

oD

ODM

PRO

PDF/A

Definition

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

A document containing all elements of a research study, explained in lay terms. The consent form must be signed prior to
participation in any study activity. The affirmative decision of the IEC/IRB that the clinical trial has been reviewed and may be
conducted at the institution site within the constraints set forth by the IEC/IRB, the institution, Good Clinical Practice (GCP),
and the applicable regulatory requirements. The appointed ethical committee is responsible for reviewing each human
subject protocol to ensure the ethical protection of these subjects.

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.

An initiative 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). An investigational medical
device is one that is the subject of a clinical study designed to evaluate the effectiveness and/or safety of the 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.

The send/receive/return process for handling booklets

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.

A linked 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.

A numeric rating scale using numbers to identify the items in the scale, on a scale of 0 to 10. Commonly used to evaluate pain
intensity.

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.



Term

Post Marketing Surveillance

Quality Control

Randomization
Randomization and Trial Supply
Management

Representational State Transfer

Scheduled event

Study/Trial Design Model in XML
(SDM-XML)

Study Data Tabulation Model
Security Assertion Markup
Language

Security Token Service

Single Sign-On
Site
Site Manager

Software As A Service

Standard Operating Procedure
Source Data

Source Data Verification

Source Documentation

Sponsor

Statistical Analysis System

Study crew

Study design

Study Manager

Subject

System roles

Transport Layer Security

Trial Master File

Unblinded statistician

Unscheduled event

Abbreviation

PMS

Qc

RTSM

REST

SDM

SDT™M

SAML

STS

SSO

SIM

SaaS

SOP

Sbv

SAS

ST™M

TLS

TMF

Definition

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. PMS in Japan differs from other PMS studies in the world, with concepts
such as kaifu function and booklets.

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

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.

AREST 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.

An extension of ODM-XML which allows organizations to provide rigorous, machine-readable, interchangeable descriptions
of the designs of their clinical studies, including treatment plans, eligibility and times and events. SDM-XML defines three key
sub-modules - Structure, Workflow, and Timing — permitting various levels of detail in any representation of a clinical study’s
design.

A CDISC standard for how to structure raw data for a submission.
SDTM is one of the required standards for data submission to FDA (U.S.) and PMDA (Japan).

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). Helps to ensure
eCRF and source records together meet various protocol and clinical expectations.

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.

A user 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.

A user 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.


https://www.cdisc.org/standards/transport/odm

Term

Viedoc Inspection Readiness
Packet

World Health Organization Drug
Dictionary

WHODrug Koda

Abbreviation

VIRP

WHO DD

Definition

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

A dictionary maintained and updated by Uppsala Monitoring Centre.

An Al-driven coding engine by UMC that connects via REST API to automatically code verbatim entries to WHODrug Global
and select the most appropriate ATC code.
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Edit role "Regulatory Inspector” [R16]
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eTMF roles mapping

Map each Study role to one or more eTMF roles and permissions, if applicable.
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Investigator, A new adverse ... System

9 days aga by System about 4. hours agQ
@ Study diary (DEMO STUDY): Subject’s adverse reaction alert Dear (DEMO STUDY) - Serious Adverse Event Reported
b A M e A serious adverse event has been reported for the below mentioned subject.
9.days.agq by System Subject Number: SE-01-067
® Study diary (DEMO STUDY): Subject’s adverse reaction alert Dear AE Sequence Number: 1
Investigator, A new adverser...
9 days ago by System Please login to https://v4.viedoc.net for more details.
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Investigator, A new adverser...
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is not acceptable and for.
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Karolinska U...

Karolinska U...

Karolinska U...

LATEST QUERY (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?.

28 Mar 2018 12:44, System, Visit date is not within the protocol vi...
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EXPECTED # SUBJECTS AKADEMISKA SJUKHUSET 70 [ ENTIRE STUDY 400
All subjects added to the
study regardless their status -
except deleted subjects
WITHDRAWN

ENROLLED

95%

SCREENED

89%

COMPLETED

31% 6.5%

Y

62/89% D 351/88% 59/95% B 281/80% 19/31% @ 88/25% 4/65% B 28/8.0%
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QUERIES TOTAL
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QUERY RATE # QUERIES OPEN MORE THAN
[# queries / # subjects]

28/73 40/116
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Missing data

Sweden Entire study

MISSING DATA TOTAL
288 /8276%

348 /100%
MISSING DATA RATE # UNCONFIRMED MISSING DATA OPEN MORE THAN
[# missing data /[ # subjects]
288/73 348/ 116
0 0 7 DAYS 14 DAYS 21 DAYS
LAST 7 DAYS LAST 7 DAYS
0% 100%
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|

2.78 2.78 0 0 0 0
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93.22% 93.22% 0% 0% 0% %
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Top 5 events

400

300

200

100

]
W OVISITL. 241/ 356%
I ADDSUBJECT..............o.on. 224 [ 312%
ADVERSEEVENTS . ... ... ... .. ... .. 214 [ 20.8%
VISITZ2 . 34/47%
VISIT3. 3/04%

42 +yF5T74—L4

by 5T —L-RIETF—42 (BREH. KHER) H'—BZWI+—LOLUISEHEIT ST, BFLEETRLET, F5TDLI TV RICT+—LBNRRINET

Top 5 forms

400

300

200

100

0
@ STUDYSTATUS ....................... 214 [ 29.8%
B ADVERSEEVENT..........ocovvnrnn.n. 173/ 24.1%
PHYSICAL EXAMINATION ... ... ...._.. 132 /184%
SERIOUS ADVERSE EVENT . 4/57%
LABORATORY RESULTS. . ... ........_.... 38/52%
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Top 5 items

400
300
200
100

i}

W OSTATUS .. 214/ 29.8%
OUTCOME OF ADVERSEEVENT .. ... ... 28 /39%
ACTION TAKEMN WITH STUDY TREAT... .... 27 /3.7%
CAUSALITY ... ... ... ... ...... 27 /3.7%
SEVERITY/INTENSITY ... ... ... _...... 25 /34%
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Subjects with confirmed missing data

n % SUBJECT ID
o2 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
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PROGRESS

UTOBREHIC, REBOTIBT - 20ENZDHZVEED LAUSUERICKRTLE T,

- REOH
- BE
B&EID
HEROMEN
. HERE

SITE NAME

Karolinska Uni...

Karolinska Uni_.

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

LATEST MISSING ITEM (date. visit. form. item)
12 Mar 2018 15:33, Visit 1, Body measurements, Wei...
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, . Visit 1, Physical Examination, Lymph ...

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

» Bff. ARV TA—LERBT-EPRELTVBIRY FOER (EBEA THNIBEEOHNA SN, BIFNUSEESANIL)

ROFERDITICIIKRHERORIBT — 21’ % 3 BEEOHBHIRTINE T,

Subjects with unconfirmed missing data

n % SUBJECT ID
o4 6.2 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
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PROGRESS

SITE NAME

Karolinska Uni...

Karolinska Uni...

Karolinska Uni...

Harolinska Uni_

Harolinska Uni...

- PDF7 71 LE LTREEREICRRINTVRIEDDETOA NI VZXT—REEHFT,
s XL TEEEERICRRINTVWSBEODRTOX M IZXFT—EEEUPDF I 7ML EEEX—IL7 RLRISKELE T,

LATEST MISSING ITEM (date, visit, form, item)
12 Feb 2018 10:59, . Adverse Events, Serious Ad...
19 Mar 2018 11:05. . Adverse Events. Serious Adverse E...
08 Mar 2018 16:35 . Adverse Events. Adverse Event. .
18 Aug 2017 09:52, . Adverse Events, Adverse Event, _

28 Sep 2017 09:07, . Visit 1, Laboratory results, Crea...
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Search FOUND 11 CARDS. Show all sites Sortbyaddeddate v
KAROLINSKA INSTITUTE STOCKHOLM KAROLINSKA INSTITUTE STOCKHOLM HELSINKI UNIVERSITY HOSPITAL UPPSALA UNIVERSITY HOSPITAL
Status Age Status Age ™ sous Age Status Age

&4 Screened 512

&a Screened 279

‘n Screened 26.9
I
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FI-HU-004 FI-HU-003 FI-HU-002 SE-UU-001 =
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3 EI-HU-002 Medical History 1 Missing data
Medical History | Missing data |
Helsink University Hossital Nicholas Hall 14 Jun 2022 14:21 UTC

Description of condition / event / surgery

Frequency

& FI-HU-002 o —
Helsinki University Hospital Dose Nicholas Hall 14 Jun 2022 14:22 UTC
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# Formis in view mode. Click Edit' to make it editable

¥ This form contains 8 required field(s)
Prior and Concomitant Medications = = = sHowHisToRY @ (D

Sequence number Name of drug / medication / therapy

' (

Reason for administration

(®) Medical history
() Adverse event

() Other

Dose Unit Dose form
(-
Freauency Route
Start date Ongoing?
0w O
£ Form History
Nicholas Hall | Viedoc™ 4.72 8258 15573 | 2022-08-16T15:49 EEST
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3 Alvedon
B =+
Reason for administration AE Form link
() Medical history R EE. rrieeim

(®) Adverse event

16 Dec 2021 - Headache

() Other
Dose Unit Dose form
250 Milligrar v Capsule v
Frequency Route
Twice daily - Oral -
@
Start date Start time Ongeoing?
v |16Dec2021 | @ v | 01:20 o® () Yes (8 No
End date End time
v |16Dec2021 | @ v | 01:25 (¢]

ARITA=LIVITATLTA =R TRERTZIEHTEEY, Chid PIRIEEEERNSBHZ5BIC. HEDT 4+ — LA Y RE VX ZIRKRTBDICEFTT,
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s VYO TATLEBU 74— LOERIC IS — Xy E—IHRRTNE T,

A A linked form instance has been updated and needs your review and approval. Click Edit to update the linked form instance and review the
form link item. Update as necessary and click Save.
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BEBREE CTRHE L1 -—2BRIZE. Z2—LI) Y IPNESRNILRTHENTVEDOT, UV IEDNEHENL) VIO T #+ — Lz GRICHEHRTEET,

e (.
| DEM@ The study is currently set to operate in demonstration & training mode. Do not input any real data. | DEM@
Selection > lIssues ~ 3.
Search FOUND 4 ISSUES. Show all sites M All open issues v
D 4t REFERENCE 41 ISSUE DETAIL §1 CONFIRMATION 4t STATE
Prior and Concomitant
Medications
-~ 001-001 ) . ¥ Form link broken
(pEMO) Prior and Concomitant
“wes" Uppsala - 15 Feb 2022 16:23 CET Form link broken
Medications
MH Form link @

BEBREADO AARY MEa—TIE. 122—-757 FEO[I]7AIY) TY-—ITNTVZOTEEOHINHREICTETET, REIBHRICHI TS, RETSJ (FBO[i]7
A3Y) TY=VSNTVET, FBO[i|A2a21—T5ITAAVEERTZECTREN-FERTYI 5 LAHRET,

b;'n'ém_d_: T [DEmo]

Selection + Events

n Medical H. Adverse £ Pricr and

29 001-003

29 002-003
A = oo2-002 = = a

&9 002-001 -] =
A & oo1-002 ] - a
A <& oo1-001 ] = |

BEA—RFTIE FBO[IA2a—T30 T4 AVHRRINTVEIDOHRSNET,


https://help.viedoc.net/site/assets/files/1781/error_message_linked_form_updated.png
https://help.viedoc.net/site/assets/files/1781/error_message_linked_form_updated.png
https://help.viedoc.net/site/assets/files/1781/form_link_broken_issues_page_2.png
https://help.viedoc.net/site/assets/files/1781/form_link_broken_issues_page_2.png
https://help.viedoc.net/site/assets/files/1781/form_issue_events.png
https://help.viedoc.net/site/assets/files/1781/form_issue_events.png
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21t Details

002-002

STOCKHOLM

ﬁ Date of informed consent  Age

2 16 Dec 2021 53

I
1% 1/2 2/18
of study events forms
Demographics D cRA SOV

=
ﬂ 1 form with issue(s) 1

rCc:mmDn events el = n 1

Medical History (1) ~
Adverse Events (1) +
Prior and Concomitant Medications (3} +

Add new event

2 ZofITIE. BAER/MRART A —LICBBIRBO[IMS2—TS5IT7AAVERRTZL. 122—0H3 T+ —LHEINET

@ 001-002 Commen evems Clase

(] Show review status

» | Medical History 1event Add new
» | Adverse Events 1 event Add new
- Prior and Concomitant Medications 2 events. Add new

I[i - Cetirizin - 21 Dec 2021 oM caa v n ]

3 EEREVEBRLET,

i3] 001-002 - 1 - Cetirizin - 21 Dec 2021 ~

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

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

Prior and Concomitant Medications =~ ~ A suow uisTory (@) (B
-
Sequence number Name of drug / medication / therapy
1 Cetirizin
Reason for administration AE Form link
(:' Medical history 21 Dec 2021 - Utslag

(@) Adverse event

O Other
G (&
Dose Unit Dose form
10 Microgram L} Tablet )
E G
Frequency Route
‘Once daily v Oral v
@
Start date Start time Cngoing?
+ |21Dec2021 | m « oooo | @® () Yes (@) No
End date

m End time not
* | 21 Dec 2021 ] ' available


https://help.viedoc.net/site/assets/files/1781/subject_card_issue.png
https://help.viedoc.net/site/assets/files/1781/subject_card_issue.png
https://help.viedoc.net/site/assets/files/1781/form_issue_common.png
https://help.viedoc.net/site/assets/files/1781/form_issue_common.png
https://help.viedoc.net/site/assets/files/1781/edit_updated_form.png
https://help.viedoc.net/site/assets/files/1781/edit_updated_form.png
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Prior and Concomitant Medications

et
Sequence humber 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
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&b SE-AHU-064

v ARY FREOBE:

Visit 1 [21 Sep 2018] ~

Add subject [21 Sep 2018]

Visit 2 [28 Sep 2018]@

Visit 3
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BICRELAET—22EET 3103 UTORX Ty A TREE W,

1 EELIWT— 22874 —LEREET,
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LT,
- BEDRH LT (ViedocMe) 7 # —LIET 7 4L b TAY I ENET, BEE—HIL. BEEMRELE7A—LOEZZEELIEVESIEFEZZ2—ICEBMVLEDE <L,
HROBEICL>TE. EZE—HDEBERHEIA—LOOY I EBRTEZBELHD 7,
RTTPa=IENARY PELVRTT2—ILENTVEVNAIRY FDBE. BEIAARY FEAZFERATIRICARY FAMR T+ —L (BEVENT) ZBRALTH. ZOIAX
YhEATYREIhET, BEAVY —ILTE ARYEDATY S (T4—LOK) ICIESEVENT 73 —LAEENET, COT+—LRRBEHNRELTRRTZLIET
TEHAD. TRTER WHRFLIFAIRUE) BBRTIECELTI DN TEEFT, ARV ITTA—LICENICERT S L. SEVENT 7+ —LICIFELTIARARDE
T hUTED.

TF-LOLLILSE. BETERLET.
FA SE-AHU-024 - Visit1[01 Nov 2017] ~

7 Formisin view mode. Click Edit’ to make it editable
Vital Slg ns o oy stow HisTorY @) (D
Blood pressure Pulse
Systolic ) Diastolic € Rate
120 60 68
mmHg mmHg bpm
Were Vital Signs measured? Date and time
® 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

T—REEEL. EEEHEZRAZERLET,
Ry TFT7y THHEETET,

Result

Choose reason for changed value

() Transcription error
() Query resolution

[ | Other reason (describe below)

Ready Cancel

FRICERTN TV R EEEHERERN. TOM (FRRICEEA) ZBIRLT. ZOMOBHEANLET.
TTEZRRLT. REBFRABEZREFZERLE T,

5 ®BOERLI7A—L

12070 T1ETAICNTBRLET #—LT RO VXAV REZERTZEHNTEE Y, Chid. BRTHA U TIA—LDEOELE

NTWVWBIBEICOHATEET T,



Visit date
Enralment

Eligibility

Check Questions i
Vital Signs

12-Lead ECG

Wisit status

Medical / Surgical History

Laks

Lab

Lab \p:|

BOBLIA—LDT—ZA RT3 —LIRBAA YT A—LORICRTETN, +TAAVDHDVTVET, XA YT A—LOLICT—X ~ T —LHRRINIIFE. ThidOIE—F
BERT +—LTY, UTOERE CREBO L. JE—FEE8 7+ — L% TBRITEEL,

Visit 2
Visit date

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

Lab

Post-dose
Lab
Safety Laboratory Parameters
) Test form that is copyable
‘) Test form that is copyable
)\ Test form that is repeatable
) Test form that is repeatable
MEDIRL 7 A —LDXRA VDT F—LAVZAEVR
BOBLIA—LDT—R T F—Lo AAYDTF—LA YRRV ZADFICKREFEN. +7AAVADVTVET

OE—THER T A —LDAA VDT =LAV REVR
OE—TRER I 3 —LDT—R b Tt —Lo XAYDTF—LAYRAZYADLIZRTEIN. JE—I—IHDVTVET,

BOEBELT A —LDAYREVRICANTBICIE UTFORTY A>T RE L,
=X+ T3—LEBERTBE. TA—LDFLVWAVREVINBEEET,

TA—LDAYRAVRIZAAL. REEBRLET,
BOBRLI A —LDA YAV ADRAEEZBITVARWMES. 74—LDFLLWA Y REZYRE2RETIEICI—I T+ —LDBRRINET,

BORLT =LA YAV ZAERIRT BICIE UTOR Ty AR TL T,

1 WROT +—LZHAE BEZERLET,
2 7 —LEHIBRERRLE T,
3

7 — LEIBROEBRZRR, KFAALT, BIRZBRLET, T74—LD1 YRRV ZHHIFRINE T,

» BORLIA—LIREUEY FTEIUDTEERA. T—EZHEELLWERIE. BOEBLT +—LD. HETINRDM VRV XZTR2AICHIRL T, FRTHERT 200
H—DFREBD XY,

P ARYVERERTETRICIE BOBLIT A —LDDELLLDH L DDA VYRR Y ADNRAAINATVWRIRELRHD £,
6 OE—\BEART+—L
HRTH A Y TI+— LN TE—FRIRESNTVBHREICDH. BEDARY NS IE— LT —2%28ICT7 +—LZRIET 3 CHERET T,

TA—LDAE—FHEICRESINTVBIHEE. X1V T +—LDLICT—R T+ —LHRRINET,
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Add new visit
Lab

Post-dose
Lab
Safety Laboratory Parameters
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-
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e,
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Add note ©

AT F—L-AA 2T —LEFERLT. T—RZEEANLE T, BEDIRY MIBEITZEL 7+ —LDT—2F. REDIAY FOIDT #—LAICIFIE—ShFE A
=R 7 —L-0—RbT7A—LZERLT BEDIRY MDST—E%EIL—F3ETIA—LEBHRLET, UTOMRHRE CSRILET L,

JAE—FRAT7 #—LDT—R b7 —LRAA YT A —LOLICKRREN, AE—FAAVHDOVTVET, XM YT +—LOFICT—R b7 —LHHBZHEIEEOEBL T #

—LTY. UTOEGE CHBOL. 20EL 74— L% TBRITEEL,

Visit 2
Visit date

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

Lab

Post-dose
Lab
Safety Laboratory Parameters
) Test form that is copyable
) Test form that 1s copyable
J\ Test form that is repeatable

) Test form that is repeatable

HEDBL I A—LDAA YT A—LDAVRIVR

BOBRLIZF=LDT—RA T F—Lo XAV TF—LDA VAV ADTICRRIN, +X—IHDNTVET,

OE—TRER T A —LDAXA VT A—LDI Y IAEVR

AE—TEB I A —LDIA—R T —Le XA YT 3—LDAYRAZVADLICRREIN. AE—I—IHDVWTVET,

JE—HRE 7+ —LBBRDELERETNTVS ERROIEDIRL 74 —LZ TBRLET V)

HOHIEIDARY FTEDT A —LD3 DDAV RZYIAPMER TN TWIIBE. BE

DARYETR 32DAYREAVAETHAI-ZA T #—LELTRRENET, CASD3D2DT—A T #—LDSE50—D%ERITZ LT, T—ROIAE—TICHZ 1V RE

VREBRTBCHTEET,

AIEDARY bS5 IAE— LT —RZRBICT + —LERIBYT 3ICIE. UTOX Ty AT TLEE L,



1 A=A b7 x—LEERLET,

22 Details H
SE-AHU-084 Show alvists
ACHDEMICHOSPITAL UPPEALA Visit 1 Visit 2 HomeAdminl  HomeAdmin2  HomeAdmin3  Visit3

STATUS  DoB Screenin, 9

21 Nov 1978 29 Apr 2019 208 2010 B omovey [ oMyaney  [@ | oMyonsey  fH | osMyonsey B
—
28% 217 11/38 P
= Z - Visit 2
Demographics 5% v
@ I Visit date (i ]

[H 1 form withissue(s)

Pre-dose
Unscheduled events I JE—
Medical / Surgical History (0) +
i v
Prior and Concomitant Medications (0) + I Ul .
Adverse Events (0) o | 12-Lead ECG
| e sus :
Add new visit +
Lab +
Post-dose
Lab +
Safety Laboratory Parameters +

| [ Test form that is copyable &

Test form that is copyable.
BIEDARY bHE A= LT —2ERBICT A —LDA Y RAZ Y REERLIEWHESHERRT 3Ry T7y THRRINE T,
Confirm form copy | Cancel ‘

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

to continue?

Confirr%(:opy

2 RREBRLT. FTET
BIEDARY bF—EBANEHDT #—LDA VXAV ADEEET,

FA sc-AHU-084 - Visit2 29 Apr2019] ~ Clile ‘

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

Test form that is copyable » = < o @ sHowisToRY @ (D

This is an example of a copyable form.

&
Fill in a 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 s AL ZDEEFRETIHEE. LI EBRLEY, IE—SNIT—R28OFE. T4 —LIMRETNET,

- ANEEETZHAIE. BELRRLEY, ZELLWEBZRELEY, EEEMZRAZTERL T ZEYZERZRRECBAALET, =7 RICREF
TERLT T—2OEEEZREFLET,

d—2 T x—LDNER. 74— LOMEPE LTRREINET,

=N T #—LZHIRT 310 UTORTY FICR>TIREEL,

1 T4 —LERE BEZRRLET,
2 74 —LZHIRY 2 E&RLE T
3 7 —LEHIRT ZEBHEBERELIBASL. HIRZERLET, AT x—LDHIKRETH, BEI-X b7+ —LHRTENET
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JE—HRER T A —LDBEENTED. T—EAHAIRY MHOSARY RACOAE—TN. ARV R2OBIIBESNTH S, ARY RIICIE—TNIEBE. 1RY P20/
TONIEEBIFAARY RICAE—CNT—RICEEFNE T,
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7 TET-RXTHBZLZHRT S

EHRICH L TEREZRETERVEAE. UTOXTY FIC>T RET -2 LTERTZEHTEXD

1 EEBIIN—TOELDOTI 3> 7 AV EERLET,
B | Save changes
Vital Signs
Were Vital Signs measured? Date and time
e Yes No v 20Nov2017C @ O

Heart rate Body temperature (

bpm C

7 Bodytemp: Confirmed as missing! ‘No access to thermometer

Ry 77y 7TEEHIHATHT,

2 FOY TR IURZa—n5. T4 REBLTVWREEZERLET,
3 TIBEETH 2 C L =R ERL. BRHEERETIIANLET,
4 TTYZBERLET, EROEBRCHIC, BEOTICKEEE THB - EEEZFERTEINE T,
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J—MIBERIZTEMTZCNATEET, /— MNIAMBICHIBETHEOER ShET,
ARV MITFAR= /= EBMTBICIE UTFORT Y A>T LI L,

1 SEFBEEOABIDORA VICHS ./ — NBMERIRLE T,

2 TEILEASL. FTEBRLES

3 REEZBRLET,
J—bORYTTYTHELE T,

FLW/ —REBMT BT UTFORTY FICR->TLLIEE L,

1 XEZRAZBRLET,

2 FLLW/ —bzBmeRRLEY,

3 TERALEANL. BTZBRLET,
4 REZERLET,

/=Ry TITyTHEL. BEFHEEAOGRORA VICHLL/ — MHARREINET,

BIFED/ — b EiRETBICI:

1 XEEMCEBIRLET,

2 RELLVL/ — FOBICHZRY T AVEBRLET,
3 FERALEFEL. RTERIRLET

4 BAL3EBIRLET. /— DRy T7y IHEALET,

TS5AR—b/—bERHIRT B ICIE



1 AEEBCEBRRLET,
2 BB L7\ — R OBICH B ST AV EBIRL £ T,

3 REEERLET, /—FORYI7y 7HELET,

TIAR=— b/ —rOEEBEZHRT 3ICIF. BEEZRRAIYFEBEMLETS,
TIAR= b/ — FIEEEFICIIERINT, T-AHNICHEEFhFELA

82 J+—LDTZAR—r/—}
BIA—LIIHLTTSAR— b/~ bEEBMTZEHNTIET,

TIAR=— /= 2O/ — bR LI —ICOAFRTEN. TOI—HF—IlLoTDAEETZEHARETY. TT1R— b/ — FOBIMPEEICEL > T, BRGHELD
N32EHD F A

TA—LIZTTAR— b/ —bEBMTBICIE
1 Tx—LTFEICHZ X EBMEZIRLET,

2 TERALZANLREZRRLE Y. Ry 7Ty THRALT7 #—LLEIC/ — bHRFEINET,
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Was 12-Lead ECG performed?

Date



2 TERLEAAL. RTEERLET,

Add new action

Select a field
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= - =
(@) Add a private note Ia

Add note text here

Private note to the field

P
| Ready Cancel
3 REZBRLET, Ry TT7YvIHHALSNT 1 —ILRTIL—TOTFRICREENE T,
FA SE-AHU-024 - | Visit3 [14 Nov 2017] ~
% Formis in read-only mode.
12-Lead ECG oo Ty g SHOW HISTORY e
®
‘Was 12-Lead ECG performed? Date
(®) Yes () No v | 14 Nov 2017 00:00 B O
B8 Was 12-Lez | Private note to the field
8 Wasl2-les > Yes | Initial data entry | Elise Langenkamp (294) 20 Nov 2017 11:51 CET
3 Dae » | 14 Nov 2017 | 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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Y se-AHU-024 - Visit 3114 Nov 2017] ~

x Form is in read-only mode.

12-lead ECG 2> ¢ = g ] ( sHow HisToRY () CE)

Was 12-Lead ECG performed? Date

® Yes No * | 14 Nov 2017 00:00 @ O

Clinical judgement

® Normal Abnormal - Not clinically significant Abnormal - Clinically significant

Form History 5 Add note

« [EOBVEANTEL TS C EABEINIBE. BEAEHOTY IR — LT, JTURENMREEHRL LTRRINET,
. DB BEEHTE I N/IFE. BEMP TR, EOV ) TOERE LTRELTVB BB INELL | LRTENET,

101 EEEIEHFL O— REOHIR

74— LBEB LUV T +—LBEPDFOH 1 ADEFELE. SOEELNLPTVLSICRTENZHEEIANOL I— FRICHIRLH D £9. BEICIE. RIMCAN LT —Z LHRHFH D254
DEFAFOANRTEINET, TAULEDOL I-FHHBZHEIF. AvE—IDHRRETINET,

8 Dateofsan » 31Mar2020 Initial data entry | 31 Mar 2020 15:52 CEST

'+ Dateof sam n more audit trail records exist - see the C5V or Excel data export for details ]

® Dateofsan | 31Mar202( » 30 Mar202 Transcription error | 17 Jam 2022 09:52 CET

Y Dateofsar | 30Mar202 » 31 Mar 2020 Transcription error | 17 Jan 2022 09:53 CET
#H Dateofsar | 31 Mar 2020 » 30 Mar 202 Transcription error | 17 Jan 2022 09:53 CET
# Dateofsan 30 Mar 202 » 31 Mar 2020 Transcription error | 17 Jan 2022 09:53 CET
8 Dateofsam | 31 Mar 2020 » 30 Mar202 Transcription error | 17 Jan 2022 09:54 CET
8 Dateofsam | 30 Mar202 | » 31 Mar 2020 Transcription error | 17 Jan 2022 09:56 CET
8 Dateofszam | 31Mar 202 » 30 Mar202 Transcription error | 17 Jan 2022 09:56 CET
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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)
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Confirmatory validation of oral macimorelin as a growth hormone (GH) stimulation test (ST) for the diagnosis of adult growth hormone
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Unit Normal range

EFOHBICHZRHNZEIRLT. SHIRFEZERLET,

(§§§‘ Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

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

ﬂ Valid from 2018-08-06 (v)  Validto Ongeing

Reference variable name

Hemoglobin
Hematoerit

Platelets

Close X

g % Addnew | Duplicate |
Factors ©  Values to be populated
+ 59*@ Unit Normal range

® Age -

BEHBLUBEFICN LT NVADERICHZRINZERL T, SOZBBOHIEAFA TS a>E&RLET,

EFHBEEEDHZSd. B2REZERLET, 771 TR BEADT TS a HRTINE T,

§§§ Reference Data / Regional Lab, Lab references

Regional Lab, Lab references

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

ﬂ Valid from 2018-08-06 (v)  Validto Ongeing

Reference variable name

Hemoglobin
Hematoerit

Platelets

HLEORA TZ2EETZHEIE. D5—ERNZRRL T, FHIEEAX T2RRLE Y. BBEISL T T2EMZRRLTITZEMLE Y. FLASRICEEDOE

ZEEANDLE T,

(;(;5‘ 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 (v Validto Ongoing

Reference variable name
Hemoglobin

Hematocrit

Platelets

Bl EFe CBEIETL,

Close X

g % Addnew | Duplicate |
Factors Values to be populated

Sex Age Unit Normal range

N/A - -

N/A N/A [-] -

N/A N/A | = setavalue | =

Close X

O ¥ Addnew | Duplicate |

Factors Values ta be populated
Sex Age Unit Normal range
N/A o (= 18 -

2 19 (-] -
NIA | =/ Inclusive inbetween =
N/A | (< Lessthan [ =

n

Less than or equal to

> Greater than

2| Greater than or equal to
= Equal

N/A

¥ Add new row I
=) Delete row

BEHBLUBREFICH LT, 74— LI L TEBNICENT ZHEREEEZANLE T,

REFEZRRLT. BEET -2 2REFLE T,



BEET—SZBET BT UTDORTY FICR->TLREE L,
CHEOO—-LICEEEEZRET 3MEBEITE TN TVIBAICOL,. BEELERET I LA TITED,
1 BEEERLET,

Reference Data / Regional Lab, Lab references

Close X

egional Lab, Lab references

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

n #1 | Validfrom 2018-08-06 (v) Validto Ongoing % Addnew | Duplicate | [
Reference variable name

Factors Values to be populated

Sex Age Unit Normal range
Hemoglobin N/A 0 = 18 g/dL 25 = 18
2] |19 g/dL 137 1= 146
Hematocrit Not ir Ll
Platelets lot ir
Ry 77y THHEE T,

2 ANRICBEEBT -2 EHOBEZANILE T,

@ rpublish

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 Karclinska, June 26, 2018.

Publish Cancel

BEZHERLET.
MERBEENRESIN. 74— LAOEHBMNTRICED £

HEERE#(EHViedoc Clinic THEE S fzfgic. B#(ET —4 X J—7FhViedoc Designer TEE « BESNIFEIE. BEFET—XEEICRDX vE—UHRRINET,
Reference data

All sites Sweden Finland Germany Netherlands Austria Belgium Italy United Kingdom Switzerland

Akademiska Lab, Hematology CBC

@ Reference values € Published 13 Aug 2018 07:56 UTC by '»

i Linked to 2site(s). Linked to 20 form(sl. Settings can be edited by 3 userls). Last saved 07 Aug 2018 12:18 UTC by
¥ Publish required as scope definition has been updated

Open reference data editor

MEEREAEEE BE T+ —LNBEBMTED &L SICT 3ICIE. Viedoc Clinic THEBET —2Y — R AD—70AEOEEEH L. BEREIZINELNHO 9. T TICETBMIN
1T — B DBRBEBIEDD L. FEEZRITZ T+ —LICKRVEE () 7rIVNEEET,

4 BREET-ZDEZRET S
41 BEOBRT -20ORE

CEEOO-ILICEAEZREY ZERIMTEINTVIBEICOA. BEET —2Z2EEITEEHNTEIET
—EOHREEMBEEZEET BICIE. UTORXT Y A>T S,

1 ViedocDsAEHEIREE T, MEREEED 71 IV EEIRL E 7,

2 B AN ZRROBEMBET -V — AL XAA—TDEAEDEZRET 37-DIC. REZHERT2EBRLET,
3 T (ZHEITBRIEIV)E. BF (EFZ2IB8RUIESTV)SIUVEEEZANLET,

4

REFEZERLT. BEET -2 Z2RELE T,

BRICEN BEBIM S NIc T — S DFEREEENEDZ & HEERITZ 7+ —LICKVEE () 7/ IVHMEE UTOX Y-S0 T 3 —LOEBICRREINE T,



SE-AHU-037 ~ | Visit2 [28 Nov 2017] ~

£ 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.

Lab DM CRA SDV n SHOW HISTORY o @ ]

TR IRTO T A —LICEEDRET 20T Z7DIC. ROELIS 3V THESNTWB LS BROFIEZBEE O TEET,
HEERITZ 7 —LISEREAOBEL 1 —(IC5. BEBET —2BEIRV T VI LTRREINE T, BREAOME X FOFMBICOVTIE. HEREEE CBRIEEW.

42 #HEt Y FADBRT —RICEEZMZ 3

HBRAIC. RBERITBZIRNTO T+ —LICREZSITRII B BRT -2ty MNIEBZMA 303 BFEOZRT -2ty OO —%Z{ERL. T TEEZMRABEH'T
RN

BRT -2ty FOBREERT 21013 ATOFIBICREVE T,

1 BRT-—FIT8%ZMTET,
2 JE—%ERLET,
n #1 Valid from 2015-01-01 - Validto Ongeing (= + Add new 'ﬁl'
Reference variable name Factors Walues to be populated
SEX v Unit Range
HGE - Sea creature M g/dL x) i - 100 N
Land creature - g/dL - i — 1000 -
Unknown N aldL hd i — 10000
HVT SON/A - gldL ) 1 = 100 v

DY bA)ZO—FTFIC. LWty A —FBLICRRENET,

3 FLOWEY MIEBEEMR T,
4 220ty rEBEATIAMERELET,

TR EIOEY FORTHEHLVEY FORKREZERZ CLIFTE EFEA. HILLEY FORKBAR. ALty FORTHORBBICTZ L ZEEHLET,

5 EEZREFELET.

6 HBE.EBRL. BERNBZHBT I AEZHRIAZ Y TDDICBALE T,

7 HEZERLET.
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Randomization, allocation and emergency unblinding
B, BIY BRI ERILHER

F{T% Viedoc System 2025-06-17

1IFCHIC
2. EI 11\
21 B2 ERILARIR
3.8y
32 |H=ITICRY
BFHEFEEMZD

3.4 B Y IR{EDEEE Y

1 FLHIC

HEBRTEN R YMNERTNTVRHBA. BT CEHICHLTHO T + — L BRBIBFE TIRED T+ —LAMEATNE T, COL YU TR BFEEYT +— L0 ERA
HEEHRALET.

2 Aift

B 7 # — LDV THID TELKANETERL AR, BIEHTONLRIBEIN T+ — LD Oy I N, BETEIEHTERCARZLVWS LT,

UTFOBERICT. Y TLBEIROFZRL &Y,

[E5) SE-01-002 - | Visit1[28 Jun 2019] ~ Close

Randomization

Randomize subject

Sex

£ N
() Male (®) Female

CCT D7+ —LERBD, BETIHA RN (RLIFHARORETERINIAORI) OF T avARRINE T,
TEIENSHEBRBIA A RS M L TRETNTVWSIHE, BINRE YV EHD EHA. ADDIC. BT T+ —LZRET B L SITONET,

BEZENT 21013 BINZBRLET, BIHRITEIN, Tx—LHAOYIThET,

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

x Formis in read-only mode.

Randomization = = a sHow HisTorY @) (D

Randomize subject

Sex

"C) Male '@) Female

21 RIERCLHER

ERLORIFENRE LIS, KIRBREOHBEMPICEEERIRNISE. B TVWCAERABHIHBET 3 X TOR. Z0BEFIITHWARRNIRIT SN VEREEAH D
9. TOLSBIBA. ERLER (F—F—TV) BBBEICLRZLABD XY,

S ERMLEREITS & BEORBABHRATINE T, . IROFRICEVWTEYET —22RET3ERZ/HOLTOI—H —ICH L TERILERATTONE T,

RAERMBIROERZ BR5 0BG, BENMENINIRIC, BINT 3 —LICBEOERILBRETS A TS a VHRTFEINET



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

x Formis in read-only mode.

Randomization = = = g

sHow HisToRY ) (D

Randomize subject

Sex
O Male @ Female

A Unblind subject p Form History

BRILBRZ T BICIE. UTORXTY A>T RS L,

1 BEOERIBFEZTS ZERLETY,
] SE-01-003 ~ | Visit1]28 Jun2019] ~

x Form is in read-only mode.

Randomization 7 a

sHow HisTorY ) I

Randomize subject

Sex
O Male @ Female

D Form History

AN Unbli%i subject
BEOERMBRETSORY T7 v INRRINE T,
2 ERBRROEEEANL. INEERLET,
/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

Continue Cancel



3 NRT—RZASIL. BREBIRLET.
/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

‘ ‘Confirm ‘ | Cancel |

YT 7 — LT, BRILHERZEIT o L BEDBRFRABTHEEAIREICG D 9, ARARIF. COT—ZOMKEREROETOO-ILICFHARINE T,
[EZD| SE-01-003 ~ | Visit1[28 Jun 2019] ~ [ Close |

x Form is in read-only mode.

Randomization % & sHowHisToRY ) (D

Randomize subject

Sex

O Male @ Female

Treatment

O Active @ Placebo

3 B
HRTRESNTLSEG. BMTICMATEYEZRTIZ A ARTT. FHE. BNERL T+ —L IFBIORE T+ —LTITS ZLATEEXT,
FLMNREIND L. BHAOY VSN BENMERB<BDEITOT, TERECLT V. BIHETH. UTOBRIEIIRITIET,
- BEETICREY - BHORA I VI BB RE. RoTEILEZT > 1BRIEBEOR Y ZHIRL TTOREBICEL, RoTEYT*y b EOBRBICERTIZLSIC
TBEHERET Y,
 BHEBESHEZS-HLLFY bZBIDHTET B BENFY FEEILTLESRSR). COBREICED. BUIRIDHTONF Y FEHLLFY MCBESIHBRIF
Fo BENCEIESNT Wy MIRCREICEILHSNIERRICRD F T,
WUTFOERICT, BIEHT7 +—LDHZETRLET,

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

Allocate a kit

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

BEICNLTHIO THHZTSHAE. JHZBRLET EROREICI>STRTEINZEMNRRBZHEENBD £T). FEHARITIN, 74— LAOYIThET,

n:m:o} SE-01-002 ~ | Visit1[28 Jun 2019] ~

x Form is in read-only mode.

Allocate a kit = = = 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



C DRI IT— AL LTHETFINCERI M. 74— LPDFOF LUN—Y 3 U hER S hE T, (ELIEQEETNE CBB T L,)
ST BEOBNETICRURIC, BINERTTAICIR. UTOSSE LIRS % S8BTV,
31 BEZTICRY
BYETICRTBAG. MFORT Y AT LTV,
1 YT —LEEE EERERTZ LAY IT Yy IRRRINET,
(¥ Modify

Choose type of action

(::) Replace allocation ﬂ

() Undo allocation [i ]

Confirm Cancel
2 L ETICRT EBRLE T,
3 FL 7 #—LATEROEEHNRITINTVSIBE, ROV FEIUXZa—NSTICRLIEVEINERRL £,
(¥ Modity

Choose type of action

j'_:) Replace allocation

(E) Undo allocation €

This unde function will remove the existing
allocation, reverting the allocation to its previous
state and making the allocation available for
other subjects.

Select allocation

Kir allocartion Visit 1 =

Give reasan for the action

Confirm Cancel
4 FLHZTICRIERAZANLT (COTFR MIRICETIIMCRTINE T, FL <3 BIHBEOSEETNNZ CBRLTV). BREERLET,
(% Modity

Choose type of action

) Replace allocation )

wéw 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 Wisit 1 Z

Give reason for the action

Allocation should not have been performed

r

Confirm Cancel

BEUNTICRD, 74— LOLBICX v - IHRFINET,
SE-01-002 ~ | Visit1[28Jun2019] ~

x Form is in read-only mode.

1 Allocation not complete, use ‘Modify” butron to allocate again.

Allocate a kit = = v a 5 | sHow HisTorY B (D

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

CHUCE D, BIFORHZHIFRL TROREBICRL. RoTEHTcF v hZ2HDBEICHATESLSICT B EMARICED Ko Ffoo T4 —LPDFOFHLWA—D
AVHMERSNET. L I3 SIZREQEEHE CBR<IEET L)

UTo@ED, RCEEICHLTHLVELZRTT S EHHERET,

FIEOELZTICRLABEICH LT HLLEYEZRET 3. UTOXT Y AT >TRE L,



1 BEIOBYETICRLBEICH L, BHT 4 —L L TEBERRLET,
[EEB] SE-01-002 - | Visit1[28 Jun 2019] ~

2 Formis in read-only mode

1 Allocation not complete, use ‘Modify” button to allocate again.

Allocate a kit R - i | sHow HisTorY ) (IO

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

BEORY TT7 v THRREINET,

(# Modify

Choose type of action

'
(_) Allocate [i]

‘ Confirm | | Cancel |

2 FOYHTZZHERLET, A7+ —LATEEOFLNRITEINTVBRHBE, FOVILIY UMD SRITTZELERIRL. BAZAALET, (COTFIIE
CEEMINCRTINE T, FLIE HHREOEEINE SBRLE V) RICHRBZERL 7.
(# Modify

Choose type of action

fa)
(®) Allocate @

The allocate function will perform a new
allocation.

Select allocation

Kit allocation Visit 1 "4

Give reason for the action

Allocats a kit
A

| Confirm | | Cancel |

3 BILMNRTEIN, Tr—LPOvIThES

[EZ5) sE-01-002 - Visit1128 Jun2019] ~

x Form is in read-only mode.

Allocate a kit P sHow 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 | M@

Storage conditions

Refrigerator, 2 to 8 degrees C

74— LPDFOFH LWN— 3 VMRS hET L I3, EIHIMEDEEITZ CBRLET W),

32 BLZETH™RD

BEORHZHLVEILETESHMIZHBE (BEICHLVFXY M ETHYT3%) UTFORTY A>T REL,



1 BT+ — LS, BBEEERLET,

(# Modify
Choose type of action
O Replace allocation €)
O Undo allocation €

2 FUEBSRASERRLFT, ALY+ LATEAOHUSRTINTOSHE, ROV THEIVUR D SESRIZALEBRL, BEEAALET (COFFX
MFRICEETEINCRTINE T, L ALREQBATNE CBRETW), RITHAEBRLET,
(% Modify

Choose type of action

@ Replace allocation o

() 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

e

| Confirm ‘ Cancel ‘

HLLBILARITINE T,

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

x Formis in read-only mode

Allocate a kit T o a srow HisTorY (@) (D
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

CHUCED, BIDETOSNIEIFDOF Y MEFHLLF Y FTEBSHMISNE LT, FIERYESATLFy MIBBEL TRLEEICEHTONET,

Ffoew 7A—LPDFOFLWA—a YIMERENET LI SRR EQEEIIHZ CBRETL),

3.3 BIHIRIEDEEEIEH
BILICOVWTRITINI IR TORIEIIUATOED . BEEIIPICEERINET,

v BIEARIMICKIT NS, 7 —SADE LTREENET,



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

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
pal Expiry date » | 02 Jan 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

v TOMORMEEILEZTICRY. BHOBEIHRR) X, RITEAL LTANLETHFR S HICEEIHICEERINE T,

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

1004 v 04Jan2020 @&

Storage conditions

Refrigerator. 2 to 8 degrees C

8 Expiry date » 02 Jan 202! Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

(tl Expiry date | 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 Kitlost by subject. Allocate new kit | Demo User (317) 28 Jun 2019 13:45CEST)

8 Storage cor » Refrigerato: Initial data entry | Demo User (317) 28 Jun 2019 13:42 CEST

7 4 —LATRITTINIZILRMEE. UTO@ED 7+ —LOBEICRTEINE T,

D Form History

Version 4

Saved by Demo User (317) 28 Jun 2019 08:31 CEST
Replace allocation

8

Version 3

Saved by Demo User (317) 28 Jun 2019 08:50 CEST
Allocation

5

Version 2

Saved by Demo User (317) 28 Jun 2019 08:48 CEST
Undo allocation

5

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

5

Close
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Awaits promotion
Pre-query rejected by role Pre-query promoted by role
with promote pre-queries with promote pre-queries
permission. permission.

. Pre-query Promoted

S e M EEE Re(.]ady%r release

Y Pre-query rejected by

role with promote Pre-query released by role with
pre-queries add queries permission.

permission.

(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

0
o
]

«

23
S c
5
s>
S o
<5
=

311 FLOTURKR

LUTFDERTIE. Viedoc Clinic T AR — kH77 (Excel/lODM)IZE T B3R B TLITUDRT. FLITUICH L TAIBEARRIEL. THICEETZRAERLTVET,

Viedoc Clinic TOIR IV RKR—FHATORR RITRIREIRIE BAFROKR

HREs PrequeryRaised (EZR—IC&B)FL U T ORR PrequeryPromoted () |) — 275 75)
(E=&2—IC&B3)FLoTVDI o b PrequeryRejected () T 7 )

1) =25 PrequeryPromoted (EZZ—IC&B)FLITUDI =R QueryRaised (21475 5)
(E=&2—IC&B3)FLoTVDI o b PrequeryRejected () T 7 )

vk PrequeryRejected FUBEL. USTIPSINETLIIVICRITTE R RERB D £ A, ZEB L. BREXT -2

Hilpg PrequeryRemoved FUL L. HIRSNITLITVICRITTE 3B £ A ZEB L, BEXT—42R



32 1)
UTOED. 7TUOTOERIIFIITYOBRDFWVICKH L TREAS 2 DOMERERD. 2200 IILHE5LET,

- VT ORTEEREREZF OO, BERFT -7
- I QFERIERZFOO—IL. BEIFE.

ViedocTld. ZTUHNFETEMINIRE. FRIETLIIUNI ) —ISNEBICIIULRITINED,
FLCEBICH LT, FRICESRTREDI/TUEBMTEZ A TEFET,
UTOBEHRTIE. 7T VICH L TERITARERERIRERSTICI TV DIRTORREMRH L F 9o
LIV TOVWTNADOHEETRITEINE T,
a. 7 TUmEN - ZEERZRFOI—YICED. FEITEM
b. 7LOTUN) U—RENTE, Flld. RO TL I T U302 T8RSV,
C.T—ADERTHD EHERIN. NUT—2a> T UNBRL. ZORUI TV MR STBE, FHRIBRON) T—>a3 0T )02 30 TBRET L,
2.BIZIE. BB I TV, BRoTITUNEMINIEREIE. BITSNETLIIVUEHIRYT S EHARETT.
30.BE ANV TA—LAT -2 TUEEDEN - EFEREROI—Y— (ERIEEN) M UTFTOVWThDOBETITUEBRLET,
» TROEE
» TANERETH D 2R L. SENERIET S,
3b. BEIEEMICED) T—EHRRBLTVWSR ZEHHERIND L. BRFEORREAITVICEDDET, COBDITVIIUATORTY FATERTDIENTEET,

4. 7TUDEN - ZEEREFDI-F—Id. UTFERTIBLHTEXT,

« BEREH YT DER

» BEREAVTIOVI T b VWIIUAIZ I RO HLLWITUDNRITEINET,
T RA-Y—ICE D, TAAREBLTVWAR S EDERINBERE LTI T UDRITINIBRIIAANACBD £ T (EED3b. ZTBRLLIV), COBDIITVIC
BEGRDHLIMTS LA TEEE A,

UFOLZTVRREI S a>veTB8RITEE L,

Query manually added by role Validation query was resolved
with Add/change queries Pre-query Released by confirming data as correct,
permission. and then rejected.

(Pre-query is released and
becomes a query, visible in
Viedoc Clinic for the user with

permission ro add/update
Query can be removed by the query answers.) STOP
same user who created it, for
A

example if it was invalid or
created by mistake. Approve uery Approved

Query @ y Query App!

Removed
L Reject

STOP .

( ) Query Raised Query Resolved .
Awalits answer Awaits approval ~——_____—  Query Rejected -

Resolve by data edit.

T
: 1
. A Resolve t;y cznﬁrmi_zg data 1
as correct and providing an

1 1 P 9 When a query is rejected, this !

1 explanation. . ) 1
1 is regarded as a final state for |
1 ! the original query and a new |
! ! query is raised again .
1 :_ automatically by the system_J
YL O it AR
1
1 Confirm data as missing
1
1
1
1
| S - Query Closed

* The item becomes hidden

= The form is reset

A4
= The event is deleted
i TOP
= The study event date is cleared

4 NUF—>3aroxl)
UTFOEE TR NUF =230 TUICH L TRITTRBERMBEL. AUF—> 3O TUOINTORRERHLET.
LY RFLDRFLEAY T2 a Y ORRE LTI TUDRFINET,
288, ANV b TA—LF -2/ TUEEOEN - SEREROI—Y— ERIED) » UFOWTNHOBETITYERRLET,

a.T—HDEE, TOFHRLLT. JTUNKRT T3,
b. 7—SNERTHS L zHRBL. HBANERHET 3. JTVRBRATI, ARFLLE 3.

3 UTUDEN - ZEEREROI—Y—IE UTERTIZLNTEEXT,

o fEREH Y T DER



b BEREHVTIDYD T b HVWITUNUDTI bERD HLWITUARGTEN, FBITVELDET, FHITV > ITVDEI > 3> THRBLIESIC. TC

DERETEHITYORIDS. FEI T DRENLEHET,
UFDI T IRREDEI > 3 0% TBRITEEL,

Validation triggers a query

(Query is raised and visible in
Viedoc Clinic for the user with
permission ro add/update
query answers.)
Approve

Query Raised
Awaits answer

Query Resolved
Awaits approval

Resolve by confirming
data as correct and
providing an explanation.

Query Approved

4
STOP

Reject

Query Rejected

-

A/

5 JTURR

1
. |
|
Resolve by ! |
data edit. : |
| |
| I
| |
| |
, |
1 1
1+ The item becomes hidden 1
I e The form is‘ reset v
* The event is deleted = = =
I« The study event date is cleared When a query is rejected, this
i 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
manual query)

LUTFDERTIE. Viedoc Clinick T ZR— kHi77 (Excel/ODM)ICE T B3R BT T ORI J TUICH L CHEERIRIEL. ZNICEET 2R RERLTVET,

AR IUTORE. BETZIRTOIIYIZEBNIRTEADET,

« EEDERTICHE ST

- TA—LHUEY bEhi:

- ARV RHHIBRE N

s ARV ATV TICE ST (ARY FBICELTRITENEI T OADHET)

Viedoc ClinicTD = ILIXR—rHATD RITEIRERIRIE
wn wRiR
[EIE=XEES QueryRaised (BE=&—I&3) 7TV DHIBR
(E=8—I2&3) VITVDOEE
(ERICEZ) VT DR
ERE5 QueryResolved (E=&—I2&3) 7TVOER
(E=4—i2&3) 7TUDUT I+
D& 278 3 QueryRejected BUAL, VDT RINAIIVICRHLTRITTEZREEHD £ A

s~ 7 VY OBV £70 S ¥ ¢V o
BICH LW TUDRRITINE S,

BIFROKR

QueryRemoved (HF5)
QueryRaised (2| %45 5)

QueryResolved (7777
‘tj)

QueryApproved (G
#)

QueryRejected (1) 2 T
)

ZE7% Lo RIIKRE

58, TOYVTYORBKREBLRBEN, PRTLICL>TEERD



Viedoc ClinicT® ~ TYRKR—MHATOD FITRIRE R IR BIERORT
R RR

HEEREH QueryApproved ZEB L, BERAHDIITVICH L TEITTERRIERZHD FH A, FER L, BARE
L QueryClosed BEB L, BT LEVIVICH L TEITTERRMERHBD FH A, FER L, BARE
HIBR QueryRemoved FEB Lo BTN TVICH L TEITTER RSB FH A, FER L, BARE

6 JTUODIVRR—EA

HAZ 7SO T OBERESDBICIE. T-RHNEEDZEEZRETI/ IV ZRRIZBEN DD T, VTUEZZHBILSICHERLIIZE. VTVOREDS 72 a v hF|
HATERLSICRDET,

JTVIRUTORRTHEAT S EHETRETT,

= Microsoft Excel - Office Open XML
» CSV-OYREYIDOfE
» CDISCODM-XML- CDIBA. VT DBEIGERLACTHOEENE T, 20H. AT/ a VY LTRRETNEE Ao

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 coding
Event dates Edit status

Uploaded files

HADETFIBLEHEMICOVWTIE, T —X2Z2H T 22 TBRTEET ),

61 T DODMEA

ODMEAICHIFB I TUDRZIAICOVWTIE. 2L DODMEI % SR IZE L,
6.2 2I1)DExcelthS]

Excel/CSVHHAICHEITZ I TUDRIAICDOWTIE. 2T DExcelti 1% TBRIEE L,

7 BENEYY

« O—JR=Z4 T

- ILOTVERRT BRI S
 VTVERT AR UPIIETR

« 2T DODMHT

- JI')DExceltiB

« XRDOZR

- Fa—bUTIVENE BEE O T DFFER
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Raising and promoting pre-queries
TLOTVZHT - HBRIB

174 Viedoc System 2024-11-08

1LFLOTVERITIS
2FLOTVEER/VCI ISR
3 FLOTIVEVI=R/VTIIFTSR

JT) 7O RLEOBEICOVTIE. 2T OlEE BB ET L,

1 FLIOTVEHEITITS

TLOTVZERITIBICE. LT UZEMT BERIVELRD &Y, BERT—2YR—Jv— (DM) HCOERZER >TLE T,

TLOITVZEBMTBICIF:

1 TLOTVZRITIBZHROBEEDNTENTVE T+ —LZREET

2 WNROBEEZBFCIN—TOELICHZ W TAAVEI VY ITRE HILWTIS 3V e8MORY 77y THRFENE T,
FOYTIRIVIR DS, TLOTUZBINY ZHROERZERLET,
» BRIFOBEEBRL TSV - TLITUZBMZRRLET,
» TLITVDOTHFRNEANLET,

Add new action

Select a field

Result 4

Choose type of action

Add a private note 1@

®) Add a pre-query

Add pre-query text here

Is this the correct result? (grg-query

7

Ready Cancel

3 RTZEIVYITRE. TLIVTUMERThE T, ChEBRIZ Y IHV IV E LTHETESRLSICTRICIE. TLI T ORBEREF > 1 —(@RIFE=4X
=) LBV ) —IDBBERDET,
BRI TVESTHEPR. RO TERLISERRETLITVOEB XD V0% 7 )y I T3 LT REXIIHIRT 2 EHERETY,

Result

Is this the correct result? (pre-query)

Edit Remove

HIFRDIRRIE. TLI T DBRIERT—ERUCHTEDET,

TLIITVRBICUTO7AAYTRENET:

TLOTVIIHRELIEV ) —XTNBEITVICEDD UFOT7A AV TRENET,

2 TLOTVUZERR/IIVDIILTS
TLOTUERRBEREUSTY FTBICH. TLYTUZRRY SERIMBICAD 7, BEFE- SN OERERH > TLET,
BBHEOTLITUIRMEEL LTI -/ 3NET, ERICOVTORMIE. MEL(EEE TBRET L,

TLOT)EERTBICE
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1 ERZHEL. ELTR—IENTVWBIRROTLITVERSET, Ry TT7yIHHE. TLITVEZERTZH VDTV 2D EBRLED,

Result

Is this the correct result? (pre-query)

Promote Reject
2 » TLOTUERERTBICIE. BREBERL. ®RFEEIVYILET, TLITIVR ICBDEY,
- TLYTUEUIS VRSB UV MEERLT REEIVYILET, TLIVTVRBUTS T MIBRDET, VI MITL I I ORIIREIC
HI=HFF,

3 FLoTVZEVI-R/IVSTILTS
—BRRBEINZL. TLUTUEVU-RTBLAARBICBED £, DED. TLITUR - LES
DU —ZHBEOT LI TUMEEL LTY—oSNET, (ERICOVTORMIE, BELELE SRR,

TLOTINIU—-RENB L. BRRZ Y THRERRGRITEAITVICEDD &Y, ChHEBT, FLITVDY Y —RIFVTYZEMT 3HERER ofcA—H—IC k> TITD
nxy,

TLOTVEDI-RTBICIE:

1 EEZRI% L. ELTR—UENTVBNROTLITVEBEEY. Ry IT7yTHHE. LTV VI—RTBHN UIPTIMIBDEBIRLES,

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 se

2 » TLOTUERDVI-RTBHBERV-IEBRLET, BEICBLT JTVDOTFRMEETHR. REZIVYILET, TLITUDNBRICNT 2
IULTUY—REN, DIREIZHED 9o
s TLOTVRVS IV RTBICR. VDT R EBRLT REZIVVYILET, FLITVORRANUD IO MCEDDEY, VDTV MITLIT )D&
BREICHIEDE T,

O—IR=ZDIZTUHEMIAE>TUWBIHEE. FLIITVAU N —IINIBE BEREZZ—ICL-T)

» ERAZY TICRRENBZFLWVWOITIVIE, TLITVZD )R LEEEELRLO-ILCE > TETESNEDDERBEIET,
» TORELO-ILOIZD, JTUBEREERFIZETTZ O TETET, FHld. ORI TUEBRLTIEIL,

TLOTYOFEBICOVTIE. ZTUDBEEBRLTIEZI L,
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Raising/Approving/Rejecting queries
JIV%ZRET - ER-VPIIbT3

#4745 Viedoc System 2024-11-20

19T VEEMT S
29TVDEE
3TV RHIRTS
4.1 & CYSTH R
A1 T)ZFEGET B
429T VDV I IRTS

STV T7OEZRLEOBWEICOVTIE. 2T OHER TBRIIET L,
JIVIEITUDEN - EEOEREZIFOI—F—ICL>T. B BB, HIRS JUHERT 5 EHARET Y,

AR BBRTO-IR—ROIIVF T I UDBEMIHE>TVWBHEE. LEOITRTORMEIF. JIVERITLEZO—IILLALO—JLICHRINE T, FMICOVWTIE. O—JLR—
22T EBRLTIIES L,

1 JITUZEMYTS

JITVERTIBICE:
1 JIVERTIBZINROEENETENTVWE T —LEFRSTET.

2 WNROBEEZBCIN—TOELICHZHTAAVEI VY ITRE HILWTIS 3V e8MORY 7y THRFENE T,

ROy THIVIZI DS VIV ZBMT 2HROEEZHERL £ T,
- BEOBEEBRLTKETV - JTUZEMEBRLE T,
- JIVDOTERNZANLET,

Add new action

Choose type of action

. Add a query 7

Add query text here

Is this the correct visit date?

&
Ready Cancel
3 RIZIVY TR JTUNRITEINE T, BRICLZHEENTRICHD. BRTEZREICADET, KRIBEETLEBDES

7 Eventdate  Isthe event date correct? | Soff Ann (825) 17 Sep 2021 11:11 CEST
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JTUDREITINE. UTHEBEICADXT ©

- FERR (EEM)IC L DRI NS,

« JTVBMEEBOERZFOA-—HY—ICLD. BEEND

- JTVEBMEEBOERZIFOI—H—ICLD. HIFRETN B (@270 BoTEMINIIBE)
2 JITUDEE
JTVDERINTVWARWES (CI5H55)IIRD. BITBEAHITIDTFRANERET 5 EHARETT,

JIVERETBICIE

1 WROT A+ —LHSITUEEE BEEIUvILET,

Event date
? Is this date correct?

- By F * (199) 27 May 2024 15:12 CEST
3 Monitor

Edit Remove

Close

AE I UTURRTLEDA—Y—DTNEZ=TAAVELTO-ILIE O—ILR—=DI TUHNRBRTEMEINTVWRBRICOARRINE T, sHEICOVTIE. O—JL
N2 T )&= ITBRIEIL,

2 TXRLEEBEL. REFEEZVVYILET,

Gender

? Please check this

ClC -

JIVDOTHRIDEFEINES,

3 JIUXHIRT S
JTVDERINTVRWEE (CI5E5)ICRD. TUEHIRT 2 A TEETT (EHRE 272D, BoTEBMINTIBE),

I T EHIBRT BT :

1 WROT 4 —Lh5ITUZREE BifzEs Vv I LET,

Event date

? Is this date correct? Please check.
H By o002 (199) 27 May 2024 15:17 CEST
2 Monitor

Close

AR UTURRTLEI—Y—DOTNEZ=TAAVELTO—ILIE O—IR—=DI TUHNRBRTEMEINTVWRBEICOARRINE T, sHEICOVTIE. O—JL
N2 T )&= ITBRIEIL,
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2 R’EZVUY LT BELET.

Event date

? Is this date correct? Please check.
- By (199) 27 May 2024 15:17 CEST
3 Monitor

Save query Close

JIVDRT—HRIHIRERDET, ChiZT T OREIRETT,

4 JTV%ARIS-IVPIILTSB
STV CBREER) C&oTRATNLR. FELLTY—ISNET, WRIFFE5 B0, RRELFYY T MIARICED T,

AR BRI —ICEDT—EDRRLTVS AR IR, JTUNRTENIBERAN LD ET, CORATDITVICRERDLLMIS LN TEEEA,

| 4% 1queries to be approved |

x Form is in read-only mode.

Screeni Ng 00 D SHOW HISTORY @0
Event date
29 Nov 2021
? Eventdate Yes this is correct. | (199) 27 May 2024 15:39 CEST 2
Clinical review SDV Lock p Form History

41 JTVZERTS

JTVZEERTS



1 JTVUZEHEET, JTVORYITyIHRE JTUBEDY X bHRRENET,

Event date

7 Is this date correct? Please check.
-4 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
2 AEREBRL. REEVVYILET,
Event date

l? 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

(@ Approve | Reject

Save query Close

JITVHERENET, ChiZVT) ORBIRETT,

Event date

9 Is the event date correct?
- 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 o=V U TR

TV IVMTBICIE:



JTVUZEHEET, JTVORYITyIHRE JTUBEDY X bHRRENET,

Event date

9 Is this date correct? Please check.
-4 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

AR UTUERRITLIEA—Y—OTNZ=TAIAVELTO-ILIE O—IR—OI TUHNRBRTEMEINTVWBBEICOARRINE T, FEICOVTIE, O—JL
N=27T) R ITBRBIIZI W,

DTV b EBRLES, 7723 TIOTVOESRIEZTV. REEZIVYILET,

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 :_0" Reject
Please rephrase your query

Is this date correct? Please check.

| ——
Save query Close

HWITURII Y FORRTRT RO, FHLOWITUNEEGEORRATRITINE T,

8 Eventdate » 21072021 Eventinitiated | By 22 Jul 2021 15:41 C
? Eventdate Please check once morel | 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
JIV BRI B

#47% Viedoc System 2024-11-13

1LOTVEBRTS
2N—=FFTvY

1 JTUZBERTS
STUTOERLAOBEIOVTE, 2TUOHEESBR LS,

ILVTUHRITENIIBE. TOEEZHNZ LECICITI Xy E—INRRENET, JTVEBRTBICIE. JTUXvE—S% 0D v LTHA%RRT 3.
BHLLIRT7F—LDOKEDDEBEBICH L TT -2 ANZMET BHIIC. TR ZBEREELET,

22— LHREFSNIBICO TUNRITEINIBE. 74— LAICKVEETA IV () BMIEE T

JTEBRTBICIE:

1 JIVDORNREBH>TWVWBE T A —LERL,
2 T4 —LELOEEEI Vv ILET,
3 ANFEADT—EZHELVHESMNIE>T ROBIENERD T

s ANBAFOT—ZHELLBWEE, JTUORREB>TWSEBICELWMEZAALET,
» ABEADT—RHBELWSEE. JIVXvE—2% 00Uy oL, TEHNELVWI L ZRROF v IRy IRICF v IZANT, BEZAALET,

TFNE—TA AV EVEDEEEELLI—F—O—ILid. ZOREBRTO—IR—IDITIHEMCAE>TVWBESICOAIRTINET, FlIE O—LA—22
TUBRLTLIESV,

Rate

Is this correct?

+ Confirm data is correct?

Your answer

Yeq
Y
Or close this pop-up and change the data
Ready Close

4 ETEIUYILET,
5 ®EEY Uy LET,
2 N—FRFzvy

BEICITr Y FFzyvIZBMLISE. 74— LORELZHTITZIDESHDA T a v BDET, FALHBE. JTUDNRELET, 74— LZRELTHS. BTI/IUE
WBIBZENTEET,

FFAILAWMER, I<ICITry bFzvIEBRLBITNERD A, ChEN—FFIv I EFUET,
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Number

' This is a hard check!

Fa—bUTIVBBEOREE 0T QRS ZT T,
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Role-based queries
AO—J)ILR—XoT)

#47% Viedoc System 2024-11-13

1IEL®IC
2 FHTERSNLITY
217Lox1)
22FFFEU R TOO—=IAR—=RDI T
23 AR VB DEH
2.4 Excel® S U'ODMI Y RAR— F TOO—ILR—RDI T

1 LIS
O-AAR—207 TUNRRTERLING L. ¥ TUOBRERIZ. Y TUEFRLAEI—F—LALO—LIHRINE T,
EE

s A—R=ZDITYRFBTERENITVE LV TLITVICOHBRENE T,
s NUF=2 32 TVPKIET -2 OERICITEASTNE A IRTOO-ILIE. NIF—23 07T OER. EE. RELFRETT,

NIF=>a>y I TV, RiETF—4. 2ENLBIITU IO IOFHFMICOVTIE. 2T OHEE T8RRI L.

-« Viedoc!) IJ —24.80LPEICRIIAS NIZH L VEER Tld. "TO—ILR—XDIITUEEMICT S DT 7 AIL ETERSNTVED,
1)) — 2480 FIICBA S NIcHERTIE. T7 4L FTENTT, O—IR—RDIITUNBRICHBZET. IRTOIII T avVIEBEBEBOMELET,

O—IR—=ZDI TUHEBRTEMELINS L. Viedoc Clinicic RRINBERD—BEH INE T, ChICED. BETI T IR —cALO-LIDIITVEER LD SH
EEBICHAITEDLSICADET, COEEIER. UTICRTLSIE. TLITURFITERSNA T+ —LADI I, JTUBERY 77 v, BEEa—. BLTIIRER—F
HAICERINE T,

2 FHTERINTITVY
O—IR=ZDITIVHBEMEINTUVBIHEE :

s VT OENZEEREFOO-IE. BAOO-LTERLIEITVICHLTOA TS 3 v ERTTEET, Al E=4—@ BEOE=4—O—-/LTERLEITY
ICDHT Y 3 > ERTHEE
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L1 Awaits approval

R — — Raised by Monit:
‘7| Clinical review ‘il SDV |7‘ Lock p Form History B Add note

T UEZEOEN: EFEREF O O—IL Bl 1 VA2 7c 7 —4—) Tlde JTVEERLIEO-LIET #—LEICKRTEIhELEA. L. VTVBEERTIZRY ITv T
AT, VTVOBELEHICEDOO—IDIRTEINE T,



Action Taken

'? Is this correct?
H- (199) 22 May 2024 08:54 CEST
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DEMO The study is currently set to operate in demonstration & training mode. Do not input any real data. (DEMO

20 Selection *  Issues -
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Adverse Events ? Verified?

) SE-88-014

Karolinksa University Hospital
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e} SE-88-015

Karolinksa University Hospital

Adverse Event
Causality

Baseline
Check Questions
Any Concomitant Medications

Adverse Events
Adverse Event
Action Taken with Study Treatment
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? Check again.
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~ Adverse Events 1 event.

I 1 Headache 21 May 2024 00:00 A 2 < % a

[EET) SE-88-015 ~ 1 Headache 21 May 2024 00:00 ~

£ 1queries to be approved

x Form is in read-only mode.

E
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Causality Action Taken Qutcome of Adverse Event
[ Probable v ] [ Dose not changed v ] Not recovered v
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= Excel
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v YRR BE DR, BRENIERIIETRTEINE T,
TR —EIC1IERULMBRTE EE A
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AIEIDE=2 U I EARIMNE) .

until 16 May 2018 00:0

24 T7x—LYIEH
TORR— MEHICEDE T4 —LETAFLEERT B LD TEET,
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IO RHKR— kA (Excel. PDF. CSV. ODM) & UTF—ZFLEa—Tld 7y FO—RENET 7ILICETZROERNMRBEINE T,

- T MI%

» TFAIYAX (N1 B

» TNy

- ANz ZipT7 7 AIILAD. REDT 71 ILAD/INR

Ty 7O—RENLT7AILICET 2 ROBWICOV TR, TEBBENMREEIhET,

- JrPAINETYyIO-RLEEI-Y—

- 7v7O0—KH

- YH/EH (ROOT 70Ty 7O~ R/BHET 7 1 L OER)
- T7AIL%A

« TP AX (N1 NG

- J7AIN\Yy>a (MD5)

- T7AIADY Y

2526 ~R¥FLYIDTA—h
RYTA TR (RBH) OTF—Lid UFOHNEKXTIIZIR—FTEET,

= Microsoft Excel - Office Open XML
« CSV

TA—Lid. EEROARY FTREFOHBE. RoTaVJ (REH) caBIn, BEHREZSLCIRTORAITOAIRY MIBEAThE T, BOBEL T+ —LORYIOAVREY

ZBKRBEDIHEEE. EDOT #—LRREPEABEINET, Floes BORLIA—LBEFREULY FTRL. 20T+ —LIBRBPIIBEDET,

Excel LI RR— MIRBHRD T +—LEZEHZ 2 EIRTZ L. UTOBERNEENDZIIRTO I+ —LE—BERTTIREPD T +—L>— bHBIRIERENE S, Excel TV RKR— K
ICIRBHRDT 3 —LZ2BHBZEEIRT D UTOBRERFOINTD T + —L%E—HERRT SPending forms(REHD 7 #+ —L)>— HBNBICIERR S N E T,

h5 L% RE

Site sequence number SEATHSRZ/O-NILICERTZ Yy 42—

Site name Viedoc AdminTERE & L7 fizk &

Site code Viedoc Admin TEE TN 7z I — K

Subject sequence MRADBEZHRITZIHY 42—

number

Subject Id Viedoc Designer CHRE SNERDEEID, BEIDIF. BEH— K. BEFMEBEIE % L DViedoc CliniclZRIR S 115 BEID.

Event sequence number [F—BED—EDAAY FDFTAIAY EBANTIAT X —

EventId HER T > (Viedoc Designer) TEREIN =1 R D

Event name BT > (Viedoc Designer) TERE . Viedoc CliniciCRRENB 1R b4

Event date AR M HRES NI & EITViedoc Clinic TRES NfcA N> kDB

Event repeat key BOEBLOIRY FDBE. (ARY MDTHINEINZ) BLARY CORBIREEHFNTEHTVH—, HF/N— 3 >Viedoc 430 THERH
8o

Activity Id HERTH > (Viedoc Designer) TRESNIET7I T ETID

Activity name BT > (Viedoc Designer) TERE T, Viedoc ClinicilRRENBZ T/ T ET %

FormId HER T > (Viedoc Designer) TEREINT=7 #+—LID

Form name BT > (Viedoc Designer) TERIE I, Viedoc CliniciCRRENZ T+ — L%


https://help.viedoc.net/l/a559c4/en/#XML
https://help.viedoc.net/l/a559c4/en/#CSV

IR WA
Pending since TA—LHRYT Y (RE) ICENEE

CHEARY FHBIRS B EIERD FE Ao REZKHFDIDIIERTICE>TWVWS T +—LDHA. pending since dateld 7 + — LA FIRBAEEIC
BolBICHKD XY,

2527 dA-F14>7
A—FA Y IRUTOIIRR— MERTHAITZ A TTED,

= Microsoft Excel - Office Open XML, ##fi&. J1—7 1 > ¥ DExcelti 1% TBRBIZE W,
» CSV- QY REYID OFE - Excel L AR D1ER%Z H
- CDISCODM- XML, 3¥#fild. J—F 1 > 7 DODMEN % BB T,

2528 ZTEXF—4Z

UFOTIRR— ERTHATE LA TEET,

» Microsoft Excel - Office Open XML
« CSV- OV IREND DfE

= PDF - PDF Archive

= CDISC ODM - XML

2529 BERT—42R

BEXT—HRE UATORNERICTIRR—bTETES,

= Microsoft Excel - Office Open XML
« CSV
= ODM

Calculated subject status > — MMIIFUTOAS LHEFENE 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—HHAKR

F—2OEARRI. BARR > RN 5BIRT 3 LA TEET,

Microsoft Excel - Office Open XML

Microsoft Excel - Office Open XML

N

CS5V - Comma-separated values
PDF - Pdf Archive

CDISC ODM - XML

UTFOWTNDOFRATHEANTZ A TEET,
1. Microsoft Excel - Office Open XML
2.C8V- OV XKD DfE
3. PDF - PDF Archive
4.CDISC ODM - XML
3.1 Microsoft Excel / CSV
Viedoc Tld. Excel 2007/\—2 3 ¥ IUFEIZFH RS L T L) 3 Microsoft Excel Open XML 2R L TV,
Excel D AF TY 3. HAT 7 INOFREERICAIT Z3HAIE. ExceltH % TBEBIZE L,
32 csv
CSVI U RE—hDOHAIE. Excel T ZR— A EEMRTY, CSVIIIR— bHAIE Excel LY ZR— FDEL— MR LT ENEIDDCSVT 7ML EELZip7—HA1TT
wleh&xd,
ExcellBNF 7> a> e Hh7 71 ILOER EEEDFHMIC DOV TIE. ExceliNEBRLTIEE L,

CSVIZRR— MR LT EEBICHTTOZELA 7T MIBRLTVRIBE. ZETBSASRI D T E2EHZ AT TavebhH N Ed, FBICOVWTIE. SASADHAEBRBL TR
T


https://help.viedoc.net/l/97e9cb/en/
https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/a559c4/en/#XML
https://help.viedoc.net/l/a559c4/en/#CSV
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/l/b67c56/en/
https://help.viedoc.net/l/b67c56/en/
https://help.viedoc.net/l/9ee8e0/en/

Viedoc Designer CEILOIDAR%B 2 TH 1 Y N—2a Y THERATNTWVSHE. CSVADIY ZR— MMIKKLET,
T=VINBRRBIBE. CSYADIIRR—MIKBLET (LrzxiE THAYN=Ca 1 TIFAE LEESINIZOD A, FREIN—2 3> 2 TIHAE EEBSINIBERY).
CSV2SAS Y/ O%EMLTCSV F—R% SASICA VY R— b T3 L. SRILH200XFICTIDEDSNET,
Excel/CSV T ZR— hTld. B—T +—LNITIRR— FRISEIRINTVBIHE. RREMHF T Hide Always, ICRESINTWRBERIFEEFNEL A

3.3 PDF
PDFEAEHAT7 7 IILORR EHERKICBET 2583, PDET Y 2R — FHAZBBLTIEET UV,
3.4 CDISCODM
FARL—= 3 FIUNTF—RETIL (ODM) & BFREBRT —2ORBET—HATDED. AVEA—ELVT5Y F T+ —LICKELAVERTT, COFRICIE. BETIXET—
2, BET—42, BRT—2. EABRCCDICERT—2NEENET, RE. ER. B ZEOE. LR T—H1JO—BL LTRBEIFTZ.0HIC. BRB3Y I LI TR
FLETHETIVENHZITRNTOBENCDETILICEENE T,
CHuZ. ViedocTZ X722 a v OERICHHD DS T—2%ZCDISCODMT 7 A JLICHNT B DICERINZEHDTY, KT 71 )LilViedoc TV ATV 328 3ICIE. T
AT avEFFEZI?2OF Vv IRYIREAVICLET, ViedocTI RT3 VidViedocEIEDHRETH D, CDISCIZED—ETIdH D FEA. /17 71 /L %% HViedoc
ICAYR— b TBRHBEE FIVvIRYIREAVIITIBRENDHD T,
SAST 1 —ILRBESAST—&t v b RZBEMICATIT ZICIE. SASEMXMLE FEIRL £7,
ODMEA T 71 ILIERD &SI I N £ T,

Study Z7ICId. HERERE. HBRTH A V-0 70—-ICET3BHRMAZTENE T,

AdminData ICld. A—H—CHERDREICE TR T —EHEENE T,

ClinicalData ##'IClE. Viedoc ClinicCANINicT—anEENE T,
Association #7CIE. SDV. YTV DRTEHR. I—F«>J. OvY. CRA. DML Ea—HY RITThiT7ooavIcEd BRI ENE T,

- JT)DODMEH

- d—F1 > ZJ OODMES

LEa—ZF—Z2DODMHEA

= Excel export (BT DBEE LU AR— T 3HEDFHMCOVTIE. TEH5Z BTV

4 BEDViedocN—T 3> rHAODE#RME

HBASNI T 7LV EBMEDOH B Viedoc/N\—J 3 Y EBIRTZEHTEEY, COF T2 a>EFAT I L. UEIDViedoc/N\—a v h b HAShiz7 7 IILERICERD T 71
LNEHATEIENTEET,

COMEEIRA T2 3> THD. Viedoc AdminDRERERTE THRET D LA TEEY, MEBRICE>TE. BMITETHRWBEDNHD £,
HBRICH L TEMELISRE. HAN—a >y ROy TR X Za—h56, BARRCHEATEA T 7 1 ILICHISE B 7oL Wiedoc/N—2 3 Y ZBIRTE £ 9. ®RFTDViedoc/N\—V 3
VNS THAT 7L EER T 2B81E. R¥FiViedoc/N\— 3 VEEIRLF S,

omE.n@ ®

Data Export
Allsites  Sweden Finland

Latest exports
Subjects to include {11

Allsubjects
Py L) '
o} E !
Events and time period » xport templates

Aleverss Y
P

Forms and items

Allforms

Type of data

signed data Not Signed data SOV performed or NA SOV pending

OUtpLt 10! | picd viedoc 4 68 ML~

Viedoc 47 o ®
Data grouping ‘

Viedoc 451

Viedoc 439
L
ayout ans ject () 110w per activity 1row per item

Outpur version

Latest Viedoc version =

T—ROEHICERENBViedoc/N\— a vid. HOBEOERICHZ. HIBETVTICUZXNENET,
HAINIT 7ILICIE. ERRICER I NiViedocN\—2 3 VICEE T AIEHRAEENTUVE T, Viedoc/N\— 3 VICET 218HRIF. ROBFATHERTT XTI,
- ExcelDiZA. FEH TN B Viedoc/N\— 3 VIFREADMEY — MZRRIN T,
- CSVOIBE. FATNBViedoc/\—2 3 VIZREADMET X b 7 7 1 JLICRIREINE T,
- PDFOIFAE. ERAINBViedoc/N\—J I VIR TOR—I DT v A —F Tzl RN—ICRRINET,
« ODMOEBE. FAINBViedocN\—Y 3 Vi, BAN=-Y 3 YOI VRTFY o avIcRRINET,
41 HAN-U 3>
HAN—=Ya >y ROy FE I X 2a—h 5&RAIEERViedoc/N—2 3 Vid. T—ABEDEFHNFAININ—3 YDA TT,

Viedoc 4790 1) ) —RBFRT. UTFOHAN—2 3 VHFIATTRET Y,


https://help.viedoc.net/l/1d4887/en/
https://help.viedoc.net/l/8d6b7c/en/
https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/3a2509/en/
https://help.viedoc.net/l/b67c56/en/

HAN-Y3> T-RBHOEE

B#iViedoc /N\—  RBFiViedoc/N\—2 3 VHSEBIRINTVWBIBE, HASThIT—2Id. T—2HEROEEZEIO ANTRFDViedoc!) U —RDIEMRICEBBHICREVE T,

Jav

Viedoc 4.79

Viedoc 4.77

Viedoc 4.68

Viedoc 4.68

Viedoc 4.67

Viedoc 4.51

Viedoc 4.39

Viedoc 4.38

ODM F—R IV RR— FMIDVWTEHOEENHD 9, FHMICOVWTIITHDORZBBILZE L,

EELALO SDV B EMICHR > TWBHRTIE. LE2—RRETIIR— T B CSVE LU Excel F—R I Y RKR— kD SDV ¥ — hZId. SDVHAREL
EHEOAHNRRINET, Review Status>— FTlE. SDVEREL LBWVWIERIIN/ATRRINET,

EELARILO SDV B EMICBR > TUBHRTIE. LE2—RREIIZIR— T3 CSVE LU Excel 7 —H I Y RKR— hD SDV > — hZid. SDVHARER
BEOANRTINE T, Review Status>— b Tld. SDVEHKE Y LBEWVIBRIIN/ATRRINE T,

T—HA T RBELITIDDOPDF I 71 JLIZHEIL. EDPDFEZIPT 7 A JLICRINT BPDF7— WA TTVRR— b AFLF v I RBALF LT
O—T 1 >J OERRBIC 2 DD% L W75 L "approved by" & "approved on date" =&ML & L 7z,

3DDFHLWT A —LDIEDIRLF—Y, PDFTIRKR— MIHITBBER (TOC) DFEA, FHMIIUTOREZ CBBLIEI L,
BORLI#—LEBDRLARY FOEA, FHIEIUTORZCBRIET L,

FTOHAFR (Viedoc 438 F folFFNUBION—T 3 >)

Viedoc 479 Tl&. TV RR—bEAICH L TUATOEBENEAINE LT,

774
nz2A
7

OobM

OobM

OobM

ODM

OobM

ODM

OobM

ODM

Changes in the export output format

% datetime. date. timeDHR—FDEA, CHIEZODM 74—y hTTFHA U RT—EEZTIRKR—rTEIHEDT T I ~DZATTY, ISO 6801 1ZEEICHE
STEHBANABME. FATEARLHFELEX TETAENE T

CHUCED. TURK— & CDISCODM ICHERLL £

FHA 2% ODM ICT Y RR— b T3 EECERATAEL I — R U X MIUTO& S ICBEh E T,

Fryv IRy RBEOESEIG. I—RUXMERICE>TREISIET,

XBTF—=RITVAR—FDB. Fxv IRy IR temDef FEIA— KU X FBEREZLICIDICBIBRISNET,

BRRT — DI Y RR— b TlE. AYITRYISNIEDNF v IRy ¥ XDltemDatall BRI N E T,

fHZ . OID=TCHK,TI— K1 X DA Yes ¥ No ,dF v ¥Ry U AltemDefx HENT 3154, DEIShIF v IRy Y XtemDeflFENZNT_CHK_Yes &
T_CHK_No,XW30ID%#D, 2%, FTAODEI—K « YR MDIET7 YA —RA72XFTHBAL. 7VH—XAT72XFTREISNET,

Viedoc Designer Tld. F v IRy RIBEIFEHDItemDef LTIV XAR— bEINE T, Viedoc Clinicd & UViedoc APITIE. F v ¥Ry XIBBIFRED
ltemDef& LTIV RR—bEINET, BHOIIAR—F - N=T3>TlEd. FIvIRYIREAEZT—REBRT—2ORLZOBEERE LTIVRAR—INES,
LRI ZR—b « N=23>Tld. FrvIRyIRIMDOOBEBL LTIVRKR—bEhF LT,

CHNIICDISC ODMICEEHL Y B7=dICBAThE L o

Bug fix: ODM F—Z LY AR — MIHEWT. EEA XY MEE DT + — LD Question BROABRHTETIEH D FHATLT. CDISCIZEICLZ L. TOBXRICIE
TranslatedTextBHED1DZZHIHBELH D £9, CHIFRERBRINTED. QuestionBERICIFNET Z0IDICEET ZXFINAAINE T,
CHRIRTOIVRR— bN—=2aVICBERAThED,

Bug fix: ODM F—& T AR — MZH LT, MeasuremetUnit.Name I HTML J— RA'EEN T UL\ o728, CDISCIEZICHER L TV EBATL e CORIEIFRRS
N, BEiHS HTML O— RHBIBR I E LTz,

CHEITRTOIIRKR—bN=TaVICBRATNED

Bug fix: ODM 7 —4& LY X7R— k T. meta.Protocol.Description.TranslatedText ICEIERE NIz TF XA OB D FHATL e COBMBIIBRIN. TH A VBER—JIC
REINBLSIC. AXCTORINENANINEZ LS ICHRD E LT

CHREIRTOIVRR—bN—=2aVICBERAThED,

Bug fix: ODM T—R LU XK — MMIBWT, Length BHEMIEL <% <. CDISCIZEIZEML TOWELEATL . COMBEIIBRIN. Length & ltemDef 77— 2 BZHE
DTANETNZKSICABDF LT

CHUEITRTOIIRKR—bN=TaVICBRATNED,

Bug fixx: ODMT—Z LI RR— MIHEWT FIv IRV IRAOEET—FBEIA—RUI M T—RBOBICI ATy FHHD £ L. CHIFRERRIN. CSVFP
Excel LY RR— R EELAET. FIvIRYIRDT—RIZERARZBERICHEISNE S,

CHRFLLWIVRR—bN=U3 2 N=2 3 479TRETNTUVET,

Bug fix: ODM T—R LU RR— MMIBWT. XZ T« OID ¥ ClinicalData B4 b DOEH/TEE—REEELTVWEHATL .. COMEIIRIN. XZTr0IDL
ClinicalDatah* T2 XK — b I fc 2T« DProduction/DemoE— RICEIWTANINZ & SICHRD F LT,

CHRFLWIIZR—bN—Ya YR LTERINE T,



774
)%

OobM

OobM

OobM

OobM

OobM

OobM

OobM

OobM

OobM

OobM

Changes in the export output format

Bug fix ODMFT—H TUXAR— MIHEWT, IEDEL T+ — LI E— FF—DHFEN TV, ODMT—R LY XK — ~HICDISCIZEEICEM L TLEHATL
Too THDBRENE LT

CHIEFFLLWIIZR—bN=T 32 N=T a3 4nicREThTVET,

Bug fix: ODMF— & T XR— h Tld. KeySetE&KICItemOIDEMDKREIRIEN H D. ODMFT—X LY XR— hH'CDISCIZEEICHEM L TOWEHAT LTz CHIIIRER
SREN. KeySetEKIZ[E U MetaDataVersion D 7+ T LE BB L £,

CHFFHLWIORR—=bN=T a3 N=Ja a4ncRESNTVET,

Bug fix: ODM F—R T RR— MMIHWT. StudyEventRef XD OrderNumber BHEH . €D (integer) ICH L TEMTIEH D FEATLZ. COMBIGERE
M. StudyEventRef BEXIF—ED. ETHRVEFR LIEINESEZIFOLSICADF LT,

CHEITRTOIIRKR— bN—=TaVICBRAINED

Bug fix: ODM 7—& LU XR— MIH LT, Codelist & ItemDef DEICT —XEDR—EH'H D, ODM T—2 LU XAR— ~H'CDISCIZEICER L TLFEATL
C ORI, ItemDef & Codelist D7 — 2B ZHIC—HIE S L THRRIhFE LT

CHREIRTOIVIRR—bN=2 a3 VICHERATNE D

Bug fix: ODM F—& T XK — MZH LT, MeasurementUnitRef 22 MeasurementUnitOID B DREFEH H D. ODM F—& T XK — hH CDISC AZHE | HEHL
LTVWEEBATL, CORBEIIERIN. ¥ DMetaDataVersionTHEREINTVWAWAEREMIZ. ODMT—Z IV X R—MIZENBL<ADFE LT
CHEITRTOIIRKR— bN=TaVICBRAINED

Bug fix ODM F—R LI ZXR— T TAVTREGHRELKAATNTVWELRATL ., COMBIFBREN. ZORMERFOI—RUIMBEEOIA U7 RIEA VR
— rBLUVIIRR— FEICHIBR TN, T UTRBICRBIYTFIMEPANTNEESICHD E LT

CHREIRTOIVRR—bN=2 a3 VICHERATNE D

Bug fixODM F—H# TYXR— T SAS 74 —JLRB L SAS T—Rt v FEDPANTNELATL. CORIBIZBRTIN. SAS 7 —JL R4id ltemDef OID (CED
WTAAIN, SAS T—& v halE FormDefOID ICEDWTANTNE T, T—RIVRAR—MIREZDRHDF T a>hHb %,

CHIETRTOIIRKR— bN—=TaVICBRAINED

Bug fix: ODM 7—R LI ZR— MIBWT, BEERARY MUY IENAEBETE. HLWTHA VBETORREZEHREL T3 T+ —LIC) VI EShEBETNEEN TV E
BATLR, CHIEBERENE LT,

CHREIRTOIVRR—bN=2 a3 VICHERATNE D

Bug fixx ODM T—R LI RR—F T, 75— MIEDRLUEXBSHEITONTVE LT, COMBIZBREN. Viedoc Designer® IRNTDR R T A F/ET 5 — b DiE
XESHHIBREIhE LT

CHNEIRTOIIRR— bN—Ua VIGBRATNET,

Bug fix: ODM F—Z LY AKR— + T, BRTF—KEBEEZELEB Y )L —7H MetaDataVersion ICBMINTVWEBATL . THIFBRINE LT,

CHNEIRTOIIRR— N—U a3 VIGBRATNhET,

Viedoc 4.51Tld. TV RR— MHEAICHLTUTOEENFEASINE LT

771
217

Excel

ODM

PDF

IVZRR— b EAERICE T ZEE

FLLEASNIE T+ —LBLESICUT D3O % BN : FHE T+ —LDELES (SubjectFormSeq). RIIDEE T +—LDELES
(OriginSubjectFormSeq). &4 TNY —XDEE T #—LDELES (SourceSubjectFormSeq). N5IE. BN T 71D 7+ —LELES (FormSeq) DFIDE
BICRETNE T,

FICBASNE T+ — LY =TV RBEB D3NS L%ZEM,

SubjectFormSeqNo - BELARILTHED T+ —LDA VXAV 2 E—EICHERTEIHIVZ. DD 1hEHEED. ZOBRETI A —LDFH LWL VR Z Y IHMER
INBRICA VT IXRY bENET,

OriginSubjectFormSeqNo - AE—3 N7+ —LDA VY AZVAICDVWT, BAOICT—E2NAE—SNT 3 —LDA VR EZ VR EHANT D, TA—LDRPIDA >
ZZYR(DEDIAE—TNTLAL)DIFE. SubjectFormSeqNoDEZEUF L £,

SourceSubjectFormSeqNo - AE—3 N7+ —LA VARV RIZOWVWT, AE—TTD T 3 —LAVARZV R (T—EAHNAE—SNT =LA VARV R) EHINT S

DDA IVRTY, TAH—LAaA YRR XD IE—TTDSubjectFormSeqNoDIEZEIG T %0 7+ —LDRFIDA VARV ZA(DFH. AE—TNTLWRWV)DBEIE
ETY,

ViedocDILFRE L T. FormRepeatKey DEFE®D FormData 2. UTFD 3 DDFHLWI A —LBLESEZEA | v4:SubjectFormSegNo ,
v4:0riginSubjectFormSeqNo & v4:SourceSubjectFormSegNo.

PDF7—H+ T DR—T2h 5 B R % B,



Viedoc 4.39Tld. TV XR— MEAICH L TUTOEENEA T E LT

771 IILOEE IVRR—MEAERICETZIEE

Excel FormRepeatKeyZ 5. 7 7 —ADE L FE (FormSeq) DF % B,
ODM FormRepeatKey$ActivityId DFSH T, FormRepeatKey ICT7Y T« ET«IDHEFEND L SEHE, ODMIC ExportVersion DEMEZENM,
PDF ARV PETA—LBERRY B H7 U —FREER.

5 HRTYAUNT—EITIXR-MIEZBTE

Viedoch'5T7—8% LY AR— b I B8 ST LI, BHIOBRENIERICEASNIERT YA U N-2 3 VICEDVWT, MARREAIRY b T3—L. TRV 2R
ELEY BRNVBRIHRT Y 1 Y OERPEROTH A VN—U 3 02 BEHE. COLEAZERTZCHEETT,

HRTY 1 UHRBBHR. AHNECZOTLLSN?
HBRAMEROFERT U U RHRE TREBIN—2a v 2 80HA. TI/XR—bENT -2 RYOBRSNIEROTH A VICEIVWTEELINET, D&,
« TURKR— S TRBTREAAY MME RIOICBRESNIERICER SN ERHFOT YA ON—Sa VICHEET ARV T,

» IVRR—MCEEND 7 A —LBLVEBR. RNICERINERICBASNEROBNLTY A VILFETZHDTT,
» CSV/Excel LY RAR— MIHIFBF (F—2RA 2 F) 13 ROISGERSNIERTEATNTVIRFOBI BT VERBMLTVEY,

"RANICERE NI R CISAZRHRLETH ?
BRAISBRENIERE 3. TIRR— FBISBRENICRYIOERTY, ERWREIR. UTOBRICL>TEADET,
« B X MCRR SN B ERDIERF.

- EBOBRMNMBIRSNBICT 7 4L F TRIRS N B,
v VRFLAOY YO (FETIHEIE. DABRENSVIER. £ETOETRIOHERZERTZHBEEHBDFT).

B EBRICRAY. 21 —FT V. RE. BROBEROZEN. P YHRMISBRINERTHBHE. TIVXR— MIR Y ORPDERICER SNIBHOTH A N—-T3Y
IKESWTIThhE T,

BRZERTY A U EFOEBOMREBIRT 3
BRORZRIEREIN. TNSDRAEZTHAUN-J3 0 EFOBE. I—F—RBUTOREETSBENHD £,
- ZOBROBEDTHA VIHAINZIARY M T+ —LEREBT3ICId. —EIC1DODOMREEIRL £7,

» BRBTHA VOMREEBERT L. T—2HRELIED, BTN ID TIRARELNHD ETOTIFREILET L,
- EOTHA UHERICER TN TV RHFABISEIE. BREICTH A N—Ia v eBRLTIEE L,

ERARLY ZR— M EBRIITSLHDRIA N TSI T4 X
« T=REIVZR—TREIC. TRTOMRIECEEOHRTH A Y N—23 Y EFERLTULS C X% Viedoc AdminTREER L TS 72X LY,
- IRTOBRHDPBALTHAON—2a3 > Z2FALTVREBEIE. IRNTOMERERRICIIRR— ML THBEDHD FtA.

« HRHARBZTHAIUN—UaVEFALTVRHEIE. ETFAIUN—U 3 VIOWTEROI I ZR— b ERITLET,
« TURR=PFINET—RIZOVWT, FREZTOCRF (U>) £RETHAION-—I3 Y OREABBHELE—F (V>0) 2#8RBL. B2 r—BMERRL T,

AR A-H—ORTREFT—XOIIIR— MIRELE T, BENMTCELTVLRHBAIE. - —O—ILICBBELERIH2 L. BLUVEBNIRIISERINIHERICERT
TVBBRHOTH A UN—IaVIlFET B ZMEBL TSI,

Bl RBRTH A UHDT—EDIIRAR— M ERZHE
>HFUA D HBRICIE. THAON—T 3105 EBTRMRAL. THAUN—U 3 205 AT IMRBABDEFT, T—2EIVAR—LTRHEE
- HERADRIISERINAIBE. TIRR—MIETHF I N0DT A —LEARY FOBDEENFE T,

- EERBORMICEIRTNIIZE. TIVRR—MIBTHA 22007 #—LEARY FOHNEENE T,
» MAHDHERN—HEISBRENIIZE. P RTLICRENICBRENEROTY 1 VL EREOH 3T -2 DHNEENZHENHD T,

6 T—F2DTLEa1—

T—=RTLEa—REUiF. TIRAR—+bOEHERE LT EJS FERLIBEICOAERTETE T,
BEBICHTS OMBIRENTVSBE. TLE 1 —REMTE EA

61 F—5%

T—R2T T REATT—227LEa—F3ehTEED



Export Data Preview / AutoRecurring

Included forms o

Screening Diary / SCRD

Site name

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

AutoRecurl

A

Rows: 1,009

[J Cross-check e

1. 73— LBHTT—22JL—FLIZNBREINTVBEE, T—RERTIZ 7+ —LEERTZUNTEXT,

Filter e

" Search
Site code = Subject Id
Y

ARL AR1-50001
ARL AR1-50002
ARL AR1-50003
ARL AR1-50004
ARL AR1-50005
ARL AR1-50006
ARL AR1-50008
ARL AR1-50009
ARL AR1-50010
ARL AR1-50013
ARL AR1-50014
ARL AR1-50015

Event name

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - Visit 1a

Screening - 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

Close

Completion period

Prior to 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 to or during the BPS
Prior to or during the BPS
After the BPS

Prior to or during the BPS

X

-

3

2. 7ANE—TERRY I RAEBDTFRAMEANLTILEA—T =274 WR VYT LET, TLEa—d. TOT4—LROITRTOHEEICH LTI LRI VTEnE

ED

3. DA RKREAVYNY FRROYIDBERIHTEE D,

4. PNy H—% T )y TR BIBILT—RZURBEZXBZUNTEELT, $5—EJ VY I LTRIBICENEZ XY, 3EEDY Y v I T, F0Y— BRI E T, RDFID
JEFZLEREZBICIE FINYH—2 0 )y I LTHERICFRS YT LET,

5. VY ITBEATLXRZa—DHETET, FMIZITLAZ 1 —EBBLTILEE W,
6. VU I LTHASLTIANRICTIVERALE Y, FMIZHSL T LREZBRLTILEEL,

T.RONAN=DV YOIV TZEEET +—LHRAHROERE— R TRREINET,

8. 22BOT—TJIIERRT BT [JORFTvI] ZERLET, CNICED, 2207 —TIETT—2%E2VORFTvI$2ILHTEFET, 22BOT—TILDT +—LiER
ET—=BDT4INRIYTeY —bE 1DEDT—TIORELIFIMILTVET,

611 ASLAXZa—

ATLAZa—ICIBUATHEENE T,

ASLRTFA T aY

AZLTNE—

ASLBRF T3>

FRIIUTZIETEWL,

6.1.11

NSLRFA T3y



= Y m

5 Pin Column » Pin Left
Autosize This Column BinRigh:
v NoPin

Autosize All Columns
Reset Columns

HZLEE BDT 3 (EAIGRICEVBDT3) 3. BABICZIO—LLIE SIS, JEemfF 3 ARICEERTLAFEICLET, EVBDRLEEIRT 3 L BODERR
ThED,

ASLDY A Xz BHARY BRI, AFLADEENTLADTHX FOBICEDE THELEY,
HAZLDYEY bEERY B CAEREICUEY FLETS
6112 HSLT1LE—

TG —=FERALTT—20BREFEEZRDALEHTEXT,

~ Text Filter 6

Contains v
1
(O AND (®) OR e
Contains -
2
| Clear |
[Select All)

¥ 1= Mid e

2 = Moderate

| Reset |

LAZLOBEEOFBEICEL T UTFTOVWTDADEA TD T LR —ZHEETB LD TEET,

s UTFOT7 AN —EBFEFEOTFA LT LA —
« ~EERD
- ~EFERV
- ~rEE
. ~CEETIERARV
. ~THES
- ~THRDB

STAREY. FOAYTHIYRAZa— FryvIRyIZ B BROEETH3 7+ —LEBIITFI b LTRONES,
AR TEIARTALNRIEAXFENXFZER L EE Ao

s UTFOT7 AN —EEFEFOHET L2 —
. ~EEE
- ~CEETIRARV
s ~EDBPTV
- ~EDHNTVEIZAF
s ~EDBEREV
P ~EDBEREVEIIES
. ~DEER

2. —ET74NLRERETDE. ALASLICHLTAND 71 LR EIZOR T LEZDVWTNHTIHD T4 LZEIRETZLHTEET,
3. ASLTHRARAT —RICBSVWTEBRBIN T ILE—F T a3,
6113 HSLERAT>a>

TLEa—T—TIUIRRI BN LEBERLET,



1]
<
=

> B | Search.

> [ Systemdata
Site name
Site code
Subject Id
Event name
Event date
Activity name

Completion pericd

BRRI7A—ILFEFALTHSLZRRLET,

N <N <W R H N W<

TI7ANLETR YRTLT—RRBT—TLAHSBATNET, PATLT—EZEDBICE. PATLT—EATIVNSEDHBFNEFRLET. —BHOIIXTLT—ENT LI
TOTAETA ST ERUISBRICOAFARIEET T, FFMlldExceliNZBRLTIIETE L,

612 F—R2F—JINIAVTFUARAXZa—

F=ATF=TNOtINEEI )Y ITRLEINAVTFIAMXZa—PRRSINET,

O Copy Ctrl+C

O Copy with Headers

J&=

Excel Export (xlsx)

JC—tILOEES Yy TR—RFICOAE—LET,

AYHA—FEIC— LIMBLEDASLOAY L =% )y IR—RFICOE—LFT,

IUEIEA T—EETOTLEaA—FT—EIVRR—bLET, T—ROY—rETANRIVY BLUVASLOEENTLE2—ELHONIIRR—bEIhE T,
62 MI>7

II7ILVWT—8 1y bEBIRL. fEREZ U Y I LET,

Export Data Preview / A demo study Close X

‘ I'ih

Series/Categories

Site name & Draw

Site name

Academic Hospital Uppsala: 11 %
King's College Hospital London: 7 % ~_ VU Medical Center Amstert
iversity College Hospital London: 7% ———_

A
University of Brescia- 4 % -’i K

Iniversity Medical Center Freiburg: 7% —
Charite University Hospital B
Helsinki University Hospital: 7 %

T —LBUTT -8 —HMEBRLISBA. T—FROLXTTERLIE T A— LD 5DHT -2ty b 2BRTZEHTEED
T—ARAY Iy I LT, FlEeRTLED

BYS 7R T—28TEALT—RICTIVERTEE Y, 2&ED. T—EEITTINEZERLISEAE. AY 37 TRIAMNZ Y VI ENT—2DHDFIATRRICED £,
6.3 &I 357

XEEYBICTOY b 93T —REERTZV ) —XEBRL. EREI Vv I LETD,


https://help.viedoc.net/l/b67c56/ja/

Export Data Preview / A demo study Close ><

: |I| |||

X-axis Y-axis Series/Categories

Result * | Count © Stename ' IE3

Count

897 226 19.6 16.4 null 11.9 6.2 4.2 24.0 9.2 22.2 10.2
VU Medical Center Amsterdam Il Charite University Hospital Berlin Helsinki University Hospital
Innsbruck Medical University Il University Medical Center Freiburg Il University Medical Center Groningen
University of Brescia [l University College Hospital London [l King's College Hospital London Academic Hospital Uppsala

T —LBUTT -2 —HMEBRLISBE. T—FROZXTTERLIE T A — LD 5DHT -2ty b BRI ZEHTEXD,
HEIUY I LT, FHERTLED

BII713. T2 RTLALT—RICTIERTEE Y, DED. T—EETTIAUNEZBRALIIGE. BI ST TRIANZI VI ENT -2 DHHFIARTRICES LW
S2LTT,

6.4 RIS >

XEEYBICTOY b 93T —REMERT BT —X2#RL. Rz Vv I LET,

Export Data Preview / A demo study Close ><
A
Lil
X-axis Y-axis Series/Categories

) :
:
]%

10 13 18 21 22 25 28 29 46 48 &4 68 98 987 null
VU Medical Center Amsterdam =~ Charite University Hospital Berlin Helsinki University Hospital
Innsbruck Medical University = University Medical Center Freiburg -8~ University Medical Center Groningen
University of Brescia - University College Hospital London = King's College Hospital London Academic Hospital Uppsala

T —LBUTT—8 %7 —HMEBRLISBA. T—FROLTITERLIL T A — LD 5DHT -2ty b EBRTZEHTEED

RIS 7. TR ETEALT—RICTIVERTEE Y, 2&ED. T—EETTIT1NEZBRALISEE. IR ST TR 702U YT ENIT—2DHHFIFRTEEIC
BBLVWSTETT,

7 T—REHATTL—b

HHDREZT oS, TYTL— b LTRETZI M TEE T, 20K TEHHPT EBRTITEHEMUNTD) TYFL—r2FEALT ACRETHLVLIIRR— b= EEICE
MITBNTEET,

7 HHREZT > TL—hELTRET S
BEETVTL—FLTRETBICIE

LFLWEAT Y IL— b LTREZREFEZIVYILET,



Q Save settings as a new export template

2RTENBZRY TTYIR=JIL. TYTL—bDRFIZEANAL. TIAR= DT THEBERLET,

FOy 72U > X STRHBAEZO—ILE, REBASTNATVLETH 1 Y OHAERZH>O-LLBDFET,
|

# New export template
Name
CDISC ODM template
Private (@ Shared

Select role(s) I

Investigator

Study Coordinator

Monitor

Project Manager

Data Manager
Sponsor
Medical Coder

Medical Coding Reviewer

BREEV VYOI LET, CNTHATYIL—FOURMDRREIN. FLAMERLIET Y TL— DU X bO—BLICKRTRTNE T,

Export templates Show | Altemplates .
o DecommmE ¢ s 8
B et bor 2050 17 0TC by € 7 i
o firseii)t(ic;';tMarz:ﬁ)zo 14:04 UTC by £ /7 @
QL eitea3L b 30300652 UTC by € 7/ i
g3 Sharedtoall £ 7 _ucﬁ.

Last edited 31 Mar 2020 08:51 UTC by

72 T—R2ENTFVTL— ~DEA
F-RUNTUTL— N EBAT B

1LT7F—2EAR—ZOENT Y TL— IV T TFHRICHZIIRTOT Y IL— b eRREIVVILET,



2EALIEWT Y TL— bOXRE (BA) 7AYo Uy LET

3.7 —REHNEVVYILT. TOTL— FORETHAZETLET.
EVEIBBVNE TYTIL—bEHATIVTICHZ V(v I 7/ RATOERZERATZ LB TEERT,

Export templates

CDISC ODM template

£ APPY |cordinator export

£+ SAS export

13 HATYTL—t%iRET S
HHT YT L— FERET B0

1LT—REAR—ZOENT VI — TV T FBICHZIRTDT Y IL— b EaRRET IV ILET,

2HRELIEVWT YT L—bORYTFAAV %I )Y ILET,



BRRENRYTTYT T HATVTL—bDBHE T FAR— MO T TOREZEETETET,
AR CESTHERLETYIL—FLDMREDNTETEE A,

74 HATVTL—bEHIKRTS
AT TL— R EHIRT BT

1L F=2HEAR—SDEHT Y TL— IV T TRICHZIIRNTOT VL — hERFEIV VI LET,

View all templates

2WATYTL— IR DRRENET, BRI 270 7L—bOIdIHET7raV2 o) v I LET,

BRTENLRY TT Yy TOHIBREI Vv I LET,



Confirm remove

— Remove template:
m CDISC ODM template

Delete Cancel

BT CEBTHRLETYTL— k LABIRATE £ A
8 T—HEHNTS
FREENT BN

LHBALEWT =822 7402V LES, TLEa—/HIADT—2% 742 ) >3 5%BRBLTIEEL

2. MO HEBRLET,

3MEBETHAD N =V 3 VEEIRLED,

4 FBETHNDOILE 2 —THRRBLES.

547> 0O—k (®REOIT7ALTAAY) 2OV v I LET, HADXT—ERIF R—SEBDICHZIHBNBEICKRTINET, HANKT I, HALIET71IL%ESR
TUYO—RETBZIENTEED,

Latest exports

31 Mar 2020 15:02 UTC [Ready]
3 subjects, CDISC ODM - XML, [2513KE]

Diownload
Niar 0 14:05 UTC [Readyl
Viedoc 4.51 , 3 subjects, C5V - Comma-separated values, 1 row per activity, [35KB]

I&‘

E 31 Mar 2020 08:24 UTC [Ready]
Viedoc 451, 2 subjects, CDISC ODM - XML, [2496KE]

E] 31 Mar 2020 08:23 UTC [Ready]
Viedoc 4.51 | 2 subjects, Microsoft Excel - Office Open XML, 1 row per activity, [F8KB]

HATNZT 7 ILIEZA—HILICRESINE T, 771 LRIBUTOLS ICERINE T, SponsorCode_CountryCode_SiteCode_Date_Time
« Sponsorcode - Viedoc AdminDFERRE THRESINTVWB AR HF—I— K
= CountryCode - Viedoc Admin DFHERRE CHRESNTVBSEI—F
+ SiteCode - Viedoc Admin THBRERE TRE TN TV BHERI— 1
Date - H SN i-BfFZyyyymmdd TR
Time - H S N7BFZ (UTC) & hhmmss TR

FE 1 Windows ETT 7 A ILAICEMAXF O WVWT b b SponsorCode® 1z 14 SiteCode TERINTWBIBE. CNESDOXFIFEATNIET 71 IILBATEBNIC - ICBSHR
ZA5NET,

81 HAHERE

AR IUIIRNENIEADOV R MEI—HF—FEODDICADET, 2FED. BITVIIRMLIEEADHERTTEET,

BHOENSHEETHI I MIRTEINET, EITENLHNORLEBY I L ZEFTRICE. YA MO TRICHZLTORNERTOI Y I%2 0y I LES

E 31 Mar 2020 08:23 UTC [Ready]
Viedoc 4.51, 2 subjects, Microsoft Excel - Office Open XML. 1 row per activity, [78KB]

OJIY k-l ROBE/RIEEINET,

SEBH-HAOV VIR D F2—ICHD. WEITNBDZEF>TLERE.
KfEh-HADREESh, ETPTY

LHANERS AR

2HHNRTF—RZ
- AIER-BAHUIIR A F2—ICHD. WEBINZDEFoTWVWEIRE
« R - HAONRBI N, TR

FT -7 7AUDERICHEATN. 70 0— ROERPTETVZIRE
s I -IZ—HREL. HADNERITINTLALIRE



ViedocHN—2 3> - HAHN—2D 3 VEBRIEE L,
HhEnBEOR

AT 7 AILOFR

AT BB, BRShLIT7U L

TFAINHAR

T—RHARICT —SHNERLINIIBE. BRILTNIT—ENEFNATVZRARMEANH D, EOIIRR— b4V YO-RT3 LB TEEE A

Latest exports

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

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

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

E 2012-09-11 15:27 [No data)
Viedoc 4.51, 31 subjects [OKB

2612-09-11-15:27
Removed due to data anonymization

View all exports

9 F—AEHFAQ
WUTFIE. ViedocDT—RDI I ZAR—MMIBAT 3L HZBEMLEETT,
BT (BRE) ZILVRAR—bTRITIFESTHIEEIWTTN?

AT 7 AL ETIE PDFTF—Z DI RKR— MISEEIEN (BRE) NEFEnEd, LAT7IMETATLACCICHTICEEL. BEZE9H5 LT, Excel£72l3CSVN— 3 V2 EE
THRICHTEET, #FHMllld. Excel TIRR—bDLYAVICH B EREEZEDZ,20>avEBRLTILET L,

IO RR— MY XFIRD B D £9H ?
AVWR, TYRR— MY 1 XEIRIZH D Ao
IHRR— b ZBBNICRTD2—ILTBLIR>TIETH?

A:lZL\ ViedocD T T JAPIZERAL THAREAYA XSNBB IV AR—hZRETICHTEEY, F#MIE. ViedocD VT TAPIUCE ST —FDIT I AR~ F ZBRLTIES
Lo

RELLET—RIZEDLSICBESNETH ?

A:ViedocDXRIET—EZADT 7O—-F(F. ZHOFFICLTELIETY. Y RTLTIEN/AX missing,l$EA L Ao RERS JUVEREAOXRIBT—2IE. JTUELUTITY
BEZIVRR—FIBBRICABEDEENET,

IVRR—bHFEDN—EY FTELELTWELSICRZZDIBBETIH ?

ATORR— bk FHCKRELHBROPDFI Y XR— ) HTT T2 X TICEHEADDD. BLELTVWRLSICRZZ,ChHDET, OJT7IMTIL. TIVRAR—MEINYITS
DY RTHEEINE T, ACITIRR—MIHLTEBOU I I ZITHBRVTL IV, TIRR—MIIS—XytE—J L EHICKRML A, ViedoclTEAZ LT ZE W,


https://help.viedoc.net/l/b67c56/ja/#toc-11
https://help.viedoc.net/c/331b7a/c2f4dc/ja/

*

Excel export

ExceltH /7

#417% Viedoc System 2025-05-08

LIELSIC
2.7 71 LOMHR

21~y d—17

BT—BADIINBIY -TF=2214T

4. T—=2DTN—=T1

42 74 —LBUTT—R%JTIN—FT3

43T —REJ I —

ZLBWES

[ 2 ido A

54 BEBICNITLD
55 70 T4 ETABICITED

5EAFIVIRYIR
551X SUF ¥

5512

56 {EEIC1{TE D

HIL

562 BEZZT
563 FTVIRVIR
5633 LSUF ¥

56.34 88

56.35 SN
56.36 HHHS L
56.37 Y — kB
5.6.4 BA(BEE
6. 24—LIUVITFATL
8INTITAET A ZXITHT

6.8 1fEC X I1{T

691RECLIc—1T
LHNICETBEDBLANS b

8 HAICHEITZEDIRL T+ —L4

Q. HIEDANY bH5TF—2%AE—LTHEIMLIET 2 —L

10.73=LDA YRRV REITA—LDI—T > XABESEFEALTEHT S

1 LI

ViedocTl&. Excel/N— 3 >2007LAf% & B #21% D 3 % Microsoft Excel Open XMLEEZ Z EA L TWE T,

ROEIS 3V THHTZED. T2 HIEEmTHAF I L L TMicrosoft Excel ZBIRT 2158, T—RDTIL—TLEL ATV MIBTIRART T avhHO Ed,

Viedoc TOTF—ZHALMICETIEWICOVTIE. T—2EHHTZEBRLTILEET L,

Excelh R — FATREA R RITHIS1,048576 TH B > — FADT—ENOHEZBZXBHE. T—RIIEHO> — MIHBEITNE T,
2 T7AILDWERL

ExcelHAICIEUT DY — bH'EENE T,

= README -

BICExceHADBAD > — b i b, UTFICET 2 —MHABRIGEHIhE I,
ViedocOEHN—2 3> BElId T — 22 H T 22 BRLTIETW)

» BE/BRIT 1 —IILRICERLEZA LY —>

BRADEK, LE2—RF—ZINHNICEEFNS LS ISERINTVZBEICOHFEA

» BRLIET—EDOT I —HMEDOREICR-T :
v TA—LBUTT 2% —FHNBRENTWBIBE, 74— LBEUTT = 2% J)L—T{LTRHDED. &7 —LICH L TERIO> — FAMERENE S,
» TREIIL-FHELBUHRRENTVSISEE. HATHIEIRTDT —2Z2BLT—RLWVWS 1202 — bIEREhE Y, T 2% )L—TJLB\El

BRIZIL,

« BR-T—2Y—bORIS. BATNET—RRICHZIRTOBEBEUTOREHR ) )X MTIEE—MRADET, BEICTTOOLA 7Y M ERIRTS
BE. COV—hIEENFLA.

ID - BT 1 > THRESIN/IEBID

s IR -HBRTYA Y TRESNILEREDOINIL

T84 7 -HBRTH A VOEBEETRESNT —RDEA T ROVWTINIHD XT,
-« integer®!
= doubleZ!
- text®!
- string®!
dateB!
- datetime®!
= baseb4Binary (7 7 17/L 7w 70— FOIER)

» True- HBRTH A Y THENMYBEL LTRESTNTWVSIHE
« False - BT > THEMYEL LTRESNTVRWES

- R TOME - T—2 327 2V THA SN TV SIMBURI T OHTE
« R/\E - Viedoc Designer CEREINTUWBRHBE. TNEND T4 —ILRICBBLEINZR/IR. Frv IRy I RBEEDHEIE. Viedoc Designer TERE S M iz@

D, REDIDICBEBRF TV IR Y I ZADRNMK
]RAER - Designer®IBE LRI THREINTWVIHEE. ANTEZRANTH

- F23\4& - Viedoc Designer( 7 & /N F—=> 3 > > FER) TRESNTWBBEOE R, FTv IRy IRERIESIARZVEHOI— RIZDWTIE. Viedoc

Designer CIEREHDRE SN TVRWEETHT 7 1)L MEDER TN T,

D AVTUVYORE -TRAVTVYDRANFE, AVTUYDORIICL>THRESNE T,

= Codelists - EHIDORED>— b, HATNIET—2OIRTOI—RY X MEHEROBEHRIEENE T,
BBICHTTD2DOLA 7Y b2 BRI 3HBE. COP—MIFENELEA.
. e


https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/01d540/en/

. T=REAT
- O—R{E
- O—RKFFZb

HAID (0ID) LHEASNIHIHRTH 1 Y TEEINTVSIHEE. FN5IEExcel/CSV/SAST U A R— MIRFINET, HAID (0OD) LHEASRILHEBRTH 1 > TRESE
(ZH) DEFDHE. REBAAOEBRIDL SNILMERAINE T, RBRTH 1 VICHTZ3BEEREDFMICOVTIE, AN T =2 3 v EBRBLTLIIES L,

RORIC, BRESNITIN—HMELATT LOEREICIEL T Excel 7 7 TIILICEENS Y — b Z2RLETD,

TA—LBENUTT—2%ZJ)L—7t T—REJTI—TLAEW

BEFIUTFD « README « README

» TA—LICIKIDOERDY— - FK

« EH « HE

= Codelists = Codelists
THF4 BT BIHTTD - README - README

« TA—=LTEICIDOOERDY— b - TH

- BH - B

= Codelists = Codelists
EEIc1FEo + README + README

- TA—LIZICIDO@ENDS— . T—H

21 ~NyE—17
ROBISRYT & 512, Ay E—FEICY — FOBIIDATICRRINES,
ONSE i

2. RIS

Site sequence Subject sequence Event sequence )

number Site name Site code  number Subject ld_number Event ld _ Event name Event date
iteSeq 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 5CR 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

FRECBBETSNEHRT YA N3 YATEESNLIBRICE. _nOY 71 v I XDBMENET, nid. ThEZhOBEENRESNIHRT o N—Ja>Ieicry
JUXYEENET,

Race_ 2 Race_ 2- Code
DMRACE_ 2 DMRACE__ 2CD
Native Hawailan 14

Native Hawaiian 14
Black 1

3 TROTANRIVT -T—2821T

T—REATTd BNTBT—R%T1INRITTBENTEET, BREAT 2. KBRDT—H. SDVEHFRBARE. F@SDVFLEDT—2%E T LRI 2TTB L.
HATNIcExcel 7 7 A LDT— 22— FADFEDCIDNETRRENZBEDNHBD £ T2V Y ITHERTEOCILEZETT -7 T—2>— FORRICHZ N T )L
2—ICEBTOED LI VST TY—IDRTENET,

BIZIE. BEEZEMTBARY MDBO. EEAANCDARY FRICAASTNIET—2D1DTHBZ L LET, FEDBEICOVLWT, TOT—XHANIN. EFfICL>TERIN,
ZOBREBFENX LA BBERICBRTINTLVARWVWELET, UTOBEKRICRY LSIC. HAOIKIRBRINIT-20H0EENET,

Type of data
Signed data SDV performed or NA SDV pending
+ Signed data Not Signed data
| SDV performed or NA | SDV pending

BEATEEIN. BERENTVWEBVWEFEAHT « —ILFOER. HAICEENEEA (ELEETRRINE D). ZOUILEBTCT 21T UTFICRILSICHAT 1 LE—ICLB
TOEDEIICXTIY—IENET,


https://help.viedoc.net/c/e311e6/3433fe/ja/

HAS_FILTERED_VALUES|

Uppsala

Uppsala:2 24 SE:Uppsalal Add Patien 2019-01-16 APA 1 20.2 Male M 63 X

4 T—20TII—T1t
FoBOIL—TEROYTEIVUR IS, T4 —LTLILTF—8ET =TT BDESHERRT BT EHTEFT,
T F—8OUL—FMeid, Excel/ CSVENTOABATS £7.

41 TA—LBUTT—2Z2JINL—T1T3

TA—LTEICT—REIIN—TMTIE. ThZTNDT +—LICRHLTERIO S — FHYER SN E T, HBT 1> (Viedoc Designer) TREINED. > — FRICIET +—LID
MMERShET,

UTOEGRDAFIE. LITIRDTIHILERE. D2EDTITAETABIIHTTDDOL AT FTOENZERLTUVET,
EI74—LP— FORYIDF] (EA) ZIRTDTA—LICHLTEL T, R BE. ARV TITET1. THAON—UaVICEIBERIMRHREINE T,
5 B
MROBELES RN THERZ I O—/NLICHRN T3 Y > 2—
JiiEed Viedoc Admin TERE & M= Mizk %
MR- K Viedoc AdminTERE SR I — K
BEOBLES MERADEEZHRTI NI 42—
BEID Viedoc Designer TERE S NI FEXDEBHEID, BEIDIE. BHEH— K, BEFMETE A L DViedoc Cliniclc Rm I N5 BEHBF

AR D@L FELBEDAIRY FDI—T Y ZARATARNY b ZHRTEHI VR —

&S

AR MID HERTH 1 > (Viedoc Designer) TREI N1 > KD,

VA BT 1 > (Viedoc Designer) TERE I M. Viedoc ClinicitRRINB TR b
ARV +H ARy FHEBES N & FITViedoc Clinic TRE SN XY O AT

TITF1ETF«4ID  HERTHY > (Viedoc Designer) THREINLTI T« ETID

TOT1ET1%  HEBTY > (Viedoc Designer) THRE M. Viedoc ClinicicRREINBZ TV TAET1 %

T+—LODBEL ETITAETAHADENETND T A —LDA Y REVRZHRTENV VR — EITRDERLT +—LICERASTNES,

w5 BOBELT #—LTHWBERNLEARD, 74—LEVEY FLTBEREID L. HILL I —LOBELEBIE2JICADFT,
T4 —LOBLESIE. Uty b ELIIFEBT S LGICIOEMLET,

BET+—LD BEDT#—LDA YRV REBELANINT—RICHBTZNI V2 — 1DSHED. ZORBBICHLTI A —LOF LWV Y REZYIBMER TN BTV
BELES AT IAY FENFT,

TDEET +— AE—SNFT A — LAY REVADFE, BYICT—ENIAE—SNT 3 —LDA VRV A%ZHRILET, 7+ —LORPDA VZXZVRX (AE—Th
LOBELES TLWAW) (X LT, SubjectFormSeqNo DEZEEL 7,

V—RBET A AE—SN T3 =LAV RAEVADBE. AC—SNETA—LAYRAEVYR (F=EZOAE—TD T =LAV AEZVR) DY —REHANTEIHI>8
—LO@ELES —o TF—LAYRAVRADIE—TTD SubjectFormSeqNo DEZEELF Yo 7+ —LDBRIIDA YRRV R (AE—TNTLAL) L TIEZE (null)ic
BOEY,

THAIN= BIA—LOT—EEBERBICERASINTHA Y N-T32,
Ep4

TOERDOFITIE. LATI DT IHILIRE. DEDTITAETA ZEICHTZHEALTVES,

ROFNIET +—LIFHEDHD T, 7 +—LOBEECICFIERINE T, SHBRTY 1> (Viedoc Designer) THINYA—Y LTREINIED. I<BEHZHOFET,



Data Export

All sites Sweden Finland Germany Netherlands Austria Belgium ltaly United Kingdom Switzerland
Subjects toinclude (112) -
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
Qutput format -1
Output to Excel Group data by form 1 row per activity
£} Save settings as a new export template @
]
<@ Preview data E; Export data
A B C D E F G H I 1 K L M N o P Q -
1T
Site Subject Event Form Date/Time of
sequence sequence sequence Activity ~ sequence Design Informed Gender-  Date/Time of
1 |number  Site name Site code number  Subjectid number Eventld Eventname Event date Activity Id name number  version |Consent Gender  Code Birth
2 SiteName SiteCode _ SubjectSec Subjectid EventSe Eventld EventName EventDate Activityld Activi MIC DMSEX DMSEXCD DMDOB
3 Academic Hospital Uppsala AHU 1 SE-AHU-00'T & SCR Add subject  2016-10-04 SCR Add subjec1 3.0 2016-07-04 Male 4 1940611
4 Academic Hospital Uppsala AHU % SE-AHU-00"1 SCR Add subject  2016-10-04 SCR Add subjec1 3.0 2016-10-02 Female 2 1979-05-28
5} Academic Hospital Uppsala AHU B SE-AHU-00'1 SCR Add subject 2016-10-04 SCR Add subjec’l 3.0 2016-09-04 Male il 1968-08-04
6 Academic Hospital Uppsala AHU A SE-AHU-00:1 SCR Add subject  2016-10-04 SCR Add subjec1 3.0 2016-06-05 Male 1 1952-10-01
7 Academic Hospital Uppsala AHU 5 SE-AHU-001 SCR Add subject 2016-10-04 SCR Add subjec’l 3.0 2016-08-07 Female 2 1959-04-06
8 Charite University Hospital Berlin CUB '1 DE—CU&OO'I SCR Add subject 2016-10-04 SCR Add Subje('l 3.0 2016-08-07 Male '1 1980-02-22
9 Charite University Hospital Berlin CUB 2 DE-CUB-001 SCR Add subject 2016-10-04 SCR Add subjec’l 3.0 2016-03-02 Male 1 1960-11-02
10 VU Medical Center Amsterdam vuAa '1 NI:VIJA—OO'I SCR Add subject 2016-10-04 SCR Add Subje('l 3.0 2016-10-02 Male '1 1961-07-31
1 VU Medical Center Amsterdam VUA 2 NL-VUA-00'L SCR Add subject 2016-10-04 SCR Add 5ubje(’l 3.0 2016-08-07 Male 1 1973-12-21
12 Academic Hospital Uppsala AHU G SE-AHU-001 SCR Add subject  2016-10-05 SCR Add subjec1 12,0 2016-10-02 Female 2 1976-02-01
13 Academic Hospital Uppsala AHU 7 SE-AHU-00"1 SCR Add subject 2016-10-05 SCR Add subjec'l 12.0 2016-10-02 Male 1 1965-06-29
14 Karalinska Institute Stockholm KIS 1 se-kis-0011 SCR Add subject 2016-10-05 SCR Add subje('l 12.0 2016-10-03 Male 1 1964-03-31
15 Academic Hospital Uppsala AHU 8 SE-AHU-D0TT ¢ SCR Add subject  2016-10-05 SCR Add subjec1 13.0 2016-10-02 Female 2 1973-05-21
16 VU Medical Center Amsterdam VUA % NL-VUA-00". SCR Add subject 2016-10-20 SCR Add subjs('l 13.0 2016-10-20 Female 2 1977-10-25 -
> README DMIsslvs RaND [ ca | PE | EC | BM | 18§ IE | STAT | cC | 4B | MH | HA @ ] y
Ready i - + A H m - | + 100%
v Yy F v
one sheet for each form Standard info for all forms Form specific info (items)
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TR N—FLBVWI L EERL

HEJTIN—HELBVEE

HUTOEROFIEZ. LATI DT T HILERE. DEDTITAETABIIHTTODOL AT T FOEAZRLTUVET,

F—8— bOBRFIDF (ERAICHETIY—2) BIRTOT A —LICKLTRL T, HR. BB ARV M 7T ETo BT 3BHRMREINE T,

A 27 A—LDIRTDOT—2HEAT7IILOELCS—+ (F—%8) ICHAThES,

ROF| (BANCA L 0TI =) IIE ARV FADTARTD T +#—LICEETZ 7+ —LIFEOBRIZENTUVET, T+ —LITLIC. ROFINEMEINET,

» <FormName>_Design Version -

- BT Y > (Viedoc Designer) THE I, Clinic TRREIND 7+ — Lk, BIROFITIE. 7 +—L%ldDemographicsiZE > TWE T,
= <FormName>(<Form Repeat Key>)_<ltemName>- ZNEND T + —LDEZEBICX T 5%, 8T > (Viedoc Designer) THREI M. ClinicicRTINZ T+ —LRAL
I5E%. Form RepeatKeyld (7 #—LEREDRTIEDIZ) TA—LDA VARV REHRILET, EDIRL T +—LTHRWES. Form Repeat Keyld BIZ LIZ# D £,

A 8 c D E F G H 1 J 3 L M . N | o | [ . a | R | s T | u v | w
site Sitename Sitecode Subject Subjectld Event  Eventld Event  Eventdate  Activityld Activity |Demograp Demographics(1 Demograp Demograp Demographics(1 Demograp Demograp Demograp Demograp Demograp Demograp Demoj
sequence sequence sequence name name [ hics- )-Date/Timeof hics(1)-  hics(1)-  )-Date/Timeof hics{l)-  hics(1)-  hics{l)-  hics(1)-  hics(1}-  hics(1)-  hics[L
number number number Design  Informed Gender  Gender- Birth Age cHB cHB Resson  Reason  Race Race -

ersion  Consent Code Result  Result- forNo  forNo Code

1] Code CHR -

2 SiteName_SiteCode _SubjectSecSubjectld _EventSeq Eventld  EventNams Activityld_Activi ignVers 1.DMIC LDMSEX _ 1.DMSEXCL 1.DMDOB 1.DMAGE 1.DMCBP  1.DMCBPCI 1.DMCBPRI 1.DMCBPRI 1.DMRACE 1.0MR

3 Academic FAHU I SE-AHU-00'1 SCR Add subjec2016-10-04  SCR Add subjec3.0 20160704  Male 1 1964-06-11 521 White 5

4 Academic FAHU 1 SE-AHU-00/1 Vi visitl  2016-10-04 V1

s Academic FAHU ) SE-AHU-00{1 SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-10-02 Female 2 1973-05-28 37.3 i Asian 3

6 Academic FAHU ) SE-AHU-00{1 Vi visitl  2016-10-04 V1

7 Academic FAHU 3 SE-AHU-00{1 SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-09-04 Male 1 1968-08-04 481 White 5

s Academic FAHU 3 SE-AHU-00{1 Vi visitl  2016-10-02 V1

5 Academic FAHU A3 SE-AHU-001 SCR Add subjec2016-10-04  SCR Add subjec3.0 2016-06-05  Male 1 1952-10-01 637 Black 1

101 Academic FAHU 5 SE-AHU-00'1 SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-08-07 Female 2 1953-04-06 57.3 Q) Postmenof1 White 5

1l Academic FAHU 5 SE-AHU-00'1 Vi visitl  2016-10-02 V1

124 Charite UniCUB ’1 DE’CUEOO’I SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-08-07 Male 'l 1980-02-22 36.5 ‘White ’5

134 Charite UniCUB ’1 DE’CUEOO’I V1 Visit1 2016-10-02 V1

144 Charite UniCUB ’2 DE’CUEOO’I SCR Add subjec 2016-10-04 SCR Add subjec3.0 2016-03-02 Male 'l 1960-11-02 55.3 ‘White ’5

154 Charite UniCUB :2 DE’CUEOO:I V1 Visit1 2016-10-04 V1 b L

README | Data | Items | codelists |

T

standard info for all forms

5 L177hk

LATU eI 30T WA 7MIVATT —2ZEBEBTZRHOL 177 M BRI S EHEEETT,

- BESICTID

« TUOTAETABICHTE D (T 7 2ILE)
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79>

v
form specific info (items)



1 row per subject ®) 1 row per activity 1 row per item

51 BEBINTID

COHBEDHAIR. ROERDESICBDET, COFTIR. BEZLICHTOLATU MREZRE. INTT 74 MRETERITENLEAZRTLTVET,

8 | e | o | E P G H 1 J | x | ¢ | M | N | © | 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-  forNo CHB - subject-  (1)Race -
1 |Sitename Sitecode number  Subjectid wersion  Consent (1)Gender - Code Birth (1)Age Result Code CHB Code (1)Race  Code
2 |siteName_SiteCode _SubjectSecSubjectid SCRI1].SCR SCR[1].SCR[1].DM SCR[1].SCR SCR[1].SCR SCR[1].SCR[1].DN SCRI1].SCR SCR[1].SCR SCR[1].SCR SCR[1].SCR SCR[1].5CR SCR[1].SCR SCR[1].5CR
3 |Academic t AHU 1 SE-AHU-001 2.0 2016-07-04 Male T 4 1964-06-11 52.1 White 5
4 |Academict AHU 2 SE-AHU-002 3.0 2016-10-02 Female 2 1979-05-28 37.3 Yes h Asian 3
5 |Academic t AHU 3 SE-AHU-003 2.0 2016-09-04 Male 1 1968-08-04 43.1 White 5
6 |Academict AHU fa SE-AHU-D04 H 3.0 2016-06-05 Male 1 1952-10-01 63.7 Black i
7 |Academic t AHU 5 SE-AHU-005 H 3.0 20160807  Female 2 1953-04-06 573 No c Postmenof1 white 5
8 |Charite Uni CUB n DE-CUB-001 H 3.0 2016-08-07 Male 1 1980-02-22 36.5 White 5
9 |Charite Uni CUB 2 DE-CUB-002 : 3.0 2016-03-02 Male 1 1960-11-02 55.3 White 5
10 | VU Medica VUA n NL-VUA-001 i 2.0 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 1 1973-12-21 226 White 5
12 | Academic t AHU G SE-AHU-006 : 12.0 2016-10-02 Female 2 i 1976-0201 20.7 Yes h White 5
v README || DM [/ ss | vs | RanD §| ca | PE | EC | BM | 18 | E | STAT | cC | LaB:| MH | HA [ C.. @ [
A H
v ¥ v
Form Standard info for all forms Form specific info (items)
TI7AILEBREDBED. 74— LBUTT 227 IN—TT 3D, T7x—LTEITIDDI—+HBDET,
Floo BEILICHT. 2&D (BEZ—RICHRIT3) BEID JLICIDDTHHD &Y,
=PDFITIE. HEREBEICETIBERMEMEINE T,
5l Bz
ik Viedoc Admin TERE & M7 fizk®
MR- K Viedoc Admin TRRE T 7cfizk 31— K
BEDELES MERRNOBEEHINTEHI 2~
BEID Viedoc Designer THRE SN XD BEID, BEIDIE. BEH— R, BEFMEES L DViedoc ClinicicRinEh 2 BEDID

HTFo3)ig. HEREOMBICAD £Y, CIICHEHRYTZED. AT —20BEBICHLT 12y bk (1RX) PRESNET, HRT7—I7O0-TRESNTVR LS. HEOIEF

BARY MIETVWTWET,

» T=RDIIN—TT. T—=R2ETIN—TLBUVWHEIRIN TV 355 <Event name>(<Event Repeat Key>) - <Activity name> <Form name> <ltem name> <Code list value>

(F=2%JIN—=TLEVETBRLETV) ABRRBUTOBO EBDET:
= <Eventname> - BT 1 Y THRE SN, CliniciCRRINBZ IR M,
- <Event Repeat Key> - TEANDA N> b /BEREHERA AN MCOAHBEATRER AN FDIRDIRLF—
-« <Activity name> - BT 1 VY TRESNLT I T ET1 4
= <Formname> - HETH 1 > THRE SN, CliniclcRIREIND 7 +—L%
« <ltem name> - BT Y1 Y TRE SN, CliniclicRRINBEE NI

« <Code listvalue> - F T v U 7Ry U RBEBICDHERAEE. Viedoc Designer TEF v Ry ¥ ABEDZNENOBIRFICH LTHRESNcOI— R X ME
s THDIN—TT. T+—LBATT—R2%ZJ - NBIRENTWVWEIHE (U4 —LEUTT—2%20)L—T{EITBRILEEV). 7+ —4IF>— MG THAISN

B1c. LRROTN—FETNTVRWT—2 EFEfR. <Form name> &L OREINFICIT 5NE T,

AEIARYEDBLES. AXYID, TOTAETAID. 74—LDBLES. BEI+—LOBLES, ERBEIA—LEBLES. TOBET+—LELESIE. BEILIONNT

ZERLTWRIBEREENE A

52 7UF4EF1BICITTD

CDBADEAE. RDEEDESICBRDET, COFTIE TI/TAETABICHTIDICRETNTWAL AT FZRE.

TIAIIRETRE T A —LBAUTT— 22N —TT 37D, T4—LILICIDDI—bHBDET,

ToRIE BEE (1) ISR POTETa (2) TEITHTICBR LS ICY - h& 3,

TRTT 7L PRETRITTNICHAZTLTVWET,



r

A B = D E G H | J M N 9]

Physical  Physical
Examinati Examinati |

Site Subject Event Form on on

sequence sequence sequence Event Activity  sequence Design performe performe |

number  Site name Site code number  Subjectid number Eventld name Event date Activity 1d name number  version d d-Code |

SiteSeq  SiteMame SiteCode SubjectSecSubjectld EventSeq Eventld  EventNam¢EventDate Activityld ActivityNai FormSeqg DesignVer: PEYN PEYNCD |

r

r

r

b [ il < =
PBRN BB RREE Ve NGO GVEWN R

1 Academic F AHU 1 SE-AHU-011 1 vi Visitl  2017-10-20 vi 1 32.0 Yes 1
1 Academic F AHU "4 SE-AHU-014 1 vi Visitl  2017-11-10 vi 1 33.0 No ()
1 Academic t AHU 1a SE-AHU-014 1 UNS 1  Unscheduli2017-11-13 UNS 1 1 31.0 Yes 1
1 Academic F AHU "8 SE-AHU-018 1 vi Visitl  2017-11-14 vi 1 36.0 Yes 1
1 Academic F AHU 22 SE-AHU-022 1 vi Visitl  2017-11-14 vi 1 33.0 Yes 1
1 Academic F AHU 23 SE-AHU-023 1 vi Visitl  2017-10-16 vi 1 27.0 Yes 1
1 Academic AHU 23 SE-AHU-023 1 v3 Visit3  2017-10-27 va 1 33.0 Yes 1
1 Academic F AHU 24 SE-AHU-024 ) 1 Vi Visitl  |2017-11-01 Vi ) 1 33.0 Yes 1
1 Academic F AHU 24 SE-AHU-024 1 V3 Visits  2017-11-14 V4 1 39.0 Yes 1
1 Academic k AHU 32 SE-AHU-032 1 Vi Visitl  2017-11-21 vi 1 24,0 Yes 1
1 Academic F AHU "4 SE-AHU-034 1 Vi Visitl  2017-11-21 vi 1 6.0 Yes 1
1 Academic F AHU "6 SE-AHU-036 1 Vi Visitl  2017-11-20 vi 1 24.0 Yes 1
1 Academic F AHU 13 SE-AHU-043 1 Vi Visit1  2018-01-01 vi 1 51.0 Yes 1
1 Academic F AHU 14 SE-AHU-044 1 Vi Visitl  2018-01-02 vi 1 51.0 Yes 1
1 Academic F AHU S0 SE-AHU-050 1 Vi Visitl  2018-01-06 vi 1 55.0 Yes 1
1 Academic F AHU 73 SE-AHU-073 1 Vi Visit1  2018-03-20 vi 1 57.0 Yes 1
1 Academic F AHU 75 SE-AHU-075 1 Vi Visit1  2018-08-13 vi 1 59.0 Yes 1
» README | DM | ss | vs | RanD | cq | PE | EC | BM | 1B | IE | sTAT v

521 FIvIRYIR

5.211

ArSOFv

TOTAETADIRNTDF TV IRy VZADEEFIITICTIRR—rIN. EI—RUZ MDA T aVIHMBRDODSLICEIDETENET, I—RUXREODE TSN TWEE
Bid. O— RO IDICTCOMERFHE L TFWBMOTICHATNE T,

5.21.2 HhhSL

ZBIA—RUZRFTTaviciE. SANLBLI-RERD2DODASLHEEFNET, NSLANYE—IZIE. TATLDOID LTIZAR—E SR FRENIR—IDA VTV IR
HEBEESNTERSINET (fl : CHECKBOXOID_LABELT, CHECKBOXOID_LABELICD), ERL7O— R U X FDEDHH, RIETZ NS LICAAINET, BRLTWAWA TS 3
VIFEDOFFICHRDET,

53 {EEIC1fTED

CDBAEDEAIE. RDEED L SICBD T, COFTIE EBICHTTDICRESNTVS LA 7T LERE,

TI7AINIRETR T A —LBUTT— 22— T 37D, T+—LILICIDDI—bHBDET,

ToRIE BE (1) OT7ITETs (2) RORIEB (3) JLICHTICBRB LS ICYIL—FEETh&E T,

TRTT I AN RETRITENICHAZTLTVET,

E F G H 1 J K L M N o Q R

1 |Subjectld Eventsequen Eventld Eventname Eventdate Activityld Activity name FormId Form name Form sequence number |Item group Id  Item group sequ Item Id Item export label
2 |Subjectld EventSeq Eventld EventName EventDate Activityld ActivityName Formld  FormName FarmSeq ItemGroupld ltemGroupSeq  Itemld ItemExportlabel
3 |se-aHu-011 [1 Vi Visit1 2017-10-20 V1 PE Physical Examination i IG_ 10217 1 i PEYN Physical Examination performed
4 |SE-AHU-011 '1 Vi Visit1 2017-10-20 V1 PE Physical Examin: n '1 1G_10217 1 '1 PEDT Date/Time of Examination
5 |SE-AHU-011 '1 Vi 2017-10-20 V1 PE Physical Examin n '1 PEG2 '1 PEHERES  HEENT - result
6 |SE-AHU-011 '1 Vi 2017-10-20 V1 PE Physical Exam n ’1 PEG3 '1 PESKRES  Skin - result
7 |se-aHu-011 1 Vi Visit 1 2017-10-20 V1 L PE Physical Examination i PEG4 n PETHRES  Thyroid - result
8 |sE-aHU-011 1 ) Vi Visit 1 2017-10-20 V1 ) PE Physical Examination i PEG5 n PENERES  Neurological - result
9 |SE-AHU-011 '1 Vi Visit1 2017-10-20 V1 PE Physical Examination '1 PEG6 '1 PERERES  Respiratory - result
10 |sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination i PEGT i PECARES  Cardiovascular - result
11 [sE-AHU-011 1 Vi Visit1 2017-10-20 V1 PE Physical Examination 1 PEGS ] PEABRES Abdomen - result
12 |se-aHU-011 1 V1 Visit1 2017-10-20 V1 PE Physical Examination 1 PEG9 ] PELYRES  Lymph nodes - result
13 [SE-AHU-011 1 Vi Visit 1 2017-10-20 V1 PE Physical Examination i PEG10 n PEEXRES  Extremities - result
14 |sE-AHU-011 1 Vi 2017-10-20 V1 PE Physical Examination 1 PEG11 n PEOTHRES  Other - result
15 [SE-AHU-014 1 Vi 2017-11-10 V1 PE Physical Exam n 1 1IG_10217 1 1 PEYN Physical Examination performed
16 |SE-AHU-014 '1 Vi Visit1 2017-11-10 V1 PE Physical Examination '1 1G__10217_1 '1 PENDREA  Examination not performed reasq
17 |sE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 I6_102171 1 PEYN Physical Examination performed
18 |sE-AHU-014 1 UNS_1 Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 1G6_10217_1 1 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 1 PESKRES  Skin - result
21 |sE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examination 1 PEG4 1 PETHRES  Thyroid - result
22 |sE-AHU-014 1 UNS_1  Unscheduled 2017-11-13 UNS_1 PE Physical Examin: n 1 PEGS 1 PENERES  Neurological - result
23l abima 7 UNS 1 Unscheduled 2017-11-12 1INS 1 pE Dhysiral Examinatinn 1 DEGR K1 DERERES  Besniratory - result

<« > RAND | ss | DM | vs | 1B [ EC | cQ | PE | BM | IE | STAT | a8 | cC | MH | ExampleForn .. @) ] 3

F—RIIHER. BE. ARV EE ARV MEDERLF—. T+—LEDERLF—. 7+—LID. BESI/IL—FID. BEDTY —FENFET,
BEZECAT>aYy (RotEI/>a>E8R) MERINTVLBBRE. T—2EHEVLONSEHFOBERET—ZOIBEBICERSNET (EBEOBLESOIE),
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BEIHTFOEEIRTE L. BEEEBUA 7Y a v EATRICADET, COF T2 avERRTI L. TIRAR—SNEBHICEBEORERER (BEIN) NaEnExd (0F
. BEZRFEEIRLIIBEICT #—LLAJLTViedoc ClinicloRT I N3 1EHR)

ROER F) HEAT7IILOETY ) —ITBMENET,

- Editsequence number - IBEHC L OEEEICNTE NIV E—,
= Editreaso

n-EEQER (HHFET—2ZEROER),

Initial data entry

Function execution

Transcription error

Confirmed as missing!

Automatically updated due to dependency change
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)



» Editby- EEZRTLIc1—H— (EIRNICI—F—FK—Lr1—%—ID),
« Editdatetime (UTC) - Z&EL7-HE (UTC).

A 74—L. IRV EBLUEEZ) Y bERIFHRLICBERZSARTRR2BBECHIC, Uty FERBHIBRINLT +—4L, IRV BLUVBEICETZEANSEN
F7o

532 FIvIRvIZR
5321 ZbFFUFv

FrvoRyIRERIF. D—RUIMBEEZCIC1TE LTHRATAE T, O—RUIMDEIDHETSNTUWBIERIF. I— RO IDICTCDOAEERE L L TRV SEBMOITICEATh
7,

5322 2%
BROBEICHDDSY. IRTOI—RUXFEELREAICEENE T,
5323 3SKXIL

BEID A Z LI RDERICTT LSS PATLDA TV bERIF (QD) ICIR—ZDA YTy IRDNEMENTDHDOAEENE T,

ltem OID index

ltemid ; ¥
checkboxesl
checkboxes2
checkboxes3
checkboxesd

checkboxess
checkboxest

FERIC. BEOI I ZR— EIRILATLICIE BLAR—IDA YT YIREHITIIR—IRIDNEENET,

5324 WHAHHSL

J—RURXFDBEEIEIC2DDOATLANERTNET, 1230 FINILA. 512130 —FEATY, I—FUXFOEIBERINTVBIFE. TOENFCNSDH T LICKRE
TNET, BRETNTVLARWERI. DFLBEDOFRICEDET,

53.25 Y—FIE
BEZECA T avBRENTVAHE, I— FUR MERRT—ZANOREIEC (%0, ZEOELESOIRC) ENSNET.
5.3.3 EAfEFEHE

BREI7 A —LTEEBII-THEATNZIBE. REBEBREI-FHEEN. RO2DDFIHEMI1E T, SCOPEXXXE & U'SCOPE_XXXCD (XXXI3#1E)

6 TA—LUIOTFATL
TA—LI VI TATLIBEIRRTUTOLS ICBEThTUVET,
- VT E T BILTD (FTALR)
- EBIC—1TTD
» EEBITED
61 170571 ET4 ZCICfT
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Safety Laboratory Parameters Awaits signing 12
Eligilility Awaits signing 16
Visit status Awaits signing 17
Clinical chemistry Awaits signing i8-14
—

1.Viedoc Admin TRRE & M5Bk B L MR
2.Viedoc Designer CERE S NIERDBEID. ELTIRY MR LR
LROBEREZRMBEIIABTD—E, FESNTLZARY FELUFEADARY MIDOVWTE. ZNENDARY FADETD T A —LEPRELIEVZAMDEENE T,

» TA—LE()

» AT—BR(E)- TA—LDERICE >TERINADE SR> T ROVWThHEBRDET !
 ERFS
« BHFH-EBLZLILA—HY—DREE (BROXALY—VIED) RALRZVTZER

- ENEND T —LARBHINBZR—JFS (6)
PEBFERZR T A2 R iCid. BTV R —ICH L TERIO A AY YU —R=IHBHD £,
T7F—LTEII 73— LOBEDPDFT 7 1 ILERLHRAD 7 # —LPDFO'EENE T, FMllld. T OANCEEDT +—LOBEDOPDFZBRL T IET W,

3.41 The sort order of the forms
PDFA 7 # —Lld. U TFOFHIC I > THEINTUES,

1LBEX— B

2.ARYREAT REARY by FEAARY b FERBRARY )
3. B -TU T ET1 ORICT + —LHMREFESNLAM

4. HRTH A VN2 T A —LDAEVIE

ROFNSAPIEZERFALIcH DT,

HRTH A UDHUATOLSBBOREELET,

D New study Design [7.0] Close
SUSTERTE D
{ schecuted Everts J unscheduted Everts J{ Commonzvents ]

1 EO1: EO1 55

iFoma [#)(X)f| iformB (8] (X]|| ZFomc  (#)(X]

2 E02: E02 T

i E02_A0L:

ARV IMEOIERZ L. IRTD I+ —LHELTIT1ET+ (EO) IZBLTVWETDT, PDF TOD T+ —LOLVIBIFEISRD LS ICHD £7,

= FormA
= FormB
= FormC
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https://help.viedoc.net/site/assets/files/2124/study_design_an_example-1.png
https://help.viedoc.net/site/assets/files/2124/study_design_an_example-1.png

AR MEO2TIE. 7V T4 ET1H3D (A01,A02,A03) H D £7,
Bl LT £EFTA0RTITAETADVTNHD T # —LDRIICHEEFEIN. RICAOITTITAETA DVWTNHD T + —LHMREFESN. TORABTITAET1OVWTNHDT +—L
MRESNIBE. PDFTD T A —LDLVIBIERD & SICHD £9,

LAR2DTNRTDT #—L
2. A0IDTANTDT #—Ls
3.A0BDIARTD T #—L

ARV FEO2D BN T # —LOUVIBIZRD & 5124 D 7,

FormC
Form D
FormA
FormB
FormE



*

Queries in ODM export
2 T DODMEH

474 Viedoc System 2019-10-18

1IEL&IC
2. Association
21 Annotation
211 Comment
21.2"CL_ANNOTATION TYPE"
21.3"CL_QRY STATE"
21.4"CL QRY ITEM SEQ NO"
21.5 v4:AuditRecord
3UIVHADIVFI—%Y—}+TF3

1 LI
BATNIET 7AILCO T OBREEHZICIE. T—H2HENEAOSEEZEETI I BRI ZBELNHBD £,
IV UTFOITIRKR— MR THATEZ D TEET,
= Microsoft Excel - Office Open XML

. CSV- YR DOfE
» CDISCODM-XML- CDHE. VTUDBEEF T a> e LTTERL, BRIINSEENET, TOA. 773 e LTRERREINEE A

COLYZXUTIE. ODMEANTY IVICEEL/ERERDIT3AECEREPTICOVWTHEBELET,

2 Association
ODMDHH T 71 ILTIE. Y T I& Association ZTDTFICRESNE T,

I TV DEEITEICODMEAICEEFNZDT. JTVRRI LIS Association DIV U —DBHDFT BIXIE. FIT. R ERBOIDDEBRZREEBHLIIDDITUNSHS
6. 3DDEAD Association DIV U—HDHD ET),

Association DERIZTAT, AuditRecordD R 1 LRZYTTY—bINET,

% Association IFIBEH% (KeySetil &K > THBITNE T, UTDFHAEZ ZBBLZE L) AnnotationZ J D TFICEFNIRFED I TV ICEET Z2—EQ FONT 1 ICHSITLET
(FHA R I)

COEBRIZODMEFDFIZRLTWE T, BERO EEBICIE Study ZTHOIER. BIROTERICIE Association ZTDTDO I TUBRNMNRRINTUVET,



<?xm]l version="1.0"2>
E{ODM xmlns:sdm="http: //www.cdisc.orq/ns/studydesign/v1.0" xzmlns:v4="http://www.viedoc.net/ns/va" SourceSyst
-] <Study CID="c24daT7c4-2496-4757-81f1-bcat%a0255e1">>

H <GlobalVariables>
<BasicDefinitions />
=] <MetaDataVersion OID="11.0" Name="1.0" Description="RefData">

= <MetaDataVersion OID="GEN CODELISTS" Nam=="GEN CODELISTS">

E <Codelist OID:"CL_QNNOTEEION_TYPE" Name:"CL_EﬂNOTATION_IIPE" DataType="string">
<EnumsratedItem CDdedValue="ManuaIQuer;i /=
<EnumsratedItem CodedValus="ValidationQuery” e
<EnumeratedItem CodedValus=!'UpgradePendihg" />

<EnumeratedItem
<EnumeratedItem
<EnumeratedItem
<EnumeratedItem

CodedValue="MissingData™ />
CodedValus="Spv" /> :
CodedValus="CRAReview" f?
CodedvValus="DMReview" />E

<EnumsratedItem CodedValus="Medi&alCoding" /=
<EnumeratedItem CodedValus="Lock""/> :

L] </CodelList> :

= <CodeList: CID="CL QR¥ STATE" Nam=="CL-QRY $TATE" DataType="string">
{EnumeratedItem_CDd;dValue="Prequer}kai;@d“ /=
<EnumsratedItem CodedValue="PrequeryPromdted" />
<EnumsratedItem CodedValus="PrequeryRejedted" /=
<Enumsratedltem CmdedValue="QueryRai§ed;Efb
<EnumsratedIltem CodedValue="QueryResolved! />
<EnumeratedItem CodedValue="Querngjécte@" /=
<Enumsratedltem CodedValue="QueryApproved" >
<Enumeratedltem CDdedValue="QueryClo$ed"E/b
<EnumsratedItem CodedValus="QueryRemeved't />

<Enumeratedltem CodedValus="PrequeryRemoved" />
= <fCodeList> . :
=] <Codelist: 0ID="CL QRY ITEM SEQ NO" Namé
<EnumeratedItem CodedValus="1" /=
L </fCodelist>

- </MestaDataVérsion>

- </Study>

="CL: QRY ITEM SEQ NO" DataType="string">

[ <AdminData Study0ID="c24daTcd-2496-4757-81£1-bocab%9al255el">
[  <ClinicalDataVstudyOID="c24daTcd-2496-4757-81f1rbcaf9a0255el"aMetaDataVersion0ID="11.0">
B {Assudiatiun StudyOID="c24daTc4-2496-4757-8§1f1-bca69a0255e1l" MetaDataVersionOID="GEN CODELISTS"H
<ReySet Study0ID="c24daTc4-2496-4757-81fLk-bcablal256e1" Subjec:Key="SE—Uppsala—009: StudyEventOID="V1"
<ReySet Study0ID="c24daTc4-2496-4757-81fLkbcab%a0255e1l" SubjsctRey="SE-Uppsala-009" StudyEventOID="V1"
= <Annotation SegNum="1"> : :
<Comment>query on event date<fCDmment>E E
= <Flag> H v
<FlagValus CDdeLiE:OIE=“CL_;NNOTATIOﬁ:PIPE">ManualQuery<fFlagValue>
L </Flag> ;
= <Flag> hd
<FlagValus CDdeLiE:OID=“CL_QRI_SIAIE“>QueryRaised§/FlagValue>
- </Flag>
= <Flag>
<FlagValue CodsListOoID="CL QRY ITEM SEQ NO">1</FlagValus>
L </Flag> - -
= <v4:RuditRecord>

<UserRef User0ID="USR.317" /=
<DateTimeStamp>2018-08-31T07:47:19.898EZ</DateTimeStamp>
= </vé4:AuditRecord>

= </Bnnotation>

- </RAzanciation>

Association DI Y b U—HIZ. UTOERMNMBEINES,

«  StudyOID ¥ MetaDataVersionOID I, ZNENDEHRHIERINTVIIHBAERLFT,

+ KeySet (3@, FRIE (annotated) DY > ¥ ,DOBIIRERT 2R T 37cHICEATNET, VTUDBE BAQF—tv FEFILER (Zh2hos TUHHGEY
2IEE) ZHATBH. Boich b ET, UTHEENET

Study0ID

SubjectKey

StudyEventOID

StudyEventRepeatKey

FormOID

FormRepeatKey

= ItemGroupOID -IBELAIILDY I VIZDHERATEE
+ ItemOID -IEBLANILOYTUICOHERETEE

21 Annotation
Annotation 27k UTDED. VT DRFEDEREZBAE T, Association RICIE. 1 DD Annotation LHMRWVE. Seghum IEEICM,EHRD FT,
211  Comment
Comment DfEIFY TRRICK>TRBD UFOKSICHRESNTVET,
« JITUKRD QueryRaised F7zld PrequeryRaised DIFE. CIICVIVDTEFIMPADET,

- JITUMRRH QueryRejected F7-ld QueryResolved DIHBA. T IERICETEZTFIMNAD £T, ZDFITIET am confirming the data (7— X EMHZHTT), &%
2TLET,

- LREMADT—ZTIE. IXY FOBERIBFELEE A



212 "CL_ANNOTATION_TYPE"
CodeListOID="CL_ANNOTATION_TYPE" |(Fannotation GEMR) DX FZRL £, fl: "ManualQuery" :

Study 7 DTFD. FNEND StudyoID & MetaDataVersion0ID D FT. FATDannotationZ 1 FEHRTZEHTEET,

= "ManualQuery"

» "ValidationQuery"
= "UpgradePending"
= "MissingData"

.« "SDV"

= "CRAReview"

= "DMReview"

»  "MedicalCoding"

= "Lock"

LERON. UTFOHHITUEBRLET,

"ManualQuery"
"ValidationQuery"
"UpgradePending"
"MissingData"

"MissingData" (annotation¥ o FIIKRFERDORIBT — 2 L RBT— WA ICERATNE T, ODMEATIE. ZD 2 DIFXKBIThEH A

21.3 "CL_QRY_STATE"
CodeListOID="CL_QRY_STATE" IV TURKRZTRLFJ, (fl: "QueryRaised)

study 7 DTD. FNEND Study0ID ¥ MetaDataVersionOID D FT. IANTDIITURREZHRTZ LA TETET,

. "PrequeryRaised"

. "PrequeryPromoted"
. "PrequeryRejected"
"QueryRaised"
"QueryResolved"

. "QueryRejected"

. "QueryApproved"

. "QueryClosed"

. "QueryRemoved"

10. "PrequeryRemoved"

TV ITVRRICOVTE. 2T OfZEZE CTBRIIEE L,

CRNOTAWNK

214 "CL_QRY_ITEM_SEQ_NO"

CodeListOID="CL_QRY_ITEM_SEQ_NO" |&. #TVWTWBHERICHTIEI/TUDRBLESZRLEY, Chid. JTUEBANTIHIERTNET, DFD. BHBZRRTH-T
BELIZIVICNT B ITATD Annotation T k1) —|F[F L CodeListOID ="CL_QRY_ITEM_SEQ_NO"D{ET. B LKeySetic%h £,

215 va4:AuditRecord

v4:AuditRecord IZI&. &annotationlZX ¥ 3 BEEEHHE EFNE T

3 JTUADIVrI—2Y—+T3

1207 TUHERD I TRREZEZBT 575, FL CodeListOID="CL_QRY_ITEM_SEQ NO" DEY[EIL KeySet O Annotations MFHETRHhHD T, BLIIT DRHD
IVhI)—ZBBTRICE UTDLSICY—bTBIEHATHETT,

1. ¥£9, BEEIPFOHRTY LT3
2BALRALARZYTHMFTVWTWVWEB I F)—% ESDDED. CodelListOID="CL_QRY_STATE" DIEICHVIEZ S
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Queries in Excel export

2 I) DExcell

174 Viedoc System 2024-11-08

JITVIEATOIIZR— MERT, BHTBTEHFTRETT,
= Microsoft Excel - Office Open XML

« CSV- VXKD DfE
+ CDISC ODM - XML

BAT7 7SI T OBEREZEDBICIG. T—2HNEEDOEEEZBETI/IVEZRRIZBENHD T, VIVEEHZLSICERTZ L. VT OBES T a3 U\ FIHERE
ICBD T,

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 5DV performed or NA SDV pending Queries Query histary
+| Signed data + | Not Signed data
«| SDV performed or NA + | 5DV 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

JTVDOBEZHEAICEFEZINESNMIEL>T. TVRAR=— AT 7MILOBERIFRD LS ICTIL—FLIhF T,

« VTVOBERL-IT)CICTHD. 7TUOREOKRRICET ZERERBELES,

- JIVORESHD - VTVRRAODEBILITIDDITHHD £F, 2F D 1DORALIIVICHLTEZ L OITHEET SHHEMNHD 7,
Excel i I TIE. BlOLSICHAERDT 7+ )L FREDRBREINE T,

- ExcellCHih

» TA—LBUTT—2%J)L—T1t

- PUOTAETABICNTED
LT OFERIE. 7T EMENSExcel 7 7 A ILDRID Y — MMZTIL—F LI E T,

UToE (VTVEBOEROAZRLTVNG) ERORDED. FITIEY TUHNRETINIBERICEHTY 218K, TORICI TUHEOBRMREINE 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 resolution
2 |QueryltemSeqNo RaisedOn  QueryType RangeCheckOID QueryText QueryState QueryResolution
2021 Item Validation RC_DMAGE_1 0 1 Age is not within the expected range (19-65), defined per ; Query Raised
a03f1 Item Validation RC_DMAGE 1 0 1 Age is not within the expected range (18-65), defined per jQuery Closed  Closed due to data edit
2042 Event date Manual Visit date is not within the protocol visit window Query Raised
2051 Item validation RC_WS5Y5_0_0 1 Value is outside of normal range. Please verify. Query Raised
a06/1 Item Validation RC_WSSYS_ 0. 0 1 Value is outside of normal range. Please verify. Query Resolved Correct
a07)1 Item Validation RC_WSPULSE 0 0 1  Valueis outside of normal range. Please verify. Query Raised
a0sf1 Item Validation RC_WSPULSE 0 0_1  Value is outside of normal range. Please verify. Query Resolved Correct
2091 Item Validation RC_WSSYS_0_ 0 1 Value is outside of normal range. Please verify. Query Raised
a10f1 Item validation RC_VS5Y5_0 0 1 Value is outside of normal range. Please verify. Query Resolved Correct
afi Item Validation RC_WSPULSE_0 0_1  Value is outside of normal range. Please verify. Query Raised
az2f Item Validation RC_WSPULSE 0 0 1  Valueis outside of normal range. Please verify. Query Resolved Correct
a13f1 Item Validation RC_WSSYS_ 0 0 1 Value is outside of normal range. Please verify. Query Raised
a4 Item Validation RC_WSPULSE_0 0_1  Value is outside of normal range. Please verify. Query Raised
21501 Item validation RC_VSPULSE 0 0 1  Value is outside of normal range. Please verify. Query Raised
a16/1 Event date Validation Visit date is not within the protocol visit window Query Raised
a7f Event date Validation Visit date is not within the protocol visit window Query Raised
a8 Item Manual Is data correct? Query Raised
a191 Item Manual Is data correct? Query Resolved Data correct
a20f1 Item Validation RC_WSPULSE 0 0 1  Value is outside of normal range. Please verify. Query Raised
el A " S PO PR " - - - — .
4 .| CC | LAB | MH | HA | CM | AE ExampleForm ltems Codelists | Queries ® [
A A
Query study sequence number HREETI/TURIO—NILICRATE AT 2 —

FEZDORIBET—ADHE. COT1—ILFREIZBEDET,

BEZ#H5T 37
Site sequence number ABATHEERZ I O—/NILICHERI T2 > 82—
Site name Viedoc Admin TERE S N =Mzt %
Site code Viedoc Admin TERE SN 7chEsk 11— K
Subject sequence number HERRNOBEZHNTEHT 2 —

Viedoc Designer TRE SN DEEID, BEIDIF. BEH— R, BEFMEIE A L DViedoc CliniclZRINS 113 BEHBITF

Subject Id

Event sequence number FLBEDARY bDOY =TV RRTAIRY b Z2BATEIHI 22—

Event Id BT Y > (Viedoc Designer) TEREINT=A N> ~IDo

Event name BT > (Viedoc Designer) TERE I M. Viedoc CliniclcRTRINZ IR b
Event date ARy MHERES Nz & FIZViedoc Clinic TRE SN fc1 A DR

Activity Id BT 1> (Viedoc Designer) TREINLTI T ET1ID

Activity name BT > (Viedoc Designer) TIRREIMN. Viedoc CliniclcRREN3T7I/T1ET1%
FormId BT Y > (Viedoc Designer) TRREINF=7 +—LID

Form name BT > (Viedoc Designer) TERE I M. Viedoc CliniclcRTRINZ 7 +—L%

BT IVTAETAHADENETND T #— LDV RIVRZHBT BT —

BOBRLI #—LIEAIN. BOERL 7+ —LTHEVEEIE. BICUICHED T,
Form sequence number

Item Id BT > (Viedoc Designer) TIREIN/ZEBID
Item Name BT > (Viedoc Designer) TERE M. Viedoc ClinicicRTIN3EES
I TUEBDER

FLEBICNT2—EDIT)OHRNS I T EHANT I AT 82—
Query item sequence number

JITUNEBETEITINEDOD. ARV FATRITESNONERELE T,

- BH
Raised on » TNZHE
JITUNESRITINIENMCL>T VTVOBELZRELE T,
= Manual - FEITHEITEI /=2 TV
« Missing data- RIEH BRI Wi T— X
= Pending form upgrade - G 71 > DHETBHICIES 7+ —LDT v T L— FF5E
= Unconfirmed missing data
« Validation - /\Y 7—2 3 > DFER. BBFICETI NI T
Query type

BEFMICRTINEREO I T OHDHR (VTR T=/NF—> 3 > RiTH=18H). Viedoc Designer CHREIN. I T
VEERLEOCAILF Y IDI=—2750ID,
Range check OID



F%

Query text

Query state

Query resolution

User name

Date & time (UTC)

User role

Query raised by role

L]
JITUDTHFR
UTFOVWTFNMIBD T (VLU DHES TBBET V)

. BITES
. BERES
. REES
- U2z k
« KT
- Ak

Tx—LOUty b FEIZHROLOHICHBNIRT LIV T) (BMTOXF—%X) & HAOIKEENERA.

TV EBER (BF) §RLEEICANSNIBROTFR b YRATLAICE>TETTNALEBICIZERThEFLA (A —3—

L=2X74 (0) DHAE).

EEEETL eI ——F—LET—Y—ID (IFHAAICET)

SRATFLICE > TEITINAEE (WNUF—>3 20T URE SITLDEBRICEITI E3HD) DFE.

=2X7h (0) ICBEDFET,

EEHNRTINIBRE

JINCHLTFI>a>E=RFLEI—F—DO—)L

JIVERFLEIA-Y—0O—)L

a—Y—F—4
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1IEC®HIC

2 FHBEAT
22HEDAVREAVR
23WEDTONT 1
24 A—F 1 VU HH
3. -7+ v J1EH

3.5 Association
3.6 KeySet
3.7 Annotation

3.71 Flags

3.7.2 AuditRecord

1 LIS
DLy XTI ViedochS5HAETNBODMT 71 ILAT. =T« VI BERILED L SICHEB TN I MOV TEHL £70

T REALBOFEBICOVWTE. T 22 HNT 5% BRI,

2 J—FUZXF
21 FERAT

HATNIT—2OEERX A TEBIC. 1DOIY M) —%ZFE CLDICT_TYPE O—RUX HMDOHD £,

<Codelist OID="CL DICT TYPE" Name="CL DICT TYPE" DataType="string">
<EnumeratedIltem CodedValus="MEDDRA" />
<EnumeratedItem CodedValue="WHODRUG" />

</Codelist>

22 BEODAVRAVZR

HBASINIET—RICEENZIHE VRZVZABITIDOIA— R A M H D BFEDFHEN—2 3V %RIT1DD <ExternalCodeList> DERINEENE T, UTOBEDICRRINFE
o

- HEZAT- Dictionary
» N=J3>0OREM|- Version
« V=R N\wyPa- ref

<CodelList OID="CL MEDDRA VERSION 19.0" Name="CL MEDDRA VERSION 19.0" DataType="string">
<ExternalCodeList Dictionary="MEDDRA" Version="Version 19.0" ref="2A04EAB5D79A838E64DF1A18FF23400A" />

</CodeList>

<CodeList OID="CIL WHODRUG WHO DDE C3 SEPTEMBER 1 2017" Nams="CL WHODRUG WHO DDE C3 SEPTEMBER 1 2017" DataType="string">
<ExternalCodelist Dictionary="WHODRUG" Version="WHO DDE C3 September 1, 2017" r=f="A43B613AD1CCBFEICEBS8E324FF0037398" />

</Codelist>

23 #BEOONTA
HATIT—RICEFNZEHEOHE/ONTAZEFCIA—RUIMMOHD EFF, TNS5OIA—RUIMIFEENTN. BEHVER T2 7ONT DEBENSEFNTLET,

é £Codelist CID="CL MEDDRA PROP" Nams="CL MEDDRﬂ_PRDP“ DataType="string"§
<EnumeratedItem CodedvValus="soc aode"_?>
<EnumeratedItem Codedvalus="soc name" f=
<EnumeratedItem CodedvValus="soc abbrev" />
<EnumeratedItem CodedValue="hlgE code" J=
<EnumeratedItem CmdedValue="hlgt_hame" i=
<EnumeratedItem CmdedValue="hlt_;bde" /=
“EnumeratedItem CodedValus="hlt name" />
<EnumeratedItem CodedValus="pt code" />
<EnumeratedItem CmdedValue="pt_hame" /=
<EnumsratedItem CDdedValue="pt_éoc code" />
<EnumeratedItem CodedValue="liE coaé" S
<EnumeratedItem Codedvalus="11t name" [
<EnumesratedItsm CmdedValue="llt_currency" /=

L </CodeList> -

24 -5 VJEH
BAINIET—RICEENZHEOI—FT« VJHEEBICIDOI—RIUI M H D, UTEZHLET,

« O—F1 Y JHEEODID
- d=Fa YT RO-T4
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<Codelist OID="CL CODING SCOPE" Name="CL CODING SCOPE" DataType="string"®
<CodeListItem Codsdvalus="253"> - -
<Decode>
<TranslatsedText =ml:lang="en">Adverse events</TranslatedText>
</Decode>
</CodeListItsm>
<CodelistItem CodedValue="381">
<Decods>
<TranslatedText zml:lang="en">Concomitant medication</TranslatedText>
</Decode>
</CodsListItem>
</ Codelist>

3 1—7+1>JI1ER
31 Association
O—F ¢ YJEBRSBIC. 12D <Associations TV rU—HDBHDET,

% Association |&. B ( KeySet THBITNE T, UTDHAZE CBRLTV) ERED Annotation ICEEET 2. —ED TONT v ITITE T UTOFHME BRI LS
Wo

3.2 KeySet

KeySet (&@E. FRR(TT (annotated) DT> OFIIRCIRT ZHBAT 2 7-DIFERAINET, COBE. MADF—ty MIRALER (87723 VARG 2H0) Z#HEIT3
7c®. E—ICAEDET ( Annotation UTFTEEINET).

KeySet TIIUTORBMZEHL 7,

Study0ID

SubjectKey

StudyEventOID

StudyEventRepeatKey

s AT VI RA-TOEEARY N TITAET« /7 #—L/BEYIIL—T/EB)ICE T UTFHRHINBZIZEDHD £,
» FormOID - ARy FEEICIFEAIhEEA

= FormRepeatKey - 1Y hEHEICIZERINEEA

« ItemGroupOID -IEBZI/L—//EB&HEICEAINEY

« ItemoID - HEEMICOAMBAINET

3.3 Annotation
Annotation IE—E®D <Flag> BRTHEMINTUVET, HAIViedocDI VATV IV EEDHZLSICRESNTVIHE, BEEIIFLEEINET,
3.31 Flags

Qmﬂotation SegNum="1"%
<Flag>
<FlagValues !
</Flag>
<Flag>
<FlagValus CodeListOID="CL DICT TYPE">MedDRA</FlagValus>
</Flag>
“<Flag>
<FlagValue CodeListOID="CL CODING SCOPE">253</FlagValus>
</Flag> - -
<Flag>
<FlagValus
</Flag>
“<Flag>
<FlagValue CodeListOID="CL MEDDRA VERSION 19.0">10013993</FlagValus>
<FlagTyps CodeListOID="CL | MEDDRA PROP">soc » code</FlagTyps> —
</Flag>
“<Flag>
<FlagValues !

=ListOID="CL ANNOTATION TYPE">MedicalCoding</FlagValus>

-

-

-

E-CIE_"CL CODE_SEQ NO")leFlagValue)

ListOID="CL MEDDRA VERSION 19.0">Ear and labyrinth disorders</FlagValue>
:LE:CIE"‘CL MEDDRA PROP">soc na_mec,a’E‘lag'I‘ypeb

<FlagValue CodeListOID="CL MEDDRA VERSION 19.0">Ear</FlagValue>
<FlagTyps CodeListOID="CL | MEDDRA PROP">soc » _abbrev</FlagTyps> ~—r
</Flag>

.annotationZ 1 I LT, 1D2DT ST ER, COFAIF. EIC <Flagvalue> ' MedicalCoding ICHRD £,
HERATIIHLT. 1DD TSI ER, <Flagvalue> |& CL_DICT TYPE HHOD 1 DICHEINE T,
=T YIBBEICH LT, 12D TSI ER, <Flagvalue> |& CL_CODING SCOPE HE®D 1 DICREINE T,
L O—ROBLBESICHLT. 120755 8K, <FlagValue> | CL_CODE_SEQ NO HEH®D 1 DICREINE T,
—EOHEBTIONTAIIHLT. 1DDTS5IBER, <Flagvalue> FFHESONFTADI— KU+ (Bl CL_MEDDRA_PROP ) & 7O/XT 1 DEICRESNE T,
3.3.2 AuditRecord
<v4:AuditRecord> |3ViedocDIT VXT3 > T, HARIIVRTY>avEE8FEE3 204 7> a VHBIRESNIIBRICOH. BAT71ILICEENET,
A—H—IDE A LREVTICET B BEHRIEENET,

HUTFOH > FIVERTIZ. 2—HF—ID=304LH>TVE T,



<v4:AuditRecord>
<UserRef UssercID="USR.304" /=
<DateTimsStamp>2018-08-29T11:43:302</DateTim=Stamp>
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Medical coding in Excel export
d—7 1 >¥ DExcelti 5

#{7% Viedoc System 2024-08-29

1IEC®HIC

2.ExcelTDA—T 1 2 V&R
3.6 - Excelti 17 7 1 JLIZ &1 3WHODrug

B EWERRLIIBA
32 BERTRRL 1A

1 LI

ZOL YA TIE. Viedoch' 5 HAAENTcExcel 7 7 A ILRATOA—T ¢ VI BIROBRICDOWTRS L 90

BAT7AINCA—T 1 Y7 OERESDBICIE. T—2HNBEEOEEFEZEETI—T1 VI BRI IUENHD T,

Type of data

Signed data

Mot Signed data

«| Signed data

« | SDV performed or NA

SDV performed or NA

5DV pending

Medical coding

«| Not Signed data

+| 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

Uploaded

files

| Medical coding

T—REALEMICET BFMIE. T2 EHNITEEBRLEEL,

2 ExcelTOI—74 >JIER

Edit status

dA—F1 YT DExcelENT 71 IICIZ. BECLICIDDY—bABDET, I—FT1 I EThIEOADHEAICEEFNE T,

Dictionary instance
Dictinstance

WHODrug, Version 180829
WHODrug, Version 180825
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180825
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829
WHODrug, Version 180829

Coding scope description
CodingScopeDesc

Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication
Concomitant medication

Coding scope leve
CodingScopeleve
Item
Item
Item
Item
Item
Item
Item
Item
Item

FormId Form name Form sequence number Item Id Item name Term
Formld  FormName FormsSeq Itemid ItemName Term

CcM Prior and Concomitant Medications '1 CMDRUG  Drug Paracetamol
CM Prior and Concomitant Medications 1 CMDRUG  Drug Paracetamol
CcM Prior and Concomitant Medications 1 CMDRUG Drug Paracetamol
CM Prior and Concomitant Medications '1 CMDRUG Drug Cinnarizine
CcM Prior and Concomitant Medications '1 CMDRUG Drug Cinnarizine
CcM Prior and Concomitant Medications 1 CMDRUG Drug Montelukast
CcM Prior and Concomitant Medications '1 CMDRUG  Drug Humalog insulin
Ccm Prior and Concomitant Medications "1 CMDRUG Drug Paracetamol
CcM Prior and Concomitant Medications 1 CMDRUG Drug Aspirin

] | HA | M | AE | ExampleForm ‘ [tems | CodelLists | MedDRA || WHODrug ()]

4

FUIIE. RORICVZFENTWVWRELSIC. OA—Ta VY SNLERICET 3BE®RAAD. 20RICI—T« Y JEREOERI ST X7,

F%

Site sequence number

Site name

Site code

Subject sequence number

Subject Id

Event sequence number

Event Id

B2

REZ#H T 35

HEBRATHEREZ I O—/NILICHB T ho 42—

Viedoc AdminTEE S M7 HEE 8

Viedoc Admin THRE S N7k 1— K

MRADEEZHRTEIhI 2~

Viedoc Designer TR S NI-FERXDEEID, BEIDIF. BEH— K. BEHEEERL

DViedoc ) Z v ZICRTENZEEID

FALEBEDARY RO —T Y RADRTARY b EHBTEHT V52—

RERTH' > (Viedoc Designer) TREINI=A N> kD
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F%

Event name

Event date

Activity Id

Activity name

FormId

Form name

Form sequence number

Item Id

Item Name

Subject form sequence number

Origin Subject form sequence number

Source Subject form sequence number

ItemId

Item Name

Term

Dictionary instance

Coding scope description

Coding scope level

Code sequence number

Approved by user

Approved on date (UTC)

WHODrug:

DrugCode
DrugName
NameSpecifier
OldForm
Ingredients
ATCCodes
CountryCode
CountryName
MAH (MAH)
PharmForm
Strength
MedProdld
Generic

Interpretation

Bz

BT 1> (Viedoc Designer) THRE I M. Viedoc CliniciCRRINBZ TR b
ARy MHEMS NI FiTViedocy ) =y IV TRESNIcA R b A
48271 > (Viedoc Designer) TREINIZTIT1ETID

BT > (Viedoc Designer) TERETMN. Viedoc ClinicicRRINB3 77T ET
1%

sHBR T 1 >~ (Viedoc Designer) TEREIN7=7 +—LID
BT > (Viedoc Designer) TEREIMN. Viedoc CliniclcRRINZ 7 +— L%

B7IVTA1ETARADENEND T 3 —LDA VY RE Y XZHRTEHI 82— EIC
BOBELT7 #—LICERAThET,

BORLI A —LATHRWMEERMEBDET, 74x—LZ2VEY FLTBERET S
e FLVW I+ —LDBLESIE2ICBDET,

T —LOBLESIE. Uty bERBBBOLTICIDEMLEY

sHER T > (Viedoc Designer) TREIN/ZEBID
BT 1> (Viedoc Designer) THE I M. Viedoc ClinicicRREN3BEES

BELNILTHED T A —LDA Y REY 2 E—RICHNTINI>E— DED 1H
SIHRED. TOBREBICH LTI+ —LDOFLVWA VY ZAZ Y APER SN B fTNCEML
9,

AE—CNT+—L A YRRV ADBE. RIICT—2HAE—ENTr—L A
RAVZAEBAULET, TA—LORPDAVZAEZVR (DD, AE—TNTLAELY)
Tld. SubjectFormSeqNo DfEZEEL £ 9,

=N T —LAYREVADBE., AE—SNETH—L AV AEZVADY —
Z(F=BDAE—TD T+ —L A VAV R) ZHRNTEINIVE—. Ta—LAV2R
2> 2D IE—7TT0 SubjectFormSeqNo DEZEGL 9, 7+ —LDORIIDA VXA
PR (AE=TNTWVARL) IFZE (null) T,
Viedoc Designer CElE8& 7'+ > DIEBICKE SNIDTT,
Viedoc Designer CEUBRTH 1 > DIEBICEE SN, Viedoc Clinic ICRRENBZEEHET
ED

I—F+ Y IRBOER
aA—F1 VI ENni-BE

FEDT v 7O~ REfICViedoc AdminTERE S Nc. HEDA VR Z 2 RUTDOVWTOH
]

Viedoc Designer CEZEINTWS I—F 1 VJEE DA

Viedoc Designer CERINTWB =7+« Y JHED L RI)Le ROWFTAMNIHED F
ED

. ARVE

- TUOTA4ETA

= JHF—L

- BRIIL-T

- 18R

BEHOI—RHPMMFVTWBEDI—FEHBIT I AT V2 —

EEEFARRLII—F—DRRIZID

EEMNERINBE (UTC)

BHERBOER
MedDRA: DDDD 7% L\ATC:

= soc_code = Licode
= soc_name = Liname
= soc_abbrev = L2code
= hlgt_code « L2name
= hlgt_name = L3code
= hlt_code = L3name
= hlt_name = L4code
= pt_code = L4name
= pt_name

= pt_soc_code

BRINIO—T« Y JEDO AT« AL I—2 —DFER

IDF:

LI EH - K
L1 ¥/l

L1 &I h+
L2 EHIO— R
L2 EA&l%

L2 EH®hF
L3EHIO— K



5% B
Coded by user A—F1 VI ERFLEI—Y— DR I—Y—ID (FHAICERT)
Coded on date (UTC) d—7« VI DRITETh-BE
Version #BEON—Yay
HESE

WHODrug: MedDRA: DDD® 7 L\ATC: IDF:

» PreferredCode = llt_code . L5Code . L3EHEI%
» PreferredName . ::t_nome . L5Name . LB3EFIZAS
» fleurreney L4 ERIO—
. LA A%
- LAEFRRDT
- LEEFO—K
- LE AR
L5 EF®ANF
. L5
L6 —fg&h+
« L5 fEAXSM
» L5 fERXS2
» LBEERO—F
 LEX—H—O—Fk
L5 X — 71— DB&FR
. L5RIFEO—R
« L5 EHO— XM
« LEXYTER
- LEEFI-—F
L6 EHI%
- L6 FFIBNT
L6 — %%
- L6 —iRBATS
» L6 fERX
« L6 fEAXS2
- LB EERI—F
» L6 X—H—O—F
» L6 X—H—DBEHR
« L6FIFZO—F
« L6 EHO— RXM
- L6 XV TER

3 Ef-ExcelE 7 71 IILIZE T ZWHODrug
ZDt Y>3 > TldF. WHODrug DictionaryZ B L TI—7+1 I e T — 2D Excel BN TLED K SICRZ 2D ZHIRL F 7,
Viedoc Clinic T — R ZBA T 3 RHIRIRT 25ML ANILICE D W, 220RB2FAfZTLET
E(TTAILE)

B

Find and apply code

WHODrug
Search options v
codeine
Pref | 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate )
Drug 12818602012 A c. with codeine ® )

31 EYz#ERLIEE
UTOEHRTIE. Viedoc ClinicTI— REBEAT 3 L FICEMHBIRTNTVWBIBEE, I—F1 VIS T— NI IRR—PRATEDLSICRZZDERLTVET,

EMHBIRTNTWBIEE. BRICRTN TV L SIS, BEI—REBERDBHAOREDFICRTEINET,



Find and apply code

WHODrug

Search options
codeine
Pref  [12B18608001 Acetylsalicylic acid: Caffeine:Codeine phosphate
Drug 12818602]12_

Spec

nar Acetylsalicylic acid;Caffeine; Codeine phosphate
e
aTc | NO2A3 Opioids in combination with non-opioid analgesics X |

Applied code in Excel export output

v | W | X | ¥ | AA
DrugName NameSpecifier OldForm Ingredients ATCCodes

DrugCode
DrugCode DrugMName NameSpecifier OldForm Ingredients ATCCodes
12818602012  A. c. with codeine N _ MN02AJ Opioids in combination with non-opioid analgesics

HRIEE - CECISEN

=
[+]

b
b

README | PI | LAB | Painlevel | LABR | items | Codelists | WHODrug ®

| AM | AN

Preferred Code Preferred Name
PreferredCode  PreferredName

Acetylsalicylic acid;Caffeine;Codeine phosphate

32 BRaTERLILBS
UTOEHRTIE. Viedoc ClinicTI— REBEAT 3 & FICBERINBIRTINTVWBEHEE. I—F1 VIS T— NIV RR—PEATEDLSICRZZDERLTVET,

BAERMBERIN. J—-FPEATNLR. O—T1 VI ThicThehOBERICH LT BEROEN Viedoc Clinic TV XR— b ETNIHABAD. EHLBED T« —ILRIZAD
9o



Find and apply code

WHODrug
Search options v |
codeine
Pref 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate
i
Drug 12818602012 A c_ with codeinei (@]
.
Spec E
:
nGr | Acetylsalicylic acid;Caffeine.iCo deine phosphate
: y
ATC MNO2AJ Opioids in comhininion:[li(ri ;_'lon—opioid analgesics X
:
: Select Pref and apply code
Find and apply code :
WHODrug :
Search options E v
Search :
¥ & _
Pref 12818602001 Acetylsalicylic acld:CﬂFne:Codelne phosphate ®
-
¥
Drug 12818602001 Acetylsalicylic acid;Caffeine;Codeine phosphate (@]
Spec
INGR Acetylsalicylic acid;Caffeine;Codeine phosphate
s
ATC MNO02AJ Opioids in combination with non-opioid analgesics %
Find and apply code
WHODrug
‘ Search options =
Search
Pref  [12818602001 Acerylsalicylic acid;Caffeine;Codeine phosphate ®
Ors 12518602001 ey e Catiene Codene prospie o
Spec
an Acetylsalicylic acid;Caffeine;Codeine phosphate
4
#TC [ NO2AJ Opioids in combination with non-opioid analgesics X |
Applied code in Excel export output
| w | x ¥ | z | AR
DrugName MNameSpecifier OldForm Ingredients ATCCodes
DrugName NameSpecifier OldForm Ingredients ATCCodes

12818502001 Acetylsalicylc acd;Caffeine;Codeine phosphate. N Aoetylsalic/icacid:caffaing;Codeing phosphate!|No2A) Opioids in combination with non-opicid

| aAM | AN

preferred Code Preferred Name
PreferredCode  PreferredMame
Acetylsalicylic acid;Caffeine;Codeine phosphate
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Review status in ODM export
LEa—ZX7—2XDODMEA

#4774 Viedoc System 2023-07-19

1IEL&IC
23—FUZb
21LEa—814>F
22LEa—RT—BRZ
3.LEa—-7o>3v
3.3 Association
3.4 KeySet
3.5 Annotation
3.51Flags
3.5.2 AuditRecord

1 LI
ZOL v ZAYTE. Viedoch'5HATNIZODMT 71 LATLE 2 —XF—Z AERMNED L S ICHEBR I NI EHBAL £7,

T—RAEALBOFBICOVWTIE. T 22T 5% TBRIIEEL.

HAKKLE2a—XT—4 %2 8H 3T T—F2HNEAOEEFEZ3EETLE 2 —XT— 42 R 2B RTIVBEHHDE T,

AR LATYNMEBICHTTOZREIRT B L. LE2A—XT—RRIHAICEENEE A

A SDVRT—R R HBRAARY FBLVEBLANLTOHEATNE T, 7+ —LLARILOSDVIIENDSHRATHET,

2 O—RFRDUXB
21 LEa—%417

W TF®DannotationZ 1 7L E2a—X7—R X LEELTHD. CL_ANNOTATION_TYPE DI—RU X MIUR MINFET

= SDV

= CRAReview
= DMReview
= Lock

= Signature

"sSpv" />
"CRAReview" /=
"DMReview" />

22 LEa—XRT—42R

CL_REVIEW_STATE WOA— KU X MILE2—RTF—2ZABKRREINET, LR Dannotation® 1 FICH LTIk, EIC Checked ICBD £, B LHViedocTELE 2 —NRIFETNTL
HUWEE. CHUCHTBIIY MU —FODMT 71 ILICAD £ Ao
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<CodeList OIE="CF_BEVIEW_§TAEE" Name="CL_REVIEW_$TATE" DataType="string"®
<EnumeratedItem CodedValus="Checked" />
</Codelist>

3 LEa—7o>3>
31 Association
LEa—72>3a>EIZ1 D0 <Association> DEZRHIH D 7,

& Association (&, IHH ( KeySet THBIThFJ. UTOFAE BRI V) ZRED Annotation ICEET 3. —ED FONT« IHTIFET UTO#EE CBRIET
Wo

3.2 KeySet

KeySet (3B, FR(TE (annotated) DT > ORI T BT I 1-HICFERATNET. COBE. BADF—t vy MIFALEB. 2%D ( Annotation U TFTEEINT
W3) 702 aviclitd 2BEEZHANT B0, B—ICBDET,

= StudyOID

«  SubjectKey

= StudyEventOID

= StudyEventRepeatKey
= FormOID

= FormRepeatKey

= ItemGroupOID

» ItemOID

3.3 Annotation
Annotation |&—&®D <Flag> BRTHERINTLE T, HHIViedocDITIRXTF YL avaEHB LI ICHRESNTVWIHAIE. BEEHHEENE T,

3.31 Flags

€hnnotation SegNum="1"5
<Flag>
<FlagValue CodeListOID="CL ANNOTATION TYPE">DMReview</FlagValus>
‘_</,-"’E‘lag>
<Flag>
<FlagValue CodelListOID="CL REVIEW STATE">Checked</FlagValus>
E</,n"1-3‘la|;[> - -
<w4:AuditRecord>
<UserRef UssrOID="USR.294" />
<DateTimeStamp>2017-01-02T08:30:562Z</DateTimsStamp>
</v4:RAuditRecord>
</Annotation>

LEa—R1 IR T BT STBHEN 1D, <Flagvalue> & CL_ANNOTATION TYPE BEH®D 1 DICRESNE T,
LEa—RTF—RRIINTBTSITEREN LD, <FlagValue> & CL_REVIEW STATE BED 1 DICRESNE T,
3.3.2 AuditRecord
<v4:AuditRecord> (3ViedocDIT I RT3 YT WARHIIIRT Yo 3V BEE3 ? DA T2 aVvhBRENTULIERICDOA. HAT 71 LICEENET,
A—H—IDERALRZVTICETRERIEENE T,
UTOH Y TIVERTIE. I—H—ID=294r %> TWVWET,
<'v:l:2-!-;ditRe|:4c>rd>
<UserRef UserOID="USR.294" />
<DateTimeStamp>2017-01-02T08:31:03Z</DateTimsStamp>

</v4:AuditRecord>
</Annotation>

« Viedoc Me®D 7Y > 3 VX T 2EEAEHNE User 0ID="USR.0" ICAD X7, Chid. HIXIEOv o702 avIcRLGERAThE D,
» VRTFLDOTY L IV T BEEINNS User 0ID="SYSTEM" (A D F ¥, ThFFIXIE. BIFORBICT #—LH Oy I TNIIBEISERINE T,
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Review status in Excel export

LEa—XF—42 XDExcel

#4774 Viedoc System 2023-11-10

LLEa—-ZF—22R
2.8DV

COL YA TIE. Viedoch' 5 AT NTcExcel 7 7 M ILATED L SICLE 2 —RT— R ZOBHRHOIER I N B M DOVTHESL £ 75

TF—REALEICE T BFMS. T2 T EE BRI,

1 LEa—X7—

Vs

L4779 MIBEICHTT OEBEIRLTWAREE. LEa—XT—2AIHAICEENRFEA,

Excel BN 7 7 AILICIE. LEA—RT—RRADRILIS— bHBDET,

Reviewed item Clinical review by Clinical review date (UTC) Data review by Data review date (UTC) SDV by SDV date (UTC) Signed by
Reviewedltem CrBy CrDate DmBy DmDate SdvBy SdvDate SignBy SignDate
Event date Demo User (317) 2018-09-1008:01 Demo User (317) 2018-09-10 08:01

Event date Demao User (317)  2018-09-10 08:00 Demo User (317)  2018-09-10 03:00

Event date Demo User (317) 2018-03-1008:00 Demo User (317) 2018-05-10 08:00

Event date

Event date

Event date

Event date

Event date Demo User (317) 2018-07-3111:45

Event date

Event date

Event date

Event date Demao User (317) 2018-08-07 11:44 Demo User (317) 2018-05-07 11:44

Event date Demo User (317) 2018-03-1008:00 Demo User (317) 2018-05-10 08:00

Form

4 . | Pl LAB PainLevel LABR ltems Codelists Review status | SDV (O] 14

RORICRT LSS RIDFUCIE. LE2—TNcT #—LZHBT B DDBE/RHARTIN. TORICLE2I—ICETBBWRAAD LT,

2k

Site sequence number

Site name

Site code

Subject sequence
number

Subject Id

Event sequence number

Event Id

Event name

Event date

Activity Id

Activity name

FormId

Form name

Form sequence number

Reviewed item

FiBA

7 —LE#ERT 35

HBRATHERE I/ O—/NLICEBIT 2 hY 2 —

Viedoc Admin TERE S N7 HEEk %

Viedoc Admin CERE SN I —

MRADEEZHANTEINT V52—

Signed date (UTC) Lock by

LockBy

Demo User (317)

Demo User (317)
Demo User (317)

Viedoc Designer CERE SN7HRDEEID, Subjectldid. BEH— K. BEFHMEE L DViedoc CliniciC R EN 2 BEHAF

FICBEDARY DY =T Y RRTARY b Z2HANTZIHT V2~

sHERTH - > (Viedoc Designer) TEREI NIz R RID,

BT > (Viedoc Designer) TERE M. Viedoc CliniclcRRINZ IR 4

AR FHRMES Nz & FIlViedoc Clinic TRES MM XY bO BT

BT > (Viedoc Designer) TEREINIETI T ET+ID

BT > (Viedoc Designer) TERE I M. Viedoc CliniclcRREINZT7IT1ET1 %
SHERTH 1 >~ (Viedoc Designer) TREINT=7 #—LAID

BT H 1 > (Viedoc Designer) TERE I M. Viedoc CliniclcRRINZ 7 +—L%
ETIVTAETARDENZND T +—LDA VY RAI Y AEZHBRT I NI V2 —,

BOEBL7A—LICEATN. BOBRLT +—LTHWEER. BICICBEDET,

LEa2—XF—42RICET 515
ROWTNIMRD ET ©

« ANZRE-LE2=To2a MRy FBICRITEINGE
« TA—L-LEaA=TI2avhIr—LLANLTRITINEEE

Lack date (UTC)
LockDate

2018-03-10 08:00

2018-03-07 11:45
2018-03-10 08:00
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2k EILE]
Clinical review by JUZAILEa—%2RTLIcA——Da1—H—F—Lra1—H—ID
Clinical review date (UTC) 2 U Z=AILLE2—DORERE (UTC)

Data review by F—RLEa—%RFLII—HY -2 —F—LrI1—%¥—ID DML Ea2—T735JTY—7)

Data review date (UTC) F—RZLEa—DOREHE (UTC)
SOVERTLcA—HF—DI1—H—FR—LYr2—H—ID (SDVLE2—T 55 TY—7), BELANILTSDVHRMES NI TIE. SDVAREDAHRWVWERICDWTIE
SDV by
SDV date (UTC) SDVA'RITEN7-HEF (UTC), BB L NILTSDVHARMSN/ERTIE. SOVARBEDHRWEBICDOWVWTIE. COFICN/ALEENE T,
Signed by T+—LICELLEA—F—Da1—H—F—L2—%¥—ID
Signed date (UTC) T+ —LHEMIC K > TERIN/-BE (UTC)
Lock by Ix—LeOyyLlti—H¥—-D1—-H—x—Lx1—H—ID
Lock date (UTC) T x—LhOv I Ehi-BE (UTC)
2 SDhv

F—2HAEE TSDVOIEREED D & SISBIRTNTVBIHE. Excelt/17 71 JLICIE. SDVIERAIC1 > — MERRTh & T,

SDV by

SdvBy

Demo User (317)
Demo User (317)
Demo User (317)
Demo User (317)
Demo User (317)

SDV date (UTC)
SdvDate
2017-11-17 12:26
2017-11-17 12:26
2017-11-17 12:26
2018-09-10 08:01
2018-09-10 08:01
2018-09-10 08:01
2018-09-10 08:01
2018-09-1008:01
2018-09-10 08:00
2018-09-10 08:00
2018-09-10 08:00

Demo User (317)
Demo User (317)
Demo User (317)
Demo User (317)
Demo User (317)
Demo User (317)

L B LRIV TSDVARBE NIRRT, COFICIISDVAIRBERER R IFEEN. I—F—DERIZ A TTET.

RORICTITED. RADFIFSDVAEE S NIIBE ZHH T 3D DERMER TN, TORICLE 12— IR ZBHRARMEINE T,

5% L]
HEZ#5T 35

Site sequence number

HBATHERZ I O—/NILICERITZHhY > 42—
Site name Viedoc Admin TERE S N7 HEER 4

Site code Viedoc Admin TERE SNz fEs 1 — R

Subject sequence number

Subject Id

Event sequence number

Event Id

Event name

Event date

Activity Id

Activity name

FormId

Form name

Form sequence number

Item Id

MERADEEZHRTI NI 42—

Viedoc Designer TERE SN DEEID, BEIDIF. BEH— K. BEFMEBEIE %A L DViedoc CliniclC RIS 113 BEHBIF
FILBEDAIRY O —T Y AATARY b ZHBRTEI ATV 2—

RERTH 1 > (Viedoc Designer) TREINT=A N> kD

BT 1 > (Viedoc Designer) TRE I M. Viedoc ClinicicRIRESN B TR b

ARy FHERRES 1172 & FIViedoc Clinic TRE SNz R OB

BT > (Viedoc Designer) TREINTIT1ET+ID

BT 1> (Viedoc Designer) THREIMN. Viedoc CliniclcRRINBZ TV T1ET1 4

RERTH 1 > (Viedoc Designer) TREINT=T #—LAID

BT 1 > (Viedoc Designer) TRE I M. Viedoc ClinicicRRESN 37 #— L%

ETIVTAETAHDENTND T A —LDA VRV AZHBTENTVE— EIEDBRLT +—LIFERAINES,
BOBLI A —LTHWBERMNEARD, 74—LZEVEY FLTBEREFEIZ L. HLL I+ —LDBLESIE2JICADET,

T7A—LDOBELESIE Uty bELURBYT B GITIDEMLE Y,

FRERT ' > (Viedoc Designer) TRE SN 7=IEHID



F%

Item name

Reviewed item

SDVby

SDV date (UTC)

Bz

BT > (Viedoc Designer) TEE T M. Viedoc ClinicicRRSN3EES
SDVICEIY 3158

ROWTNMMTHRD ET ©

» ANV IAE-LEa—TIavh ARy FRICEITENGS
» TF—AL-LEa—=TU2a T —LLRNLTRITEINGE

SDVER{TLIEA—Y—DI—H—R—LXI—H—ID

SDVA'RITENI-HEF (UTC)
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Exporting for SAS
SASAD A

#4174 Viedoc System 2025-05-02

1IECHIC
2.SASAIC 7 #—= v bENF—RDIIRHFE—F

1 LI

ViedocTld. F—&%ZCSVIER TI U XK — kL. Statistical Analysis System (SAS) THH TR LA TETET,

Unicode E— R TDSASD AR~ b INTULET,

- SAS#EHLOD ODM (XML) 7 7 JLid. ODM A Y R—bY—)LEFEALTSASICTVAR—b L. 7Yy TO—R$ZENTITEY, M. ODM 77 AIILH 5T —42%
AR — LT 2ZBRLTIEEEL,

-« ODMXML 7 7 JL% SAS IZ >7/R— k§ 3 ICId. SAS Clinical Standards Toolkit ZfEHT 25 Z L 2 HEIH L £,
2 SASHIZTA—X v rENET—EDIVRR—h

Viedoch'5SASHEIFICT # —< v hENIT—2EHRATBICIE. T—2ENEEROHAFRICT, UTOERETIBENHD 7,

= 3l . CSV-Comma-separated values & F 9
- T BSASRU VT EEHIEERLET

NZTZTTHRIDBEATIE. HHT A=<y D CSVDIFE. AR—ICEBINE T,
- HIETBSASRI VT E2EDHZA T avid. COVEN. T+—LBMTT—R2EJIL—Ft. 7IVT1 ETABIC1TTFOOLA 7T bOBEDOHFIERIEETT,

Output format

Output to CSV Group data by form 1 row per activity

Output tor | gy . Comma-separated values =

Datalgrolpings Group data by form ¥

Lavout 1 row per subject ® 1 row per activity 1 row per item

+| Include corresponding SAS script

Output version: | vicqoc 439

UTFZEE. Zip7 7AIILOENEBDET,

- UTOEKXBHREZET. READMEFF X 77 1)L
« ViedoclBAN—2 3> GBI T -2 HNT 2% TBRAEETY)
- BEOBERICERLEZ ALY —Y
« LE2—RF—ZZHHABEHYL LGREREN TV RIBAD L. BLOEK
« FRICHLT. FnEN1ADCSVI 7ML (ERINBZT—2tE Y MMExcel HIDRKD T 7 AL L —BLIZHDICTHRD )
« HATF—20Z T+ —LICRHLT. LEDOCSVI 7L
- BE-BAT-RICEFNIEBICET 3 —RNAEHRESAL. LEDCSVI 7L
= Codelists - £ 7—42D 01— RFUX FMEBICET 3 —MHNBRBHREZAL. LEDCSVI 7MIUZZFREY. ROV TRIY FTv IRy I R)
2DMSAST 71 L
- _RunMe.ssas- T—2 %A VR—FFB3HICSASTERITTZ 77 1)L
= CSV2SAS.sas - SEBFETIE W<, @B T 7ML T, T—2ESASERICEIRT 5%(C_RunMe.sas 7 7 T LHMERTZ 7711

HAID (0ID) LHASRNIHDHRTH A Y TEEINTVSIHA. EN5IEExcel/CSV/SAST Y ZR— MIRRINET, HAID (0ID) LHASNILHHRT Y1 > TRE
% (£A) OFFDOHE. REBFADEE D LSRNIMERAThET. RBRTV A VICSTZ3BEEREOFHMCOVTIE, HAOLNUTF—> 3 v EBRLTILEE L,

Viedoch'5 A LTc T—RESASICA Y R— 9§ 311

1 SASZX U T+ EREULT— K% Viedoch 5L £T (REIFFRDED),
2 SASERIE XY
3 _RunMe.sas7 7 1 LERITL 9 (LEBE CBRILET V),

BE7 71IDOT—R2A 7 CodeListsFE XN SASHRICE I NLE T,


https://help.viedoc.net/l/a559c4/en/#SAS
https://help.viedoc.net/c/331b7a/92cbe9/ja/
https://help.viedoc.net/c/331b7a/92cbe9/ja/
https://support.sas.com/documentation/cdl/en/clinstdtktgs/65564/HTML/default/viewer.htm#n1dtgqybjbbujqn1rt87kq0uhyau.htm
https://help.viedoc.net/l/01d540/en/
https://help.viedoc.net/l/b67c56/en/
https://help.viedoc.net/c/e311e6/3433fe/ja/

2

Archiving a study
HBROT—H1T

#417% Viedoc System 2022-01-14

1IEL&IC
U T—HA THUCCHER TN
2. RBROT—h1T

1 EL®IC
HEBOT—2NENTT L. BEHR. SHRIIERT — 26 LUERTORBREENEEIIAR— L. 7T—H1TTI3HBERHDET,
11 7—AATHICCHERESTV

T—NATeRTINEHROT —F LTI RR— MERO—LZFH DAY —HDVBBELNH D 9, FMICDOVTIE. Viedoc Clinicl—H—H+1 FOTF—2HEAL v R ZBRLTL
12TV,

Viedoc 6TMF % CHIBDIFEIE. eTMF-EMS UAEY FUEBBL TSI,

2 HBROT—HAT
LTI LB, R CHBRET— 71 7T 5BICHANT 5 LAREINE T, HRNOY SN THF—ZOTI XK~ METRTT,

« A—H%—0O7 (PDFETci3ExcellPN THATEE) L <IE Ly AVABREEEOI-F—O0J0tEs> a3 2 BT,
« HARBEBRCRFT — 2K (21ARY b 74— L8 BFRCIEUTZERIZCZEBOLET,

= Excel
s VIVEOTVORE. LEa—XT—8R d=FTa I, Py 7O—REnlT 71
Type of data —
Signed data Nort Signed data SDV performed or NA SDV pending Queries Query history Review status 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 +| Query history
+| Review status +| Medical coding
Event dates Edit status
+ Uploaded files Subject status
Pending forms
Output format —
Ourtpurt to Excel Group data by form 1row per activity
Output to:) | Microsoft Excel - Office Open XML ~
Data grouping: Group data by form ~
Lavoul 1 row per subject # 1 row per activity 1 row per item
= Csv

- ECXICHTE DEEIR
« BEZEC HIR - VEy FEINET—-2DBEY)


https://help.viedoc.net/c/47e0ad?lang=ja
https://help.viedoc.net/l/b0bf8b/ja/
https://help.viedoc.net/l/e28906/ja/

» VIVEOTVORE. LEaA—XTF—8R A—FTa VI, Py TO—RENlT 71

Type of data —

Signed data () | MotSigneddata ) | SDV performed orNA @ || SDV pending Queries @ | Query history € Review status @) Medical coding @
Uploaded files )

3

Signed data Iz Not Signed data

®

SDV performed or NA IZ SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

\z Queries IZ Quer! histog
\2 Review status Iz Medical coding
| Event dates [ Edit status

\Z Ueloaded files I: Subject status

__| Pending forms

Qutput format _

Outputto CSV @ Group data by form @ 1 row per item @

Output to'| sy - Comma-separated values ~

Datalgroupig Group data by form ¥

favout 1 row per subject 1 row per activity ' 1 row per item
————

\\7 Include hismrz (will also include data that was reset or deleted)

csv
- TOTAETABIC—TOEHER
« HEHTBSASRVU T EEDD
« JIVCOTVUORRE. LE2A—XF—RA, A—FT1¥J. 7y FO—-REhiT 71

Type of data _

Signed data @) || NotSigned data ) = SDV performed or NA ) | SDV pending € Queries @ Query history @ Review status @ Uploaded files 3

\2 Signed data

K

Not Signed data

\2 SDV performed or NA

3

SDV pending

In addition to data, also include the following in the export (will not be included in Preview data)

\2 Queries \Z Query history
E Review status E Medicalcoding
[ | Event dates [ Editstatus

| Subject status

[¥] Uploaded files

\: Pending forms

Qutput format —

Qutputto CSV @ Group data by form ) 1 row per activity )

Output to’| csy - Comma-separated values

Datzlyicupixs Group data by form ¥

Layout 1 row per subject ® 1 row per activity ) 1 row per item

Iz Include corresponding SAS script

OobM



- IV A-Ta VY LE2A-XT—ER

Type of data —

Signed data Not Signed data SDV performed or NA SDV pending Queries Review status 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

Subject status

Qutput format =

Qutput to XML

Outputto:| cpisc ODM - XM

+| Include extensions?

« PDF
« PDF/A %Z1ERL
- LEa—RF—4Z 7yFO—-RENnkT7TIL

Type of data -

Signed data Net 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 —

Qurput to PDF

Qutput to PDF If Archive v

Exclude deleted subjects / events / forms
| Create PDF/A compliant archive
Embed complete fonts (no subsets)

FDA submission format (eCTD)

ViedocD T —R TV XR— M. CNODEREEDH. T—H1 TPREUCHE L BBRIRTO I 7AIIUFERESY R—FLTVED

Portable Document Format Archive (PDF/A) - EIFZ#LEHE (1SO) HMEHEILLIPDFT7 #—< v b T, BFXEOT7—H1 T RPREICRELLAEN-D 3> T,
Office Open Extensible Markup Language (XML) - 7L w K> — bk (ExcelR¥). Fy— b, TLEYTF—> a3y, 7—TONERAOERINIXMIR—ZD T 71 ILERT

Fo
- IREHRITS T L (SAS) -SASY 7 h THEHBIRICERINBE 7+ —<X v b TT, CSVT—Z 1w b ESASICT VR— F T B72ODSASX T ) T id. CSVI U RKR—MCE
HBEEHTEET,

Operational Data Model (ODM) - BRERFIZET — 2 L ZHUCEIET 2 X 2T — 42, BET—4. BRT—4%. EEBREXER - RETZHD. XAVE——a—FrJILTTSY
7 A —LICEKELAEVWT =Y FTY,


https://help.viedoc.net/l/a559c4/en/#PDFA
https://help.viedoc.net/l/a559c4/en/#ISO
https://help.viedoc.net/l/a559c4/en/#XML
https://help.viedoc.net/l/a559c4/en/#SAS
https://help.viedoc.net/l/a559c4/en/#ODM

2

Medical coding
AFeANA=TFT1 2T

#4174 Viedoc System 2025-05-02

1LI3L®HIC
2.Viedoc Coder
2118
22 74 A L BOEB
3. d—F®D L
3.3 MedDRAZFA L - =T« > I DFEREA]
331 0— ROBE
332 1—R%EERTS
333 1—R%EATS
3.4 WHODrug Dictionary% #f L fe I—F ¢ > J O fE R EH|
344 01— R%EBRERTS
345 01— R%FERT S
346 A—R%*#EHAT S
4. =T T DER
45 0—T+4 U RAESRICT S
48 A—T4 7Dty b
5.A—FT1 0% HNe3
6.A—baA—FT1 5

1 FL®IC

A—Ta VI REEZEATZ L. BEER. BEE. HARLCOT —22BEMTNHETI—TA I TR3EHATEERY. I—T1 VI ERBREANS 7/ ERXTEeh
TEZEY,

Viedoc Coder R—JIZIE. =T« YJICETREENRTINET, HIZIE. I—FT1 VI ELUVERFAOBEHOBLEABRLE T, FA—T 1 > XA—TIlIE 10DEELY
rYHOET, RANINBIERIE. MEEROHZ T — 2B LUVHRICEOVTVET,

- CHEOO-ICHLT. O—F« YJOME. RITELVEDERDPEDICE>TVBRBEICOH. A—FT1 VJICT7IERTZILHTEEY, I—F1 7071V
MPRETNBWEE. CEFOO—ILCI—T1 VI OERNMIE SN TVWAVWI L ZEK LT,
= MedDRA FREFEEIR/N— 3> 260 UBETIE. FAK VWS HENHD. COAEIR. REOXFHYR— TN TVLHRW®. Viedoc ¥ AT LTIE FFERRIND,

2 Viedoc Coder



21 #gE



1

Viedoc Coderic ABICId. HET7A IVEERLTILLE L,

Viedoc Coderld# L WI 1 RO THEEY



viedoc coder @ Demonewcoder
All countries 4 All sites A

Adverse event

Coded data Approved data
9 of flitems 0of11items

0 8 items auto coded 0
0 1items manually coded 0
Open medical coding -
Concomitant medication

Coded data Approved data
0 of 5 items 0of 5 items

Open medical coding >
Concomitant medication ATC

1of 5items

Coded data Approved data
‘ 0of 5 items

0 1items auto coded 0
0 0items manually coded 0
Open medical coding -

Medical history

Coded data Approved data
0 of 7 items 0of 7items

0% 0%

Open medical coding >

viedoc

©Viedoo Technologies AB 2024 - Terms of use: - Privacy policy
Viedoc™ version 4 80906417078 + 2024-10-16T14:38 UTC



2. Z2a-7TIA-F« Y/EEERCEBRL TSV,

Open medical cading -+

Viedoc CoderlZid. IATHOIA—F« Y IRREEH—BRRIN. TS5 IHMEFISRIN TV,

viedoc coder @ Viedoc Cader o @) DEV3STUDY DEVASTUDY
Adverse Events L Sweden L Al sites )
Alliterns. o & Q_ Search. e o de and apply code
SubjectID T = \Value S  Code MadDRA B oo currentitems
SE-993-001 headache Anaphylaxis treatment % Search options %
SE-§1-002 Haadache Anaphylaxis treatment x
Q, search..
SE-§1-003 A Acuta anaphylaxis ®
SE-S2-001 Haadoche SOC  Select.- 4
SE-52-002 c Systemic anaphyloxis x HLGT  Salect i
HLT Salect.. +
BT Select i
ur Salect 1

Add additional comments...

Apply to selected itams (0)

Clear

Rows: &

Viedoc Coder >V —JLid. U TFOFIETHERL X7
LA=F I $B0—T+« VIEE (F—4) ZFERT 3,

2.RTETBDRIRTOEDEEN. 1 DDOEDHEEHEHEIRT 3.



RRTBDIETRTOERDEED. 1 DOMHERDEEHZFEIRL FJo

RIA-To Y OEE. A—T+« VI EHER. EREHBEXIILTOEENSERLF T,

EHOIRTOEENRIC. THFRMERERITLET,

RESNTWSIHAE, HMBNAETHZI NI L, FIZIE. REBEOHEZOASLIBD £

J—FZRRLT BALFY (O—FoRECFEHAZ CBRIEI V)

L.CBES5ZBERL T, ViedocDREZZRELTED ANTEYE—ICTIEALED, Viedoch5OJ 7T LD T BN TEET,
J—FZBEAT 3B UTFTOZEHTETT,

» OXYEREEM - O—To VI TRIRICBELLMBEICETZIXY b EIEHBEEBMT 3.
 ADOMEICERO I — RZEBMNT 3,

O FORECERE BB RE .
22 F7A A rBOREK

Viedoc Coder DEHEEIRIER IS, UTOREBTRINE T,

viedoc coder @ viedoc Coder

Adverse Events 1 Sweden 4 All sites i

(AH items o 1 ) Q, Search... o o
SubjectiD T = Value 9 = Cada
SE-999-001 abdominal obstruction o F Anaphylaxis treatment o x

SE-51-002 Headacha Anaphylaxis treatmant X

SE-51-003 A 1 Band-like haadacha & x
2 Adrenal disorder

SE-52-001 Headacha

SE-82-002 c 1 Band-liks haadache e.§ x
2 Adrenal disorder

BEDHERET 1 LZ—HBEET Y. S URILEBIRT B L. RKR T+ — )L OBERAIBEAEEN U A MEENc POy A IV I MARRENE S,
74 —LRICIE. EORBERIBZ/IZEIBT YU M2V — MEEEDHD £T. ORI IR TOFITHATESZDITTIIHD FEA
O—R74—LROBESHMFWLU R NI ZOEICEROI- FAERATNTVS L Z2BKLE Y.

AETA—ILRDA LY SEBORYDOTAAYE. A—R T4 —)LROBZVA LU SEBOERIE. BENI—T 7 »J INIHRICERIC & > TViedoc Clinic T (7 +—LIE
B) "EBEINALILE2ERLEY, BASNEI-RRBELLAVIARENASHD. BEEBEI—T« VI TIRBELNHD £7,

A—RI74—LFDV Yy TT7AAVIE BRMEMENLIEZBKLET, JVYTTAIVOLICITVRRA Y E—2EhtE 3 L. BROABHIRTINET,
FIvII—UHA>TWRBE, A—Tr YIHERBINIeERLET,
FIVIRYIRE BRLAI-FZ2BAY 3. JROMEEY—IT2DICERLES,
LA OADFICHVXDH B 7 AVIE BRI FZHIRT 3 7DICERLET,
3 I—-FOBRRCER

ZDEILarTiE REILBAEITESSEH (Medical Dictionary for Regulatory Activities : MedDRA) #fFR L7-BEEROEFZNI—T 1 > 7 0Flr. HRFRIEEDER R
(WHO Drug Dictionary : WHO DD) %M L 7cHAROERZNI—T« I/ OflZ T LE T, MOBEOEEZEAYT2HBETH. -7« Y/ OFIBERZEKRTY,

31 MedDRAZMEALTI—Tr > J DERES

311 O—RFO®RE

BISEATZ2I—RZROIT3ICIE. BRLTI—FE2ERTZOLEI>a>zEEALET,
ROIDDERF T 3 VHMERTTRET T,

« B -RBREERICE. BRI —LRICANSNETEI M EBUINTOBEENRRINE T, CNNATF I DL TS a>TE
- DOHRED - REERICIE. BETA —LRICAHSNAETFX N THEZITRTOERLNRRINE T,
v B2 -RBREERICIE. BET—LRICAASNETFI M ERBIC—BT B3 IRNTOBEENRTINE T,

BRI —ILRTIE. D—RFRIZAE (OBNF)) Z2RRIZLHTEXT, REABIC—HLAI—RE BRI —ILEDSERETNZ ROV TETIVUIMIUZ INE
Yo AEHIMERDSOC (system organ class/BBEAIASDEE) LU VI ENTWBHBE. 750X USOCIIHTK O— RIFETRRIN. £HY KU —SOCICHI< I—RidF L1 T&
TRENEY

BRTIRAXFLNXFIZRB SN EH Ao "Anaphylaxis, £ AJ19 % L. Tanaphylaxis,*"Anaphylaxis ZFDERNERRINE T,


https://help.viedoc.net/l/a559c4/en/#MEDDRA
https://help.viedoc.net/l/a559c4/en/#WHODD

Find and apply code

MedDRA n Omnly current items
Search options ~
° Contains BEegins with Exact match

[ Q unnphylaxi# ]

LLT 10000664 Acute anaphylaxis (IMMUN)

LLT 10002218 Anaphylaxis (IMMUN)

LLT 10048090 Anaphylaxis prophylaxis (SURG)

LLT 10002222 Anaphylaxis treatment (SURG)

LLT 10060688 Exercise-induced anaphylaxis (IMMUN)

LLT 10042531 Systemic anaphylaxis (IMMUN)

PT 10042090 Anaphylaxis prophylaxis (SURG)

PT 10002222 Anaphylaxis treatment (SURG)

Floe BRI —ILROTFTOROYFEIYUZ b EFERALT. BEFADEE (SOC). BT IL—TFFE (HLGT). BfiiFE (HLT). BAFE (PT). HLUTESE (LLT) £BRLTI—FK
ERRTHLHTEET,

T4 bTIE. MedDRATRTF—ZZANTHL Y MOTFEE (LT HPREFBRICKRRINET, ALY MNEEOHDF VIRV IREFTIZTEILT, /ALY FDOMedDRA
d—FR (BULWEL., REE YIDRTESNTVS. ERINTWVS, T, FEEIRILHIEESTVROICERINE B/ fAE) ZRRIZCNTEED


https://help.viedoc.net/l/a559c4/en/#MEDDRA

Find and apply code

MedDRA n Omnly current items
Search options ~
° Contains BEegins with Exact match

) anaphylaxis

s0C 10021428 Immune system disorders 4
HLGT 10001708 Allergic conditions +
HLT 10077535 d respons... J
PT 10002198 Anaphylactic reaction @
LLT 10002218 Anaphylaxis + @

10054843 Anaphylactic reaction to food

10063979 Anaphylactic reaction to vaccine

Ad 40073013 Anaphylactic reaction te venom

10002218 Anaphylaxis

100B0ERS Exarcise-inducad anaphyloxis

Add ant

Clear 10042930 Systemic anaphylactic reaction

10042931 Systermnic anaphylaxis

312 O—r%zEBEIRTB

BALLWI—REBRLEI. COI—ROFEMIE. RETr—ILROTICHZ 71 —ILRICRTENET,

PT (BXE) SLULLT (FEHE) 71— L ROBICHZBEOIIFRIOVWTFNHEBIRL T, PT (BAEFE) BT (FEHE OC55%2ERAIHEZRIRTIE. ATOE
Bz CBRIET L,



Find and apply code

MedDRA n Omnly current items
Search options ~
° Contains BEegins with Exact match

) anaphylaxis

s0C 10021428 Immune system disorders 4
HLGT 10001708 Allergic conditions 4
HLT 10077535 d respons..
PT 10002198 Anaphylactic reaction 1O
LLT 10002218 Anaphylaxis L @

! LLT 10002218 Anaphylaxis (IMMUN)

Add additional commants,

Apply to selacted itams (0)

Add another code
Clear

FL 74— RICEBOI—FZEBMT 31581 5—#I1—F2EBMEERLE T,
OXY b GBRLAEI-RICETZ2IXAY M EEHA) 2E8MI 3581, IAY 2B 22BRLT. 71 —ILNICBREADLET,
IVTEBERT L. BREVEY P TEET,

E2R D MENCERL - FEEAY 255 ROEAICHZ[ROI-FEZERLET, - FORRCEADEI > a Vil 20— FOBRABHBBNICAATNET,
313 I—-r%=EAYS

BRLIO-FZERIBICIE. I-FZEBLIEWVMEOTF T v IRy I XZ2HRL. BREBICERZRRL Y, BRLAI-FHIVROBBRES SOBICEATNE T,




viedoc coder

@ viedoc Cader @) DEVaSTUDY DEVASTUDY
MedDRA 1 Sweden 1 All sites L
Uncoded items 1 Q, Search.. Find and qpply code
Subject D = Vaolue =  Code [—] MedDRA
SE-99%-001 abdominal obstruction
SE-51-002 Headacha

n Omnly current items
SE-51-003 A

Search options ~
[y
\
1 ° Contains Begins with Exact match
1
1
SE-S2-00 Headache “ @, anaphylaxis
SE-52-002 c 1
R ‘l s0C 10021428 Immune system disorders 4
1
1 HLGT 10001708 Allergic conditions 4
1
Ii HLT 10077535 Anaphylactic and anaphylactoid respons... .}
1
1 PT 10002198 Anaphylactic reaction P @
1
\ LLT
1

10002218 Anaphylaxis

I ®

LLT 10002218 Anaphylaxis (IMMUN)

Add additional commants,

Apply to selected itams (1)

Add another code

pC
Clear

Rows: &

e

| BRFAOI—RIE. - FOEAICHZ T AV EBEIRT B ETHIRTETET,



MedDRA All sites

Coded items 1 Q, Search

Subject 1D T = Value

SE-99%-001 abdaminal obstruction Anaphylaxis

SE-51-002 Headache Arm paralysis

3.2 WHODrug DictionaryZ R L 7= I—7F+ > OERES
321 O—FrZBREIB
BICEATZ - FZ2RDII3ICF. BELTI—FEERTZIOE a2 FALET.
WHODrug Dictionaryz 9 3358, UTOHETRERI B LA TEET,
- Y -EYMETIRERLET. AT IHIL DA TS 3V T,

- BYMMD - RN SEMERRL £ o BRRT 1 — L FICEBOMD Z TR > TANTZ LN TEXR T, REBRTIE. HESTNILIRNTORDZSLINTOR
MHRTENE T,

RDIODDBEA T2 avFATEEHTEED
v BU-BEERICIE. BRI RICANTNETEX M Z2BCIRTOEENRRINE T, MDA T I3 DA TS 32T,

- DOWED - BREERICIE. BRI —ILRICAATNAETF I M THEZI IR TOERELNRRINET,
v B2 -RBRRERICIE. BRI —ILRICAASNETFERI M ERBIC—BIT B3 IR TOBEENRTINET,



Find and apply code
WHODrug

Search options

° Drugs Active ingredients

° Contains Begins with

Exact match

Q, Search.

BRI —ILRTIE. D—RELIIAE (OBNF) 2RRITZICHNTEET, BEIC—BITZI—RIE BRI —ILRHSEBRETNZ ROV TIEIVUIMIVRNEINET,
BRETIRANFUNXFIEXB SN EE A. "paRacetaMol, X AF1F % X« "paracetamol, ¥ Paracetamol FDERMNK T INE T,

X DOEEDORICHZHFIE. BHHDOBERLTVWEY, CORFEERTZ L. BUHRDZV R LRy IT7y THRRENET,



viedoc coder @ viedoc Coder © DEVISTUDY DEVASTUDY

WHODrug i Sweden + All sites 1
Allitems 1 Q, Search.. Find and Qpply code
SubjectiD T = Value = &1 e &2 = Code WHODrug
SE-S2-001 Ibuprafen na nia AcaclofenacParacetamolSerrapep X Search options G
tose Tizanidine
SE-52-002 Iouprofen nia nia Aceclofenac:ParacstamatSarrapep X @ oruos Active ingredients
tase:Tizanidine
° Contains Begins with Exoct match
( Q. pAroCetamol ]
Showing a subset
13829801001 lofenac:Chlor aracetomol 3
MO3BB)
14588201001 Aceclofenac,Chymotrypsin:Paracetamol (NOZBE)
13840601001 Aceclofenac;Chymotrypsin:Par [Trypsin
(MO1AE)
13841101001 Aceclofenac; Paracstamal (NO2BE)
12501901001 Aceclofenac: Paracetamol:F P (NOZBE) 3
12501902001 lofenoc:Poracetomol,Robeprazole sodium
(NO2BE)
13842801001 Aceclofenoc;Paracstamol;Serropeptase (M|
12501401001 n
Aceclofence;Paracetamol;Serrapeplase;Tizanidine (NOZBE)
12501402001 Aceclofanoc;Paracetamol,SerropeptaseTizenidine
hydrachloride (NOZBE)
13837401001 :Paracetamol:Thiocolchi id 3
(MO3EX)
Add additional comments...
£
ply o sel

Clear

Rows: 2

322 I—FZERISB
HBAT3I-F () ZBRLET. CORNOFHMBIE. BRI —ILFOTDT 1 —ILRICRTINET,

WHODrug Dictionary Tld. IRTOEYIHEM & LT Dpreferred drugh’ds D £9, 8% (Pref/fB5%E) 71 —ILREEYM T+ —ILROBICHIEEDIDPAREZ Y OVWThH&E
RLT BEERFLEIEYLOCE5Z2FERT D ZERLET, EMENT 74 LT,

A—7+4 YJ %IV K- 9358, BERLEYLOMANENICEENET (Zh2hBIDFID). FEL. I—F« YIPICBEZERY 3 LBRLIBE. HATRD
AADFUBERENRTINE T, Chid. T—EIYR—Iv—Ic—BUZRHL. 1DDFEANBLETTT —2Z2RIIF5NELSICTBLDHTT,



viedoc coder @ viedoc Coder () DEVasTUDY DEVaSTUDY

WHODrug 4 Sweden 4 All sites 4
Allitems 1 Q, Search.. Find and apply code
SubjectlD T S Volue | #1 g #2 =  Code WHODrug
SE-52-001 buprafen nia n/a AcaclofenacParacetamol:Sarrapep % Search options 5
tose Tizanidine
SE-52-002 buprofen nin nfa Acaclofenoc;Paracetamol:Sarrapep X a
toseTizanidine 4 jpAraCatamol.
Pref 12601902001 Aceclofenac;Paracetamol;Rabeprazole
Drug 12501902001 Aceclofenac;Paracetamol;Rabeprazole
Spec
Aceclofenac:Paracetamol;Rabeprazole sodium
Ingr
Cntr N/A Not Applicable 4
MAH  None 3
Form  Unspecified 4
Str Unspecifisd 3
ATC | NOZBE Anilides X 4
Gen  Generic
MPID 3881013
01 Aceclofenac;ParacetamolRabaprazole sodium (MPID |
B1013) :
al comments...
g4
FRows: 2

ERERAZERLT BRLAEO—F (YY) OEBZEZRRSICEEL. FOYTL IV UX b Z2ERLTE (CNTR/country) . #iEMR5E#%E (MAH/marketing authorization
holder). HI#2 (FORM/pharmaceutical form). FI& (STR/strength) X EZFID (MPID/medicinal product D) (%29 33H8) ZERL £, EHEIERTEBIRL T EHEIEXR
RICTBZEHTEFY (EFRESBILEIV),

FL 74— RICEBOI— FZEBMT 31551 5—#I1— F2ZEMEERLF T,
IR GBIRL7cO—RICEY2OX Y b ETIIEA) Z8MT 35818 BRZEMZFERLT. 7 —ILRICBREANLET, JUTZERIZ L. BRE VLY FTBLNTE
E3ED

DHENICERLO—F2BAY 25813 ROEANSZOI-FZERLEY, RRLTI-F2EATZOEI>aVIitiE. 20— FOBRABHEBNICATENE
ER

BEHROATCO— RZBUEYZBIRLIBE. IRTOATCO— RAATCT « =L RIZRREINET, I—T« VJICIRTOATCI—REEHZ D\ BERLIEI-—ROHZEEDHZH%E
ERITDEHTEEY, ATCI— FZHIBRY BICIIXEZEIRL. ATCI—RFZEIMT BICIFATCT  — /LR ZBIRLE T,



NOZBE Anilides X

+ NOZBE Anilides

11912301001 Acetylsalicylic asid:Aluminium
Mepyramine;Par [Phaniramine

panolamine (MPID 33H061)

Add additional comments...

Apply to selectad itermns (0}

Add another code
Clear

323 IO—FrZEAYS

BRLIO-FZERIBICIE. 20— FZERY3EOF v IRy IR ZHRL. BREBZERZBERLE Y, BRLLI-FR BRLULBECEICEAINE Y



viedoc coder @ viedoc Coder © DEVISTUDY DEVASTUDY
WHODrug i Sweden + All sites 4

Allitems 1 Q, Search.. Find and apply code

WHODrug
Rejectselacted | Reset sslactsd
Search options -
SubjectlD $ 5 Value T 1 s @2 =  Code [—]
SE-52-001 Ihuprofen nia nfa AceclofenacParacetamol Sarrapep x O, paracetamol
tosaTizanidine
SE-S$2-002 Ibuprafen nfa nfa AceclofenceParacetamolSerrapep % Pref 13617601001 Acetylsalicylic acid:Ascorbic acid;Parace

tose Tizanidine

Drug 13617601001 Acetylsalicylic acid;:Ascorbic acid;Parace °
Spec

MAcetylsalicylic acid:Ascorbic acid:Paracetamaol

Ingr

Cntr N/A Not Applicable 4
MAH  None 4
Form  Unspecified 4
str Unspecified 3
ATC | NOZBE Anilides X 4

Gen  Generic

MPID 3739981

7601001 Acstylsalicylic acid Ascorbic acid:Paracetomol {MPID
a738881)

Add additional comments...

P

Apply to selacted itams (1)

Add another code

Clear
Rows: 2
BREINI-FOERICHZXTA AV ERIRT B L. BATNII-FZHBRTZ LN TEET,
4 -7+ 2T DER
ERICO—-FZEA LR UTORDL S ICEBDE/FER/ VY b5 UHFERETT,
Toay RRT—2 /)R EDRFXE FLWRT—2 R/ X+ EORTXE
AR dA—F+« YJEhiER ERFOEE
FEREH
FER dA—F« YJEhiER KIA—71 I DEE
EREH
DA ERAEH d—7F« YU EDER
FEREH

EYh! FAOYTEUYURIDERTOEEZERTZLIRTOEAN 1 DD X MIRTENET,
A—7+ VI ENIBEZ AR T B ITIIUATOFIRICERD £,

1 ARBLLEWEBZAEDF TV IRy VRZBRUTHRRL. ARR2 V2L ET



WHODrug 4 Sweden L All sites i

Coded items i Q, Search...

Reject selacted Reset salacted

Al
%
]
B
L
Al

Code =

nfa nfa AceclofenocParacetamol;Serra x n
peaptase; Tizanidine

SE-S2-002 Ibuprafen n'a nfa AcaclofenocParacetomol;Serra ®
poptase;Tizanidine

2 ERLCEAENU I D SHEZ, BREATATLY R MIBEWERES Y—IDRTENET,

Approved items

SE-S2-001 Ibuprofan nfa nfa AceclofenacParacetamel;Serrapepta x Q
sa;Tizanidine

Evb D EREINLD-TAYIOXA NI IRG, ARBABEE TR EHTEXT,

viedoc coder @ viedos Cader ) DEVASTUDY DEV3STUDY

Sweden 4 5 All sites 4

Adverse Events

Coded data , Approved data
3of Sitemns

60% 0%

Open madical coding

0 ofSitems

WHODrug
Coded data . Approved data '
2of 2items 1of2items

100% 50%

Open madical coding -

viedoc

@ Viedoc Technalogies AB 2024 - Termsofuse - Privacy policy
‘iedoc™ version BE40.20938.00 - 2024-03-18T0SE2UTC

41 A—-Ta VI ZFERICTS
HEZFERICT BICEUTOFEEAD £7,

1 FERICLIEVEBZHEDF v IRy 7 RZRRUGERL, BIRBEBZETZWLE Y.



viedoc coder @ Viedoc Coder

WHODrug 4 Sweden i All sites i

Uncoded items i Q_ Search...

Reject selacted Reseat slc ted

SubjectlD T T Value = # = # 2 = Code

SE-8§2-002 lbuprofen nfa nfa Aceclofenoc:Paracetamol;Sarrapepta x @

saTizaniding

2 BRENLEBRVRMHSHER. =T« VI TNTVWAVWERY R MCRTENET, o, BRICERWARERESY—IDDEET,

lbuprofan Aceclofenac:Paracetamol:Serrapepta x @
saTizanidine

42 JA—-TqrJoUutyhk
ERALE R FERFAOEEE Uy MBI TOFIBLBD £,

1 Uty hLeWEBZERL. #REEZ Y F2BRLET,

viedoc coder @ viedoc Coder
WHODrug 4 Sweden 4 All sites 4
Uncoded items i Q_ Search...

Reject selacted Reset slc ted

SubjectiD T F Value = &1 e & 2 =  Code

SE-82-002 Ibuprofen nfa nfa Aceclofenoc:Paracetamol:Serrapepta % @

saTizaniding

2 BRENLTATLIRVR D SHER. BER/FERO T SIDBVWRETI—T VI ENBEEY A MIRRENET,

(Codsd items 1 ) Q, Search..
SubjectiD T T Value = &1 = & 2 = Code
SE-52-002 Ibuprofen nfa nfa Aceclofenac:Paracetamol;Serrapepla X

saTizanidine

5 A—F+4>J%ENT3

ViedocDEFIMEEZ AL T, A—T+ VI 2TV RR— b ITBCHTRTY, Fllld. T—2EHNT5% TBRLET L,


https://help.viedoc.net/l/01d540/en/

o sJu o a
Data Export

All sites Sweden United Arab Emirates Iraq

Subjects to include ( 29 ) [ ==
All subjects §

Events and time period |+ |
All events

Forms and items

All forms

Type of data

Signed data Mot Signed data SDV performed or NA SDV 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
Event dates Edit status
Uploaded files Subject status

Pending forms

Qutput format | + |

Qutput to Excel Group data by form 1row per activity

Q Save settings as a new export template
W [ E S ]

A=—TA VI %IVRR—+TBICF. BEEBZEEOEI2 3V TA—Tr Y IDF v IRy IREBIRLES,
dA—F1 YT OEABFEDFHFMCOVTIE. U T2 TBRILEET L,

« d—=T1 > DODMEH

« O—F1 > DExcelli7
AR CEEOO-LIINLTT—2ENOERDIEMICE > TVWBIBRICOA. I—T1 VI 2RNTRICHTEEY, T—2HATA IVHRRSNAEVEEIR. CEFOO—
JLICHIHERMIE SN TURV I L EB®RLE T,

Eo b BEENCOHEN—Y 3 Y TI— RMESNIDZRER T BICIE. XTAANI—T1 VI TIIRR—bETVES,
6 A—btaA—F1>7
Viedoc CoderTld. #—h =T VI EZBMITINESHERIRTEE T,

Viedoc Coder TDF — b I—F 1 Y FIZDWVWT HttiE. MedDRAB KUATCHEDA — hIA—F« VI EHR—FLTVWET, #—bI—F 1 > & MedDRA/ATCAIZEDEZID X I
—FTeICEMEB LTEME T ZCHTRETT. JRE. F—FI—T 1 > J1E MedDRAB L UATCADTZE—HEEH X T,

| FERAYCMedDRADBIINFESTN TV E T, EENABTFEIIRETT,.

I F7AILETIE ETPORBRICIEA — FT—F v VT I3E. FLOHRICIFBMICHR>TVET, el HLLWERBRICH L THEMCRE TS CHARETY, A—~O—
T+ VI FEIFViedoc AdminTEICFIATTEET I AN #L L \WiedocI—Z —TOHMEEL. B Wiedocd—4—> Y —ILTISHEEL £ A, #1L\\Wiedoc CoderND 7wy 77— %
CHEDIHBAIE. ViedocHYFIZERWEDE LT,

A= b3A=T1 YIDEWRIBE. IRTOBFEORI—T YJEBIREFNICI—T I Th. HLLVEBLFHOBRELLTEBMNICI—Tr I ENET, L. —BHR
DHSTICA — b A—F o VI ETNIBEBICIE T SIS 5N, FBTI—T VI T3UENHDET,

F—bIA=FTo VI ENEBR. I—T« VI ENEBDOT—IIATUATOL S ICRRETNET,

» A=—HLTH—bI—FTr I ETNIIER
= —BEYICA - b I-To YU ENRER (FHTOI-T 1 Y IDRE)


https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/97e9cb/en/
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Medical coding version 4.78 and earlier
AFeANA=TFT1 2T

#47# Viedoc System 2025-11-04

1LI3L®HIC
2.Viedoc Coder AV —JL
21Viedoc Coder AV — L DIFE
22 7A AV BOEKR
3. d—F®D L
3.3 MedDRAZFA L - =T« > I DFEREA]
331 0— ROBE
332 1—R%EERTS
333 —RE#EHATS
3.4 WHODrug DictionaryZ £ L fe =7« > J O fEFREH|
344 01— R%EBRERTS
345 01— R%FERT S
346 A—R%*#EHAT S
4. =T VI DER
45 =T A VI ERERICT D
46 =74 >JDVEY b+
5.—FT1 0% 3

1 FL®IC

dA-—To VI REEERAT L. BEER. BEE. #REQCOT -2 BEMINCAETI—Tr I T2 TEEY. I—T VI RBEARBREENSTI/EXTEILH
TEZET,

A=FTAYI7AAVEI VI $3L. A—Ta YJEENIHEET, I—T« YJEEICIE. TI—T+r YJICETBEA MV IIDRRSN, A—H—3I—FTr VI Th. FEAR
ThIEBORCEGZIBBT B2 A TEE T, I—T« YJHEBIC—EDX M) IZDH D, TESNHEERZR >TVET -2 EHROX M) I RBRREINE T,

R CHEOO-LICH LT, =T Y OB, RTELVERERIEICE>TVBRBRICOHA. A—FT Y JICTIERTRILHTEET, A—FT« Y JOT71AVHR
FEINBWEA. CHEOO-ICI—T+« VI DERMIEINTOWAV L EEKL E T,

Demo Study

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

O = B . o W:EI
Medical coding

All sites Germany Sweden United States Japan

Concomitant Medication

CODED DATA APPROVED CODING

100% 3of 3coded data
30% 3 of 10 items
30% 3ofiosloaa

Latest action 2021-07-26 0719 by Soff Ann
Open medical coding

UTDED. X MUIRORTZERT B EHATRETT ¢
- IRTORERR

1D2QEICET B TN TDOMEER
1DDHER

—EOX Y IRIH LT BREOIA—T1 VI 7o aVBOUICREDT IS 3 v 2RI LI - —PRRSNES,

2 Viedoc Coder >V —)L
21 Viedoc Coder >V — JLDOHE

A—F«YJAVY—ILEZBETZICIE. A—FT« YIBEODETICHZ. I—Fr VI ehicT—2%2B<EI Vv I LET,



0 ~

E . om

Medical coding

Allsites  Germany Sweden United States Japan

[3] Concomitant Medication

CODED DATA

30% 3 of 10 items

Latest action 2021-06-24 09:30 by

Open med\(alco?ng

J>Y —)LhViedoc CoderBi & %9

[ concomitant Medication * | Allcountries

APPROVED CODING

66%
20%

20f 3 coded data

20of10 all data

Allitems

Uncoded items

_ Coded items

Approved ltems

Allitems
3 DE-95-010
4 DE-95-013
5 DE-95-031
6 DE-95-006
7 DE-95-006
8 DE-95-017
9 DE-96-112
10 US-30-025

0:

Search e

Value
Atorvastatin
ASA
Paracetamol
paracetamol
paracetamol
Ibuprofen
Paracetmol
aspirin
Ibuprofen

Alvedon

o1
Tablet
Tablet
Tablet
Capsule
Cream
Tablet
Injection
Capsule

Tablet

Allsites

= d2

Code

Oral Amlodipin/Atorvastatin Teva

Oral 5asa

Oral

Oral

Intraocular

Oral Alben ibuprofen

Oral

Nasal

000 o0o0ooooooo

Find and apply code

WHODrug

ld| | Search options -

Search

Dref

Drug

INGR

ATC

GEN

Show variants >>

Add interpretation
Clear

Z

[ Items to be coded / approved ]

[ Codes to be applied to the items ]

Viedoc Coder >V — )L Tld. EDOFNCI—T 1 VI INBZIRTOERE ) A M LIERDIRRENE T, B2V Vv o935, BERICHIEST ST +—L (eCRF) 2RI 3N T

T

Viedoc Coder >V —JLid. UTFOFIETHERLF I,

7o

LA=T4 I RA-T« YIEA (T-%) ZFERT B,

2.RRTBDIEINTOEDEEHI 1 D2OEDEEHZEIRY 3,

3. RTTBDRIRTOMROEEN. 1 DDMERDEENZERL 7o

4 FRTOIA=FT 4 I ENTVRN (FFREARD) BEH. 2TOI—T+ VI HEAHER. 2TORRFABEEIILTOEEHISBIRLE T,

5. HEEOIRTOEZRRIC. THFIMRRERITLET,

6 HEABRBICKRESNTVAIRA. BBNLETHZI NI L, AIZIE. REBEOWETZEMIZEHTEEY

7 A—FERERLT BALET (O—FoRRECERZ CBREETL),

JA—FZEATZH. UTO LA REETT,

» BEIREEBM - O—T+ YU IRBICIEELABEICET B XY b EIEAZEBINTY 3,

 AIDOMEICERO I RZEBIMNT 3,

d—FOBRECERZ CBRRET W,




Subject ID Value ¥ Code

NL-VUA-018 Headache

Migraine headache

SE-AHU-054 Fever and headache 1 Band-like headache

2 Fever

9

SE-AHU-058 Allergic reaction, anaphylaxis# | Allergy

Viedoc Coder 1>V —ILTld. U TFOT7A IVHERTNTVET,
L3RDERET 1 LI —HEET T, S VRILEIV Y ITRE BRI 1—
2. 74N 2—DIURILIE BIRENICEZERL. ASLIKIET 1 ILEZ—

30— R74—)LROBE SOV X ME. ZOMEICERDI— FHNER

LR CEIRARERIERD Y X METhic ROy TR IV ) R DRI ET,
TNIEBEOHDRTENE T,

TNTWBZEZEKRLET,

AETA—ILRDFA LY IBORYOTAAYE, A= RT71—ILROAZVA L Y IBOERIE. BENI—T1 VI INIARICEMIC & > TViedoc Clinic TfE (7 #—LIE

B) WEBEESNLI2EKRLE Y, BAINI—FRELBUVEREMN

5. d=R74—IL ROV Yy TT7A AV BIRIEMEIh-C e ZBHKL

MH0. BEEZBI-T1 VI TIHRBHNHDET,

Yo JUYTTAAYDOLIIRVRARA VB —%2EDhEB L. BRONBLVRTINET,

6.FTYIR—IDBA>TVBHEE. A—FT« YIDERBINILZRLET,

TFTYvIRYIRIE BRLIEO—FEBERT . HROMEEY—ITBLOHICERALET

8. LAOEDOFICHWXDAHZ 7 IVIE BASNI—REHIRT 3 DICERLET,

3 JI—-FORRCER

ZDEY 3> TlE. MedDRAZERLIEEZEEROD I—T+ 7 DRl WHODrug Dictionary# 8 L 7o HARO I—F 1 > 7 0Bl RL £,

TH, A—F0 I OFIEIIRL TS,
31 MedDRAZEARLfO—FT v VI DEREH
311 O—Rota®R

HOBEOHEZEALTVSEE

BISEAY 21— RERDIF3ICIE. BRLTI—FZERIZ0E >3 v 2EALET,

ROIDDIERA T 3 VHIERRRET T,

- BT -BEERICIE. BRI FICANTNETEI M EETINT

DEENRRENET. ChD T I3 bDF T3> T,

« DOIRES - RERBERICK. BRI —ILFICAATNIETF I THEZIRNTOEEIRTEINET,
» BEH-RBREERICE. BRI —ILFICAATNIETFI M ERRIC—HT 2 IRTOEANKRTINE T,

BRERT7«4—ILRTIE. D—FELRASE (OFDF) 2RRITZEHTETET, BREABIC—BLAI-—FE BRI —LRFDPSERTNZ ROV TRV MIVR MENE

Fo FBENEHBDSOC (system organ class/BRERIADEE) ICU V7SN TVRIER

REINET,

. 734 USOCICHRE< O— RIFETRERIN. EHYK U —SOCICIHF< I—RIFT L1 THR

BRERTIIANF LI FIEXF SN EFHE Ao "Anaphylaxis; & AF19 % &, "anaphylaxis,X°"Anaphylaxis ZFDFERNRTINF T,

Find and apply code

MedDRA Only current items

Search options B

(®) Contains () Begins with () Exact match

Anaphylaxis

LLT 1C Acu

It C)
LLT 10000664 Acute anaphylaxis (IMMUN)

e anaphylax
LLT 10002218 Anaphylaxis (VASC

LLT 10002218 Anaphylaxis (IMMUN)

LLT 10049090 Anaphylaxis prophylais (SURG)
LLT 10002222 Anaphylaxis treatment (SURG)

b

LLT 10060689 Exercise-induced anaphylaxis (IMMUN)

LLT 10042931 5,
LLT 10042931 Systemic anaphylaxis (IMMUN}

DT 10049090 Anaphylaxis prophylaxis (SURG)

BT 10002222 Anaphylaxis treatment (SURG)

ystemic anaphylaxis (VASC



oo BRI —IULFOTOROYFLIY )R M2 ERLT. REFASDE (SOC). B IL—T5E (HLGT). BAEE (HLN. BXE (PT). BLUTEE (L) =#RLTI—F
ERRTBZLDBTEET,

F T4 b TlE MedDRATRAF—RZNHAL Y b,OTFEE (LLT) MREBRICKRRINE T, ALY FMEEBOADFTYIRYIREFTICTEZILT. /ALY FDMedDRA
O—R (BLWEL. FEE. Y1DRTESNTVS, ERINTVS. BV, FLEIRILAPEE>TWROICFERINA B>/ 2RRIZLHTETED

Find and apply code

MedDRA Only current items

Search options

Search

SOC | 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 I—rZHERTSB

BATZI—FZERLET, COI—RFOFMIRRI A —ILFOTOTr—ILRICRRENET, ALY FFIvIRYIITIE BERLELLT (FEE) DR T —42 XH'MedDRA
THLY MIB>TWBDESHhERRLET,

PT (BA3E) SLULLT (FEHE) 71— L ROBICHZBEDSOARZOVTNNEI Uy LT, PT (BAE) FELLT (TEE) OL55%2EMT30ERRTEET, UT
DE%E CBREI V.

Find and apply code

MedDRA Only current items
Search options

Search

SOC 10021428 Immune system disorders

HLGT 10001708 Allergic conditions

HLT 10077535 Anaphylactic and anaphylactoid responses

PT 10002198 Anaphylactic reaction

ur 10000664 Acute anaphylaxis

Current

LLT 10000664 Acute anaphylaxis (IMMUN)

Apply to selected (0)

Add interpretation

Add another code
Clear

FLC74—ILRICEBOO— FZBMYT 31551 5—I1—FZEMEIVvILES
R (BIRL7cO—RICAET2OX Y MERIGHA) 28MY 3583 BREEMEZI Yy I LT, 71 —LFRICEREASILET
IVTEIVY ISR BRE VLY FTEED

EUb I MENICERLIE - FZERT 31581k ROEAICHIF[EOI-—RZ2IVyILEY, BRRLTIA—RZEATZOEI T3V, 20 0— ROERRABHBHNICAS
ThEd,

313 JI—-REHEMT3

BIRLAEO-FZEATSICIE. TOI-FZERTIEOF v IRy X% BRL. BRCNCEBICEATZZ27VyILFEY, BRLAI-FE BRLABBCEISERT
NEJ. EROFITIE. BB SE-AHU-058D "Allergic reaction, anaphylaxis (7 L )L ¥ —Kit 77+ 71 SF>—)0fEIC220—R&E#ERALE L .



,vsﬁ" Medical coding / A demo study Close )(

LLT 10000664 Acute anaphylaxis (IMMUN)

Apply to selected (1)

10 | SE-AHU-075 Allergic reaction

[E] Adverse events * | Alcountries T Alsites v
Allitems X Search Found 12 data items Find and apply code
#  SubjectID Value Code @3 [] MedDRA Only current items
1 NLVUA-018 | Headache Migraine headache &0 (@) | | Search options =
2 | SE-AHU-054 | Fever and headache 1Band-like headache o (] anaphylaxis
2 Fever o
SOC 10021428 Immune system disorders L
3 | SE-AHU-058 | Allergic reaction, anaphylaxis | 1 Hypersensitivity  «essssssees 8.
2 Acute anaphylaxis HLGT | 10001708 Allergic conditions &
4 SE-AHU-059 | Fever Fever of unknown origin (O) | HT | 10077535 Anaphylactic and anaphylactoid responses v
5  SE-AHU-062  Vertigo Acute rotatory vertigo () pT | 10002198 Anaphylactic reaction .
6  SE-AHU-063 | Headache Forehead headache [) wur | 10000664 Acute anaphylaxis v
7 SE-AHU-064 | Headache @] JE—
8  SE-AHU-072  Fever Fever of unknown origin )]
. . PT 10020751 Hypersensitivity (IMMUN) o
9 SE-AHU-074 | Vomiting Acetonaemic vemiting )] ;

11 SE-AHU-076  Nauseous # | Acute rotatory vertigo ()]

12 | SE-AHU-077 | Headache Cluster headache [[]  Addinterpresation
‘Add another code

Showing 12 of 12 Clear

BRASNLEI-ROBRICHBZIXTA A%V )y oTdE. TOA—REHIRTZENTEET,
3.2 WHODrug DictionaryZ R L 7= O—7F+ > OERES
321 O—FrZBREIS
BICEATZ - FZRDIF3ICIF. BELTI—FEERTZIOE a2 FALET.
WHODrug Dictionaryz 9 3358, UTOHETRERI B LA TEET,

- Y -EYMETIRERLET. AT IHIL DA TS 3 VT,

- BYMMD - BHERADSEMERIRL £ o BRRT 1 — L FICEBOMD Z TR > TANTZ LN TEXR T, REBRTIE. HESTNIIRTORDEZSLINTOR
MHRTENET,

RDIODDBEA T2 avFATEEHTEED
BU-BRERRICIE. BRI —ILRICANTNETF I 2B IRNTOBEEIRTZEINET, ChHT 74 bDF T3 >TY,

W oMES - RRBERICIE. BRI —ILRICANTNETF I THREZ IRTOEENRTINE T,
Fe—H - REBRICIE. BRI —ILRICAPSINETFR M ERRI—HT 3TN TOBEENRTINE T,

Find and apply code

WHODrug
Search options
®) Drugs () Active ingredients

®) Contains Beginswith () Exact match

Search

BRI« —ILRTIE. I—RELIZAE (OEHF) 2RRIZLHATEFEY, BHEIC—HTZII—RIF. BRI —ILRHISERTNZ ROV TEIVUIRIVRMSIET,
BRTRAXF NI FIFEBEhEH Ao "paRacetaMol, & AF19 % & "paracetamol ¥ Paracetamol, FDIERDRRINE T,
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https://www.viedoc.com/video/?id=206755062

Create a user account

Thor beElT %

474 Viedoc System 2019-10-18

COEETIE. Viedoc7H T Y bOERT O R &ML £ 7o

COBENMRBERB WSS, CE55%207 )y LTS,


https://www.viedoc.com/video/?id=196446572

Log in/Log out and reset password
OJ4>, Q77 FENZAT— RBRE
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COBETIE. ViedocDOJ A >/OF 7T RDHEL. NAT—FBEREDHEZHALEFY,
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https://www.viedoc.com/video/?id=196596399
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https://www.viedoc.com/video/?id=196590771

Add and select subjects
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https://www.viedoc.com/video/?id=196590783

Initiate and add visits
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Activate demo mode
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Viedoc "Working Smarter Series" webinars
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#47# Viedoc System 2025-11-07

1L ®HIC
29xEF—LIa-F1 2T X Q8A
2.1 Viedoc 4.80 Release Webinar
2.2 Viedoc Custom Reports in R Webinar Q&A
2.3 Viedoc VIRP Webinar Q&A
2.4 Using GitHub Webinar Q&A
2.5 Design ODM Basics & Design Version Compare Webinar Q&A
2.6 ePRO Tips and Tricks Webinar Q&A
2.7 Randomization Webinar Q&A
2.8 Post-Live Changes Webinar Q&A

1 LI
"Working Smarter ) —X,7 T EF—I&. ViedocA—H—NT5v k73 —LERARISGEATES LS TH AV INTVET, REMNGE Y MOBEEOFMERSEN SR N TS IT
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EvoIilirbEzd,

SRTLOEDSEBREELI—HY—FT. ThE5DVIEF—HEDIAV— b EEERRT2EFEVELET,

2 JxEF—LIO—T1>J £ Q&A
Viedoc® Working Smarter >V —XJ T EF—DETOETH (FLEYT—2a L BREEZET) OUILTY
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21 Viedoc 4.80 Release Webinar

October 2024

https://help.viedoc.net/l/a29eab/en/

2.2 Viedoc Custom Reports in R Webinar Q&A
November 2024

https:/help.viedoc.net/I/04c262/en/

2.3 Viedoc VIRP Webinar Q&A
January 2025

https:/help.viedoc.net/I/893419/en/

2.4 Using GitHub Webinar Q&A
February 2025

https:/help.viedoc.net/l/bb2d9a/en/

2.5 Design ODM Basics & Design Version Compare Webinar Q&A
March 2025

https:/help.viedoc.net/I/027d45/en/

2.6 ePRO Tips and Tricks Webinar Q&A
April 2025

https://help.viedoc.net/I/f94362/en/

2.7 Randomization Webinar Q&A
June 2025

https://help.viedoc.net/I/227838/en/

2.8 Post-Live Changes Webinar Q&A
September 2025

https://help.viedoc.net/I/b01136/en/
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