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System languages
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SATLESE

F17# Viedoc System 2025-09-27

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

1 Viedoc Clinic
Viedoc Clinic > X 7 LlE. UTFTOEETIHAHEWELITET,

= Chinese (Simplified)
= Chinese (Traditional)
= English

=« French

« German

= Japanese

= Polish

= Portuguese

= Spanish

= Swedish

2 Viedoc Logistics

Viedoc Logistics > X 7 Lld. U TFDEBTCHAVWEEITE T,

= Chinese (Simplified)
= Chinese (Traditional)
= English

« French

= German

= Japanese

= Portuguese

= Spanish

= Swedish

3 Viedoc Coder

Viedoc Coder & X 7 Lld. U TFDEEBTCHBVWELEITET,

= Chinese (Simplified)
» Chinese (Traditional)
= English

= French

= German

« Japanese

= Spanish

= Swedish



4 Viedoc Admin and Viedoc Designer

Viedoc Admin & & U Viedoc Designer & X 7 Lld. LD

5 Viedoc Me and Viedoc Share

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese

Polish

Portuguese

Spanish

Swedish

Viedoc Me |&. U TFOEETHBWTEITE S,

Afrikaans

Arabic

Bulgarian

Cebuano

Chinese (Simplified)
Chinese (Traditional, Hong Kong S.A.R.)
Chinese (Traditional, Taiwan)
Chinese (Traditional)
Croatian

Czech

Danish

Dutch

English

Estonian

Finnish

French

French (Belgium)
Georgian

German

Greek

Hebrew

Hebrew (Israel)
Hiligaynon
Hungarian

Italian

Japanese

Kazakh

Korean

Latvian

Lithuanian

Malay

Norwegian (Bokmadl)
Norwegian (Nynorsk)
Polish

Portuguese
Portuguese (Brazil),
Romanian

Russian

Serbian (Cyrillic)
Serbian (Latin)
Setswana

Slovak

Slovenian

Southern Sotho
Spanish

Swedish

Tagalog

Thai

Turkish

Ukrainian
Vietnamese

SR CCHAVLLEITET,



« Xhosa
« Zulu

Cebuano (ceb). Hiligaynon (hil). & & T Tagalog (tl)) I&. Viedoc Designer & & U Viedoc Clinic T. TH
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6 Viedoc Reports

Viedoc Reports > X7 Lld. UTDEEB T HMAWELEITET,

= Chinese (Simplified)
» Chinese (Traditional)
« English

= Japanese

= Swedish

7 Viedoc TMF

Viedoc TMF & X 7 Lld. U TFTOEZETCHABWEREITET,

= Chinese (Simplified)
= English

= Japanese

= Swedish
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Edit your profile

Change Password

Security Settings

Access Settings

Log out
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viedoc

User Settings User Settings
Change Password
A Ownership of +4612345678 has not been verified!
Security Settings
Authentication Log User name

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

viedoc learning 2

First name Last name
Doctor Demo

Display name

This is your Viedoc user name

Doctor Demo

2 1—Y—KRE
RERZ>TOCLIRED S, BBRT IV L AEBEICBETZINTOT IS 3V ZERITIBEHTEXRT,
74 %, CEEOTO7 1 —ILZRET S EHEETT,

A -REZHERL. REIT3ICIE. ARBREAOALICHBIRERZY (BE7rIY) 20yl 7
O7+4 - LOREZERLE T, I—F-RER-—IDNT STV THE. ATOREMIZET,

dA—H'—FR—LI-Viedoc7 hO Y b TERATIEEX—ILT7RL XTI, ViedociCOJ A > 3BICERTZIL
—H 2D EIELFEFT, BROFTEX—ILT7 RL RICEAT BERE CSBIZE L,

%t -Viedoc E TA—Y—%ETIBICFERT 2. BT 3EHTY,
SRTLEE- ROV TAIIAZa—DEEBEBIRLTLIEETL,

FEX-ITRLR-ERBOIZI—HY—FZ—LLFELHDTI, ViedocTOY 1 >7% 5 UIZViedocD 1—H—7 A
T2 MIBETRIRE (TATY MRE. NRT—REFRE. ABRADOBRT) ZI5BICERTZAX—ILT7RKLAT
ED
T 74 FTlE. ViedocA—H—F7HU Y b ERBTABRICERINIEXA—IILTRLACRESINTUVET, FE
X=)LT7RLRARAZ—IBA—=ILT RLATRITNERST. BBEBEDET, TEBX—IILT7RLA%ZHRT S
CZlFTEFEA
FIEIZODWTIE, EEXA-IWT R LZAZZET 5% BRIV,

FfimX—JL T K L X - Viedoc Designer TERE L 7= 7 5 — M XBERC B § @50 % Viedoch 5XE T B,
FHREBBIA—IITRLRAZRAIGETEMT S ENAEETT, ViedocDT7Z—rX—JLIETHT > MMIXFL
THRELEEFEX—ILTRLREBIHBADFMA—ILT RLRIEESNE T, FIBICOVWTIE. FEX=ILT
RLZZEMTZEFEA—ILT RL 2%5RIT 2% CBBLEI L,

BREES -+EI1— FORICEBEES" (] : +81123456789) DI TBFEES Z AL T LT L TF2R
Xy —C%FZITEDEVWEEIE. COBFEIFTFAMAYE—CHZRETETEITEF VI LTLLETL,
Editing.your phone number & & Tf Verifying your phone numberZ BB < 723 L\,

BEESOERELT. UTOLSERIEHTR—FINTUVET,
s BEOTIN—TRICAR—R, N1 T, Ry hREDXYIDEEE = AT

» TARBEXTOMOESIIL—TICHEM (B : () ZERRTEE


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

- A ETOEBSHEETIEENRE
- X ETIEext, TREINRIEES H NG ATAE
BE

v NAT—REEETEZLSICTRICIE. COBEFEITIFIAMNAYE—CERETEEITA T3
VEBRTEZD. FHEOBEFA—INTRLRAEZRETIHVEDNHDFET, L5560 T arhi#E
RENTULERWEEIF. NAT—RZ2ULEY F 370DV IDEERE. AZTAIR—Tv—
KB T ZMELHD £,

» FEROWTNH DA T I OHMETY, CHUCED. NXAT—RZULy b T3RICIRMET SR
SEO—REZXETETET, BEINEEFESELIEIXA—ILFHBXA—ILT7RLXIL BEI—-FD
EEICERIN. CNOWERERTH > THRAINET,

IR - U TOEBZEAL XY  FF. ™. BEHRS. B, #HEFR.



User Settings

A Ownership of @viedoc.com has not been verified! @
A Ownership of has not been verified!
User name

This is used to log in to Viedoc

DoctorDemo@viedoc.com

First name Last name
Doctor Demo
Display name e

This is your Viedoc user name

Doctor Demo

System language e

This language will be used when available.

Select language v

Primary email address o

DoctorDemo@viedoc.com 9

Secondary email addresses

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

@viedoc.com o Setas primary | Delete

@viedoc.com o Verify email address i Delete

o Add another email address o

Phone number 0 @
+4612345678 @& Verify phone number

D This phone can receive text messages Q

Contact information @

Please keep your contact information up to date

Street address City Postal code
Street address City Postal code
Country State
Select country + State
Cancel Save changes
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Access Accoun it Recent activities

Last login 5daysage Study Rachel's study site Sitel added to my studies

Number of logins 5 Password changed

ites
1 O Userlevel B Rookie

Active since 2023-10-05

4 T7UEIAHRE

D4V RUBRLEDRERZY (WET7AIY) ZBRL. TI/EXREEZBRLES,
41 HBAON—v T

L} Access Settings =3

g _I__??‘;)k:ie

1roles in 1 studies

=
==
= ': = ADemo Study

Site name Role Since (UTC)

b

Stockholm Site Manager 2018-05-04 11:45

Show login history
AR CICUToBERIEHRINE T,

- fEER%
. O—JL
« LUER(UTC) - X NN—2w THEEE S N7-HEF (UTC)

HBEOoO—IILZEHEDII—F—RBR—IUERORDEI S a VICEEHIN. UTORERMEHINE T,
- MR

[ D_}l/
» BBR(UTC) - XU N—2w THEGRE o BB (UTC)

42 HRT7IEXZHIIRT 3

BEOHRO—IN 5 CEEDERZHIRT S

1 HIBR Y 3 0—)L. HEsR. HROGAICHZCHEOTAAVE IV ILET,
2 roles in 2 studies

™

==
= T ADemo Study
[}
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 @3

BRU1 2 FIUNKRREINET,


https://help.viedoc.net/l/a559c4/ja/#UTC
https://help.viedoc.net/l/a559c4/ja/#UTC

2 HikgzEs) v LT, BRI A 2RBLED,

Confirm remove ‘ Close |

— Remove role:
m Site Manager

Study site: Stockholm
Study: A Demo Study

Delete Cancel

O—IHAEFEINTVEHEE. EETNTVWBRLTORETAIX—Jv—Fldh1 bvx—2%
— B X —ILBEECNET

4.3 Viedoc7Hho > +ZHIBRT D

CEEICHRBROX O N—2 vy THFK - TUVARWGE(0 BP0 —LDIREE) . Viedoc7 ho Y hZxHIBRTZ &
HETEET 9%

Viedoc7 hH 7> FzHIBRY 3

1 TOERREIITEET, 7HUY FOHIRICIE. WFhORRICHIHEOO—IHAARL ., REH
DIFFH RV CHRBGICHD £,
£¥ Access Settings
B Rockis

O roles in 0 studies

ﬁ Remove account from Viedoc

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

Show login history

2 Viedoch'S5T7 AT Y b zBIlfZEI Uy I LET, NRT—RZANLT. 7AD > bOHIBRZRES
3L S5KRDSNET,

Confirm account removal [ close |

~5- Confirm with your passwerd

Delete Cancel



3 NRAT—RZAALT, HIfZI Vv o LET, BEXYE-IHRRIN. FBEA-LTRLRIC
BRIA—IHXEINET,

~

Thank you and goodbye!

Your account is now removed from Viedoc
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BIRITS AT LD SHIRENE T,

5 RERDEAEFF

FIEERILIEV D 7 bSNTVRVEBRANOBFIH 2156, REPOHBRANOBFHEO U X h R IEREFD
BREDTV 1 Y RUDRTINET,

£} Pending invitations
Demo user

Granted membership - 2 waiting for your approval

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

Rerorenca ot @<=
Reference Data Source Manager >
At/ Sech [ hprove ]
All sites / Site Manager v

51 FHBRANDBERZHERT S
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O—JLT. BBRIAT7ITAR—2aVNAT—RERBETDIIEE. ATIDRODENFET,

Activation password required

ﬁ Activation password
Please contact your study manager if you don't have
the activation passwor

Confirm Cancel

APIX Y v R DGetToken*®TokenHMER S NTBEIE. 21— —O—JLICR L TREBHRICAE>TWVWBREThDIE
FHEENICERINE T,
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6 OJ77h9%

Viedoch' 513, TEEEBIGHANSOATTIRTEZIENTEET,

DoctorDemo  {¥ -

Edit your profile

Welcome back Doctor Demol e —

Security Settings

Access Account Recent activities
Access Settings
W Rookie

s VAV RUELEOREREY (WETAOY) 20Uy oL Q77U REERLES, 7TV —2
IVEMNBEETEFBRICD) VI ZERALTIEE L,
HLHATT7UNLBVWTY R T LAZBNGE. ERPOBERRIIMOI - —ICHLTAYIINR
Yo S5HHRAT B L BFMNICEEBRIZIOY VERINET,

» A—HY-RE. EFaVTARE. NRT—FEE, SBHAIHN507 7Y T BICE. BEOTNEZ
—Z&ERL. O 70 EBERLFT,

viedoc’ © DoctorDemo

User Settings User Settings @

Doctor Demo
Change Password

Security Settings Log out

Authentication Log User name

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

viedoc learning »

Firstname Last name
Doctor Demo

Display name

This is your Viedoc user name

Doctor Demo

System language

This language will be used when available

English v

Primary email address

doctordemogviedoccom @

@ Add another email address

Phone number
+4612345678 @ Verify phone number

o This phone can receive text messages

Contact information

Please keep your contact information up to date

Street address City Postal code
Country State
Select country 1
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What's new in the latest release?

=EHV ) —RTEITBEERER

F17# Viedoc System 2024-12-19

LBHVU—RCEIZEERE

1 BV -XRICEITREERNS

WEDOV)—RICEITZIEELZOFME. V) —XXT7Ja—)L. BLTBEDY Y —XIZET B ERICDOVTIE.
ViedocOx 7HA FEDV ) =X/ =% TELETLY,

https:/www.viedoc.co.jp/support/release-notes/

DHBDY 1 —XICETT BEMIC DLV TIE, ViedoctBEZEZEF THERAVEPELS S,


https://www.viedoc.co.jp/support/release-notes/
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Known limitations

BRI D HIFEFIA

F17%& Viedoc System 2025-06-17

1. Viedoc Admin
2.Viedoc Me

3. Viedoc Reports
4.Viedoc TMF

ZDR—ITIE, ViedocD Y AT LLAELUVTHA VICETIFIBREELZEHL TVET, CNS5OFIREED
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2 Viedoc Me
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3 Viedoc Reports

s ENAIUTNAREDAVRZ—T T —RICIE 5714 v IDFEIBRHHD £,

» BATA—ILRIDAERZRINTWVWBRER/ 71 —ILRIF. T—RTSOHELVLAR—ER=ITIEID
IDTHAMNETNETH. Ay Pari—R. AOKE. AER—JTIE 7 —ILRIDTHANETNE T,

« HARRYINAAR> kLAR— FICIE. Viedoc Me T Ay MEZEENFEHA. BEAMTEREINTLARVLAARY
ME. COLR—MIEEEFNFEA. SHEFLIEFHBINTEARY MEL EDARY MBRARY LD
4 Y RINTH->TH, TOLR—MIFEFNFEE A

4 Viedoc TMF

» ViedocTMFIZ. 7OX 9> 3 E—RTOAERTEINET,

s EXaV T LOEBRICED. TMFE—RE2—TORFa XY M FLE2—|FActiveXx Y R—FR> b
EFHR—FLTOWEEA.

s NL—=ZVFH—=N—TlF. FFaXP DTV YVORRIFEMICHE>TVWET,

« Viedoc TMFIE. Safari16.3% KUV ENLEDN—3 > TIFEIEL £H A



2

Glossary

Glossary

#1174 Viedoc System 2025-09-25

This glossary contains common terms and acronyms found in the eLearning. They are sorted in alphabetical order
by the full term (not by abbreviation).

ABCDEFGHIJKLMNOPQRSTUVWXYZ

Active Pharmaceutical
Ingredient

Adverse Event

Anatomic Therapeutic
Chemical classification
system

Annotated CRF

Application Programming
Interface

Attributable, Legible,
Contemporaneous,
Original, Accurate

Audit trail

Blinding

Abbreviation

API

AE

ATC

aCRF

API

ALCOA+

Definition

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

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

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

A 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.

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

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

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

A 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).



Term

Case Report Form

The China Personal
Information Protection
Law

Clinical Data Acquisition
Standards Harmonization

Clinical Data Interchange
Standards Consortium

Clinical Data Interchange
Standards Consortium
Define Extensible Markup
Language

Clinic role

Clinical data manager

Clinical Research
Associate

Clinical Review

Clinical Trial Management
System

Code of Federal
Regulations

Comma-Separated
Values

Common event

Computerized Systems
Used In Clinical
Investigations

Abbreviation

CRF

PIPL

CDASH

CDISC

CDISC
Define-XML

CRA

CR

CTMS

CFR

Csv

CsucCl

Definition

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

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

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

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

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

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

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

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

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

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

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

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

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

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



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

Abbreviation

CM

CRO

uTC

DM

DIA

eCRF

eCTD

EDC

elSF

ePRO

eTMF

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.



Term

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

Abbreviation

EMA

EMA GCP
IWG

EMS

XML

FDA

GDPR

GAMP

GAMPS

GCP

GMP

GUID

Definition

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.

A decentralised 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.



Term

Health Insurance
Portability and
Accountability Act

Hyper Text Markup
Language

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

Abbreviation

HIPAA

HTML

IdP

IEC

IRB

ICH

ISO

IMP

IP

ISF

IDF

Definition

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.

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).



Term

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

Abbreviation

PMDA

JS

KRI

MedDRA

NMPA

NRS

OoID

ODM

Definition

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.



Term

Patient Reported
Outcome

Portable Document

Format Archive

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

Abbreviation

PRO

PDF/A

PMS

QcC

RTSM

REST

SDM

SDTM

SAML

STS

SSO

Definition

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

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

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

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

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

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.


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

Term Abbreviation

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

Source Data

Source Data Verification SDhvV

Source Documentation

Sponsor

Statistical Analysis SAS
System

Study crew

Study design

Study Manager ST™M

Subject

System roles

Transport Layer Security TLS

Trial Master File TMF

Definition

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.



Term Abbreviation

Unblinded statistician

Unscheduled event

Viedoc Inspection VIRP
Readiness Packet

World Health WHO DD
Organization Drug
Dictionary

WHODrug Koda

Definition

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.

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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W& User Certification

Study settings

Here you can sat semtings for study.

Settings Date & time format

7 active - 0 archived sections

Section
Study Protocol

CRF Completion
Guidelines

Viedoc User Guide for
Site Users

Viedoc User Guide for
Manitors

Viedoc User Guide for
Data Managers

@ o o ¥

Targiet sites

All sites

All sites

Demo Site

Demo Site

Demo Site

Medical Coding

Impﬂrt QDM File Documentation

0 Add a new section

Mandatory for Oprional for

All roles

Monitor Investigator
Investigator
Monitor
Data Manager

%
%

%
o

Regulatory Inspector d—JL{F. Study settingsXR— TREY delLearning RF 2 X > MAD TV XEZGEEN

BREDHBD T,

Edit Viedoc User Guide for Site Users'

Manage training section settings here

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

Section URL or file

hitps:/fhelp.viedoc.net/c/94d610

Section title

Viedoo User Guide for Site Users

Description

Text based eLearning for site staff,

Target sites

Select sile group(s) or site(s)

Require signing for following roles

Select role(s)

| | Require re-signing after # of days

Optional for following roles

Regulatory Inspector X

Pricrity

Archive
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ERHViedoc eTMFZFER T 21BH. XX T4 X% —Jv/eTMFY % — v 1F. Regulatory Inspectord—JL%Z.
BLEBUTOERZIFOETMFO—ILICY Y EY I TIURELRHD £,

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

el MF

Manage your eTMF application.

F=] Study eTMF Enable O Lunc o
h aunch study eTM
& N+ Study eTMF license is valid E‘ ON e

eTMF roles mapping

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

Study role eTMF roles and permissions
Site staff X Sponsorstudy X  Sponsor country X  Sponsorsite X Reviewer X

Investigator Archive sponsor TMF X Archive investigator TMF X Download audit trail X

Manage drop zone X
Monitor

Project Manager

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

Site Reviewer

Viedoc eTMF1—H'—H - R « BIEEH - Viedoc eIMFOEIE-I—H—O—JILOI Vv EVITEZBRBLTLLET L,
4.5 Viedoc Clinic
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« Epicld. BSERIEF. ePRO. EEI—T 1 VUKL, ViedocHDEZ 2 — /L 2%z AL £7.

» Featureld. Viedoc Connect. 7#—LUVIEB. 8FXA—IT7F— oY EX6NIHKEEZ LD
PR L £,

« UserStoryld. > X T LRAKEENViedocZi&it. R NUT—2 3> 3RICHERT S, 5N DM
MEEINFEHTY,
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2. FIARIgE% Viedocf Y XAV X
2 2 Viedoc WCF API
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43E CEHEBRTERDODA SV IAZ A% FEATS
4.4 Viedoch 5 OHEIFERIF
5.FAQ

CDOLYRAYTIE, £07OAX 0 a>VA VARV RAZFERAIREIHLDHA RE2RHELFI, FRAFEOTOXY
OQUAVARAVREBL) =0 UICHBNL—Z AV REA A FERATRZ e a2 EEHOHLET,

1 HAEE

Viedocld=a—0Ow/\. BA. FE. KEICH—N—a VXXV REHIFLTVE T, V-3 VICiET51<V
H—N—ERET—N—DHBD FT, TNSIFUTD2DDMicrosoft Azure') — g U h SIS, KEDT
VRAVRUIKEBBEKERICHD T, I—OvNDIYREVRETSVAFRE TSV AFEEZFERAL. BF
DA VRAVAIZAXREREEBEAAEZFERL. PEERLTOM VX2 XEFEILEPEFEEFERLEYT, CNH505
Frid. B 7oA ND—HREIOBNTERINATVE T,

11 ) —20 3 Vae

B)—=oaviclid. FEEOML—ZVTAVRBAVREEKRBEA IV RZAZADBHD FT,
ViedocICABRIBEOHBRNMEBIMIND &, 4DDAXRBRIBEA VALV IADSBEDIDICHEBE LTEMSINEY, ¥
HTlE. IRTOFHBRMBIRIN-ABREAN VIV AZFERITZ e =HEL FTITH. CNISHENIANES
HTIEHD FtA, ERDITHARTEERDIANVARZIVATRTIBZRZEHARET,

BEDOHIKTIZ. FlOY T IOty 2RI IABRENDD 9, FHICOVWTIE. TE5ZBRLTES
WIHT—EIRT—&RZ,

Viedoc Connect [&FE A >V X4 2 A TIFEMICHE>TVWE T,
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« GDPREEHLOMEIFICEAT 2B

F 7. Navigating. GDPR for Clinical Trials (F&REERICE 1T BGDPROFTES — 3Y)
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BENHD £7,

= A%: https://v4viedoc.net
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« EUA Y RE Y RIE BUND R B —HBUNDRERSREMSR CRERE RET 2581 E ICHR

INFET, F£loo ARIY—BLWRREMMERIKE. BUN. FE. BERUNOEICH ZHE
BIZIE =R F U PPHRETEEINZIABRLRY) ICHERATEET,

v LRRYZZA LIFFEAFEESETIERICE VL. AEDNSEUA VY REAVRICTIVERT 21—
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kL —=>7% ' https://v4training.viedoc.net

EUAM YRRV RIF. GDPREHLZHIFT IMNELNH I ETRRICHEINE T,
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« LARYZZA LIGTERIEESETIERICE L,
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« CNAYREVR
« FERRDY—DFEERZERL TEHRZERT 35S 1E. BICCNT VXX ADHERS
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CDAYRRAYRE. HGRE KX UPIPLAD AV T SA TV R 2 MIF T INENH 3 BERRICHREINE T,

FEICEITZEBREEOFHEMICOVTIE. 255% ZEB 72TV L Managing studies in China

2.1 Viedoc WCF API

BRI F -3 F DD > X T L% Windows Communication Foundation (WCF) 12%# % {EF3 L TViedoc Ao = 7
H—ERICER I BICIE. ATE2EARALED

EUDHZE !

https://v4apiviedoc.net/HelipadService.svc?wsdl
https://v4apitraining.viedoc.net/HelipadService.svc?wsdl
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https://vA4apitrainingjp.viedoc.net/HelipadService.svc?wsdl
https://v4apistagejp.viedoc.net/HelipadService.svc?wsdl

FREm:

https://api.viedoc.cn/HelipadService.svc?wsdl
https://apitraining.viedoc.cn/HelipadService.svc?wsdl
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» JPPHSHOHIFADT —RELXDIZE. APPIZEE T I3UNELNH D £
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3 ABBRADTY A ViEH
4. 6eTMFR 22— v —DEH
5. eTMFOEZE
6. HERDO—)LZeTMFO—JLEIERICR Y EL I TS
Z.TMFEIEE £— K TeTMFZteE)
8.T7L—bDHREIAR
81Baseline template R—ZX A4 VFTVFL—Lk
8.2 Existing templates  BIZFDT> 7L — bk
9.F77L—bDALER—F
10.T7F7L=bDAL RV R
11. eTMF % A FBIRIE TECEH)
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Viedoc Admin

. Study Manager

Viedoc Admin

. eTMF Manager
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. eTMF Manager
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2 THAODHERE
DT T TITWVWET,
EDBHAITCRFTFH A VEBEELI-VIBEIX. O—IILERELTAERICL. 7—770—0RABAIRY ~C
TA—LEBMTREITTT (COERETIK. 74—LICIFAOEENARETATULEAL THIrFVERA). EE
OHDVWCRFTH A id. RON—2 3 TEMTBZEMWTEED,

FLLIF BT AV ZHET 5 TEBIETL,

3 ABEHHRADTHA VEA
CDRTYTIF MITVET,

FLIE BBRTYA V2 MRIcEDEHTEZ BTV,

4 eTMFY%Z— v —DIBF
CORXRTYTIE HITVWET,

FLIF =T —ZEET 572 TEILEEL,

5 eTMFOEZL

CDRTY I MTVET,
1 SRR — T TETMF 7 ¢ —L R BICH DY — LR S > ZERL E T,
X’ Users Add a new study Add a new PMS study
Trala
° Not commenced | Valid license: 1236543
g RTSM. Check for available slots, append existing or add new lists. 6
&Y €TMF. Manage your eTMF application here
Study crew 6 Study design
TRIALA
.‘ Soff Ann. Multiple designs in use.
2 TMFERER Y T7 v TOBIMELZX A v FZONICL £
eTMF

Manage your eTMF application.

=) Study eTMF Enable () s
~ N v Study eTMF license is valid %ON aunehsuy e

6 HEOO—)ILZeTMFO—)LEIERICIYE>T TS
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Manage your eTMF application.
Study eTMF Enable ——
& « Study €TMF license is valid (DON ) e
/eTMF roles mapping \
Map each Study role to one or more €TMF roles, if applicable.
Study role €TMF role(s)
Investigator Site staff %
Monitor Reviewer X
Project Manager Sponsor study X  Sponsor country X | Sponsor site X /
2
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b3 Users © Addanewstudy (@) Addanew PMs study
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o

& €TMF. Manage your eTMF application here

Study crew Q Study design

.‘TRIALA

Soff Ann. Multiple designs in use.

2 Study eTMFZ B89 2 Z#IRL £ 75

elMF

Manage your eTMF application.

Study eTMF Enable O Lounchsud
& + Study €TMF license is valid (DON e

eTMF roles mapping

Map each Study role to one or more €TMF roles, if applicable.

Study role €TMF role(s)
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TMF Admin
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| 1 TMF Archive
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Date Date and Time " CM4 Settings X]
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Checkboxes Radio buttons Kield label
Form link
Dropdown VASScale . R !
Section break Group Reason for administration
Static text File upload Medical history
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Global group templates @ -
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o . w global template!
Width (in pixels, e.g. 200)
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Help t
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Add afield @

Standard elements
Single line text
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Time
Checkboxes
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Section break
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Number

Date and Time
Paragraph text
Radio buttons
VAS Scale

Group

Drag and drop a group here to
reate a new global template!

Preview of your form @

Name of the form

Here you can give a description of the form
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Date Date and Time

Paragraph text Check boxes
Choice 1
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Time

Radio buttons Dropdown
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Click on the scale below to indicate how severe your pain is
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Static text is text that will be displayed on the form.
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! ' @ BMBMI
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T=RFIvIIF. AP -—DPERTIBZFIVITY, T—EFIVIZERIBICIE. ROFIRICEVWET,

1 + 7 OVEFEIRLETS

2 BOHI$3 (true constraint expression) 7+ —JLRICOV T £35S —XwE—H2 N H—F3
B AT —=ILRICAAINIET—2ZRITANZEZEZASILET, JavaScriptzEH L
TERMGEEERELE T, JavaScriptDEFMIC DL TIE. ViedocTJavaScriptZ{ES # BB LT T
LYo

3 2OV T EMBOROI I | T5— Xyt —IFIBITEERLILZ G Z/-IBVWT—2DATh

TR FIIRRINBZ IS —AXyE—CF2ANLETS

4 FIAILEITIE. JTVERRBIS—AyvtE—S2 M AH—FTB3F— AR ANENIEETH, 74
—LEFRETEEY, 74— LORGEEMCTIHSIE. BEAFIvIRYIZRZATICLE
ER

FLEBICH L TEROT—2F Ty V2 ANT B HTEET,
FAF Ty ORERTBICIE- TV EBRLET,
8.31 Bff&ELUAMEKLOIEE DRIRE

Hit & Bt & BRDIEEICDWTI. Viedoc ClinicT7 # —AICAFIT B ¥ EFIC Clinic Z—%—hNF RO BH%Z A
ATERVESICTRIVRTLFIVIDHDET, CNEREITDICIE. YPATLFT VI T70—ILRTEHREH
DANTEHF v IRy IR EFICLT. REERLE T,

. ARy AR
- T—H2AHNH

TestForm3 Settings

___________________

) - :
l e 1 - General Visibility Validation f Oumutm

1D

1
1
1
f TestForm3
1

+| Required field

System checks (7)
| Prevent dates after  Eyent date R

Event date Dic
Data checks (7) {j
Current clinic dat

Paragraph text

Duplicate field @ Delete field
832 JVIINZAVTFRAMNENTIZTTFXNEBDOKREHTE

VTN TAVTERNELUNT TS TTHXMEBTIE. Viedoc ClinicTT7 4 —IL RADRINIERS LU/ F
TR AFBRANXYEH ERETEZVRTLAF TV IDEADNTEEXT,

Testltem?2 Settings

D
Testitem2

1
. 7] Required field

Minimum length Max length
1 20

Data checks (?)

Duplicate field o Delete field

BRINBREDREIF. BT —IILFORECIFEBRTI, D2FED. BBT s —ILRBF TICHO>TWVWBRIHET
HERATETEI, ZHid. ViedocCliniclCcANIT 34T avDTFFRANTFATLEEERT RBEICENTY, 7
2L 723 07X M7 —ILRIZADNZ ANTZHEIE. e ziE. DR EH2XF. FRIEFHRKI0X
FORITHACEEZHRITINENHD £,
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BRANZFHIL12,000FE T, RANFHZBZ 3. PDFCOIIXR— MEFICYIDIETENE T,
833 T77AIID7 v FO— KRDIREHRE

NIT=23YRTTIE ANTA—ILRICAASNIcT—RERAET BT —RF TV IZANTEES, 770
W7y 7O—RT7ATLICERTEZ 7AONTAIIROEED T,

Ty IO—REN=T 71ILD&HREI
Ty 7O—REN=T770ILDONA FEMAYTAX
Ty IO—REINE=771ILOMD5/\Y S 2

« ItemID.FileName -
« ItemID.FileSize -
« ItemID.FileHash -

2% L < I3Viedoc TJavaScriptZ{F 5 # BB 1230,

8.3.4 E#EHIEE DIRIERE

NIT=23>YRTT ANTA—ILRICANESNIcT— 2RI 2T —XF v I 2 ANTEZXY, HLEER
ICEATESTONTAIIRDEED T,

« RangeObject.Lower - ZED TR (EX{E)

» RangeObject.LowerFormat - EEO TFRTHER TN D/ NIRMUT OHTE (1E)

« RangeObject.Upper - EEFE®D LR (#X18)

« RangeObject.UpperFormat - #IF D LR TR I N 3/NERLUT OHIE (B1E)

= RangeObject.Comparator -EEOERICFERAIND AV /NL—R(XFH)ERAREAI/NL—2IF
W

InclusiveInBetween - EF&E SN/ TR EROBOEH%Z EE

LessThan

LessThanOrEqualTo

GreaterThan

GreaterThanOrEqualTo

EqualTo

BHAETIOVNL—2%2FERT 3551, 5IBMOBICLessThan, & 58 L £,
AXFZENWNEHDXFIEIND 2. CTICHRE SN TVBEEDICERICAHLTLIEE
(AR

RangeObject.Stringvalue - ENZNDEEIEEDOXFHIRIR (XF5)
HEBHEA IO FOBRBICERTEI 28 EZ80. SFEE CEAEHOE TERTE 28EFFHEICOVTIE.
ViedocCJavaScriptZ 5 BB 2T L,

84 IHBEODKE - BEFETE (f)

BEFEORX I TIFEBEOBHAEZRET 2D ANTA—ILRICT I b LTRRENET 7 )L MEZ
BRETETED

BMBMI Settings

.............

General Visibility Validation ; f |

1
i
i o ®) Function
1
: e Default Value
1

1

Function logic (JavaScript) (?)
function getValue()

if (!BMWGHT 'BMHGHT )

return;

Duplicate field ° Delete field

TEODA T avhBHDET:
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1. B E- B E 22 ER T A ELMR I —D T —ILRIIHAWMOERICADET, Hle LT, BMI (Ef
#B8H) &, 22— —HANLEHEE (BMHGHT) C{KE (BMWGHT) hSBEEIMICEHESNE Y, ZOfElk
BMIZ7 4 —J)LRICRTREN, I—F—IIRBETST A,

BEEEZRET3ICIE. BEFAEZEIRLE T, SAERX(JavaScript) 7+ —JL FiZJavaScriptz R L TASL
F9, FRTEZXOFEMCOVTIE. ? 77V ZBRLTLKETV. Ry TT7y IHHE BEDARVME
170714 ET7DEE. AVTFIANEHR. FvIRYIRBEMD T +—LOEBEHNSBRY 35EICE
TRERIRTIEINET,

27 7AINNDME- 7+—LZRANICEVWTHEEANIRREIND E. T71—ILRICT 7 I MEBRRREINETH.
BRI —— 5 EREIEERETETET,

TI7FINEDEERETBICIEF. T I NMEEERLE Y, T 7/ MEFTzIFJavaScript 7+ — /L RIZ. T
7AW LTRET ZEZANTEH. JavaScriptiZ ASIL £ 75

JavaScriptDFEAIC D W T, elLearning® ViedocTJavaScriptZE5 # BB 72T LY,
Viedoc Me®D 7 # —LATIZBEBHE® T 7 L bDER Y R—FEhTLEEA,
8.5 IHEODRE - i1

HADRTTlE. HAI71—ILRIDOID,NET=. A7 —ILESRILQDEEHNTET X T, FHLIFEHIOEN
DF—>a aEBERIFEEL,

BMBMI Settings

.............

General Visibility Validation | f

1

1

1

1 Qutput Field ID

: It is recommended that ID is max 8 characters to be
1

1

]

1

CDI5C ODM compliant.

------------ e Output Field Label
BMI

Duplicate field ° Delete field

HAT74—ILRIDEHAT 4 —ILRSANILDAAIZ. TIRAR—FDIERICViedocATHEAITNBIDE SIS
DIDELIESRNILERF B3 HBAICEFN TS, 7MY FDEZEETDI . ¥ AT LRADEHNIE L VIREICER
=370, HEBRTHA VRO IRTHHEMIEEL FTH. TIXR— MIIHREBRIDARRINET, (FD
EfgEBR)

BMBMI Settings

BMI [ MM General  Visibility Validation f;ompm'm
H i Output Field 1D i i
H (18 acommandad et ID i max § charactarsfo be The ID_for the item in the export
i e el is BMI instead of BMBMI.
i BMI
i kg Output Field Label
= Body Mass Index | = e e s s e e s o 1
1
1
1
1
1
A B [ D E F G H | J K L M N o P Q [ ]
Were 1
Were body :
body measure 1
Site Subject Event Form measure  ments \ 4
sequence sequence sequence Event Activity sequence Design ments taken? - Body Mass
1 |number Sitename Site code number Subjectid number Eventld name Event date Activity Id name number version  taken? Code Height Welght  |Index
2 |SiteSeq  SiteName SiteCode SubjectSecSubjectld EventSeq Eventld  EventNam:EventDate Activityld ActivityNai FormSeq  DesignVer:BMYN BMYNCD BMHGHT BMWGHT. BMI
31 Academic F AHU 79 SE-AHU-07'1 Vi Visit 1 2018-10-26 ACTL 1 65.0 Yes 1 185 86 25.1
4
42
README cQ PE Vs EC BM LB IE STAT cc LAB RAND MH Items Codelists 4

IUORR—=FTT7IORTY FIDEZEET S LI, <or-BEDEHNFEEUIBTEIHRVSASHEEDLHY— X TF
LIZTF—REAVR—FT3BEBICHERUIEET, TOB. 7O TV T4 —=ILFEDIRIL%"less than"|EFE
L. MRS SARNILESASICT VY R—FTEET,

9 HEHOEHCHIR
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EEHZEHETZICIIEEZERL. BERERY 7y T TIr—IL R2®BEZERLE T, (TR
HEZHIFRY 3ICIIERZER L. BERERY 77 v I TT —ILRZHIRZERLE T, (TR 2)

BMBMI Settings

: BMI o : General | Visibility Validation f Output m
i . Field label

! . BMI

1 1

, ka/m2 i

Label position
Top v

Decimal Digits

Measurement Unit
1

kg/m2

Width (in pixels, e.qg. 200 L
Element Label Input field b

100 y

Instructions for user

19 <BMI < 30 kg/m2

0‘ Duplicate fie\d@Q Delete field

EEAEHIND . BRINTCEBICBTOEBERICRESNLINTOT—XFIvINEaENET, Y IXT
LiF. ROEHTEHEINZEEDOEBEIDZBBNICERLE Y  BiRZESRIEEL

BMBMI_Copyl Settings

-------------
! General Visibility = Validation Output

BMI @ | BMI @ | L/ 7] Outeut T3
'
1 D

i BMBMI_Copy1

kg/m2 i kg/m2 | Required field
1

Data checks (?)

Atru instraint expression
EMBEMT Copyl <= 30 &z (-]
BME] Ceopyl >= 19

4

Query/Error message when false

BMI is outside of normal range.
Please verify. y

| Allows form save

‘:w Duplicate field ° Delete field

10 ¥>7L—Fhk

101 JO0—-NILT7x—LT7>FL—FK
FLWIA—LZCEONSERTIICICMAT, JA—NILF>FL— b E2ERALTI+—LEZERTZZCD
TEET,

1011 JO0—- NI T 4—LT>TL—raEoTT+—L%=EHRTS

JO—-NILF>oTL—bEFERLTI A —LEERT3ICIE. JO0-NILTF>FL—F (1) OBICHBZKRENT O

VEBRLT, 7O—-NILT7>FL—rZ2HETET, CNT. 7A4—LERELTRETEET,
LTH. JO0—NILTVTL—MTIIRE

T4—L%EEE
Ve l./ giﬁ/l/o



Forms

Create new forms @

Use your global form templates o

= Demographics | #| X
== Vital Signs | #| X
? Medical / Surgical History 21,1 X

@ p— = Drag and drop a form here to
=S N =

create a new global template!

1012 JO—-NILT7>TL—bZ2ERT S

THAVTHERLE T A —LDIDHS 7 —ILRICRSYy I T7o ROy TR eT/O-—NILTYFL—+%
ER TR TEEYT, CTICTA—LERSYITYRROYILT. HILWIO-NILTFVTFL— b%Z1ER
LEd, ()

TA—LiFFZO—NILT>FL—rDURMIRRIN, BIBROKLSICHERFLIFRETET XY, 7+—LHJ0O
—NILToFL—MIBMENZ . TA—LATIONIEIRTDTA TLRENMFRESINE T,

JA—NILT>TL— MIBBROIRTOHEERT. H&UDesignerlC 772 X TEZHEBRADOIRTOI—H—
HFABATEET,

1013 JO-NILT>TFL—bZiRETS

JO—NILTFoFL—bk (2) ORBICHBIRE (RY) FAAVEERTZ . JO-NILTFVTL— PSS
O—NILTYFL—hERETEET, I TV L—FDOR—=R e LTERAINTETTD T+ —L £ 7
F—LTFTL—MIESOVTERESNIMD T +— L1 VAV XITIZREL FH Ao

1014 JO0-NILT7>TL—bZBIRT 3

JO—NILTF>7L—bEHIBRT3ICIE. JAa—NILTF>FL—OEICHBEIBR X) 713> (3) #&IRT S
ERY T vTIHRIREINET, HIFZBERLTIO-NILT > FL— MOHIBRZERESR T 5D, v o)L EER
LTHFvEILLET,

102 JO-NIWVEBIIL-TF7>TL—Fhk

JO-NLVEBIIN—TF7> 7L —+Z2ERALTEBIIIN—TZERTZcHTEEYT, JO—NILJIL—TF
YTL—hE TA—LR=ITHHTEET,

JO—-NUVTFATLIN=TFToFL— I HEBROIXTOFE . DesigneriC 77 X TE B HEHMRDOIAN
TOI—F—HERATEEXT,



Global group templates @

E=] Check Questions »(#X
=] vital signs »#X
[E=] Blood Pressure »#X

Drag and drop a group here to
e o P a group

reate a new global template!

JO-NIVEBIIWN—TF7>FL—brZ2T7x—LICEMT3ICE. JO0-NILT>FL—F (1) OBICHBKRENT
A1AVEERTZBEEBIIN—TZ2RETTET, HEJIL-TZEELTH., JO-NILEBIIL-FTT>TL
—MIRBREELEEA,

JO-NIVEBIIWL—FF>FL—bEHBRTBICIE. 7O—-NILT>TL—+OMEICHZER X) 713>
(2) ZBIRLF T, Ry T7yvTIHRRSNES HIREZZBIRLTIO-NILT VT L — FOHIBRERESET 3D\,
Frov)EBERLTEFy oEILLETS,

JAO—NLIIN=TFToTL— b= T3ICIE BREIIN—TZ2T74—ILRICFSYyITURROYTILES
CCIIN=TZ Iy IT7 ROV LT HHILWO-NILTTFL—bZERLET, (3)

AR BEINL=HTO-NILII—TF7 T L—rIEBMEhD . >XTLICE>TEH
BICT7H A > ENEEYIIL—7IDOREFIFSNEEA. FTLWEBIIL—TT7> 7L — MI&H
EDIFBRBEIF. TONTYREZTDT IR Ty b IRILT 4 —ILRICRFIZATTTZIHRENHD
9. TORTYESIRILT—IILRIZEFTIDADINTVWERWGES, BEIIL-TFF7>FL—F
DHAFIFEHDERICHED £F9, TOEGRZESRL TSIV,

D DemoStudyDesign [65.0]

Forms / Form name

Addafield @ Preview of your form @ @ Show ID for fields (_EED

Standard elements

B Single line text 12 Number Form name
+ Date + Date and Time Here you can type a description of the form
+ Time € Paragraph text e FormIDG1 Settings [
i Awhite box is a group that can contain one or several items T
Checkboxes © Radio buttons ! Ry Output
! Thisisanitem This is another item A third item
[ Dropdown == VAS Scale Choice 1 Choice 2 xS eharzeters 1o
+-- Section break + Group
i . . . X Output Label
+ Statictext © File upload ! There is no limit to the number of items in a group e Name for group template
|
- o2 o
3 Range © Duplicatefield @ Delete field
Thisis another group .t
Global group templates @ grodp e
= Another item And yet-dnother item
[E5] Check Questions ) # X e
e Choice 1 Choice 2
[E5) vital Signs »#X
=] Blood Pressure 4 # X »
= 4 # %i++*"" Thisis a third group
Another item Click on the scale below to indicate how severe your pain is.

& BameriCasy i

re to
reate a new global template!

11 7#+—LDH

ZDE U3 TIECDASHICEML 222D T # —LDFIEBNL 75
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M1 N RG> DT +— LA

RDEIFViedoc Designer CIER S NImNA ZILH A > DT+ —LZRLTUVWET,

Preview of your form @

Vital Signs @

30 minutes pre-dose

|
Vital Signs

VSGA Settings

F3

30 minutes post-dose

Vital Signs

Height

ORRES_DIABP Settings

ST F—LOTATLIN—TRELT A TLREFROEEDTY

» RNEIE (RTZ D) DA B ->TWVWS:

» FORD2DODEBYIL—TICIE. RE5HIB07 LIREHEI0DICT « —IL R INIAFENT

WE7d,
TOT4 BT« PRESOETIE T U T4 ET+« POST30% . AR F2DHTRIZT BICIE : the
two item groups at the top containing the field label 30 minutes pre-dose and 30 minutes

post-dose;

to make them visible only during visit 2, either in activity PRE30 or acitivy POST30:

> BEARZM TECFME ActivityDefId == "V2_PRE30" or ActivityDefId ==
"V2_POST30"

BH - BEH. BEDTDTXR~ (BBFRAICEZLRPTREIGFRE/AEOL ICF0IR T BB
BOED). BLUONAMZILY 1V OEREEOTED2DODIER Y IL—T;

INTEZIINY TN T BEIBEDRESZTNEL /=D ?DYESDBEICDAENSEZRRLET:
= OV FIEEMHTE CF M VSPERF is Yes.

IBH - REZSATUL AV ER,

INT RNY 1 NI T BEIEDIREZHE L 7= ?2DNODBEICDARTLET

= VLIV EMETE 5@ VSPERF is No.

s DRATLFIVY (BEER D) DA UICHE STV S:

« EB - AEA.

= BEDA T HARRIZARFK B D AFIHE

- F—EF v MR T) DA VBTN S

- 8B - #RAI/E

C CICABD L @D BRI FEDIEBICATI LTZEL D HEVC C 2R T BICIE -
=> BOFHIHIR:
//L1_VS
if ( ORRES_SYSBP != null && ORRES_DIABP != null && ORRES_DIABP >=
ORRES_SYSBP )
return false;
else return true;
SBOIITVITS—XyE—2: IR E DGR EL EICH>TWET, el TS
=0,

- BEEE (FRT) DT ICEoTWS:



- I8H - BMI

CDITA—LDRILA VREAVRICANTNIEEL., ARV MEOLSCR: TEHATN3C
DT F—LDAVRAZVRACANTNBRICESVWIBMIZHET I X2 U—=>7

5 B#HEHE getValue(){

if (StudyEventDefId == "EQ1_SCR" && ORRES_WEIGHT != null && ORRES_HEIGHT

I= null)
{

return (ORRES_WEIGHT / ((ORRES_HEIGHT * ©.01) * (ORRES_HEIGHT * 0.01)));

}
else if (StudyEventDefId != "E@1_SCR" && ORRES_WEIGHT != null &&

E@1_SCR.VS.ORRES_HEIGHT != null)
{

return (ORRES_WEIGHT / ((E@1_SCR.VS.ORRES_HEIGHT * 0.01) *

(EQ1_SCR.VS.ORRES_HEIGHT * 0.01)));
}

else return null;

}
s TIAIEDEFET) DA ITHE>TWVS:
« BB - NTEIINY T ANFRESNFE L T2

Clinic 2 —%'—5HWViedoc ClinicT7 # — L% & T 72 FTIEWHALSINE T,

= BE15HE getValue(X

return 1;

}
- 5B - AEH;

Clinic 2 —t'—5hWViedoc ClinicT7 # — L% & ARV EADRTI7AILMELTANTH

F7,
= BE15HE getValue(X

return EventDate;

}
s AT —ILESRIL(HBAEZT) DA VICHE->TWS:

U704 —)LFOHRBACEN (fcexiE, BE (C) IIEXDBMICADET) o

N7 =L EINIVEIIRR=MIRREINET,

1.2 WET+—L

ROERIE. Viedoc Designer CIER SNTEE T # —LDHIZRLTVET,

Preview of your form @ ‘

NSO

Medical History @ w Medical History

Sequence number
Sequence number Description of condition / event
) Mrise HTERN

a @am
Seart date
MHENDAT Settings _
v 210ct2018 @
Genera | Visiilty | vaication |  Qutput [
Start date Ongoing? &4 1] Cuent IR
[ MsTOAT @ mHonGo snow v
Ye N
o Aliroks
snow -
avays
an simple conditin evaluates rue
woneo v
It -
nation evauates i
Enable it for
© Al
Selectearoes
Duplicate fisld | (@) Delete fiskd
MHENDAT Settings
General Visibility | Validation | [ QUWII(I‘-I]
MHENDAT
) Requred fela
G 1i .Y

Duplicate field @) Delete field

DT A—LDHEBITIN—TRELTA T LREIIXRDEESED TY,

Su Mo Tu

7 8 9
14 15 16
21 2 23

we
3
10
17
24

™o s
a 5 6
112 13
18 19 20
25



» RRRE (RTZT)DAVICHE-TWS:
- IHR - &TH;
BRBEL ?2ICNTREZID VWX BB SN FICDARTINDLSICLETHN?
= OV TINBEHETE CFHE MHONGOis L)L) .

» DATLF TV (N)TF=2 a3 R T)BAICHE-2TWS:
« I5H - FHtRAE;
= FHEDT— XA AUED BIFIEATIRA]
- BER - ¥7TH;
= BEDT—XASTHLUEO BFHEA SRR

- BEISE (FED) DT UICHE-STWVS:
- B - BLES;
WREDRET #—LDA VAR ZADBLESZEIET 3013 :

= BE15t B getValue(){
return StudyEventRepeatKey;

}
12 FHIEE

ARV TA—L. HE. B BRICESENT B S0 SHOTUELRT ZRENHD £F. FIE
EAT 5 L FMLBVBIERP T S—HRET SEREMABD £F. 1D L SRLOBRAXFHICHHIRNH D £ 7.
BMICOLTIR, FHEEBBLT RS,
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Study workflow
MET—o 70—

F17%& Viedoc System 2025-07-10

1.IEC®HIC
1L4BEOANRY b
12ARVE-TOT4ETH -TA—1I
121> VR DEEER
2.518D—- 7 0—% PDF ICEDRIT 3
3.ARVE
33 IRy FD—BBTE
3324~y FAGOBEEASD
3321 ARV FEND T A —LEFENTS
3%2&JT@4A/FEHE@AZ§EQ£E
332314V FANMOEEFANHIE ik
3.3.3%L) ;;‘
334 EL) 3
3.3.5 s t ﬁﬁ "IN L
34ARY FDRTETE
35 ANV FDFESRTE
3.5.6 *“Ew) e *
SG%EE*I’/\/F U?*r/ﬁ HERETD
368 BEARVDUIAVH—ERTE
3.7 Viedoc Me E£HE HiE
38 ANy FRBEDEE
4.79T71ET1
4970 T ETLFRE
AN FENAARY CDT7 I T4 ETAHBE
4109 FENA Y k(Viedoc Me)D R a—)LEBE
410.10 Viedoc Me ) ¥ 1 VX —E8F
Z2x—L
511 7 #—LDERE
512 74— LDIEDIERL

CCTIEFARY MOREREEHAL 7S

1 FLC®IC
HERTV—2o 70— R=ITiE BEROARY FEREL. AIRVMNITITAETAET3—LZEBINTEE,
ARV kEid. Viedoc Clinic TEERPY. HIFEEFERAE L LTRRINZIDHDTY, 1> ~dViedoc Clinic
F7zldViedoc MeDEBEICL > THIBINE T,

11 4OV b

ViedocIZIZ4DD A A TDARY MHHD £



D DemoStudyDesign [8.0] Close

Study workflow CEIED

R

LT A F -FFRITNB T+ —LIKIDEIT T, EEIRBEERNT —2%28L 7 4+—LTYd, D
TH—LlF. U= w2 ——HViedoc ClinicTHLWA—REEBI (BEDEM) 27V vId3
CHTET,

AR
- HBREBARNY F T A —LOREERZZF DI —O—ILOAN. FILLWEEH—REZEML. Viedoc
MeZ7 ATV FZBMCTEZEHTEET,
= FERFAIRI RN R DA A2 RDICSTARTE WS HEASENTVRIHE. tOBEECES LHAEHhETE
FNTVWBEEH. HREBBAIARY MIEDVWTHOARY b2 X5 Ja—IILTB eI 7—HDEELET,
B LTI, STARTE WS BEEBZEFARVADIDZRERBBA R MIFERTZ T,

SR ETRLOICHBRARANRY b ZEBIMLIR. 79T ETA L7 A —LZEBMLTREZ VY ILE
To DAY FZEERT—IT7O—IEBMY BHIIC. CNOSDFIENRITINTVWS e ZREBLTKET
LYo

2HEANRYE-7ORINTRESINTWVWBRER/ED Y
JFENANRY - BMEFLIFBBIZHCEZBRABETY, FENARY MHERTHF 1 VICKRELTH
3,El1E. ARV FEEBMT7 A 3>hViedoc CliniclcRREN. V2w 21— —(ZRBICIGLCTA
Ry hOEBEMATEET,
4 FERFEREA AN R - =0 70— 3. FRREHEITLTRETZ ARV b ThEDAIRY MR
ARV MU VIENTVLWERA. fHlik:
- GHREE
- BEER
- RE
- REERE
- B

4 DDA TDA R ~idViedoc ClinicTIFUTORD LS ICRRENET:

Viedoc menta fo echnical Witer [ [T .
FIWREENE 1. Study start event 2. Scheduled events # o1 L 41>
Shows ol visics v - ca =
SE-UU-016
[PPRAIERET TR Visit 1 Visit 2 Home adm. Home adm. Home adm. Unscheduled v Visit 3
O bos sras seeang L Ml endotsusy »
@a 13Nov1969 Ongglag 05 Ot 2018 11002018 B | soamsea B Moazmma B soamsia Efl| vovzomwne O 2000 m8 6 [=]
‘‘‘‘‘‘ — Unscheduled visit reiboscu 1
..u%.
B Visit date . schedbied date
13 O 2018 00-00
i
¥ Physical Examination vaed
not :ll
dications (1) + Vital Signs []
12-Lead ECG "
)
/
/
td
L

B SE-UU-016  Add new visit

4. Common events Add new visit

Visit name
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’\ Scheduled Events > Subject Diary

Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling

Study event ID

o HA Set a unigue event ID.

Event name

9 Subiect Diar Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
) ¥ box is faded out but visible in full on the actual event [sample].

Study event description

0 Home administration Set an optional event description. Observe that from the 25th character the description is
faded out in the event box but visible in full on the actual event [sample].

o Enable automatic event date

The event date will automatically be set to either the date of first data entry. or 1o the date defined by a form item of the type Date.
If no date is defined by the form item, the fallback will be to use the date of first data entry as event date

Short Summary Format

6 Diary: Day {StudyEventRepeatKey} Select which variables to be displayed in Clinic

If nothing is set. the Event name will be shown
as default.

Long Summary Format

6 Diary: Day (StudyEventRepeatKey), {EventDate) Select which variables to be displayed in PDF

exports. If nothing is set, the Event name and
the Event date will be shown as default. ie
EventName [EventDate].

o Source | Clinic v

0 Delete this study event
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v Enable automatic event date

The event date will automatically be set to either the date of first data entry, or to the date defined by a form item of the type Date.
If ne date is defined by the form item, the fallback will be to use the date of first data entry as event date.

Form item A Example:
$THIS.FORMID.ITEMID

Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign. review or raise queries on the event date.
Though, it will be automatically set, stored and available in exports.
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Study event settings

Here you can specify all relevant settings linked to this event.
General Visibility Scheduling

Study event ID

Diary Set a unique event ID.
Event name

Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
box is faded cut but visible in full on the actual event [sample]

Subject Diary

Study event description

Set an optional event description. Observe that from the 25th character the description is
faded outin the event box but visible in full on the actual event [sample]

| Enable automatic event date

The event date will automatically be set to either the date of first data entry. or to the date defined by a form item of the type Date.
If no date is defined by the form item. the fallback will be to use the date of first data entry as event date

First data entry

' Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign. review or raise queries on the event date.
Though. it will be automatically set. stored and available in exports

ARY FARDOT +—L%ZBENT ZDF TDIHE. Viedoc Clinicis TI Ry FA[HIIRTIINE T

+  Enable automatic event date

The event date will automatically be set to either the date of first data entry, or to the date defined by a form item of the type Date.
If no date is defined by the form item., the fallback will be to use the date of first data entry as event date.

First data entry

Exclude visit date form

The visit date form will not be visible for clinic users and it will not be possible to sign, review or raise queries on the event date.
Though, it will be automatically set, stored and available in exports.
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+  Enable automatic event date

The event date will automatically be set to either the date of first data entry. or to the date defined by a form item of the type Date.
If ne date is defined by the form item. the fallback will be to use the date of first data entry as event date

First data entry

& Exclude visit date form

The visit date form will not be d it will not be possible to sign, reviev th it d
Though, it will be automatically i L port
= |
Show all visits
Screening shor Diary : Day 1 Diary : Day 2 Diary : Day 3 Diary : Day 4
02 Dec 2018 (+0) 03 Dec 2018 (+0) 04 Dec 2018 (£0) 05 Dec 2018 (+0)

Diary : Day 1 Protocol date
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08:00 (-2/+8)
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Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility Scheduling

Visibility condition

_ Example:
V2.CQ.CQHA==1 EVENTID.FORMID.ITEMID==1
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# Scheduled Events > Visit 2

Study event settings

Here you can specify all relevant settings linked to this event.

General Visibility

v/ Enable proposed date calculation

) Proposed event date: 7 dayls) after reference date.

J Reference date: = Actual or Planned v Visit 1 b EventDate
) Time window before the proposed event date: | 3 dayl(s)

) Time window after the proposed event date 3 day(s)

' Enable recurrence

‘) Number of times: 2 Not including original event
) Proposed event date: | 1 dayls) after reference date.
) Reference date: = Actual or Planned ¥ date of previous event

‘) v/  Set separate time window for recurring events

Time window before the proposed event date: 0 dayl(s)

Time window after the proposed event date 0 day(s)

FERES I T FEAOBEIEE BB LRENTEET,

FEDREIE DHHETRET Y. HEBRBEA RV PP FEAAARY b FERERA R FTOF
EFRETE Et Ao
331 FTEHOSEEERE

ANOEEEEZEMICTZFIVIRYIRZERTZ L. BRADSRDAANY FHETOEHFEZRET
FET, REIFUT. AA—DIBERZSRILEEL,

RDFEANRY FHZESBNS5nH (BRELSHBER) CRELXT,

BREHZERTSICIE. FOYTLATII D5, EEOAANY MH. FEANY FHOENZREEYL
THEMERLED

SRAICRB IR TFEZERLISSEIE. U0 bDAALEBRAICEDVWTFEH (scheduled

date) HEEINE Y, fciEl. BRANY FHRBTNTLLRWEEIE. FEBIMERINE Y, £,
BRANY MFHETNTVRVESIE. BRARY FOFERMMEATNE T

+4. 47 a3V EAAOEBEIC)N S, IZABEROICBEZANDILTAIRY MO RIRTE 358 H
HEEZRETTEI, 774 FTROBICRESNTULE D,

332 AXRYVEODEDIERL

ARV b ZERNICRDRT CEZHAT 355 BORLZBMICTEIFIVIRYIRZAVICLRELE
¥, (EHZBR)

BRADANRY FREICMAT, BOBETAARY FOEIEZADLET, Lz COHEHBEICEHKES
NTWBHEE. ARV MIGFHMERELEFT, ANTETEIHRAEII99TY,

TFEANY FHZSREANSNARICKREL EJ. nld 220EF LAY FEEDEDOAHKTY,

BRAD FIEORBEOANY FOADNFEANRY FOAIPENICEDVWTERINZIDZERL X T,

A7 BEEADLTROBELAANY FORKBTE3ROATEHERZREL £T. CHE5HDZ
HDZEIE. TN M3 BV )RESNIFRABERI’BRINE T,

ARV FDEDRLEZESTHIF AN EEZRTVa—)L T 2%FBBLIEIL,



https://help.viedoc.net/c/e311e6/de305e/ja/

34 BEANRYKMIVIAVA—%HBETD

ATV a—LENARY RBTET LTOWERWES., —EORBRTU YA VX —Z2XEITELSICRET S LD
TEEXT,
FTTLIcARY FDOERIBUTERD T,

. T+ —LIZ2TERAFEH (FE) THEI L, RTLIARYMIIIVIIRELFE
Ao
DHFERBOBETICRWVWC & GERERH/BINEH/BEEEH)
FTTINIARY MME BRESNICARNY MIRA VA —DERBICE > TERSN XA LRIV~ (BROH S
O—ALER) ICESMICFHBESNE T UTDX S BEEIRL. ROFTMEICKEL T I,

v TA—LT—2OFRE (BT EHHfalseDIFEIF) 1 VR —DHEL F7o)
» TA—LBEY FENHE (URAVA—DREL. T—2D )ty bENIDICTET RED

falselZ# D F£95)

s BBOEBRLT A —LDA Y RAZVADYIBRINIIBE TR MG falseDBEILI A A —DFITIN
£9,)

s BHROEMBETH A O TAIRY MHYIBRESHNESEES FTLLWTH A UAERATNZ ETRTOU T 1Y
A—HHIBREINETS)

BOERLARY MIlE. BIOARY FEAL YA VA —ZENERAINET,
341 REARYEDUIA VA —HTE

RMEANRNY T4 —ILRELICHBZROTAAVEI IV ITBRE ARV IRERY TT YT T4 RUDKRT
INEY

Study event settings

Here you can specify all relevant settings linked to this event

General Visibility Scheduling

Add re@ijndel
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Study event settings

Here you can specify all relevant settings linked to this event

General Visibility Scheduling

o +| Send a reminder if the event has not been completed._

e Send 1 dayls) Before z Target date v | attime: | 07:00 *
e | Repeatevery 0 days) for max | 0 times
o Reminder message
To Study Coordinator X Cc Bce
Subject: Instructions (%]
Any static string and/or following variables can
Body be embedded in both Subject and Body:

Systern variables

{CountryCode} - Country code

{SiteCode} - Study site code for the study

e ' Send as email {SubjectKey} - Subject key

SiteSubjectSeqNo, StudySubjectSeqNo,
. StudyEventDefid, StudyEventType
e Add another reminder ('Scheduled".'Unscheduled.'Common’),
StudyEventRepeatKey, EventDate,
EventProposedDate, EventPlannedDate
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Study event settings

Here you can specify all relevant settings linked to this event

v/ Use an existing event to duplicate settings, activities and forms | Visit1

Study event ID

Set a unique event [D.

Event name

Name of the event as seen in Clinic. Please observe that after 14 characters the name in the event
box is faded out but visible in full on the actual event [sample].

Study event description

Setan optional event description. Observe that from the 25th character the description is
faded out in the event box but visible in full on the actual event [sample]
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4 HA: Diary # T X
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HA: Diary 52 M # T X
215 [+
l Home administration Edit activi
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# Diary >HA - \ Close

Activity settings

Here you can specify the settings linked to this activity

General Timing ViedocMe reminder
Activity ID
HA 4 Seta unigue Activity ID.

Activity name

4 Optional name of the activity. like "2 hours-post dose”

Activity Description

4 Optional text to describe the activity in detail

Visibility condition
Example:
EVENTID.FORMID.ITEMID==1
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HEARY LT, FEACARY b (Viedoc Me BEHZE#BRB)  LTRESNET7ITAETADXTTa—)l
BREIFUTOED T,
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i Edit activ
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"Diary>HA: | Close |

Activity settings
Here you can specify the settings linked to this activity

General Timing ViedocMe reminder

v/ Enable proposed time calculation for subject initiated activities

Attime  + 1030 %

A A

Time windowbetorethy 10 30 hour(s)
v v

Time window after the hour(s)

T 7 4L b DOEERIZ00:00TY, PHELEWSESIEROY AU NEI UYL, Uty b
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Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder
v Enable proposed time calculation for subject initiated activities

Attime v  10:30 C]

Time window before the proposed time: 1 hourls)

Time window after the proposed time: | 1 hour(s)
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HA: Diary @ 2 M
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’ Diary >HA -

Activity settings
Here you can specify the settings linked to this activity

General Timing | ViedocMe reminder

Set a reminder to be sent for a subject if the activity has not been completed.

o Add@reminder
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Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the questionnaire.
2

Send on target date (@ Send 1 day(s) Before ¥ target date

Attime:  +  10:30 C]

o Add another reminder

4 BILT7 T4 ETICURA A —%ESIBIMT BB UroAd—=2BMEIUv oL, U
IA VA —=Xyt—2, AFCRRIEZRELE I,

" Diary > HA -

Activity settings

Here you can specify the settings linked to this activity
General Timing ViedocMe reminder

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the questionnaire.
e

Send ontargetdate '@ Send 1 day(s) Before ¥ | target date

Attime: v 1030

Send reminder for a subject if the activity has not been completed ° Delete reminder

Reminder message

This is a friendly reminder to fill in the questionnaire.
Z

@ Send ontarget date Send day(s) Before ¥  target date

Attime: v  11:00

o Add another reminder
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Viedoc

0 missed events.

Next scheduled event

8 VCR959

= Today, March 06, 2017
Participant satisfaction

Participant satisfaction

" 2950

What is the main reason you decided

: ason you Unscheduled questionnaire E’,.
to receive a corrective injection?

Personal wish for my appearance Stowlallievents =
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Owver the last 2 weeks, how often have you been bothered by any of the following problems?
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Here you can specify the settings linked to this activity
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Activity settings

Here you can specify the settings linked to this activity
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Outputs and Validation

-—| Edit checks

==| Formats

OID's and Labels
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TEJ, 7A—LAOAPAIINFTYIREILDVWTUI. 74— LOEREREEE THRIIEET W,

Edit checks

Search by study name Total number of checks:S.

Vital Signs (VS) ) ) ) ) T

)# Item ID ) OQutput item label  True expression Query message Allows form save
1% VSDAT Date of //D_19 #  Date of vital signs measurementsis # Yes »
— — measurements if( vSDAT != null && not same as the visit date. Please
RC_VSDAT 41 0.1 VSDAT.toString() != verify.

EventDate.toString() )
return false;
else return true;

2 | VSDAT Date of /IF_12 # Date is recorded as future date. # | No »
measurements VSDAT <= today() Please correct
3 | WSDAT Date of /iC_8 #  Date is not complete. Please #  No r 4
measurements VSDAT__format == @ correct.
4 | ORRES_TEMP Temp (deg C) f/L_116 # Body temperature is not withinthe  # | Yes 4
result in original if (ORRES_TEMP != null && expected range. Please verify
units CountryCode != "US"™ && !
(ORRES_TEMP >= 35 && ORRES_TEMP
<= 39))

return false;
else return true;

5 | ORRES_TEMP_US Temp (F)resultin = //L 117 # Bodytemperature is not withinthe  #  Yes »
original units if (ORRES_TEMP_US != null && ! expected range. Please verify
(ORRES_TEMP_US »= 95 &&
ORRES_TEMP_US <= 182))
return false;
else return true;

HEN—JaYTRESNTVWAOPANFIVvIRBITA—LIEITIN—FHENTED, OPALFIvI T
CICRDERNDRMIEINE T

BB, 7A—LTCIIDBIREDEY, BEICHA—VIEEGHhER L. OCAILF v IIDHARTEINED,
OSAILFTvIZIDIE. 74—LDED T4 —=ILRICBL. EDOTHAIN=-2 a3 eBETRICASAILF YYD
WERE SN T=H\ RC_FieldltemOID_Version-number_Revision-number_Counter ¥ V5 X D ICKDII>TWLWE T,
OJPAILFzvI%ExcelcB T3 . OV AHILF v VIDIXEHF = v o 771D (Range Check OID) DR ICFRT
INEY,

.OSAHILF v IIDAET BERID,

OCAlLFzyvIHETRIEEOEISANI,

VB - O HILF v DR, Viedoc TJavaScriptZ{F S & T2 E L,

O I) XyE— - Viedoc ClinicEES U+ hA—H—|CRRFINET,

I A—LOREEHA-HFATRICHRETRE. OPHILFTvINBIMEINEI T —AD T+ —LICREINT
W3%HE. Viedoc ClinicDZFNZENDIEETIITUDEELET,

BREARDIeHREY - T4 —LROODAINF Ty IV ZRBBELIBHDICTENTEFT,
DRTLFTYVIRBHEAMODERATY, VAMIRREINEIN REXLIBHIFRTZCIITEEE Ao
IJEIICHNZBERT B L. 2 TOAYAILFIVvI—BZITIEILICHANTETT,

RUTAAVZERTBE. OPNILFIVIEENEND T4 —ILRZRETEZEHTETES

Adverse Events (AE)

# Iltem ID OQutput item label = True expression Query message
1 AESTDAT Start Date/Time var a = E0S.DS.DSSTDAT; #, | Start date of Adverse Eventis notonor| #
of Adverse Event if(!a) @ before the Study End date in End of QD
return true; Study form. Please verify.

else return(AESTDAT <= a);

OCAHILFzvIEE (BEOFKR) OTS5—I&. BEREICU X MIRRFINET,
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Adverse Evants

# ltem 1D Output item label = True expression
1 AESTDAT Start Date/Time var a = E0.DS.DSSTDAT; #»
of Adverse Event if(!la)

return true;
else return(AESTDAT <= a);

Y  True expressic Event EO does not exist
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Eligibility
|[EOL Settings [ X
General | Visibility Validation fF Dutputm

1

1

1
No : Field label
_____________ J IEQT

Yes Mo

Label position Field layout
Top - Side by side . 4

IEO3
Yes Mo

Measurement Unit

Choices
IE04 Yes 1 1O
Yes No Mo 0 O

74—y btEI2a>TiF FEBRRLI—-FUIMRTTF X M(Yes/No)& I— K X MEO/1)ZRE>TL
£,

Items with format name

#  Format name Format type Code list display text Code list value

Items without format name

#  Format name Format type Code list display text Code list value
1 #  integer #  Yes 1
No 0

311 ODMHEAHDI— KX RIER

TEROBHITHERICHKED 7 +—< v FEEER T H1IIC. UTORDESICCNS5DIERIFODMIZ RR— MEH
ICRRENFET, BIEBHIF CodeListRef ZFALTEAZI—RUIERLTVET,




<ItemDef v4:MinLength="1" w4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText xml:lang="en">IE0l</TranslatedText>
</Question>
<CodelistRef CodelListOID="CL IE01" />
</ItemDef> -
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText x=ml:lang="en">IE02</TranslatedText>
</Question>
<CodelistRef CodelistOID="CL IE02" />

</ItemDe£>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranslatedText zml:lang="en">IE03</TranslatedText>
</Question>
<CodelListRef CodelistOID="CL IE03" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer"
<Question>
<TranszlatedText xml:lang="en">IE04</TranslatedText>
</Question>
<CodelistRef CodelListOID="CL IE04" />
</ItemDef> -

HCodelListlllE Codedvalue&ETF R MMRRINE T,

Name="IE01"

Name="IE02"

Nams="IE03"

Name="IE04"

oID="IEQO1"
CcID="IEQ2"
CID="IEQ3"
CID="IE0O4"

Length="100">

Length="100">

Length="100">

Length="100">



<Codelist DataTlype="integer" OID="CL IE01" Nams="CL_ IE01">
“<CodelistItem CodedValus="1">
<Decode>
<TranslatedText xml:lang="en">Yes</TranslatedText>
</ Decode>
</CodelistItem>
<CodelistItem CodedValus="0">
<Decods>
<Tran=slatedText xml:lang="en">No</TranslatedText>
</ Decode>
</ CodelistItem>
</ CodelList>
<Codelist DataTlype="integer" OID="CL IE02" Nams="CL_ IE02Z2">
“<CodelistItem CodedValus="1">
<Decode>
<TranslatedText xml:lang="en">Yes</TranslatedText>
</ Decode>
</CodelistItem>
<CodelistItem CodedValus="0">
<Decods>
<Tran=slatedText xml:lang="en">No</TranslatedText>
</ Decode>
</ CodelistItem>
</ CodelList>
<Codelist DataTlype="integer" OID="CL IE03" Nams="CL_ IE03">
“<CodelistItem CodedValus="1">
<Decode>
<TranslatedText xml:lang="en">Yes</TranslatedText>
</ Decode>
</CodelistItem>
<CodelistItem CodedValus="0">
<Decods>
<Tran=slatedText xml:lang="en">No</TranslatedText>
</ Decode>
</ CodelistItem>
</ CodelList>
<CodeList DataType="integer" OID="CL IE04" Name="CL IE04">
<CodelistItem CodedValus="1">
<Decode>
<TranslatedText xml:lang="en">Yes</TranslatedText>
</ Decode>
</CodelistItem>
<CodelistItem CodedValus="0">

31.2 CSV/Excel exportd® J1— K1) X FIEH

T—REANILTCSVTHATR L. 22D T 7AILDEBIMTIERINE T, F/o. Excel LTHATR L. &5

12220 — hHAMERENET, CNSIFUTDED T,

- HRE-#NTEXMNEB Y 3 YRYIDERVWT, HAOXA—7ATHATRELIRTOERIC
B9 3155 (Subjectld. EventldiR ¥ DX AT —RIEREST) HEENF T,
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ID Label Data Type Mandatory Decimals Min Length Max Length Format Name Content Length

ID Label DataType Mandatory Decimals MinLength MaxLength FormatMame Contentlength
IE0L IEOL text True n £
IE01CD IEOL- Code integer  True n CL_IEDLF n
IE02 IE02 text True ¢l g)
IED2CD IE02 - Code integer  True ¢l CL_IE02F ¢l
IE03 IE03 text True 1 3
IE03CD IEO3 - Code integer  True n CL_IEO3F n
IE04 IE04 text True n £
IE04CD IED4 - Code integer  True n CL_IED4F n
|
README AP IE Items Codelists -::-i-‘in 4

dA—RUXMDHBIEBICIE. IDOKRREICTCOMMTVIEBIIDITHHD £9, TDBEFLE. STAREZVLLDH
DEEFAD. FTvIRYIRBIWELIIROY LTI A MDEENZHEDH I— RIZTCD,OITHEMSE
N9,

EA-ROTIZAINEDT#—I v b& (74— v bEEAT BRI (ECL_ItemIDF T,

COFITIE. 74—V rERETZIHOIA—RUI L —MIROELSIZHD £,

Format Mame Data Type Code Value Code Text
FormatMame DataType CodeValue CodeText

CL IEOLF integer 1 Yes
CL_IEO1F integer 1] Mo
CL_IEOZF integer 1 Yes
CL_IED2F integer 0 Mo
CL_IEO3F integer 1 Yes
CL_IED3F integer 0 Mo
CL_IE04F integer 1 Yes
CL_IED4F integer 0 Mo

README AP IE Itermns Codelists

BREINZZT7+—<T v bEICIF. FOA—-REICEATZBERITENTULET, ZDHBE. "ELIEM. TVWLWE,
10,0 H T,

[E7 #—LIC4ADDERID S ARV HDHBE. 4DDBEEDT +—< v HHDH. TNBNIC2DDELZED
HHFI,

313 SASXIUT LT 7FAI

WHETBSASRI ) TR %2E0HZF T3> F v LTCSVENEZITS & IRTDITA—LDRILDT 74
JLicFrHohn, L TEHEBEICHBALAERB L ¥HIZ“_Codelists’E “_ltems” BEIE I NF T, (SASICHE % TR
<TETLN)

/e SAST 7L THBCSV2SASY _RunMebZENTLE T,
_RunMe”7 7 T JLIZIERICNTE K T—HZSASICA VR— I BLDICERTN. 2ED. ORIV TR

SASTHAINTEITEINET, TVR—FFTB3TF7AILADIINRAZERDIF. CSV2SAST 7 1 JLICTETE S B doWork
B (v2o0O) ZEA L TEEOEELRBINET,
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tmacro grabpath:
$gsubstr (¥sysget (SAS_EXECFILEPATH),1, $length (%¥sysget (SAS_EXECFILEPATH) ) -%length (¥sysget (SA5_EXECFILEname)))
#mend grabpath;
tlet path=%grabpath;
tlet prefix=DEMOQ 20181018_121108_;
finclude "spath.\C5VZI5SLS5.sas";
.%d.oWork (&path.,&prefix.);

CSV2SASX V) 7 rDHTT +#—<w MIEETZEELREDIF306THICHD. A—RU X LT 71 IILOABH
CreateSasFormats Y7 OIEIN. ABEZRITED 7 +—< v M EERL £ 75

0%, HEI7 71IILADOEBEX R T —2%Z5MAH. SASTHZETBEBICT+—I vy FZBALE Y

&

| tCreateSasFormats (apath.\&prefix.CODELISTS.csv) ;

SASTId. EERDHITIE. IEQDT +—ALIC4DDT A=< v FZ1ERL X9

Conterts of Work Formats”

Cl_dmsed Clie0lf Clie02f Clie03f

3

ClLiensf

ce

eeeeeee Subject Id Event Id IE0T | IE02 | IED3 IE04

Design
Event name ‘ Evert date | Aciivity ld =

Event sequen i
number name number

1 1 Site 01 01 1 SE01-001 1 SCR Screening 20181018 SCR_IE 1 10 Yes  Yes  Yes  Yes

32 74—V MAERET S

Viedoc Designer CilB& T H' 1 VERES>HADCRIE> T+ —<w FTT+—< v FRAERET 3ICIE. 4DDIEHD
SBEI1DDT7 A=< hERICT =<y FRZAALET, TOEBRDESICS. LORDT+—< v NADHBIE
BICEEBAKRREINE T,

TA—I Y FEEREBRTCICESTKALRE (I—RUXMRLE) ZFOIRTOEBICTSINITS
n. BROLSICUVIEERTZETRL 74— Y FEERETDIEHTEET,

Formats

Search Total number of formats 5.

Items with format name

# Format name Format type Code list display text Code list value
1 oW |IYESNO # | integer #  Yes 1
DN

oo No 0

s
- ] Il.ems without format name
- .

= #"_ Format name Format type Code list display text Code list value
- "
=1 'q Choices and values match with existing format name # | integer #  Yes 1
YESNO.
Click to use it here! No 0
s 2 '-4 Choices and values match with existing format name #  integer #  Yes 1
ESNO.
Click to use it here! No 0
e
3% Choices and values match with existing format name # | integer #  Yes 1
ESNO.
Click to use it here! No 0

CHUSEICSASTHERATIND 7=, ViedocTIFIUTDESICT #—< v FEADSASICER L TLWBHESHEFESR
LTWE T,

» AZ—TJTRITNUIRSERL

« SXFEBZTULAL

s BUIOXFIZRERE (AZ. 0-z) FRETVE—IAT7 THREZIVELNH B
« ZEAAEL

» PUA—RATLNORHXFHEFNTLERL



» REODOXFIFRF (AZ, a-z) THIFNIZRSHEW
EROVWTID D ELSNBWVEE, T7—XvtE—IDNKRFENET,

Items with format name

& Format name
1 YES NO »
Y Format Name Invalid SAS format name

IVEIICHNZERLTIRNTO I A=Y b EHATEZEHTEFT,

UTDT7#—< v Tk, I—RUXMDEDKEOFOIIHEAICESEFNEE A

. CSV
=« Excel
» BEENOS (BEESCIERICD E1T)
. ODM

Lich>Ts L ZIE001DESAI—RUR FOEIE HATETLEDET,
33 TA—Yv hRER
331 ODMEADI—KYU R MER

COFDADDIEEINTICHBD 7 +—<T v b% (YESNO) #BAT 3. UTOHRDLSICCN5IZODMIY
ZR— FEAICKRFTINE T, BIEHIF CodeListRef ZFEALTALI—RUXFEIELE T,

<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IE01l" COID="IE01l" Length="100">
<Question>
<TranslatedText xzml:lang="en">IE0l1</TranslatedText>
</Question>
<CodelListRef CodelistoID="CL IEO1" />
</ItemDef> B
“<ITtemDef w4:MinLength="1" v4:HtmlType="radio" DataType="integer" Nams="IE02" OID="IE02" Length="100">
<Question>
<TranslatedText xzml:lang="en">IE02</TranslatedText>
</Qusstion>
<CodelistRef CodelistoID="CL IE0O1" />
</ItemDef> B
<ItemDef w4:MinLength="1" v4:HtmlType="radio" DataType="integer" Nams="IE03" OID="IE03" Length="100">
<Question>
<TranslatedText xml:lang="en">IE03</TranslatedText>
</Question>
<CodeListRef CodelListCID="CL IEO01" />
</ItemDef> B
<ItemDef w4:MinLength="1" v4:HtmlType="radio" DataType="integer" Nams="IE04" CID="IE04" Length="100">
<Question>
<TranslatedText xml:lang="en">IE04</TranslatedText>
</Question?>
<CodelistRef CodelistoID="CL IE01" />

E&ELIETA—T v b CodeListITEBIMEINET,



<CodeLi#t DataType="integer" SASFormatNam=="YESNO" CID="CL IEO01" Nam=="CL IEQ1">
<CodeListItem CodedValus="1"> - N
<Decodes>
<TranslatedText xml:lang="en">¥es</TranslatedText>
</Decode>
</CodsListItem>
<CodeListItem CodedValus="0">
<Decodes>
<TranslatedText xml:lang="en">No</TranslatedText>
</Decode>
</CodeListItem>
</CodeList>

3.3.2 CSV/ExcelHf1ad—KU X MEHR

COBITIE. 74— b 2HRELTEEBREEELLBOHE—DEWVI. 74— v FEHTYESNOIEEE
NTVWBIETT, 4D20ERATARTICHBED T +—T v 1D HO T,

Label Data Type Mandatory Decimals Min Length Max Length Format Name Content Length
Label DataType Mandatory Decimals MinLength Maxlength FormatMame Contentlength
IEOL text True 1 3
IE0L - Code integer True 1 YESNO 1
IED2 text True 1 2
IENZ - Code integer True 1 YESNO 1
IED3 text True 1 3
IED3 - Code integer True 1 YESNO 1
IED4 text True 1 2
IE04 - Code integer True 1 YESNO 1

| README | AP | IE | Items | Codelists | 1

COBITIF. 74— Y PZERETBDELIA-—RFUILI—MIRDELSICHDET,

Format Mame Data Type Code Value Code Text
FormatMame DataType CodeValue CodeText
YESNO integer 1 Yes
YESMNO integer 1] Mo

| README | AP | [E | items | Codelists

333 SAST7#+—<T v bk

Viedoc DesignerT7 #—<w b ZEA L7z, SASICT YV AR—FF381DDT+—I v FOHEBREINET,

Explorer = |
Conterts of Wark. Foats' [

Cldmsed  Yesno

Stte
code

Event
Id

Activty
name

Design
version

Event
Ste sequence number Ste name Subject sequence number Subjectld | sequence 1E01 | 1E02 | IE03 | IEO4

Forn
Evert name Evert date Activiy Id sequence
er

’ 1 1 Ste 01 o1 1 SED1-001 1 SCR  Screenin; 9 20181018 SCR_IE 1 10 Yes Yes Yes Yes

34 74—V NRATOEE

Fres HADITVZR—MEE T # =y b 21T (BE/TFAL) Z2EEITZCHTEERT,



CCOPITHATIIRAR-MEZTHF R MBICEET BHE. 74—V b1 T ZtextiCEE T 3UENH D &
ER

Items with format name T
#  Format name Format type Code list display text Code list value Qutput export value Times in use
1 YESNO » e & Yes 1 Yes! $ 4

No 0 No! »

COT7U2avid. ODMxmIZ 7 ILADIEED IV TV ZEELEFE A

<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IEQ01l" CID="IED1" Length="100">
<Cuestion>
<TranslatedText xml:lang="en">IE0l</Translatedlext>
</Question>
<CodeListRef CodelListCID="CL IE0D1" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IEQ02" CID="IED2" Length="100">
<Cuestion>
<TranslatedText xml:lang="en">IE02</Translatedlext>
</Question>
<CodeListRef CodelListCID="CL IED1" />
</ItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IEQ03" CID="IED3" Length="100">
<Question>
<TranslatedText xml:lang="en">IE03</TranslatedText>
</Question>
<CodelistRef CodelListOID="CL_ IEO1" =
</TItemDef>
<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IEQ04" QID="IED4" Length="100">
<Question>
<TranslatedText xml:lang="en">IED4</TranslatedText>
</Question>
<CodelListRef CodelListOID="CL_IEO1" =
</TItemDef>

...... 2L, EESNIEHAI VX R— MBI Alias £ a VICBMENE T,

<Codelist DataType="string" SASFormatName="YESNO" OID="CL TEO01" Hame="CL TE01":
<CodeListItem CodedValue="1">
<Decode>
<TranzlatedText xml:lang="en">Yes</Translatedlext>
</ Decode>
<hlias Context="OUTPUT" Hame="Yes!" />
</CodeliztItem>
<CodelistiItem CodedValue="0">
<Decode>
<TranzlatedText xml:lang="en">No</Translatedlext>
</ Decode>
<hlias Context="O0UTPUT" Hame="No!" />
</CodeliztItem>
</ Codelist>

ITOEILT7AMILDEEY—FTlE. O—ROT—2 214 T LText"BRRINBZLSICHRD, A>T oYD
ESHZELL. "YESI"(ET =4)and"NOI"(ET =3)t &b F LT



ID Label Data Type Mandatory Decimals Min Length Max Length Format Name ContentLength

ID Label DataType Mandatory Decimals MinlLength MaxLength FormatName Contentlength
IE01 IE01 text True 1 3 |
1E01CD IEOL - Code text True 1 YESNO - )
IE02 IE02 text True 1 2 )
IEQ2CD IE02 - Code text True 1 YESNO 3 )
1ED3 IED3 text True 1 3
IEO3CD IE03 - Code text True 1 YESNO 4
1E04 IE04 text True 1 2
IEQ4ACD IE04 - Code text True 1 YESNO 3
README AP | IE ltems | Codelists .

Format Name Data Type Code Value Code Text
FormatName DataType CodeValue CodeText
YESNO text Yes! Yes
YESNO text No! No

README AP IE Items Codelists

IOELT7AIIOA—RUIMIFILLWI—REIEBMENhE LT

EDH. FRELT TIXR-MEADOTOI— FEIF. HAOT I ZAR—- MEICRESNIH L WMEICE S
ZABNICEERE Y, (CCTORTIE "0"E1"HENEN'NO | "E "YES I "ICEEHMASNTVET ),

4 OID(EAID)ESARIL

CDR—ITlE. 74 —ILRIDZEFERT 371, BIFEORTEYSE. B 7—FFzvIIlREEEZZ LR
<. BADE SRV EEBESLUVEETEET,

SHEETH AV THAID (0ID) EHASARILDERINTVSRIBE. £1N5(13Excel/CSV/SAST U XAR— ~

ICRTENE T, HBRTH > THAD (0ID) CHASNILDKREE (EH) ODFEDHE. REAHDIEHID
ESNILDMERENE T,

OID’s and Labels

Form search Total number of output labels: 6

Add Patient / AP 2 oid's and labels 2 item groups £3
Eligibility / IE T
# Field label Qutput field label Field ID Output field ID

1 1 |E0L # | IE01 ' 4
2 1 |E02 #  E02 »
3 1 IEO3 # | |E03 »
4 1 IEC4 # |E04 S

BFVWLILIIREREETY, HRICTAZ—ITEHEMODHDZIEAIDHRESNTWVWSE L. HASRILHGERTER
Wl BENELLEHBEINTWA I CERESRLTLIEETL,

T4—=IRIDEHEAT 4 —ILRSRILHDE LI 2 7IBE. ViedocldHA T+ —ILRSRILE T4 —ILRESAR
JIZEELET,

UFOKBSFUATRIBET:



» THA U TEBICEEAXD R WES
- BEXHIR TIRR=-MHADBICELS LIEWVES
s EDODDDRTVWINIDBERIZE

DZRADEB(7«—ILR)I& BBEIIL—FCIZFIIL—AbTNEBIBICERSNET, FIXIE. ATDT +—
INOY i Fe

Adverse Event

AE Id Description

Start Date Ongoing? End Date
Yes No

LODBLKUSANILIZUATORRICED £7

Adverse Event / Form

# Field label Qutput field label Field 1D
1 1 AE Id AE number # | AENO
2 Description Event #  AEEVENT
2 1 Start Date Start Date of Adverse Event # = AESTDT
2 Ongoing Ongoing # AEONG
3 End Date End Date of Adverse Event # | AESPDT

IVEIICHNZERLTINTOERZHN TSN TEEXT,

BROB(T 4 —< v ) T RYIOER (E01) OHEH 71 —ILRSARIL%E "Inclusion O1"ICERE L1286 -

Eligibility / IE T
# Field label Output field label Field ID Output field ID

1 1 IEO1 Inclusion 01 # | IE01 INCLO1 »
2 1 IEO2 # | IE02 4
3 1 IEQ3 # | IE03 4
4 1 IEQ4 # | IE04 »

~CHUE. T4 —L>TEEORE> HATEBOHEN T —ILESANILZRETBDLFEL T,



Eligibility
|EO1 Settings [ X

General Visibility WValidation f Dutputm

Qutput Field ID

Itis recommended that ID is max & characters to be
------------ = CDISC ODM compliant

INCLO1

Qutput Field Label
IEO2 Inclusion 01

Yes Mo
€) Duplicate field @ Delete field

ZODHER. ODMxml T 77 JLICIE. “ SASFieldName " ¥ L LY AliasHEBMINWVWET

<ItemDef v4:MinLength="1" v4:HtmlType="radio" DataType="integer" Name="IE01" OID="IED01" Length="100" SASFicldName="INCLO1":
<Question>
<TranslatedText xml:lang="en">IE01</TranslatedText>
</Question>
<CodeListRef CodelistOID="CL_IEO1" />
<hlias Context="Exportlabel" Name="Inclusicn 01" />
</ItemDef>

FD&S57% Alias ¥ SASFieldName B THA VICTFEET 35%HE. EREINZ3HATIE. BEXE 71 —ILRIDT
I3, TOIRILEIDPMERTNE T,

HASNET—H. ExcelTIEOLSICRTEINE T,

Inclusion 01 Inclusion 01 - Code 1E02 IEQ2 - Code 1EQ3 IEQ3 - Code IEQ4 IEQ4 - Code
INCLO1 INCLO1CD IE02 IEQ2CD IEQ3 IEQ3CD IE04 IEQACD
Yes Yes! No MNo! Yes Yes! No MNo!

SASTIIUTORRICKRTREINE T,



Id Event name ‘ Event date ‘ Activity Id

IEDZ | IE03 | IED4
SCR  Screening 20181015 SCR_IE Yes MNo  Yes
& Column Attributes »

General

Colaors

Fonts

Name:  [INCLDT

Label: ||Ir|dusinr1 01

-

Fomnat:  [SYESNO3.

Type
|J Character

Informat: || &7,

| J Mumeric
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Reserved words
%ﬁ“ﬁg

17 Viedoc System 2024-04-05

1LARVE, T7F—4L 8
117 =LY IEH
12 7+ — LEBRIF
1.318H
1.4 J8H X B9
1.5 BN DIEEOID X %
18IV, TA4—4L, TEH
2. IDZDFIR
3. Windows®D#r £ 3R 81

1 ARV T7x—L4 IEB. B ZHOFHE

T—RBEDRELEBEVWL S, ViedocTT7 +—L. IER. B, ZHOGRICBITIZFNBELNHDEF T, CDELS
BEEIE. BIZIE. Viedoc T ZRITT R L . Viedoch 5T —XE T IR R—bT3LE SASTTF—4%5H
MTREIREICRETIAEEDLHD. EXLLAVIHECIS—ICDORDBEEELDH D £,

11 7+—LY¥IEH

LU IEViedocDNEBJavaScriptF# R DT, 74+ —LPEBEDOOIDE L TUXMER LRV T EE L,

addDays

age

bmi
createRangeValue
date

days
getDecimalCount
getRangeValue
getRangeValueFormattedNumber
hours

inRange

minute

now

parseDate



parseRangeValue
parseTime
subDays

time

today

SASY U OMEED FHEBNHD £9. COEREZFERT 35S, Viedoc 7 + —LPEHDHAIFTINDS
DSASTHIFEZ BT TLLIEE U,

12 7 x—LEF
LURE 7 4 —LRICEBOAENT RS W,

Codelists
Event dates
Items

Queries
README

Review status
Sbv

WHODrug *

*F7zld. MedDRA . ATC DL SHMOI—FT0 VITHE,

SASEERLTT—42 20T 3HNELNHDIHFE. ViedocT + —LDHBRIFICITEITAITNIE RS HRUVFTL
ERBDFT, INSDEAIFIE. SASOTF—Rty hRELTERINET,

13 I8H

UTFZEERE LTEDLBVWTLRE L,

__ARID
__DATASTATUS
__format
__GROUPDATASTATUS
)

ActivityId
ActivityName
DesignVersion

EventDate


https://documentation.sas.com/?cdcId=pgmsascdc&cdcVersion=9.4_3.5&docsetId=mcrolref&docsetTarget=p0y43hj7lzhq1gn1r68h65wzljbt.htm&locale=ja
https://documentation.sas.com/doc/en/lrcon/9.4/p18cdcs4v5wd2dn1q0x296d3qek6.htm#n0nfuxt1u6y9jin120gszztjh00o
https://documentation.sas.com/doc/en/lrcon/9.4/p18cdcs4v5wd2dn1q0x296d3qek6.htm#n0nfuxt1u6y9jin120gszztjh00o

EventId
EventName
EventSeq
HAS_FILTERED_VALUES
InitiatedBy
InitiatedDate
LastEditedBy
LastEditedDate
SiteCode
SiteName
SiteSeq
SubjectId

SubjectSeq

» iedoch' 5T —RZExcelPCSVIERICT U AR— k93 &, ViedocldEHEIMICIARTHIO—R ) X NE
BOO—RDHDEM7 1 —ILRZERLET, 71 —ILRDEFFIE. TTDIEBAIZ D AL
TIERRENE I, ZD7=8. ViedocDIEB®DID% (D TRODZHDICTRZCIZSEOHTET XA,

s STUF CAREY ROYTADY s XZa—, FIVIRYIRABREDI—R - URMEBDT—4
& SASICTVRR— SN EITERINS 74—y b EF>TWET, Lih>T. I—K -
X RDID. B, 74— Y rZHATIEICIE. 74— v bERADT=HDSASDconventions (&
) IS ZEHEETY, FlRIE. CNsDENBA YL affESDOEESTUREITIEIHD FH A,

» watch [ EFHETH B3O, TA—LDSNILPSANILP IDHEEDTERALED., BEHHMOBEEY LTH
BEBRT YA VICERT 3. 7+ —LERZADE F B Vannotated/blank CRF A\ 71 S N3 alge
BHDEY, 7272L. watch EWS SRILEZERVWTF X FDO—E LTHERT SBE. £7=1& Watch
FEXFEEANZFICLI=HD) #FERAT 35613, HaE N annotated/blank CRF ICIE 7 # —LEZH
HEENEd,

» TADIICSASEEA L TLWBIBE. ViedocDF T v IRy IR BOIA—RUZ ME FIZIE-1)
EEOA T IV RF ORI TIEHD FHA. ViedoclEF T v IRy IADA T 3> #SASEDEL
ZICE# L. SASIFERAICT v aZFFA Lt Ao

14 I5H B
I5H ¢ B8, JavaScript £ —T—F ZFHAHEVTL T,
1.5 BIMARDIEBOID & B

BHANDIEEHODCERAICIIUTOHDZEALBVTIRTE L,

ActivityDefId
Category
CountryCode

EventDate


https://documentation.sas.com/?docsetId=proc&docsetTarget=p1upn25lbfo6mkn1wncu4dyh9q91.htm&docsetVersion=9.4&locale=en#n10mz0rmjxgcltn1xd4n91mc2kpq
https://www.w3schools.com/JS/js_reserved.asp

FormDefId

FormId

FormRepeatKey

Language
OriginSubjectFormSegNo
RoleDefId

SiteCode
SiteSubjectSegNo
SourceSubjectFormSegNo
StudyEventDefId
StudyEventId
StudyEventName
StudyEventRepeatKey
StudyEventType

StudyId

StudySiteld
StudySubjectSegNo
SubjectFormSegNo
SubjectId

SubjectKey
16 A RX> bk 7x—LA, IHE
UTFZARY b Tx—L PATLOELBZMITIERICIFEODBVTREI W,

$EVENT
$LAST
$PREV

$THIS

2 ID&DHIE

DR SRILIZAFIZ T 356, UTOHIRLHD £,

7 #—LAID 33X F



TA—L% HIRIZH D TRADBEREZERLTIETL,

7714 ETAID R2XFTHINHET
TOT14ET1% FIRRIEZH O EFEADBEERZERL TIIZE L,
A~R> KD R2XFTHINHET
AR+ FIRRIZH O FEADBEERZERL TIIZE L,

3 WindowsD#p%aiRA]

Microsoft Windows Tld. TSN/ 7 71 IILEDBEIFEL £9. WindowsWSASTRC S & T2 L EENKEET
BAREMD H DT, ViedocATTF—42ty FEELTHERLEVWTLIEEL,



https://learn.microsoft.com/en-us/windows/win32/fileio/naming-a-file#naming-conventions
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3317 5— hLﬁ
34t/74/7 RTSM

36 T #4—L

362 HEREHETOIE—

3.6.3ViedocMe IR MCEFNB T4 —L
37IRYIN—F

374T—RF T v

375 SEBEZHTERER

376 7OTA ETA /AR FDIERTIER

37T - 21T

3.7.8 SDV

379 75— KB
38— TJO— -4V I

3.810 RREMH
39REBRY—o 70— -7O9T4 T~

39N BREM

3.912 Viedoc Me U %1 >4 —
0BT —U 70— -T4—L
311Viedoc Me ) %A > & —
3RT—RFITVY

1 FL®IC
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This report contains infarmation abourt the design preject and version as stated VIEDOC 4.46.6850.25787

above. [t summarizes the most important settings in the design. For full details,

please check the design version in Viedoc Designer.
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PMSEERTId. HBBWRI>V 7L —>ay LR— MIid. BHXEDRE (Partial Submit SetupHABZHE S H
HERRIN., BFEOBERXEERN—BERTINET,



Partial Submit Setup

Partial Submit Setup: Enabled

# FormName Condition

1 [AE] Adverse Event  (RegistrationEvent.Patientinfo.Gender != null) &&
(RegistrationEvent.Patientinfo.Name != null)

2 [PE] Physical PEperformed ==
Examination

3 [CQ] Check RegistrationEvent. SEVENT.BookletStatus == ‘Received'
Questions

4 [CQ2] Check RegistrationEvent. SEVENT.BookletStatus == ‘Received’
Questions 2

3 A>74JL—>ayLlLR—bRZER (T7EILER)

IOEIWERDOAY T4 L—>a >y LR—ME BBTHA VOFEMLAE—FTT, F2— M. ATORDL
5 |ZDesigner T{T 2 FeBREICHIGL TV E T,

Column Description

Study The name of the study.

Country The country-level location where the study takes place.
Total The total number of subjects.

Site Code

=k Designer TDERE
THAUICDOWTDA VT #

s Not published vaLipate
0 Last edited 2020-09-17 11:12 by Soff Ann

Internal Description

Demo study 2019

Study Name

Demo study 2019

Version Revised version

7 0

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

Protocol Name

Final

Protocol Version

1
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Designer CDERTE

Design Settings
Details Export Design

E Not locked
Click 'Lock' to prevent editing
Internal Description €) Study Name )

Demo study 2019 Demo study 2019
Study Description

An open-label, multi center, dose escalation study investigating the safety, tolerability

Protocol Name Protocol Version
Final 1
Languages
Default Additional )
English X Select one or more additional languages

D Triala » Global design settings

Not published
Last edited 2020-09-10 11:07 by Soff Ann

Designer settings

D settings

Medical coding

() Defined scopes.

Data mappings

) Data mappings | Last edited 2020-09-10 11:07 by Soff Ann

Reference data scopes

) Reference data scopes

Study Settings
[-=] Selection View Settings (&) Times In use
[--] Subject Id Generation Settings
[Z=] SDV Settings [£TH
E Miscellaneous
7] Alerts (B Times In use

[--] Subject Status [T

[F-] RTSM Settings (SIS

[z=] Partial Submit Setup [ Times In use

' Publish settings

A
\§
:



-k Designer CDRE

aO—Jb Roles

Compare and manage user roles @
save Sign Review Output Read-only
Investigator
@ » + x @ @ ® @ ®
Role ID: RGS515 e Yes No Yes No
CRC
QD # +x O] (7)) @ (@) (7))
4| RoleID: RGSSI6 A (2 No Yes o
Coder
D #+ X @ ? ? @ @

Role ID: RGS517

8 & @ ") ) © )

No No Yes Yes No

7 F— -LA Forms

Create new forms @ Manage forms in this study @ [ Show IDs

‘Add a new form!

e ) £ 12-Lesd ECG @ el P
Drag and dropa form here to £ i e o

ERE ol o empaie [ Check Questions @ nuse (s e
[ Prior and Concomitant Medications @ inuse 1 # o

[ Medical / Surgical History @ tnuse 1/ # can

IE E Eiﬁ\ Standard elements

AB Single line text 12 Number

+ Date <+ Date and Time
4+ Time 4] Paragraph text
Checkboxes © Radio buttons
EJ Dropdown == VAS Scale

=== Section break <+ Group

-4 Static text € File upload

% Range

HEBRT—o 70—

uEa vy Study workflow

CED D D CIREED
cTUFAETA

SCR: Add subject

SCR: Add subject

HETU—o 70— JA4—L

Viedoc Me 1) Y1 >/ 51—

Activity settings

Here you can specify the settings linked to this activity
General | Timing | ViedocMe reminder
Send reminder for a subject if the activity has not been completed @ Delete reminder

Reminder message

Don't forget to fill out the questionnaire!
4

@ Send on target date Send dayls) Before ¥ targetdate

Attime: v 0600 @

© Addanother reminder



S—k Designer CDRE

Fﬁﬁ\ %fq: General Visibility Validationg_f‘Output

! Function

é Default Value

Default Value or JavaScript expression (?)
function getValue(){

}
General  Visibility Scheduling

Visibility condition

Example:
EVENTID.FORMID.ITEMID==1

1

IT«ybhFIvd Edit checks

Search by study name Toral number of checks 40.

12-Lead ECG (EC)
7 lemiD

1 Ecor

2 ko
i

Adverse Event (AF)

% kemiD  Outputitemiabel True expression

1 Ao AEN0 >

2 agstor AESTOT <= row()

3 agstor AESTOT > SCR.0M.ONIC

4 agsor AESPOT <= now()

5 sl AFSTOT <= AESPOT

d—KRUX b General | Visibility Validation f Output [S¥e]
Field label
Gender

Label position Field layout
Left v Side by side v

Measurement Unit

Choices
Male 1 (+]
Female 2 e
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« ViedocMe U A & —
 T—RFTVY

31 JO—NI - T—2IvEVT

DesignerT. T—AIvEVIDEEINTWVBRHEE.

Data mappings

= | Central Laboratory

..Global-Data mappings> — MMIRRINE T,

Data
Data Mapping Name
Central Laboratory

» ... Global-Data mappings | Global-Reference data scopes ‘ Settings-Selection View ‘

F—=AIYETDERDIHDEHINTVWET, T—2IvETDOFEFMICDLTIE. Define-XML7 71
IWEBRBLTLETL,

32 vTFr+1 >4 -3SDV

THAF—T, SDVDFRET 7+—LrEE*SFE 3 HBIRINTVLBIBE.

SDV Settings

Specify the content (forms and items) to be SDVd in the study.

Require Source Data Verification (SDV) for following forms and items
None
All forms and items

® Include single forms and items

..8DV Settings> — MMZX)Y—2IHDWVWTWLWET,



Items Settings

None

All forms and items

Include single forms and items X

See the Items and Groups sheet for detailed SDV settings.

SDVHAERESINTWBIERIZ. Itemsand Groups>— FDSDVA S LICX)Y—IHDVWTWVWET,

33 LwTFr4 T -FS5—F

DesignerDERERERETT 5 — MHREINTVBHA.

Alerts

[~ Diary: Subject adverse reaction

[~ Diary: Subject non-study medication

Settings-Alert> — M CRRINE T,

Action type

send message when

Internal description of alert Condition Context form Action type TRUE/FALSE

Diary: Subject non-study

S STHIS.CMS.CMSLIST I=null [Any event] [Any activity] [ |TRUE X Investigator(F
medication

Diary: Subject non-study

medication FALSE

Diary: Subject non-study

TRACKER
medication

Diary: Subject adverse

reaction STHIS.AES.AESLIST !=null [Any event] [Any activity] [ |TRUE X Investigator(F

4« | Settings-Subject Id Gen |Settings—SDV| Settings-Miscellaneous | Settings-Alerts

331 75— hiEH
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True actions False actions Tracker actions

Track changes to the selected forms and items o

All forms and items

@ Single forms and items

12-Lead ECG Medical / Surgical History
Adverse Event Physical Examination

Assessments Prior and Concomitant Medications
Body measurements Randomization

Check Questions v Report adverse reaction

Daily pain report Report medication

Demographics Safety Laboratory Parameters

Eligibility Serious Adverse Event
Exercise Diary Study status

Home administration Visit status

Laboratory results Vital Signs

Items and Groups> — MIRTRENET,

Alert trackers

Diary:
Subject

adverse
reaction

34 £vT4 >4 -RTSM

Designer CRTSM(EMTERE) TN TV B IHZAE.

RTSM Settings

Name
Randomization and Allocation

Name must be unique. For changes made to an already published design, make sure you also change the name, e.g. Randomization 2

Description

Inclusion Allocation

Button label '® Randomize Enroll Allocate Custom:

@ Event

v Visitl z

B Activity

v/ ACT1/Randomization v

) Form

v/ RA/Randomization ¥ 4 Will not be editable after randomization.

@ Factors

Settings-RTSM > — ~IRTRINE T,



RTSM
Name Randomization and Allocation
Description
Button label Randomize
Event ID V1
Event name Visit 1
Activity ID ACT1
Activity name Randomization
Form ID RA
Form name Randomization
Input RA1
Output
Blinded Output RA3
Alloc button label Allocate

~EREHETREIFRTSMO TICKRTEN., FICEICRTEINET,

RTSM
Name Randomization and Allocation
Description
Button label Randomize
Event ID V1
Event name Visit 1
Activity ID ACT1
Activity name Randomization
Form ID RA
Form name Randomization
Input RA1
Qutput
Blinded Output RA3
Alloc button label Allocate

Advanced allocation
# initial allocation Second allocation

Allocation name initial allocation Second allocation
Replace X X
Undo X X
Event ID V2 V3
Event name Visit 2 Visit 3
Activity ID ACT2 ACT3
Activity name Drug alllocation
Form ID AL AL
Enrm name Allnratinn Allnratinn

¢ » .| Settings-Miscellaneous | Settings-Alerts | Settings-Subject Status | Settings-RTSM

35 v >Y -

Designer T. PMSERERD . Complete ConfigurationL 7R — b T. BIHX(SERE H'Settings-Partial Submit Setup
= MIKRRINEFT

Study Settings

= | Selection View Settings Times In use & Edit

=—| Subject Id Generation Settings [EZUE;S & Edit
=—| SDV Settings [ # Edit
== Miscellaneous [ELUES & Edit
-—| Alerts Times In use A Edit

=—| Subject Status [ETEIR) # Edit
=~ | RTSM Settings [[EITES # Edit

L)

=—| Partial Submit Setup Times In use & Edit

Settings-Partial Submit Setup > — ~ IZId. U TDBHRHASENATVLET,



- BHXISIRIE - BA/EN

» BIFEON—2 VI TIY FOERDOU R b BERICHLT. UTOBERIESN S,
s« [T4—LID] 7+—L%
- RfF

» ClinicBHIX vt —
» ARV —BHX -2
« BEZERCLTERE

Partial Submit Setup [Enabled |
[Form ID] Form name Condition ion Message - Clinic ion Message - Sponsor Selected as Adverse Event

(RegistrationEvent.Patientinfo.Gender != null) &&

[AE] Adverse Event (RegistrationEvent.Patientinfo.Name I= null) The booklet has one or more forms to be reported The booklet has one or more forms to be reported | Yes

. L PEperformed == 1

[PE] Physical Examination The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No
RegistrationEvent. SEVENT.BookletStatus ==

[cQ] Check Questions ‘Received" The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No

. EVENT.BookletStatus ==
[€Q2] Check Questions 2 Reveived The booklet has one or more forms to be reported The booklet has one or more forms to be reported |No
eceive

36 JA—L
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DesignerC. BEREHTOIE—HNEETNTLVSIEE. Copyonadvanced condition|Z(X)H DLW T WX T,

Copy on advanced condition

LT, OE—%HEDESHIE. Function and Conditions> — k D Type¥!)iZAdvancedCopyCondition & Rix S 115
ER

DIARY AdvancedCopyCondition

3.6.2 ViedocMe IRV MIZEFEFNDE TH—L

BEREOIRY MIEENS 7 +— Ll Viedoc MeDRRICX) DI —IHDVWTWVWETF, Viedoc MeT #—LhH
BERTNTWVWBIEE. 5B EIE) HAdditional languagesi®BICRRENE T



ViedocMe
Id Name ViedocMe Additional languages
AL Allocation
Pl Patient information
RA Randomization
State State X Spanish (Spain), Spanish (United States)

37 BEHCIIN-T

ltems and Groups> — ~ICi&. TH A VIERICKESN TV IRTOIONTa HARRINB 0. FO/NTo
D—EDAIMEL DT A T LICERAINET

BV I —TIDLIBEEY I —T&IE. BEIIL—TE2HALET, £, B4OEBENCOERIIL—FICHDH
ZEEELEFT, UTDFITIE. Inclusion criterial WS ZFIQIEEV IL—THEBEINTVWET, RDOITICIE. 1B
B —TRICHIIEICE VWS EFIDEEMNMEETNTULET,

Type and container
)
@ =] E
@ ]
e g g g s e g
£ 2 - o E] 3 =4
= € o & 8 5 2
2 = = £ ] = ©
2 = g £ o
- £
IE Eligibility Item group IG_ 10221 1 Inclusion criteria
IE Eligibility Item IG_ 10221 1 Inclusion criteria |IEIC integer
IE Eligibility Item IG__10221 1 Inclusion criteria |[SHOWIC text
IE Eligibility Item IG__10221 1 Inclusion criteria |IEICCRIT text

» ... ltems and Groups | Study workflow-Events ‘ Study workflow-Activities ‘ Study workflow-Forms ‘ ® [«
3711 T=RFIvY

Datachecksi®ICIE. T—H2F T vy (TTF0 v bFTvy) HNREZNTVWBRHNESHERLTVWETS,

Data checks

RC_MHSTDT_0_0,
1

..Z LT, Datachecks>— ICI. JavaScriptTOT—2F T Vv I DEBNRRINTUVET,

" . . Date should be today
Medical / Surgical End Date/Time of
RC_MHSPDT 001 fedical / Surgica MHSPDT AT MHSPDT <=now() |or in the past. Please  |Yes
History Medical History Event ey
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DesignerC. mEREZHTORTHEEINTVSZIFE.

| AE12 Settings (%
| ceneral
Show hd to
(@) All roles

| ) Selected roles

Show v
() always
| ) on simple condition evaluates true

( ID on advanced condition evaluates true

RESER==1

(?)
Enable edit for
(@) All roles

| W ) Selected roles

() Duplicatefield ) Delete field

...Show on advanced conditionfd (Z(X)D* DWW T WX 95

o AEu

ZFLT. BEARTEZMEDESIL. Functions and Conditionss — ~ @ Type F1IC
FieldAdvancedVisibilityCondition ¥ L TERRENE T,

AE |aE2 FieldAdvancedVisibilityCondition

373 TUT1AETA/MRY FDIFRRIER
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V1: Visit 1

Check Questions Save & Preview

« Customize item visibility

Select All  Deselect All

v CQMH v CO6
v CQcM v CcQ7
« CQAE ~ CQ8

CQHA Ccas

Allow form to repeat

JIEEDNERTRICE O TWEARY MNT YT+ ET v & Hiddenin activityfICR RSN E T,

H:
ome CQHA A roles |V, V4
assessment

T LT, JERRIEEHIZ. Studyworkflow-Form> — k MHidden itemsiICR TN E T,

vistr v | Jea o |customized ____|caHACao

374 BEE-52147
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ECYN Settings (X
e

General Visibility Validation

(") Function

|®) Default Value

Default Value or JavaScript expression (7)
function getvValue(){

return 1;

}

() Duplicatefield @ Delete field

FTypeffIiCRTENE T,

EC 12-lead ECG  |item ECGL ECYN Al roles Default
value

~FLT. T74) MEF/-IZBEHDESIX. Functions and Conditions> — IR INE T,

ECYN Defaultvalue _____________rewrny, |

375 SDhV

SDVIFICIE. IEENSDVERETNTVLBR QN E SHBRTEINET, v T Y -SDVEER,

3.7.6 75— B

AlerttrackersD%|CI3. IBEEDEMZEIEETD T v H—DEEHNRTIINET, HLKIIZIES50EEBRBLT
T2,

38 HBETU—o70O0—-ARVE
3.81 Fn&EH

Designer T. RIEHDERSINTUVDIZE.



# Scheduled Events > Visit 2 ‘ Close ‘

Study event settings

Here you can specify all relevant settings linked to this event.
General | Visibility Scheduling

Visibility condition

W Example:
VLSTATSTATEOV==1 * EVENTID.FORMIDITEMID==1

Visibility condition D11 5 LAIC(X)A DWVWTWEF T,

T LT RREZHEDESIE. Functions and Conditions> — + ® Type %!/ EventAdvancedVisibilityCondition & 3
TENET,

vise2 | | | [|EventAdvancedVisibilityCondition

39 HEBRU—/70—-7I9T714ET+

HERANY FIDEARY FEDRICIE. EDTITAETAHEDARY MIBLTULWBDDRTENE T,

Study event ID Event name
SCR Add subject
Vi Visit 1
Vi1 Visit 1
V1 Visit 1
V2 Visit 2
V2 Visit 2
HA Home adm.
V3 Visit 3
V3 Visit 3
V3 Visit 3
UNS Unscheduled
UNS Unscheduled

Unscheduled
Unscheduled



3.91 XRREMH

Designer T. RIEHDVBRESNTWVDIZE.

# Visit1>V1_IB: Close |

Activity settings

Here you can specify the settings linked to this activity
General

Activity ID

Vi_LB 4 et a unique Activity ID.

Activity name

< Optional name of the activity, lie "2 hours-post dose”
Activity Description

4 Optional text to describe the activity in detail.

Visibility condition

_ Example:
STHIS.LB.LBHAEYN ==1 * EveNTID. FoRMID. ITEMID--1

Visibility condition 7 5 LIC(X)D'DWVWTWE T,

VL LB | x|

Z LT, REREZMEDESEIZ. Functions and Conditions> — k@ Type F1/IC EventAdvancedVisibilityCondition ¥ %
T~ENFT,

viLB | |actvityAdvancedvisibiityCondition

3.9.2 ViedocMel) WA V& —

Viedoc Me reminder 1 S LlC. DTV T+ EF 1 HViedocMe ) X1 VA —EEHZ L TVWBIHIBRRTRINET,
1) 4 & —5%E IEViedoc Me reminder> — MMIRTEINE T, FHLCIZIESFEZBBLTIETL,



310 #HE&gv—2r70—-T74—LA

Event ID Event name Activity ID Activity name
SCR Add subject SCR Add subject
SCR Add subject SCR Add subject
V1 Visit 1 Vi1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1
V1 Visit 1 V1 LB
V1 Visit 1 V1.2
V1 Visit 1 V12
V2 Visit 2 V2_ENR Enrolment
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2
V2 Visit 2 V2

311 Viedoc Mel) XA > & —
DesignerT. Viedoc MelJ ¥ VA —HREINTULRIHE.

, Home adm. > HA:

Activity settings

Here you can specify the settings linked to this activity

General Timing

Send reminder for a subject if the activity has not been completed

Reminder message

Don't forget to fill out the questionnaire!
Pl

e Send on target date Send day(s) = Before ¥  target date

Attime:  + 06:.00 [C]

o Add another reminder

Viedoc Me reminder > — MMIRTREINF T,

e Delete reminder

i

Event ID | Eventname | Activity ID | Activityname | Ontargetdate | Send x days | Before

After | At time

| Remir

HA Home adm. HA ‘ X ‘

06:00

Don't fo
the que

The "At time" setting defines the time at the site where the subject is located. ]

» .| Study workflow-Activities | Study workflow-Forms | ViedocMe reminder | Functions and Conditior ... ® : |«

»

ARV RID, ARV A, PITAETAID. POT4 ETARDHIE. VA A —DEDARY FETI T+

ETsICBTdhEEELE T,
312 ¥—42F vy
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oD

Form ID

Form name

Field ID

Field Output Label

RC_ECDT 0. 0_1 EC 12-Lead ECG ECDT Date
RC_ECCD_0.0_1 EC 12-Lead ECG ECCD Clinical judgement
e T (66 Nk N!edlcal/Surglcal TR End I-Date/jl'lme of
— - History Medical History Event
. I Date/Time of
RC_PEDT_0_0_1 PE Physical Examination |PEDT -
Examination
RC_PEHECS 0 0_1 Physical Examination |PEHECS HEENT - CS

Disclaimer:

ZETPTDIEF %G LR— b D2ENEREBIEIL. 5% Viedoc Designer DILRICEHLE TEEIND
aJREMDH D £7,
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Design ODM file structure

THAODM 7 7AILA NS IF+

F17# Viedoc System 2025-04-01

1.ODM7 71 IILDT—RIEE
U THA>ODMT 7 A )L X BEFRT—XODM 7 7 A )L DEL)
1.2 General elements
1.21 GlobalVariables
1.2.2 BasicDefinitions
1.2.3 MetaDataVersion
1.2.3.1 Protocol
1.2.3.2 StudyEventDef
1.2.3.3 FormDef
1.2.3.4 ItemGroupDef
1.2.3.5 ltemDef
1.2.3.6 CodelList
1.2.3.7 ConditionDef
1.2.3.8 MethodDef
1.2.3.9 RolesDef
1.2.3.10 DesignSettings
1.2.3.11 ActivityReminderDef

C DL w R TIE. Clinical Data Interchange Standards Consortium (CDISC) 37— 4 €T /L (ODM) 7 7 1 JLi&
B REICDOWTEHEL. Viedoc 518271 > ODMXML 7 7 1 LIS T — X T U R R— FHFI ODM XML 7 7
TIVIBEDHERICIRIITE S, CORBSEEEBETIZIF. THAN=—Ua VAT a v EFERLTERT
HFAODON—= a3 VEOEERBH T 2BICRIB £ T,

ODMIF. RUA—IZRIELBWV. TSV b T3 —LICKELBVWERTHD., T—2XBe7—hH1T2B5HICL
£9, BBOtLY b7y TERTICRTARAE, XE2TF—4, BERT—4. BIET—4, BEBEREEAF T,

1 ODM7 71 ILDT—REE

Viedoc Designer Tld. I AR— MgBEZ A L TEERTH 1 > ZCDISC (Clinical Data Interchange Standards
Consortium) MODM (Operational Data Model) 7 71 JLICT O XRR— kL EJ, ODMT 77 ILORIEEHD BY
ICIE. T—2E2A47 &Fi. 7720 FEBIF (D) AREDHD. CHhSIFODMIZEIZR>TWVWET, HERT
1 >l&. CDISC SDME & YViedoclhidEFZ EH T FRIEFEDTICIIVRAR—bTEZ N TEE Y, CDISC
SDM #i3E#E#EIZ. CDISC Study/Trial Design Model in XML (SDM-XML) (CZEBLL TWE T, SDM & ODM DILAERE
BETHD. BE. 7—20 70— AT WVWS3DDEELAYTED2—-I/ILZ2EEL. BERABROTH 12D
RRICEVWTIEFITERLAILOFMEATREICL £,

Viedoc ILEREERE © N> —HEERIEREIX. ODM FZZE|ZIFE F 7L Viedoc DIRBE DB T,

</ItemDef>
<ItemDe ff v4: MInTength="1" v4HtmIType='radio" Length="12" DataType="integer" Name="CMINDC" OID="CMINDC" |v4:Sdv="

L:lang="en">Reason for administration</TranslatedText>

Viedoc Designerh*5 75«1 > & T AR— b9 3. ViedocAND S X T LTHEET ZHBEIE. XA —
WERFZERANT D EHTEET,

CDISCODM7 7 JLiE. BIDTFOT 1Y h¥ViedocDBD1 Y RAVR (FIZIENL—ZVFRA YRRV R)
ICAYR— T BDICERTEET, DT 71 ILIZCDISCERTH 37-%. CDISCIZE|ZEM L TWLWBMD>
AT LTHREKRICEATEE T,


https://help.viedoc.net/l/a559c4/en/#CDISC
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/l/60dfad/ja/
https://help.viedoc.net/c/e311e6/a559c4/en/#O
https://help.viedoc.net/l/a559c4/en/#S
https://www.cdisc.org/standards/data-exchange/sdm-xml

11 741 >0DM7 7 1)L LERRT —XODM 7 7 1 JLDEL

LUFoRIZ. Viedoc Designer ODM 7 7 1 JL1&& & Viedoc Clinich' 5 D7 —4A T U A7;K— FODM 7 7 1 JLIEE DS
BELEDEBWZRLTWVWET,

Viedoc Clinich*5 7 —40DM% TY X7 R— 9§ 33HBE. MetaDataVersion ICIFTIRR—+rEN3ZT—4
KAV bOTF—RNEIERAEINIRTOTHA VDT —EADEENE T,

| Design ODM XML file structure

GlobalVariables

—

BasicDefinitions

—{ MetaDataVVersion |—

T

Protocol

— StudyEventDef

ItemGroupDef

—{ ItemDef

—1 CodelList In VViedoc system

[ ConditionDef | = | Visibility condition

—-| MethodDef - | Functions and default values

—| RolesDef

— DesignSettings

ActivityReminderDef |

| Data export ODM XML file structure |

+| GlobalVariables |

"| BasicDefinitions | | From the study design
—-| MetaDataVersion

|

_.| AdminData |

! ClinicalData l |
| SubjectData |_L.

StudyEventData |

FormData

ltemGroupData

ltemData

1.2 General elements

1.21 GlobalVariables

JO-NIVEHICIE. SHRICET2EANEZHBEBRINSENE T
«  StudyName : ;RER%

»  StudyDescription : EERD EE AR EHAR
= ProtocolName : 7O d—J)L%



1.2.2 BasicDefinitions

= Measurementunit CRIEEAL) | 7—XIBEEVEICN T 2B EAL
ffl i kg (FOTFL). cm (EYFAX—=KIL). cells/mL (S Uy ML= b OHEEEE)

1.2.3 MetaDataVersion

ARTF—=HN—=3>Tid FOMI—IL. BRAARY MORBE. T4—L. PATLIIN—T. TATLEE
HREBH I BERNERSINTVERT,

£l:

1.2.3.1 Protocol

Z7Ar3d—=I)LEo> 3>, CDISC SDMILERD—EETH D, EHBEDT—27 7 O0—BHREZSATVWET, L& zIE.
AEBADERE LIURTOERYE. X—ILEEPEZAIVJICEATS MUH—%M4. ZLTEBARATHIINTWVLS
HEARY FOBEREDNEENE T,

ViedocTld. ARV b EEHROT7 I T4 ETAICDNTBIEDRIEET T, IRTDT7ITAETAERSLIVTY
FAETFAHRADIA—LBRBHLIDEILIVICEENET,

dOID="MD START ACT E00_DM START" v4:ExcludeDateForm="true" />

ID="ACT E00 DM START" v4:5tar
———
TTi= T

If‘sd:n Acr'v*ry!)e
<FormRef F
</sdm:Activi ryDEf>

1.2.3.2 StudyEventDef

AR NEZEH StudyEventDef & 74 —LDEY bENYT—JLIEHDTT, FARY M. 7U9T0E
TAR T —LADBBEIEENE T, 7IVT1ETAHTH T A—LADBEITONET,

TA—LEERNTEREZRRT . DED T +—LFESE FormDef 2T 4#—L1) T 7L >R FormRef N SRR
ICIE. ZUTBT+—LERZIFELE T, L xiX. COFITIEDM, 7 #—LHBEEINTULET,

eating="No" Type="Scheduled" Category="AddEvent":

<FormRef FormOID="SEVENT" Mandatory="Ne" />

<sdm:ActivityRef ActivityOID="ACT_E00_DM START" />

<sdm:ActivityRef RctivityOID="START ACT" />
</StudyEventDef>

Ty="No" />

g:"vé?Lﬁi\'.MDdif]Ed="2025’02’23T]2'33'20 1182" v4:Created="2020-02-24T11:34:45.8472" Repeating="No" Name="DemUBraphicSvl'Sd\r="REqulrEd">
ZETB 74— LERZRRERNSBRL. RRTS T+ —LDOFMZERETET X T,

EEGERDEE v4:RoleHideshow="hide" v4:Roles="R7,R14 RIS" vd:LastModified="2025-02-28T12:38:20.1182" v4:Created="2020-02-24T11:34:45.8472" Repeating="No" Name="Demographics" OID="DM" v4:Sdv="Required"§

"en">Subject initials format: ABC&lt;br /égt,If no middle name, Format: A-C</TranslatedText>

how="Show">

w="show">

w="show">

1.2.3.3 FormDef

7 #—LJEF FormDef &, FBATHERIND 7 +—LOBEEEEITDIDHDTT,

REGERDEE v4:RoleHideShow="hide" v4:Roles="R7,R14,R15" v4:LastModified="2025-02-28T12:38:20.1182" v4:Created="2020-02-24T11:34:45.8472" Repeating="Nc" Name="Demographics" OID="M" v4:Sdv="Required"§
s .

ven">Subject initials format: ABC&lt;br /sgt,If mo middle name, Format: A-C

"DMGL" OrderNumber="0" Manda ="show">

—"show">

w="show">



TA—LEHEICIE. 73—LICEFNBZTATLIIN—TDIEHRH ItemGroupRef ¥ LTEH TN TWET, R
Io. ZAT LTI —TEZOHMERER LIWVEED. EROFIBICH > THRELTLLESIL,

1.2.3.4 ItemGroupDef

TA T LY IL—TES ItemGroupDef (&, FEBEATHERINZ TATLIINL—TOREZEETIHDT. E71
TLNDBRZEAF T, CNSEFDOBRIZI ItemRef EIEEINET,

<ItemGroupDef OID="
<ItemRef I

<ItemRef

<ItemRef

<v4:Layout W
</ItemGroupDef>

1.2.3.5 ItemDef

T4 TLESE ItemDef (. HBRTH A VICEFEFNZRTAITLEEEREIRDHDTY, 7AITLEREICIK. N)F—
SAVFIVvIICRIRTREBEFIvIBEENE T,

Ff. 71T LEREIICodeListRef (A— R X MBER) REEFNTUVBRIHFEIE. ENH CodeList NDBIREA
D, WMEdTZ3I1—RUXNDEHFE T,

<ItemDef v4:MinLength="1" Length:”lbn" DataType="text" Name="RANDID" OID="RANDID" vd4:S5dv—"None'>

<ItemDef v4:MinLength="1" v4:HtmlType="radie" Length="100" DataType="integer" Name="ARMCD" OID="ARMCD" v4:Sdv="None">
<Question>

| “<CodeListRef CodeListOID="CL_ARMCD" /> |

</ItemDef>

<ItemDef Length="100" DataType="datetime" Name="EventPlannedDate" OID="EventPlannedDate">

<ItemDef Length="100" DataType="datetime" Name="EventProposedDate" OID="EventProposedDate'">

<ItemDef Length="100" DataType="datetime" Name="EventWindowStartDate" OID="EventWindecwStartDate">

dA—RUX MOEMERESRL-WBEIE. CodelistRef (I— KX +2EE) ITEMOI—RU X FOIDZE&KEL
TLIETLN,

1.2.3.6 Codelist

J—RUXb Codelist (&, 7T ALICKH L TANRBLGHFRAISNEOESZERL X T,

<CodeList OID="CL_FMT NABNCLSG" Name="CL_FMT NABNCLSG" DataType="integer" SASFormatName="NABNCLSG">
<CodelListItem CodedValue="1">

#ml:lang="en">Normal</TranslatedText>

eListItem>

istItem CodedValue="2">

de>

anslatedText xml:lang="en">Abnormal, NCS</TranslatedText>
ode>

/CodelListItem>

CodelistItem CodedValue="3">

</CodeList>

1.2.3.7 ConditionDef

KMES ConditionDef (I, T—IL&M (EXIIR) ZEEREITBHDTY, ViedocTid. HBETH 1 VADE
TREDNCORAERICEBRINE T,

UFDOS D FINBREZFEDHITIE. 71T LDEDNNLDIBEIC. N1 54 FENBEENRTINE T,

<ConditionDef OID="COND_LBALT3_LBALT" NamE:tCOND LBALT3 LBALTﬂ v4:HideShow="show">

<Description>
<TranslatedText zml:lang="en"> </TranslatedText>
</Description>
Evd:FormalExpressionSimple LeftOperand="ALT1_ LBPERF" Operator="=='"\ RightOperand="1" />
</ConditionDef>

Fle. SDEEBRRTEZHDLHD. ODMT 71 JLLETIE FormalExpression ¥ LT, FDEIC
JavaScriptd— RO E £ 95,



| <FormalExpression Context="js">if (AESTDAT I!= null &famp;iamp; SLAST.DS.DSSTDAT!= null)

i
var datel = ARSTDAT
var date? = SLAST.DS.DSSTDAT:
if (datel.getFullYear() &gt; date2.getFullYear())
{
return false;
1
else if(datel.getFnllYear() = date2.getFullY¥Year())
1
if (datel.getMonth() &gt; date2.getMonth())
{
if (AESTDAT format != 3)
{
return false;
1
else return true;
}
else if(datel.getMonth() =—— dateZ.getMonth())
1
if (datel &igt; date2 famp;camp; AESTDAT format == 0)
{
return false;
}
1
1
}

‘return true;</FormalExpressions

1.2.3.8 MethodDef

ODM7 71 ILAD XYV v R E&EMethodDef (. TH 1 > LOBEECT 7 /L MEXERT B -OICFEATH. T
A URELLIEERTZ L TEELRRAEZRI-LET,

BEELDEEMA>. ViedociZ 1T B JavaScriptDEASEIC DWW TIL. ViedochViedoc TJavaScriptz FEH T 2ADTT
7+ )L MME B LU Viedoch'iREE g 2 ,DIEEE CBER I,

<MethodDef © MD_ABTDAT_ABT" Name="MD_ABTDAT ABT"§

"en"> </TranslatedText>

<FormalExpre
return EventDate;
else return null;
</FormalExpression>

</MethodDef>

js">if (StudyEventDefId != "EO1_SCR"

1.2.3.9 RolesDef

O—JLZE# RolesDef |&. ViedoclBDARV A —ILERTHD. HRICHIFZTEFIFHO-IL L. ZNZENICED
YToNERERLED,

<v4:RolesDef OID="R1" RoleName="Investigator" Avatar="1" Enabled="true">
<vd:Permission>ExportReport</v4d:Permission>
<v4:Permission>EditForm</v4:Permission>
<v4:Permission>ResetForm</v4:Permission>
<v4:Permission>DeleteSubjects</v4:Permission>
<v4:Permission>SignForm</v4d:Permission>
<vd:Permission>EmergencyUnblinding</v4:Permission>
<v4:Permission>AnonymizeData</v4:Permission>
<vd:Permission>AddForm</v4:Permission>
<v4:Permission>AddPatient</v4:Permission>
<vd:Permission>EditEventSchedule</v4:Permission>
<v4:Permission>ScheduleEvent</v4:Permission>
<vd:Permission>SignEvent</v4:Permission>
<v4:Description>

1.2.3.10 DesignSettings

THA VRE DesignSettings (&, ViedocBDNY X —HERTH D BT+ TIHRESNLT + —LPE
BICH L TRERFES (SDV) MBERSNTVENESH AL, ERSNEHRREZTLET, £leo 2oty
avicid. THAVICEATBINIT—2a YDBEPIS—bRTINET,

<vd:DesignSettings LastValidated="2022-05-04T12:02:23.042">
<vd:SourceDataVerificationSettings Scope="Selected" />
</w4:DesignSettings>


https://help.viedoc.net/c/e311e6/824137/ja/#toc-27

1.2.3.11 ActivityReminderDef

TIOTAETAURAVE —EEHIE. ViedoclBEDANY X —iBETH D, HBEICL>THBAITNB IRV~
(ViedocMe) I B37I9T14ETAURAVA—DBESLUOAvE—RABETRLED,

Enabled="Yes">

<v4:Activi
<v4:Message>
<TranslatedText xml:l

tyReminderDef 0I

ang:

"en">Please complete the study questionnaire. Thank you for your time.

D="ACTR_SCRB_QS_1" ActivityOID="SCRB_QS" RelativeTarget="PT17H" RelativeTargetva

riable="WindowStartDate"

</v4:Message>
<v4:MessageDef Message
<v4:Subj
<v4:Body />
</v4:MessageDef>
</v4:ActivityReminderDef>

R=S by INRED

"ViedocMessage" Enabl

ed="Yes">
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Validating a study design
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1L T A1 > DIREE

1 THA02DOREE

HERTH A UR=SOELIC, RET7AIVHRRREIATVWEY, CORET7IIAVERIRTZ . EELEID
. BESDICL>TEEFHEINAVWASAILF IV IRE, SPRXTLDEERTH AV ORBEERP IS —%21%
HE27-ODRIEEERITLET, £/, REO—ERIE. BLOR—SERETIRICHEITINET, AIRIE. 7
F—L4L. BET7—0 70—, BIIREEZHRET BRICKRITINETS

A TR BRE2-RE. ANY FORTEE. WBREXT - AKM. LBV IV T3 —T Y
b BIVHIBRENIZER OWRERE ID ERREDRIEISEITEINEE Ao

9 Not published| vaupare

Last edited 2018-10-19 07:47 by Demo User

BEEZ O XRICHRT T VICHENROD 21581, T —FRRBEFLLTRRINE T,

BRE 7O ZRICESHREELIBE. BRT YAV OBER-—JERPICEEX v E—IDRRENE T,

SR BEEXAYE-IUDRFENIIBETH, BRT PV RFEIBZCIFFETY, Ll ERTTFr>%
FEsRICEID HTADBRALIED T 2R1IC. MEZBRTZ L ZzH8HLET,

EEDNRRINIEZEHRT YA U 20HI 356, BEEORBZ+HICEREL. HBRTY 1 U ZRRICEIDET
ToDBERALIED TERICRHBEZERT 5 L2 SO L XTI,

BEEZOEXRICIS—HROD o FE. HRT 1V OBER-JDEPICEEA v —IDNRTEINE T

Found 2 error(s) that must be fixed before you can publish this design version!

ARV IS—XytE—UhRAEINHE. HABRTHF IV ERMEI B LIETEE A, Flew THAVEREER
BUNSEMICRD X,

H g

BELUVIS—E BEETAAVDOTICNA A FRRSN. T7—DHBBRTINE T, £eo EhEhO
S—DOFEBZRITEZEEFD. ALAYE—JLEBIINASA MRIETN. T5—DHBEHRTINET,

IZ—HELVEEDHBHE. BARKICKRRINE T,



viedoc

Found 2 error(s) that must be fixed before you can publish this design version!

i) Design validation »

Not published vaLpaTe : i i
R Configuration rspert Publish design
v Validated 2024-12-06 14:39 by reviate omplete

© Found 2 error(s). & Found 6 warning(s).

Internal Deseription Forms AFound 3 warning(s). -
Design 2022 ) rorms @Y Timesin use
Study Name i
X Study workflow A Found 1 warning(s). -
Viedoc Demo Study
@ scheduled (@ Unscheduled @ Common
Version Revised version
Study Description E Activeroles
Arandomized, blinded, multi center study i g the i
safety. tolerability and efficacy of Medication X Study Settings @ Found 2 errorf). -
Found 2 warning(s).
Protocol Name
NA e
Outputs and Validation -
Protocol Version B cdit checks Formats OID's and Labels
NA

Fle. TIVRR—bEINEHRRTHAVOERT—XETIL (ODM) 771 ILiCid. TS —HEEHLDRALT. T
A Y OEERREZXT—H X (CanPublish="true, X 7 13T 51 Y EERRETH D X &R T). I?—i?’:(zt%
L0ERBERbEHINE T

<v4:DesignSettings LastValidated="2024-12-06T14:39:20.7822">

<vd4:Error

<va4:Error

<v4:Error r ‘RandomizationDef"

<v4:Error 3 ‘RandomizationDef" UBTTS s d STe Z T 4
<vd4:Error subjectstatus" S D  V2_} - e sh="true">Item RANDID do.l not exist J.n form nmn<v4 Ero:seve:‘cy)w&xnlnﬂ</v4 EL:orSeverlty)(/vt‘i Error>

true">Item RANDID does not exist in form RAND<v4:ErDT ing</v4: rity></v4:Brror>
RangeChec] rue'>Item RANDID does not exist in form RIAND<v4:Error i i : rity></v4:Brror>

<v4:Error So
"ActivityDef" Sour

<v
</v4:DesignSettings>

BREERIC TS —D RO 6 hh o7k

BANKRREINE T,

T

Not published v validated
” Validated 2018-10-19 07:47 by Demo User


https://help.viedoc.net/l/a559c4/en/#ODM

<

Publishing a study design

BTV ZRET S

F17# Viedoc System 2022-12-12

1 ERTFIUZHET S



*H*R Not published vaiipate
/- Last edited 2018-10-19 13:51 by Demo User B Configuration report "“P"bl'sr' design
Internal Description E Forms ¥ Edit
Demo study 2017 : D rorms [ Timesinuse
Study Name E stud kil
o tucy workflow £ Edit
A Demo 2018 . A
H B Scheduled o Unscheduled Common
Version Revise(t.\.rersion
5 0 Roles 3 Edit

B Active roles

Study Description

An open-label, multi center, d:ose escalation study investigating

the safety, tolerability and _.. Study Settings ¥ Edit

Protocol Name

Qutputs and Validation & Edit

m Edit checks m Formats E OID's and Labels

Final

Protocol Version

1

V& Design Settings

Duplicate design

| Published vaupate

- @ Published 2018-10-19 13:52 by Demo User i Configuration feport
¥

Internal Description Forms @ View

Demo study 2017 B3 rorms ) Times in use
Study Name stud kil

tudy workflow View
A Demo 2018
B Scheduled o Unscheduled Common

Version Revised version

5 0 Roles View

Study Description B Active roles

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

Protocol Name

ﬁl ﬁl |i ﬁl

Final Outputs and Validation View

m Edit checks m Formats @ OID's and Labels

Protocol Version

1

@ Design Settings Duplicate design

2 HERTHAYVOREZIDET

FEEINHERT ' Vid. Viedoc AdminTERLEDH A MIHEIDHTENTULEVSEEICED. BEERDE
LTOv I %I 2D TEET,

BEZEDHETICIL



THAVRE. TELTT AV OREZMDETZI ) Vv ILET,

Design Settings
Details Export Design

a Locked 2018-10-19 12:37 UTC
Design cannot be changed after published.

Unpublish@

TARTHARTRE—RICES>TWVWBHBRTH A OR—JICBEILE T, HABRTHA VIFEESINATLE

AN FREOVIEINIRETT,

Not published vaupate

B Locked 2018-10-19 14:11 by Demo User

Internal Description

Demo study 2017

Study Name
A Demo 2018

Version Revised version
5 0

Study Description

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

Protocol Name

Final

Protecol Version

1

@ Design Settings

Duplicate design

B Configuration report ‘ Publish design

Forms ® View

Forms Times in use

Study workflow

Scheduled Unscheduled Common

Active roles
Study Settings @ View
Qutputs and Validation @ View
Edit checks Formats OID's and Labels

BETHA VEREAEICTZDITIF. THAUREICVWE. OvIzBFzo ) v I LET,

Design Settings
Details Export Design

a Locked 2018-10-19 12:37 UTC
Click 'Unlock’ to make this design editable

Unlock
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/& Design Settings

FHA VRER—I TR

1LEHBRTHA V2OV Y /Oy O = BER/EEZRDEY

2. 53R TH A OFMRE, CholSERMEHCRELF Y, 71 V2T TERIET L,

3.ViedocMe(BERBF) IRV DT 7 AIL FEBLEMEEBZREL £, Viedoc Med N> b DEEHIER%Z EIE
T2 BBV,

4. FHERTH A > 72 HIBR

5. BT HA 2N



https://help.viedoc.net/c/e311e6/098b08/ja/
https://help.viedoc.net/c/e311e6/a06618/ja/
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Design Settings

Details Export Design é
E Not locked Lock
Click 'Lock’ wo prevent editing Oci

Internal Description Study Name
My Test Study Design 1 Test study
Study Description

This is a test study

Protocol Name Protocol Version
Protocol Name Protocol Version
Languages
Default Additional

English = Select one or more additional languages

Delete this design

2 HEBRTFvos>oOvo/Ov IR

e RiF. THAVBRO—FHELERP, THA 22T TL— b THA D LTERALEEVELRE, ERLAVL
ZENENBWVESICTBRHEEE. Ovozs Vv I LTTHr>Z0v I LET,

Oy o %zERrd2iICiEOv o z@rEo ) v I LET,
£ 72! Viedoc AdminlCBID W THENTEHBRT YA vidOy 7 ORI IIEEDOEDE LA TE EFH Ao

THA D ZHETBRICOHA. YNZaFIITAYITEIEHNTETEIN. THIUHEESND L. BEINICO
vIENEY, BT FA VZHEET 2% TBRIEE L,

3 BT ZHIRR

HERTHAYON—avd. BESNTOWAVLRDEBRRE IV I LTHIBRT 2 EATEETH. BEINT
WA EaIxEsmMIcOy 7EnE 9

4 HEBRTH1ZH

Design Settings

Details Export Design

Include Viedoc extensions?

v

Include SDM extensions?

v
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HFI#4EEIL. CDISC SDM#& & UViedocihaREERED B EICH DD 5T HERT Y > %CDISCODMT 71 JLICH A
TREDHICERINET, CDISCODMT7 7 ILiF. Blo7FOC T I b FL—Z25 D& S %BViedocDtD 1 >
RAAVRENSDTHA DA VR—MNIBHFERINET, 7. CDISCIZEHLTWVWBRD MDD X FLTOfE
BHaETT,

CDISCSDMICIF. 75— FBLUVBEXT—XXICETIREBRISENED. CDISCOMRIE TH % Study
Design ModellZ L L 7= THASTNE T, ViedocTI X F > avilidO—IL. SBRBES L URANERIC
BI3REBERISENTE D, THA U N—=3 Y% Viedoc 4T D AT BICHERTEATHAShE T, £
FhWViedoc THB3HEIE. FTv IRy IRZmAAICLET.



<
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MbL—=>FRY—/N\—
12 AERAT—/N—
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22FYTINARTFYTHAKR - RBRE b L—= 2V IBREHSEBBIRICHBTIS

1 FL®IC

COLYRYTR TRAM—N—AXBY-—N-DOBES IV L —Z I HF - N-—THRZBRL TH S5EXFHF
H—N—IIBITTBODERFIRICOVWTHRAL X T,

Training server Production server
hitps:/fivAtraining.viedoc.net hitps:/iv4 viedoc net

7

7

from training and
import it to production

HB—N— (FL—ZYIH—N—CEXESF—N=), ZRL—2aYE—R (FE (FL—ZV7) E—REFE
E—R) 3. FEINBZT—ERN—AVRAVINERD EFITOT, TFRELFEZTV

11 rL—=YFAY—N—
ViedocD I 541 7> MZlEF. FTRMNISL—=VFHY—/\— (vdtrainingviedoc.net) AND 7T AHREIH

£9, COTRXMEBEY—/N—TId. ViedocDEREZFE L TV eOICARLTH I —N—TF1t> R
(U77L>RID) EMEBEHD FHA. CITlE. HBREBEL. HS5WIBHEDT A AT EE— RIRETREIT
IhZE9d,

AR ML= I —N—LETRITINTVWBRHET 1 b BEHERNY I Ty TEINZ EWSRILIEH
DEHA, LTcH>2Te TOY—N—TIE. ERFICKFE LTEBLBVWTLIETL,



1.2 AERY—N—

BE, ABICEAINASBROEEIIZTNL— VAT —N—THEB L. BEBRAEET—/N\—
(v4viedoc.net) ICBITLTH B RRI Y —FIIMMOANBERECHETZENTETET,

EE&/sER T 1 > Id. Viedoc Designer®CDISC ODMI Y R R— b H LU vR— MEREZERA LT, 10D —
N=—D SR —N—ICBRICEETE LT, FHEFIEICOVWTE. UTRT Yy INA R Ty THAA R EBRL
TS,

AEY—N—TOHEKTIF. ATOVWITNH TERAETND LS ICHRZREST 5 ENHRETT,

. D&
- AEE-F OH

. CAEBE—FEAMRETEEEA. UTOEsoaYbL—Z2J (7 F)
s AEE—FERITBRLEEIV),

AFRAFEBROTEE—RE. TAMNBRERY—N—(FL—ZVFRAY—N—)LOHABEERLABEWVWTLE
TV AFEAL MTEROMADY A MMIEMEINIIFE. Viedoc CliniclC GEIRX A Y FHAFATES LS
ICBD. T—RZANTEBE—F (TELNEERD) ZBRTETBELSICBDET,

HERICABAA T L=V 21 TOMADY A FHEBIMETNTWVWBIHE. Viedoc Clinic TR v FHME
BTERLS3IIBD, T—FFEANTIZIE—F (FEEFLIFEE) 2BIRTETELSICBDET,

1.21 vs AE E—F

AEBERBECTHREENTT IS8, UTICHBETZLSIC. A M ET20DEARZE—ROEREHLNTEET, =
5 5(%. Viedoc AdminDHERREETE CTRERAET Y, (TOEBREHHRZEET 22 BRLTILETV) T—2DRF
FiZ. ENTNOE—FRICHLERZ T —ER—IAAVRAEAVRICHTIhET, §aH5E. TEE— R TOES

&, T—=EADRTET—ER—AA VY RARAVADIHFEIN. XBE—RTHEEIT R EICE. T—2HEET—
BR—=RA VAR ADIHFREFEINET,

. E—FDH-FAEVRIFETY, T—RIFTE/FL—ZVTT—RAVREY
ADHFREFEINE T, CELIRTAMFA FOATHERAINET, .

Study site type

Production ' Training
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Study site type

" Production Training

AEE—REYA MIOBEBRTZHICIE. BNES AV R (ReflD) BNUETTY,
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BHbD £,
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% Demo study ‘ Close

Duplicate design

Choose ane of the two options below when duplicating your design

r Fully customizable version
E Fully customizable version - click this box to duplicate the design into a version with full flexibility in terms of

configuration. Recommended for most new versions as all settings and options can be changed. The version
«can only be assigned on new data (data still not entered) compliant with the date of assignment.

er Revised version
E Revised version - click this box to duplicate the design into a revised version. A revised version can be applied

‘on data which has already been saved. Some limitations in configuration exist. Recommended to be used when
there is a need to upgrade already saved forms.

HRT AV DOEIFEON-a v Z2BET BT 22DFENDBD £,

s TIARZIAXMN)-FTLWAN=3 VB L £9, ViedocDFHEREREEIRIC DO W T TEEICEIAAS
NTWBESIC. e RiE REON— a3y MAOBEE. FOAE—%2ERLTN—2 3 V205218
L&Y,

» BET () -BEON—T 3 0HMADFE. AE—DMERSIhFTH. N—2 3 N5DHETRRAMER S L E
9, ViedocDFHERREEIEIC DLW THE ZEBBIIETL,

TEIBEIN=a v AT a v ERT A VRy Iy TTHRATEAVERIIUTOVT ALY
EZZH5NET,

s COBEIN—23VREEREOTA MIHBDHTSNATLARLD, BHEINTLEREREA,
ZORLAFEORERTIEEZRITIHELRHD FT, NETSICE. FTTH1 VDM
EZRDELTHSOY I ZHRTIHENHDFT, GARTH A VZHET 2% B8R
SV, INHRETLES. HETHRZ5IESHESFERITZILTEET,

= Viedoc Designerid. BEI/N—2 3 UAHWEIDETOSNIMBEREINIEZ ez £2BH®RL TV
FtA. COBE. R—TEEHT I EHEIERALED,

HBRT YAV OREON-2 a3 VL HETESI. SRT Y1V OBEBER—JICRREINE T,



https://help.viedoc.net/c/e311e6/dbaf67/ja/
https://help.viedoc.net/c/e311e6/dbaf67/ja/
https://help.viedoc.net/c/e311e6/19dacc/ja/

Version Rewised version

3 0

TA—LA VAR ADOBRICERSNIEHRT 1> ON—2 3 > e HETES X, Viedoc ClinicD 7 #— L7 v
B—|IIRREINET,

Study design version 2.1 = the first
revision of design version 2

2 FILWA=2a> R T2h. BEON—a Y EEIETDIH?

HBREREHCEID B TONIERT I > ON—2 3 Y OEBENARRIZ. FILWAN-U3 V2 FRAINEITHS
M EniE. KEORBL &HICTFORILDEEY. EETOT —FINEHFROL S BREHEN. RIFES
PR TRELEZN—2a VOB DRBICHBBELSNBZBEICOAMEBINERNETT,

L7cht>To —MRMIAIL—ILIZA T ORRICERD £9,

» BEON=—3VFEIETSE T —DEBIEPAREAREDTTHYE. T TICANSNIT—RIER
SNBEEZTOSVEDNHIHEICFERALEFT. ZEOFMICDOWVWTIE. ViedocDFEREHEEIEIC DL
THEIBRERIEEL,

s FLWEBRT YA N3 VHERT 2 BIFEOT—RICIGERSNAVWEEZMA T, FLUVLERT
FA Y SV IRERTIRENRD BBSICIZViedocDHBHRTEEIRICOVLWTE BB,



https://help.viedoc.net/c/e311e6/dbaf67/ja/
https://help.viedoc.net/c/e311e6/dbaf67/ja/
https://help.viedoc.net/c/e311e6/dbaf67/ja/

7oL, —BPOEBIIBETO—EPE LTEHEHSNTESTS . IL—ILDARITULERICHRLULUN—a V2 1ERT S
MEHRHD T, BETO—WE LTHASTNTVWBRIEEDOFMAHICDOWLWTIE. ViedocDF R EEIRICDOWVWTH
BRIV,



https://help.viedoc.net/c/e311e6/dbaf67/ja/

4

Handling eCRF updates after going live

GO LIVE#2MeCRF7 v 75— MLIB A X

17 Viedoc System 2025-05-01

LEFBEN—=—a3 VDBEELES 3 Y DgEe

2.eCRFEIHFIDAI N TFS5IF41 R
21—fg
22IEE ¥ID
23FIPN—23Y (TIWNHRERAR)
24MEIN—23 Y
3. gj’&ﬁ? BT AL BETDL NI oY =V ERT S

4. BETDHE

UTFDLyZ2ZHRAT FIRN-—I3 2 EHLUN-J3 0BV EEEHET TV,

ViedocDEREREREEIRICDLVT

1 FRAN—a>oFEgeLlESa>DiGs

70 b DL DHETXPeCRFADERT « EIEEDIRWAIE. EDOEERRIS L IEHBHUBETY, UTDORIF. TILA
AZIAXATHRN—2a V=2 fT2BEEHET (LEY3Y) 293580 MNBHI RS2 ZRLTL
E3ER

FRN—2 a3 TIRERT M Y OLTUCEVWTOEEN TR RO FT, LH L.
ZENAREDS EWVW-T BEEITBZEHETTH S EIFRD FEA. AIERR

D FVSFILDOBELTHA Y2 ROENVFOHER T, HIXIE &HEBEV—-70
—ICEEZMRAB5E. EOEENURDON—2 3 YOREBRICED K S B8z
BEZZMIBELTLEEV, T 2a—) Y IPREFHICEVTIE. IRTOA
RNy EDBRITTHA @B ICEEL 95

TIHRATAR PDFICRTRENBRIEHNBRARY FDJEEIZ. HEBRT7—20 70O0—-THREINE
SN — > HOTRBRL I—F—HAHLEBRHICECRIEEICRD £,

FLOUN=U 3 DR EICRZDIF. UTOLSBIBE T,

v SBOAIRY MDAV ERZITS (SDVRUBID T +#—LDERXIED
BWESICTB70),

s IVRALMET A —LDEENH D, (TUXLLEEZFER). CNHD7
F—LiFAvIIN. OvIZERTEZICIETEEFE Ao

= ViedocMe7 #—LIXRERICAVIINET, NS5O T +—LIlF. B
EERICOY V%R T Z2UNENHD £9, > T. Viedoc MeD 7 +
—LEZETZESIF. FILLUN=—3 0 TITSONMRINTY, BET
b, BRRPEFHI TR E2TNHEVTLIET0,


https://help.viedoc.net/c/e311e6/dbaf67/ja/

LEZarTik. THIVICMASNZEBORBEAIIFHIRINE T,

a.FALCIDDEEZEMT B LIFTEY., HIBRLABEBZRICEHTEIEA,

b. EEDBEZEEIT I LI TEEE A BEEXFIICERLID, SVFRE
VEFIVIRYIRIEBRITBZIEIFTEREA. — RIS, CNSDEBIFTIL
NAEIAXTISBEDBD F Y,

FAGBEDBDE LS. TIZAINGR— MITHEHES T,

2ET (revision)
LES avhmEBRDIFULTDHREETY,

v JA—LBEBET - FEEBIREFEESNTED. 74— LOEHFHYUET
HBo

eCRFOEHICIZ. FIREN—a3 81U EDLES 3 Y OmADBREE R BIFED
HHET,

B+

2 eCRFEHDODARIXNTIZIT14 R
21 —g

s THAVEBEETAHICIS—D RV ESHERIEREZIVEEL Uy I LTFTv I LTLIEE
Lo

« SRERTU—2U 70—, XRAEEZHITEL £, point-and-click 12 & 2RTEHDHREIE. FZED JavaR
JYTROA—REELEDDBIIZINICEETI,

» EBRU—270-TI4—LETLEaA-LT. BEDIRY NTITF14ETaHREDLSICRTIN
hvErERL£9,

Preview

Customize item visibility [ZL/kLe)

22 IEBRZID

» HEZHIRT 3D TIERC, IERTICTZ e zEITHLEY, HEZHIKFRI . TOEEZRAL
N=U3VICRIZEETERLRBZDT, BHORTZBICERTICEEL TV, TICRTH
ENHB5EIE. RRZBICRTICLTHRBICTICRT CENTEE Y


https://help.viedoc.net/site/assets/files/5505/revision.png
https://help.viedoc.net/site/assets/files/5505/revision.png

General Visibility Validation f Outputm

Show v to

®) Allroles

Selected roles

Hide v
®) always
on simple condition evaluates true

on advanced condition evaluates true

Enable edit for
e Allroles

» DEEETZIHENDHBHEIE. AODICHAIDZEET S ZREFL TS L,

SILLY_ID Settings (X

e

General Visibility Validation f Oumutm

Output Field 1D
It is recommended that ID is max & characters to be
CDISC ODM compliant.

....................... ' VSTEMP

Qutput Field Label
Temperature degrees Celsius

@) Duplicate field @ Delete field

J—RURb SPHAREY FAYTEIVIRA M FIVIRYIRAZFHEITATLDGE. EI1—FUX bk
A7 a2 DDA THREINE T,

Bl



ARMCD Settings [X]

1|.fisitrilil\qI Validation | § Dutputm

---------------

Randomization number Treatment group

I 1
I ]
I ]
1
[ Arm A : Field label
1 1
! Treatment grou
1 Arm B i group
1
| i
1 Arm C \
1 1
]
1 Arm D i
1 ]
Label position Field layout
Top - Vertical v

Measurement Unit

@ Viedg
Terms @
Choices
Viedoc®
Arm A 1
Arm B 2
Arm C 3
Am D 4
S ———
Control Type
® ) Radio
Dropdown

Width (in pixels, e.g. 200)
Element Label Input field

€.g. 200 £.g. 200 £.g. 200

Instructions for user

Help text for user

s FILWEETSNT A Y - N=U 3V TESIKHFLWA TS 3 V% BMT 3 CIdRESHD
Ao T2l BEFEDO SRR I-FZEET 35EIE. UTORITEREL TS L,

s SN -FALCLI—REZHZLI-ETFTHEOSANILERETZ Y. TIXAR— FEICT—42BDEITH
£9, COBE. ltemD_n (NIFI—RURFON—3V#) TRENFET, ACI—REICKHLTE
BREINILDHBZHE. THAVTIST—HIRETIEELRHD £,

d—RE-BEOAF T a>OI—RIZEBELAEVWTLIETV, I—RIE—ETHRIFIUEED FHA. o T. I
BICTEELE. HBAWVIIRICHIBRSIN/O—RUIRZEMLAEVWELSICLTLIETL,

s BEFOSREBABERICIHCEELTLIESWL, FIXE, "7ORINDON—-C3 > TREODREXF,EL
SRAVIEIVIZIDHZeLFET, COLSHREBEBEIPEBR I —LICHD . COEBHIEHS
NB37=VICSDVE BAD BRI NTLEVE TS

23 FRN—23Y (FIVAREIAX)

» FHRN—T 3 VORUSR/NRICIZ B ESICLTL TV, e XX, eCRFON—2 3 0HY 10 @ H
D, IRTIZBETHRERIFEIE. 10EDRET N—23>T%) ZRTTIBENHD £7.

s AdMInTHLWNA= 3 > Z B0 HTBRICIE. BICRIEION—C3 Y ecECEAZEEIDE TR Zeh
WREINTULET, sioN—TarhnoEbYTonich. BEEIEMZESEL T IETW, X,



N—23 1.0H2020F1A1BICEID HTENTWEHS. N—3220H2020F1818ICEID B T34
EAHDET, ChUCED. ARV FRICEBHRSN=U 3 200MMEETNZ ESICHRDET, N—
aVBEBYANOHEERICDOWVWTIE. ViedocDREBEEEIEICOVWTOL YRV EIELIEEL,

Effective on (UTC)

2020-02-20 00:00

2020-02-20 00:00

2020-02-20 00:00

2020-02-20 00:00

24 BEIN—2 3y

s SCEDEBER FOY TR IR Za—IlF T2 a >z BMLISEETH. BETD T — R OEGHICKE
Z5ZX%¢. SDV. Ef. LE2—T5I9DENTLESDOTEREL TR E L,

A A change to the structure of this form is pending your review and approval. Click edit to load the new structure and review the data previously

entered. Make any changes necessary and then save the form.

CBC LAB Results (Hematology) H svow HisTorY €) (D

» BETHIC. TA—LDOEFHDNY FTEREINTZICHEDIDDH ST, IRTO T +—LISERATERD -
12BE. BEXvE—CHBURTREINET, 74—LDOvIINTVEH. I—H—HIMBIEESINT:
BEEHORT/AREEREZF > TULWARWOICEHHIKRR L rlgedh H D £9,

v TA—LDAYVITNTVBRIEE. XECERASINIEEFHITEMICRD A, 7+—LAIXAY JHER
ZFOA—HHOv I ZHEBRLARITNIEED £ A

v BB FEIERTEBOERICKLDHETTERIEIBREIN. TOEEOT—EHMREEINTVSHE. 4l
BRENIEBIFEERIMEMICRTIINE T,

=« AdminT, BETHERL>TN= 3 e LTEDYHTSNTULWARWI EEREEL TV, HETDED
HTHZANTZDTIE AL UENHIRELBESEFERALE T, FHLLWNA—-a3 > 0EIDHT e
STOBER DEVWEIBRTZCHEETTY,

Design settings

Here you can view all designs that are effective in sites and/or assign designs to sites
Effective Design Assign Design I Audit Trail
Apply revision Step 1/3

Select a design revision

v’ | Workshop 16.1 (2020-10-08 11:10 UTC) 4 Latest revision is on the top!

# Selected revision has 1 changed forms

Continue °

3 WETETORICT YA VHRETDA VNG bty —IL%=ERT3

FTHAYOEEHNSDVEIZBRAICEZZHER#FANDBICIE. ViedocsREtEEHLENTY —ILEFERAL £

1 THANIEEEZMZAET

2 THAoERFRALE T,

3 Viedoc AdminZfE. THA VHETA VNI L7 F ) ZDFIBICK >TTHF A VRET1 VNI BY
—ILZRTLET,

AR RoTEBZHEALBWVESITERELTLRE L,


https://help.viedoc.net/c/331b7a/e04130/ja/
https://help.viedoc.net/c/e311e6/dbaf67/ja/

4 FHA L OREERRL T

5 FHA YOOy S EMIELET,
6 FHA VI YBLEERMR S LN TEET,

4 WETDHIE

AEIUATOFIEIARTIE FEY—N—LETERITEINE T, BERIE. FL—Z2IY—N-—TREETI+DH
ERALTLEEL,

1 FHOFEZZITZIRNTD T #— L% Excellc AL ET, ARV FOARMELE2Z—RTF—E2ID
FFOaVEBIRLES,

In addition to data, also include the following in the export (will not be included in Preview data)

Queries
+ Review status Medical coding
+ | Event dates Edit status

Uploaded files

» AT aVDLE2—RT—RRIE. BLPSDVADOREEZREE LD, 74—LDOY
TENTVBHESHZERR LD TEHHDTY,
s AT IVDOARYFOBME. THAUOTFTARY A LT TULR N SH%E

I BIEDHDHDTT,
2 BYRTHA Y N=Yavid. T3 —LDIIZAR— b TTFHFA NV a > 0FchDFT,
DEREEALT. EON—JaVeBETIUELN DB ERRL T,
Designversion
3 Designer IC7 72X LT, BETHBEAZEN-J3VORESRAV T IL—>a3 Y LR—bEAD
\/ a— F‘ L/ i 3_0
B oo 'Z'i‘.’n"pl@e
Forms
Forms Times in use
Study workflow
Scheduled Unscheduled Common
Roles o Y
4 BAVT4JL—2aYLR— T, FEZRIIZEEZF v I LEY (Cr+FTIRBIDZREL

£9), RREMF. BEe. TV N FTvIOKERREF TV ILET, EMICOVWTIE. O>7
4 L—=a3 vV LiR—rEBRBLTLLIESIL,

5 EN—Ca Y THEHELZELED


https://help.viedoc.net/l/dedf44/ja/
https://help.viedoc.net/l/dedf44/ja/

<

Design version compare
THAUN—2 3 VR

F17# Viedoc System 2025-06-17

1.IEC®HIC

2TFHA I N—= 3 DR
QATHAN=a 5B TS

3. BERs0 D IR EIE

2 EALRDEEDLE

33 FEEIFEEINOID

BABESLIUVIS Xyt —

35 7y 70— R Ehi-Ef

3.6 Protocol

3TBEDIE

3.8 $Eventic KB HIOEELX AT

397N —Fvesnfcxa7ox 0+

310 75— FADEXES

3.1 Viedoc ¥:5E v4 B 14 HideShow

312 ODMICHIFBHTMLT XX X Z T IILEME

1 FCHIC

Viedoc Designer D7+ > /\—2 3 VEHBHIEREIC K D, BT 1 F—IXBRL 2 DOHRBRTH 1 VHOERE
FHBIBETSICENTEET, COMBEIE. RETEO—RYLT. HAVIERINIEENELIERES
NTVWBRZEERFaAXYMETRFERELTHERBICERTY,

2 THAIN=-U3 R

THAIN=U a3 D HEBREREIE. NRBABLUORRBEOTHA >OFAICOVWT. BRE3 T N—2avE
7oIFERERD U ES 3 VD Globalvariables (' O—/VVZE#) . BasicDefinitions (BEAER) HLU
MetaDataVersion (X9 7—9N—I3) FT—ROEBEXHBLET, DFD. THAIUN=I 3 VICEEH
mraonde. 7HAN—Ca vEROEAICRBMEINE T, JO-NILTH1 UREF. THFIr>oN—YaYy
HEEHREICIFE ENEE A

HBHBROFBRT 1 U Z R OHBROERT U1 > BT BICIE. EOEBRT Y1 > Z2BET HHRICA > R—
L. ECTHBIZHBENHD XY,

BEPRT — X THE# > —> 7 L (Clinical Data Interchange Standards Consortium : CDISC) DiERT—4X E
7 )L (Operational Data Model : ODM) & & UViedocsiB& T '1 > ODM XML 7 1 JLIEEDFEMICDOWTIE. T
HAODMT 7 ARSI F v BLUVEHBRT A 22 HNEBRLTIEE L,

21 FHAYN—Ua VvELBTS

HBROFLWT A N-2a3 2B T 31013 UTOFIRICHEVE T,


https://help.viedoc.net/l/a559c4/en/#CDISC
https://help.viedoc.net/l/a559c4/en/#ODM
https://help.viedoc.net/l/67273b/ja/
https://help.viedoc.net/l/67273b/ja/
https://help.viedoc.net/l/4e7e68/ja/#toc-3

Viedoc Designer THERZRE. V—XTHA1 V2 ERL £,

Demo Study 2022

v Assigned 22 Oct 2024 by
Designers

Latest edited design

Global design settings
+ Published 22 Sep 2022 19:39 by | + Effective
Design 2022 [1.10] @ View

Published
Last edited 16 Aug 2024 08:20 by

Design versions Published Unpublished @
= Version name Protocol wversion Last edited Status Effective
.
1 Design 2022 [L0] NA 205ep 20221733 =4 v @
2 Design2022 [11] NA 20sep 20221733 =4 v (]
3 Design2022[1.2] NA 225ep 20221509 |ER v @
4 Design 2022 [L3] NA 225ep 20221620 |ER v @
5 Design 2022 [14] NA 225ep 20221649 [=4 v @
-

o Add a new empty version e Import a version

Source Design Target Design

Design 2022 [1.10] ~ Design 2022 [1.9] v

TRTOEBRTH A N—I3 VD) A DRTENET,

AE TIN5y hTHAVEREEVWT I ON—J g ERRL. T3 MDY =T
I olFeBBRICEVWN—arEIELED,



2

3

Demo Study 2022

+' Assigned 22 Oct 2024 by

Designers

Latest edited design

Global design settings

+ Published 22 Sep 2022 19:39 by

Design 2022 [1.10]

Design 2022 [110]

Design 2022 [19]
Design 2022 [1.8]
Design 2022 [17]
Design 2022 [16]
Design 2022 [4.01
Design 2022 [3.0]
Design 2022 [21]
Design 2022 [2.0]
Design 2022 [1.5]
Design 2022 [14]
Design 2022 [13]
Design 2022 [1.2]
Design 2022 [11]

Design 2022 [1.0]

d

persion

Design 2022 [1.10]

Demo Study 2022
" Assigned 22 Oct 2024 by

Designers

Latest edited design

Global design settings

B

 Published 22 Sep 2022 19:39 by

Design 2022 [1.10]
Published

Design versions

#  Version name

1 Design 2022 [1.01
2 Design2022[11]
3 Design2022 [12]
4 Design 2022 [1.3]
5 Design 2022 [14]

€ Add a new empry version

Source Design
Design 2022 [1.10]

Last edited 16 Aug 2024 08:29 by

Published

& Impon a version

| + Effective

Unpublished

Protocol version

NA

NA

MNA

NA

NA

Target Design
Design 2022 [4.0]

| + Effective

Design 2022 [1 9]
Design 2022 [1.8]
Design 2022 [17]
Design 2022 [1.6]
Design 2022 [40]
Design 2022 [3.0]
Design 2022 [21]
Design 2022 [2.0]
Design 2022 [15]
Design 2022 [14]
Design 2022 [1.3]
Design 2022 [1.2]
Design 2022 [1.1]
Design 2022 [1.0]

Last edited

20 Sep 2022 17:39

20 Sep 2022 17:39

22 Sep 2022 15:09

22 Sep 2022 16:20

22 Sep 2022 16:49

Design 2022 [1.9]

7%

ST 2 @ERL T BT B L

Status

Ww7r

MDOTHA N3 Ve R LAWMEZSOHRT YA ON—Y 3 V2 BT 1V THERIRLE T,

@ View

Effective

»

v

v

000O00O g

4

s,

HPAUN=T3 YDV X ERTLET,

Effective

e

v

v

00000 B

4



N=2areltBeoU v I LET,

Demeo Study 2022

Assigned 22 Oct 2024 by
Designers

Latest edited design

Global design settings

Published 22 Sep 2022 19:39 by | + Effective

Design 2022 [1.10]

Published

- Last edited 16 Aug 2024 08:20 by

Design versions Published Unpublished

#  Version name

1 NA
2 Design 2022 [1.1] NA
3 MNA
4 Design 2022 [1.3 NA
5 Design 2022 [1.4] MNA

Add a new smpty version rnport & version
Source Design

Design 2022 [1.10]

Target Design

Design 2022 [

s

THAYN=D

Pretocol version

Last edited Status Effective

20 5ep 2022 17:39 =%

20 5ep 2022 17:39 =%

225ep 20221509  |Sg

22 5ep 202216:20  |=j

22 Sep 2022 16:49 =%

19]

000O0O0

AVHBLAR—EDBFLWI SO RTTER SN, HBRTH 1> ODMXML 7 71 )Lk

BICEETHEINLT A UADIRNTOEENRTEINE T, KRR CTITBDIE.

s FLWMBEERLIEHWMEETH A O N— 3 ST,
« UTDOHITIEZ. MetaDataVersion. FormDef. ItemDef. CodeList. DesignSettings\DZ &

HRENTVET,
« AT

FAIIRTEBZBRIFET B7OHOICERATEET Y,

Design Version Compare
Design 2022 (V1.10) - Design 2022 (V1.9)

Generated by 2025-02-18 9:18:54 AM

Total changes: 7

Changes to: MetaDataVersion

o change i pacn
Type
NIA Replace  /Study/MetaDataVersion/OID

Changes to: FormDef

Change

o Type

Full Path

oM Replace  /MetaDataVersion/FormDet/DM/LastModified

Changes to: IltemDef

Change

o e Full Path
IMetaDataversion/ temDef/RANDSEX /CodeListRef/Cod
RANDSEX Repboce  Lenn
Changes to: Codelist
oI €2 Full Path
Tyme
CLPMT_SEX Remove  /MetaDataVersion/CodeList/CL_FMT_SEX
cLsex Repiace  /MetaDataVersion/CodeLit/CL_SEX/Items/1/Decode/T
ransiateaText/en
cLsEx Replace ist/CL

Changes to: DesignSettings

Change

o Type

Full Path

tValidated

Replace

3 BIHIOHIREIE

Old Value (v110)

110

Old Value (V110)

2024-08-16 08:29:40

0ld Value (V110)

CLFMT_SEX

Old Value (v110)

CDescription”{TranslatedText":03, “tems™("1":('Decode™( TranslatedText"{'en" Male'}}, "Alias"

0. "Codedvalue™ 1", "Rank"-0, "AddedVersion":nul}, 0" Decode™{ TransiatedText"
{Cen”“Female’}}, "Alias":{}."CodedValue'"0", "Rank"0, "AddedVersion®null}}, "Alias"{),
OID""CL_FMT_SEX", ‘Name~"CL_SEX’, “Datalype"-integer”, ‘SASFormatName"SEX",
‘ChooseOneCodeLstitem”null)

Male2

Old Value (V110)

2024-08-16 08:29:50

2 i85IF (OID). ChangeType. & & U'IEHEDFull Pathld. EHERTH - > ODM 7

New Value (VL9)

19

New Value (VL9)

2024-04-05 16:37:46

New Value (VL9)

cLsEx

New Value (VL9)

Male

SEX

New Value (VL.9)

2024-04-26 09:4337
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31 EL2DEEDLE

THAODOELZDEEIF. FHEBET YA VODMT 71 I OEBOBFICHEEX S X 2A6ENRHD 9, 71N
—Ja v HBREATIE. BETH 1 ODMT 71 LD IR TOEEHEFART I N, Viedoc Designer TRITI 1
7B DEETIEH L. ODMTH A YADLEHLNFERICTRINET,

BIRIE POTAETADET#—LZHIFRT B . ROGATHIRT > 3> LTREENE T,

Protocol T3y (74—LDB 70T ETAahSHIBRINET)
StudyEventDef (7 #—LbHARY CHSHIBRENET)
ConditionDef (HIBRENZ 74 —LICHLTTATLOAREDRAREZIAITNTVWEIEE),

3.2 E|EEFIFEEINOID

& 2EHBRTS A DON— 3 VICEELILOIDAE EFNDHES. ODMTH AU N—-J 3 VORRIFERL. T
T=AXAytE—UHRRINFET, THlE. ODMIVRXR—KMIHZILE (0FDH, BRENT, FHRINTULA
W) BEDER-O>TWVWBRHWTHFAUN=Ia Ve B LEBEICEE TSI B E 9, ThidT—HUIEICIZ
HELFEAN THAIODOLBRIITEEFEA. COMBEEFERT B, EELIZODEERT Y1 U h SHIR
LEY,

Bl HWTHAN=2a3y BIZIE0) CHLWTHAUN-Uay BIRiF62) ZHEBT3HE. HULWTH
AIN=23 DI TICRRATN, BERICEIDETOSNTULSEREMEDH D, RETIRVGELHD X9, Ak
IS THAUN=2a Ve 2h R IEREARTH>TH, THAUN-I 3 N0DRETELVEEDHD Y,

EEE Y LTE. THAUN=3 10T XA R—k L, 2U—2TFyvILTHSTHA Y N—23 0708 LT
AVR—bkL. 62 HEBRLET, TDE. THAN—=3 070%HBRLED,

TATLDODZEET B, AVWTATLOHBREFLWT A TLDEME LTRONE Y, COEEF. 71T
LIIWN=T. THx—L. POT4ETA. ARXYETHEAKTHD. THAUN-J a3 OUEBRERICORREIN
£

33 BEBLIUIS—Xyt—Y

EESROTHFAN=a3 TN T2 3 VEBEFRREIS— Xy M) A—Sn/Bs, BL20ES
BLUOIZ—RTHAN=2 3 VEBREAICERICRRSNERA. THAVDOEEI2aVICBITEII—0
BEHSRTINE T, HIZIE. Errors/FormDef & & U'Errors/ActivityDef 7 ¥ T3

3.4 7vw70O-—FEINER

« THADODMT 7 A IILDFETRIES N, ERREE (CRF) THAYOEBRERT TFI FXFHH
BMENHE. EBY —ILIEXFEF2ETIEHR <. "[Inage] Length XXX" &RRL£T,

486 1) —RLUE. T4 —LICERZEMT D EHDICERATNZ I—RIAZRY bPIEFEEENFE LT
BEFEOHBRT M Tk, 74—LDBHLWTFHAIN—S3 > TRESNS . O—RAEFHINE Y, i
DO, O—RORTHEEINS 2D, EBREADICEENT T, CNIE. T3 —LICNAN=D 2V I%EBMT 37
DICEAINBEI—RIAZRy MIHBERAINE T,

3.5 Protocol

J—2 J7O—%FEFETICEHERTY 1 > % Viedoc DesigneriC 1 YIR— R §3 8. THA 2ODMT 71 JLICIZAT
DARBHEENZE T,

- Eo a2 7ORIL>EEARAD TEpochl L O—FR
s TUTAETAEEDLO—R | ActivityDef ACT_FINISH (%3 3> protocol>structure & &
U protocol > workflow) o

ChooLd—FRid #BRO7—770-MRESNBZ LHIREINE T, £0H. LBHROTH 1> N—-2 3
VNCT=0 70— ZREETICAVR—FEINETHA NI 3 0D ENTVEHRE. HBHRODHS—FD
THAUN=2aVIlB8FNTOVRWVEE, EBRERTIE. V-T2 —T v b THA 2D EBE5ICKTF
TREMIEL>T. oDl I—RAPBIRESNIDEMEND LIt EDRTEINET,

CNSOLI—RRET—RREICKEEZSZBWVWED, THAUN-2a Y OUBRRTIIERTETE T


https://help.viedoc.net/c/47e0ad/a559c4/en/#C

36 ERODIE
V—2RFHA Y DBAE

s FLWTIATLAEFLWTITATLIIN—FITEBML (FATLZEBMT BRICTA T LTI —THER

TNB). FATLIIN—T2BRETICT+—LERET R L. 7A4—LAI va B width=
[fulll] &K spacing= Twide] KLY RoleHideShow= [Show] AL THREINE T,

« TR TF—LDEZ=Ty b THATHIM. PATLTIL—THEREIN. T+—LDFRESN
8. INSOBMNTY A >ODMT 71 ILAD ItemGroupDef H &V ItemGroupRef DA IZIENN
INnEJ,

s THAUN= 3 DOHBHEATIE. TNHSOBUNR—T Y b THA > TEBMEINIEDD &K S ICKRT
INET, COEBIET—RNEICIIFEL £FH A, Viedocy AT LTIE, DA 7S 3 VHEIRSh
TULWRWSE. 774

3.7 $EventiC&BHENEERATS

MetaDataVersion/FormDef/$EVENT/Created
/MetaDataVersion/FormDef/$EVENT/LastModified

« FNUS ARBEGERTH 1 D Z BT 256 EBODDTH A VAIBARIC, $EVENT AP
FormDef €U a VIZEHINE T, TH 1 UAMLIEEIN. $Event BNV —XAELUVE—5 v T
AYOmEAICH LTHER SN B8, FEBICKRABRLGHRT 1> TR, V—XTH12EDb48—7F
W N TFH A IS L T#MRIC $SEVENT 7+ —LDMER SN B RIREEN B D £ 9

THAUN=3 > OBENTIE. ZILUNATESBIONESICRTIEINED,
/MetaDataVersion/FormDef/$EVENT/Created

/MetaDataVersion/FormDef/$EVENT/LastModified

Changes to: FormDef

oIb _I'E;‘::’e Full Path Old Value (V3.0) New Value (V4.0)
SEVENT Replace 1 etaDataVersion/FormDef/SEVENTICreate. 5055 05 57 15.42.2 2025-02-2715:42:30
SEVENT Repl IMetaDataVersion/FormDef/SEVENT/LastM 2025-02-27 15:42-29 2025-02-27 15:42-30

T pdified
COMEIFHRBRT YA T —RNEICITHEEZEIRWH., BHETEET,

ODM7 7 AL FENTHRRT D DICTHAVEITIRKR— T3, TIRR—EIN/-ODMICIZIERZ XA
LRIV B EENF T, S, TIXKR—bHIC $EVENT BLEBRICER SNID B L AETIER NS -
HTI,

38 JII—-FkEnicATox ok

HRTYA VIR ZEMELIZHRT 2. THAUN—U 3 VOB TEREBOLBENMERAIN. N
DERIFTIL—FLENET,

FIZIE. OIDDS Z#HF D7 #—L%ZHIBRT 3 . REDILEIEIL Study/MetaData/Forms/DS &7 D, FNLIEDIE
WIS LWTH A VICIFFEEE T, Oldvalue BiCT IL—FLEnE

Changes to: StudyEventDef

Change oo () New Value (V5.0)
Type

Remove  {MetaDataVersion/StudyEventDef/SCR/FormRef/SCR_D - (FormOID™ DS”, “OrderNumber "0, "Mandatory "No”, “CollectionExceptionConditionOID"null
C diticnIDSpecified false,

DS e "inull, "Repeating = No'}

39 75— FARDIEXES
1)) —X 479 LABITIX. OrderNumber BN 7S — MICEBMEINE LT

« 479 1) —X Tl TOEMIF. Designer CRIFET ARICAXES LB LTF7— 2R ET S ETH!
MENFELT 2FED. Y=—ZRTHA VDT S5— 479U U —RENITREFESNTED, BILT7S5— K




Ma79) U —RRICE =Ty bTHA U TBERESNIEGE. EOT7 77— hh5EAXESHHIFRSN
EY CNRBTHAUN=2a VDBRRICORRENE T,

ENEESRMIETS— FOMEEICIIZEEEX AT LT,
310 Viedoc ¥53E v4 B4 HideShow

» 484 KDEID) ) —XTiE. ODMEBRTH 1> 7 71 IILHEET—o 70— %Lb‘cfﬁrﬂz*n fEH
v4:HideShow=show TH 3 Z W EIFINIBE. v4 B THideShowl ZHEE -
ConditionDef |ICEBMEINFHATLI FEL. 7 t—Ab‘ﬁ?’?éhTz[@ﬂ::@E‘miiﬁméhi L
Tzo ZDT=®. TV RAR— b SINTODMERTH 1 VD IR TOREERICH LT, TOBENE
EEBINZDITTIEHD FHATLI.e COBRUDHTELTVWTH, T724ILET IFRiRn] & LTHK
a7z, LEIHDEFHFATL

v 4.841) 1) —2LIB%. vaEME THideShow] |F. BT —20 70O0—%REF I BMHIC. ConditionDef (C
—BLTEMINEY, TOBER. Y—RTHA VDTV TO—THREIAIENITA TLDA
HETREIN. @ALIZA—LHE—F v b THAL U TREINEISEES. V4B HideShow= [show]
BEDT +—LDEHFEEERICEMINE T, ChIEFTHAIN—2a oBEADICHERMEINE T,

311 ODMICHITBHTMLTHF R MR ETILEM

ODMIZBITBHTMLTF R R 21 ILBEOREREICNAFT—T v IT— BB ENE LT TATLIRNILD
TEXMEIK. BETEE (B : style="color: darkgreen;;) Ti&7% <. RGBAfE (fl : rgba (255,0,0,1)) THREZ
N3LSICBDFEL e 732 b HAIPRBHERABEDZEDMDIZMILEMHDETFTHEINE LTz Designer
TUEICRELIE 7 A — LIk BETTEELTHREIHD FHA. 77— LEFHLVLWTHAIION—-3 > TEE
REITD. BEFCh-BENERINE S,

CNS5DEEIL. Viedoc Clinic TOTF X FDRTICIIHEL FEAD. TIXR—KLI=ODM B LUVT
YA ON—=2a > OBRHEAICIERRENE T,

R=IJbvFICRD
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Selection View Settings
BEFEREHFRE

F174& Viedoc System 2025-04-01

BEHN—RICRTTIERIE. COR—JTHRELFT, BEEH— RidViedoc ClinicD EF EIREFEICKRTIINE
ED

BEN—FICIE HRIZIERIC2DDEHDORMDAHD 9. RRLICWVWT #—LCEHBZERL. BEHOAYSY
—ZRELEXT,

SHICEHEEBIMTETEIN. NS, A——HViedoc Clinic TEERTEZT A M FT—TILE 2—,I8RL
TS EDARTEINET, TNHViedoc Clinic TEDEL S ICRRINDIMCDOVWTOEHAIZ. EEEREE % SR
LTLETL,

Select and manage variables for the card view (1-3) and list view (1-5)

Patient Information v | | SEX/Sex

SEX Set header of variable here. INTO  DOB
ABC 07 Aug 1975
@ 0
/ Ma 2/Female  *
[} ("] I
Patient Information * | INIT/ Patient Initialsie.g. ABC or A-C)
INIT Set header of variable here.
SBX 4t D 4t INIT 41 poB 4t GROUP 4t | | sTaTUS 4t PROGRESS. 41
Patient Information v | | BRTHDAT/ Date of Bith
8 SE001-021 ABC 07 Aug 1975 A ONGOING: —
DOB Set header of variable here.
Patient Progress Status ¥ PPS/Patient Progress Status SrREREEE T
STATUS Set header of variable here.
Patient Information v | | ICDAT / Date of Informed Consent
CONSENT Set header of variable here.

» BEA-RCVIME—ICBMENTTA T LI 7ATLOO-IILRTEFGHICEFREE LS. IRTD
A—H—ICRREINET,
 ERLUIET7 2 —LDEBRTEHEEEL TVWRIBES. EAA— FICIEUATARTINE T
» ERLIET 2 —LNDEBRTEHREREL TVIHEE. AIRIFEDIEL 7+ —LDIHZERX T +
—LDERDARY MIFEYRHE. EEEFOAARY FERGOARY R T, 74—LD
RBRIDA VRV (T—2ANDIEE) HoEFEhET,
s TA—LBRALCARY FRAT2EHAANSNIZE. &RANICT +—LICANEISNEIMERS
NET, 7A—LIEDRLANINSGIZE. CNEBBRIIOAVAZVRCBDET, T4
—LDERDT I TAETAICHFEETBHE. - DT+ —LZASLLIERICEST
EBDET, BMIREBDOT7 T4 ETA TI7 3 —LICANLIIBE. ChHMEREINSE
ICIRD ET,
» TA—LBEBOARY MIFET R5E. EFARY FOBMDPEDOAARY O SEISE
NEY, Foo A7TPa—ILTATLRVARY RPHBARY FOBNDRBFTILVISE
3. ENSDARY PO SEIBFENZHZELHD E T,
s TA—LDEBOARY MIFEL. IRV MIEBOBRDRLADHZHE. 9. AN
YEHRESN. RBAMIFLVARY FHSERENE T, RIS EDARNYFATT #
—LHRESN. T—RANDIEETRID T # —LHBEIREN KT,


https://help.viedoc.net/c/47e0ad/1a7594/ja/
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Subject Id Generation Settings

BEIJAERDERTE

F17# Viedoc System 2024-08-29

1LEE
2. &5EHISOEONT VT
3.5l - BEIDICHEBEIEIL 214 v IR) &H1I3

1 BiE

YRTLATEEZH TR IDICERTZBEDD T #—<T v I, HBRRE>BEIDIARETCHREI S L
NTEET

=] Subject Id Generation Settings

BEIDIIRLBAETRET S ENTEXRT,

Viedoc 7 7 # )L hE&EIE. EO— R, HEERID. RRBRICEZIDEE) THEHINTULWEYT, chid. 7FX+Ta
—ILRORNB%E2ZEZZ_CTEETEEY,



Subject Id Generation Settings

Subject ID format Instructions

{CountryCode}{SiteCode}-{SiteSubjectSeqNo:000} Any static string and/or the following variables
«can be used:

1SiteCode} - Site code for the study site

{StudySubjectSeqNe:0000) - Sequence number
for the patient in study

{CountryCode} - 2 leter ISO country code

The following variables from the Add Subject
form can also be used:

:00 indicates preceeding zeros
eg

{CountryCode)-{SiteCode)-
{SiteSubjectSeqhio-000)

produces first subjectid to be 'SE-01-001

T—070-0REA N P TERSNICT # —LICRESNTIRBIR. DRERICHERTETE I, FEBO?,
TAAY "V )y I T BEHFMNIRTEINE T,

FDAEEE,R (eCTD) A7 avhiFrvoThTW3 e, BEDDEHRIIRAR— EN/PDF7 71l
D77 INGOPRTHEATIND O, WindowsT 7 71 IILGICEMNEXFEFERATI I CIFHEINTLEE A
CDT—RATIEITIRAR— MIERBL T,

2 SEEHhoOEANTA Y

{SiteNo:00}, {SiteSubjectSeqNo:000}, {StudySubjectSegNo:0000} D7 #+—< v ~ THEAITNS "0"l&.

NEDREEFLITEOTIED S NTa 0T T3) HDHEDTE, 74— Y FINTVLWBELN. 7x3—< v
FYFITEODNKRRINZMNEICHFHH 25, TORFIFEREFIICOAE—IN. 5 THRVLESIEER
XZEFIcEAVRREINET, FIZIE. SiteSubjectSegNo ZFEICHTDRTDHEL LTT7+—< v FLTEWE
&. {SiteSubjectSeqNo:000} % {FAT % ¥. fEILX001. 002. 003X EHD £T,

SiteCode I&. MFDATHEREINTWVWBRBEICRDNT 4 VI TEENTEET, AIRIE. BBDI+—< v
~#Y {CountryCode}-{SiteCode:00}-{SiteSubjectSeqNo:000} ICEREINTEHD. CountryCode H'SEIZER

EEH. SiteCode MICREINTWVBBE. REICEBMINEEIFSE-01-001. 2FE D EEIFSE-01-002,

RECHBDFET, SiteCode HMUP2D L SICXFEEUXFINIHRESINTVWERHEIE. NTo 2 JIETEEY
ADTIERLEEET L,

3 - BBIDICEEEH(TIL 714 vIRX) Z2[H1T53

7= ZIXIDDHIIZTSCR,ZEBMT B I1CIE. TF XM T4 —JL RICSCRZEBMT BT T,

Subject |d Generation Settings

Subject 1D format (7]
SCR-{CountryCode}-{SiteCode}-{SiteSubjectSeqNo: 000}
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SDV Settings
SDVERTE

F174& Viedoc System 2025-01-29

SDV (Source Data Verification) DFRETIE. HERTSDVEMREYX §3 7 4+—LPEBEBIRITZI N TEE
ED

SDV Settings

Specify the content (forms and items) to be SDVd in the study.

Require Source Data Verification (SDV) for following forms and items
None
® Allforms and items

Include single forms and items

ARG A T2 a vz

» L -SDVERELT BT+ —L/EBIZBRWEE
s ETDTA—LEEB(TI74ILN)-2TOT7+#—LEHBIISDVEHEL T B
« RIRENTEV XA MDS, SDVZHBEET BT+ —LXEEZEIRT S

SDVEREIF. FIRTHFAN—2a>TOHMRETETET (BEITTIETETELEA),
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Miscellaneous

EDfth

F17# Viedoc System 2024-08-29

CCTlE. ETICHHTIFEFSRVWVRAREBREEBNLET,
HMEDE A, T4 —ILRDBERDIFEE. FlZIEViedoc Clinic TTF—ADTE L TWBR e 2R TRIHBEHL
IC. BRZANTAUNELRGZIHNESHEEN/ENCTEZENTEFET,

Miscellaneous

/' Reason required when confirming data as missing
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Alerts
75— MRE

F17# Viedoc System 2025-09-27

1.IEC®HIC
2. Viedoc/\— 3 V43T ED T 5— FBE
2.01ViedocPMSTO7S>—hk U AH—
2170 3>
212 Xyt —S DERTE
2121 B DEH
2122 X—J)LO O —%#FREIN-O—JLICEE
2123 X vt —YDEX—)LOAF—IC T #—LPDFE RT3
22BDT7I 3V
23ADTI 3y
24 BT 3
2424 BBHET A —1
2425 XF—EBEHSFHB
25820 RL 7O 3>
3. éﬁd)'&”jﬂﬁﬁ
BB XM EBRBIET 4 —1
BTHBDT7S— b
38BFEFEDTS— b -GN ELISBICHD
39BEDTS—b - ﬂ##%ﬁbékaét

1 FL®IC

HRICTS—FZEMT BT EBGHKEZ AT —ICBHMITE N TET T,

Viedoc T3 FHEDHRMH (FIZIE. BERBEEERDVRELILBERY) TRITSNET7I—hZ2RETEHLH
TEET,

75— hOFEIF. Viedoc Designer DFEREREEE >F 7 5 — MRE, TITVE T

E Configuration report ' Publish demgn

Foms
g Forms m Times in use
Study workflow
B Scheduled o Unscheduled B Common :
o Active roles ..'-
Study Settings
I =] Alerts [EZ) Times In use
Outputs and Validation

Edit checks Formats m OID's and Labels

ER=JICEBIFDT S — DU R BRI EIN, oo TROESICHLWVWT S—FZEMI B EHT



Alerts (4
o & Edit X Deleteo

=~ | Score Alert with SPREV and STHIS # Edit % Delete

..
'l
=
[y']
<
[1°]
=
=2
=
1]

°
o]
=1
[1']
a

:—| VME Alert # Edit X Delete

1. 75— b DR TDHRA,

2EERIVERTE. 75— hOFAR—DICBEL. 75— ZHREB/MBEI B EHTEET,
SHIRARE Y ZRLTTY S — hZHIRTEXT,

AFFRREMARE 2B L TT7 5 — FFlR—2CZRZIHLVWT S — L ZEBMIEETEET,

Viedoc N\—23 > 437 DRIH LLIF. BTRESNLT 7— ME REDVETELD XY, ATFOEI>3>T
& 2BEDT I — FOREICDOVWTEHLSHBLE T,

« Viedoc/N\— 3 VA3TMUED T 5 — FRTE
« Viedoc/N\—2 3 24371EDEID T S — hERE

%IT::
frit

2 Viedoc/N\—2 3 437U D 75—k

Alerts

o Internal description of alert

SAE (Serious Adverse Event)

eCondition

STHIS.AE AESER==1|| STHIS.AE.AESER_1==1 || STHIS.AE.AESER_2==1 || STHIS.AE.AESER_3==1 || STHIS.AE. AESER_4==1|| (2]
STHIS.AE.AESER_5==1

e Contextform  agverse Events ¥ AE/Adverse Event v AE/Adverse Events

Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition
evaluates to true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again.

@ (5 (6 @

v | Falseactions (v Trackeractions  Repeating actions

/| Send message when the condition becomes TRUE.

Message

To: Investigator X Study Coordinator X ~Monitor X © Bcc

Project Manager X  Medical Reviewer X

Ce: Data Manager X (-]
Subject: Demo Study - Serious Adverse Event, Subject {SubjectKey}, AE n® {STHIS.AE.AESPID} 2]
Body [Icountry: {CountryCode} =

The adverse event n® {STHIS.AE.AESPID}, "{STHIS.AE.AETERMY}", has been reported as serious.
A completed SAE report is to be sent to Pharm team: teaml@pharm.com within 24 hours.

You can add variables with braces, for example {STHIS Formid ltemid}
| Email copy of message to selected roles.

| Attach form PDF

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in To:, Ce:, and Bec: without respecting the role visibility conditions. Please ensure that no blinded data

will be revealed.

75— FREIFUTORICE>TVWET,

|

» 75— ORI () - CNUIRBETr—ILRTY, E75—FOEBEANLET, CHIZHETHE
BI37HDHDT. Viedoc Designer COHFRRINE T,

ZH@)-CNIEWEBET s —ILRTY, 77— DU A—CRBIZIFEZATLET, FHiF. 71—L4
EHRETIHEORTEMCFELCHETRRLF Y, Bl SAE == 1 & SCR.PATINFO.SEX ==

TR ZEDOFEMICDWTIX. ViedocTJavaScriptZ{FES5 BB L TLEET L,


https://help.viedoc.net/c/e311e6/824137/ja/

BIREINBRE T+ — LD SERZERLTVWEEEIE. BHIDDAH%FHALTEERSRTZ e
TEFY, Bl: SAE ==
FENBELFMMINZETS—MRELEF T, BRET+—LEHEAEHOETRENE DL S ICFHME
INBEZMIDOVWTOFFMIZ. ZEDOFHHAEE IS a>EBRLTIIEEL,
» BRETA—LQE)-ZOEY T VTIIWETYS, FHEEFMLIEVWAIRY M 7OT0ETa. T+
—LZERLTLIEEL,
1L.ROAYIHEIVIR DS BRBET +—LDARY FZERLET, ARADIRTDIAR
VhERIFE FEDARY N ERIRTBZENTEETS
2.BBOT U TE T« ERER
v ATYAITEEDARY BRI NIBE. EDARY EDTRTDT I T+
ETFaBURRMIRREINET,
v ATV A TETCDARY FEERLIEBEIE. 2TDTFIT1 ET 1 DHHIER
TEE,

3 BBET+—LZBERLET,

BRET - LEBEAEDETRHDED KL SICFHESNENMCDOVWTOFMIF. EHEDOF A EEI S 3
YEBRLTIIEEL,

BEO7S—rDOBRET+—LZEBITRE. ChDHROT7S—MMIBDEY, (FREZFMELT
TI3—brEMIA-—TBEVSIRTIE. COFLLWTS—MIRELDIETIT T TIEHD FEA.) BIifF
DT Z—hDBRET A —LZZEEITBZ LI BIFOT7S5— b zHIBRL. BR%7 + —LUNMIBELRE
THLLWTS—bZEl T35 EELTY,
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@ Send message when the condition becomes TRUE.
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/' Send message when the condition becomes TRUE.
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LTI > CM# 1 for patient Uppsala-13,- SEVDefIDCM-event ref “ged
CM Reported
Body. CM Reported Site: Uppsala
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Patient: {SiteCode:000000}-{SiteSubjectSeqNo:00}- {StudyEventDefld} Gender: Male
Gender: {BSL._PATIENTINFO.SEX} ... ... et et B 20 Dec 1980
Date of Birth: {BSL._PATIENTINFO.BRTHDAT} ate orEr e
CM EVENT REPORTED CM EVENT REPORTED,
Primary Event description: {STHIS.CM.CMTHRY} {STHIS.CM.CMIND} . Primary Event description: Alvedon Headache
Dose (if any): {STHIS.CM.CMDOSE} g Dose (if any): 2
® Mark
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Note! Editing the alert condition and/or the context form will reset all currently active alerts. These alerts will be re-activated again when the respective context form is edited, saved, and the condition evaluates to
true, which will also result in True actions being performed again even if performed previously. False and Tracker actions will not be performed until an alert has become active again

| Send message when the condition becomes TRUE
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ce Data Manager X )
Subject SGM-CLINO3 - Serious Adverse Event, Subject {SubjectKey), AE n° {STHIS AEAESPID} ]
Body: Country: {CountryCode}

Site: {SiteCode}
Subject: {SubjectKey} -
Adverse Event: {STHIS AE AESPID}

| Email copy of message to selected roles.

| Auach form PDF

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in To, Cc:, and Bcc: without respecting the role visibility conditions. Please ensure that no blinded data will be
reveale
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| send message when the condition becomes FALSE
Messag
Torinvestigator X Data Manager x
Subj fal I (2]
Bod !

Note! All data in the alert (including attachments) will be sent to all users holding the defined roles in To-, Cc:, and Bcc: without respecting the role visibility conditions. Please ensure that no blinded data will be
revealed.
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@U Send message when the condition becomes TRUE.
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if(START.PROFILE.NAME != null) return START.PROFILE.NAME;
return 'NOT SET';

CHUZED, REDIDDARY FTHENZEHTREIND. FLEHBARY FOBEBOEEBERIFTZC
L ORISR D £,

25 J0ORAR> BT

AMDARY COBMITIERTBICIE. OO T A—LEHERCEEEFEHAL. BE 7 +—LAID $EVENT
YIEEID EventDate ZEHL X7,

5l L T. AESTDT>BLSEVENT.EventDate I&. AEBIRRIIBLE D v FEMBETAITNIERSHL, WS T e%E
BKRLET,

3 EBEF
MUTFDJavaScriptEBEFZFERALTWET,

« Arithmetic Operators (EfiEEF)
« + (addition)
= - (subtraction)
= *(multiplication)

= /(division)

« Comparison (LtBEEEF)
= == (equal to)
I= (not equal to)
< (less than)
> (greater than)
<= (less than or equal)
>= (greater than or equal)

« Boolean logic (7 —1) 7 > 8Y)

= &&(AND)

= |I(OR)

= [(NOT)
4 F—5E

RDFRIE. Viedoc DIEE & Z D JavaScript T—3X XA T T 7 #+ )L MED—E T,

Viedoc  JavaScript¥—42 41 7

>

BB v
=+
L
~
{[c]

117 String (XXF51)) null

2k

#Hh= Number (&) null



Viedoc  JavaScript¥—42 41 7

>
5 7
*
L
~
fi&
At Date object (Bf¥A T o 1) null
JavaScript TIFON SN TAZ AT > FLET, 1810 128I1F1MICAD T,
new Date(2020,08,01)D & 5 B Tld. 08X 01DERNIFFLEICEONH B 7=, 8
ELTEHBIRINE T, CORERERITBICIE. K DIZ newDate(2020,81) t EE £ 75
HlWiedoc Me UITlE. 7ORX T+ —LTBREINZBMN T 1 — I FIEXFI & A%
INET, FLLWiedoc Me UITIE. Z7ORX T #—LE 7 +—LADOAMOEADNET
LTHBINET,
CDH. ISKTEATZHE. BE 70 —ILRIZARA TSz e LTEELEEAS
CDfe®. newDate((DAHNE LTEMITZ T ARIXFEIZHRA TS o M
TRINELRHD £,
f5: var converted = new Date(DateltemID) ;
Chid. RAZFHFICHEZFERAT35EICOAERINE T,
setMonth I CEDEZIEE T S i3 TET A, COBEBD Y —N\1 R TE
TENEHE. BRI ATFLICELLRESNEFE Ao
B Date object (Hf¥A T2z k) null
IXZ4  String (XF%) null
277
2k
Fxw  Array of string/number* (X 3/ BEHRF DEZF) [l
TRy
2
S%4  String/Number* (X257 /#81E =) null
R
ROw  String/Number* (XF5!)/#EH =) null
TR
Y,
771 UTDATS o b~ null
L

= FileName (string)- 7v 7O—R L7177 71L&
« FileSize (number) - N\ FEED T 71 IILH X
= FileHash (string) -7 71 )L 5>V DMD5/\wv < o

A EEA T bOXFHIRE GHRIZSEFEEEEOR L 7ONT1DEIY aVES null
BR)

*FIVIRYIR STFREY. FRBFROY LI VOEERA TiE. BRI-FOWTNHDEBETH VR
D, BEIFBET,



5 BICKBZHATIIIBRICEZAA
JavaScriplC B33 T —XRAFEIIME. £IFBBO2ODAEICEIDITSIENTEET,
51 fEICLBHEA

BEDELMEA TN BJavaScriptD T —XBIUTDED T,

« boolean
« null

= undefined
= string

« number

hid. ERROZATDS50200EHZLHRLIE. ENSDENZOEIERINE T, eXIPROI—
(NOEZI=N

var a = 3;
var b = 'def';
var x = a;
var y = b;

afEIX3. bDfEIX'def'. xDEIZ3. yDfEIX'def R D FT, T a & x IEFALME3 ZFSE. b ¥y [ L& def
EHB5FEY, LALINS4DDERUILIRTHILIZDHDTY, BROTIIT. aDEZSICEELIIBE. 30D
EZIF>TVWB B ICIFADEELH D FH Ao

5.2 BRICEZHRA

BBY3CICEDEIMCATND JavaScriptD T —RBUILATICED £95,

= array
= function
» object

ChiE. CNSDOBEOEHIE. BZDOHLDTREL. BREICFETIREDEZEFIS L ZEKRLET,
T3> T —HAIZEDViedocHENA T2 0 M RODGEEN DD FITDOTITEL T,

JavaScript TIFBMIEHTA T I MIBD T, FIRIEIUTOLSBHDAH B LET,

var d=new Date();

var c=d;

d.setDate(190);

ZHAISERA TSz b LTER SN, ZHclddDEEZBRBLTVWEYT, COBE. dEZEFETZLVIC. ¢
FERFICEESNE T, DED. dEIREDHADIORICKRET S . cHEFMICECEZEIFEL 9,

6 JATLEH
HIAIRDPED T #—LOXARATEEH NI E I XOEHEFBIBZI W TEET,

Z84L T—RE T A ME

ItemId |¥Viedoc DesignerT F—R2BD TR HBRICEBBTNTUVET,
RE RTEES

nTtwnsa

b, IHE®D

I

TEEDF

ER

Subjectkey String BEZBMLIBESDHANULL

SiteSubjectSeqgNo Number HERARADEEDS —47 Y IEE (1HSER)



Z8A

StudySubjectSegNo

SiteCode

CountryCode

StudyEventDefId

StudyEventType

StudyEventRepeatKey

FormDefId

FormRepeatKey

SubjectFormSegNo

OriginSubjectFormSegNo

SourceSubjectFormSegNo

EventDate

ActivityDefId

— 55

L

Number

String

String

String

String

String

String

String

String

String

String

Date object

String

T4 ME
HRICBITZBEDOS—T > IBES (10 5BH)
Viedoc Admin TERE SN I — K
MERHEET SED ISOEI— K

Viedoc DesignerDiEE7 — 2 7 O—TCIaE S NIHERT
N> +DID

BREARY M FENARY S THERRREAARY K,

BOEBELARY FOREODBHRZHTZES (THW
BARY FOERRRARY hRY)

Viedoc Designer > forms > settings TIEEL7=7 # —L®D
ID

BEDTITAETARATIRDEL T +—LOREDT >
AV AZHANTBHI VR —

BEILANILTEED T A—LDA YRR E—EICH
AMTBDAIE— DED. IDBHBED. FOEEICH
LTI 3—LDFLWVWA XA ZIDMER EINB =TS
BIMLET, EEAICOVWTIE. UATD 74 —LDELE
SEBRERLTLIESL,

AE—SNFET A —LDAVRRAVRIIH LT T—4&
MERUICAE—SNT +—LDA VARV X ZHHIL
£9, 74—LDRFDAVARZVA(DEDIE—SH
TLWEWVWDHD)IZDWTIE. SubjectFormSegNo DIE%
MEBLEYT, HFMIUTOIA—LOBELESE#BEL
TLIETL,

A—SNET7+—LDA VY XAZVRICF LT, aAE—
SNTETA—LA VARV ADY —R (F—2HOE—
TNFTA—LAIVREVR) BREETRIHTIVE—,

T+—LA>VARYZAOIAE—TT®D SubjectFormSegNo
DEEBELE o 74—LDRIIDA VRV A(DF
DOAE—ENTLAEWVDHD)INUITY, FHMIFUTDT +
—LDBELESEBRLTIIZEL,

REOMRERHRRARY M. O IRTOREDAA
DANELNS

Viedoc DesignerDiER 7 — 27 7O—CRESNE=T I T
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e T—5E T7#IME

ItemId _format Date object Bt ELE
RAINTYRA—RAT7%fE 0. BtDH

BI3RELRHBDETDOTIE 1. BT Bl
BT, 2. RER%H
3. FEHZ A

5] ICDATE_ format

N BTHIE
n: BIEEEOHTE/ NS UT OHTE

E/BEERO T =< v hESIET IOy aYH
CECRE.

BookletStatus String PMSEERDHICERAL XTI PO T —X X, DL
ER YN EANOK 3-8

« NotSubmitted Fi2H
« Submitted FEHFE

» Received [H##%

« Frozen [BEEX

= Returned BFHEMKES

F 74/ FDXTF—% XL NotSubmitted & 7D F 9
CDEXTLEHIG, UTDLSICFEE TS & THA
TEFFT,

<visit identifier>.$EVENT.BookletStatus

- $THIS.$EVENT.BookletStatus,
V1.$EVENT BookletStatus, or
SPREV.$EVENT.BookletStatus.

61 7x—LDBELES
LTFiE. RRAETERETE 3R EROETT.

ZHICDOVWT, BIFITARTFHMERRFOREE T, 2ED. Z0E (FIZIETHRHEAEY) &, BEDIRY ik
U2VWTWLWET,

BRIEUATOT =< v b THETEE T, <A RXY MEBIF> $STATS<TORICH D & 5> HEH->
$THIS.$STATS.QueryRaisedCount

Variable name Data type Description
QueryRaisedCount Number IR FATRITEN Y T ORE,
QueryResolvedCount Number ARY FATEE LT T Ok,

QueryRejectedCount Number ARV FATUS T bSNo I DR,


https://help.viedoc.net/c/e311e6/3cfacd/ja/

QueryApprovedCount Number ARY FATEDREINT=I T OKEL

QueryClosedCount Number ARY FATIZO-XINTF=T T OB

IncompleteFormsCount Number ARY FNATERET DT +— LD,

NotLockedFormsCount Number AR FATOYZINTUVEWT +—LOKE,

NotCrFormsCount Number AR FHDCRADKFESRD 7 #+ — LD,

NotDmFormsCount Number AR FADTF—EIFZ—JvHLEa2a—LTUVWAEWT +
_-L\o)lvlg o

NotSdvFormsCount Number ARY FRDOSDVARETNTWARWT +— LD (SDV:

Source Data Verification) o

NotSignedFormsCount Number 4R FAOinvestigatoriZ &K D BHHNTVWEWT +—
LD,

NS DFIEERIZ. EDESBYI)—T+—I Y b THEYR—FTNTLELEA, CNSOEHICEF
N3RE. AY DB ELRBEESNTHBIMEINEE Ao

6.2 TA—LI—TVRES

7 74—LDAVRARAYRAE T F—LDI =7 AESZFERL TEHY
%

UTDT7+—LDELESIZ. EBLARNILTERZ 74— LA VARV AEZBRICENTESLSICEAINE
o CNBIE HIDARY DS T—RZIAE—LTHBLIET A =LAV REZVADGE. HICBEICRD X
ER

= FormRepeatKey - HEDT7 I T ET BT 3. #EDIBRL I+ —LDFEDA VYRRV A% #HT S
AT VB —, Thid. ViedocHIN—23 430D T U XR— B ATHIBAEET T,

« SubjectFormSegNo ~BEL NI THED 7 +—LDAVRAEAVAE—RIZHANTEHV 02—, 1T
D, FOBREIIH LTI A—LDOFLVLWA VY IXAYIBMERSNZEUICEER 10XV SN
F£9, Tnld. ViedocH/N— 3 V451D T AR— A THARIEET

« OriginSubjectFormSeqNo ~-JAE—3N/c T A — LA VARV ADFE. COBESTT—RXORFIDIALE
—TDTF—LAVAZVRAEZHAINLET, (AE—TNTLEV) TA—LDRIIDA VXXV RIZD
WTIE. SubjectFormSegNo DEZEMFL £9. —Hdk. ViedocHI/N—2 3 V451D I I AR—
MEATHIAAEETY,

= SourceSubjectFormSeqNo -IAE—3NTcT +#— LA VARV AEFICBRT S, AE—ChicT7+—
LAYVARZAYZA (T—RQAC—TD T A—LAVRARIVR) DY —REHBRNTEIHIVH— TH—
LAY ZOIE—TTD SubjectFormSegNo DEZEEL £9, (AE—SNTWVWAW) T+—L
DERDA >V RAZ > Ald. ZOIRE, DFDnullicBD £9, THid. ViedocH/1/8N— 3 451D
IV ZAR—MEATHBAATETY,

LTofITIE. CNSDBELESDENEDLSICHESNZDERLET, FRINTVWSETET +—LIFED
R’L - AE—H[RET. 1RV L1, 2. 3ICEENBHRTEICHE>TVETD,

Viedoc Clinic CUA T DIREZETL £



ARYE1IEEHL. TETA—LD3DDAVAEZVRICAALET, TNBHDAVREZVRICIF
UTo@Eb, BLESHMTEINE T,

Ve

Visit 1
Demo: FormRepeatKey 1, SubjectFormSeqNo 1, oM A s n
OriginSubjectFormSegNo 1, SourceSubjectFormSeqNo

Demo: FormRepeatKey 2, SubjectFormSeqNo 2, oM
OriginSubjectFormSegNo 2, SourceSubjectFormSegNo

Demo: FormRepeatKey 3, SubjectFormSeqNo 3, oM cn
OnngubJectFormSeqNo 3, SourceSubJectFormSeqNo

+ Demoform H
e e oo e e e e mmmmmemmm e emmm e aemmmmmmmee e e eemmmamemmmammmmmmmmmmmmmmeeem e ammmm e mmmm el

.

~

ANV 2ZRBLET. ARV MD. BAICANENIE T A —LA Y REVZADIDD ST —8%

JE—-93¢&.

ELTRREINE D,

ARY MTANSNIET #—LDIBEDA VALV IANST—R%ZIE— LT, 1R

-
VISII 2

] Demo FormRepeatKeyl SubjectFormSeqNol Or\glnSubJectFormSeqNo 1
SeurceSubJectFormSeqNo

[ Demo: FormRepeatKey 2, SubjectFormSeqNoZ OrlngubJectFormSeqNo 2,

. [T Demo: FormRepeatKey 3, SubjectFormSeqNoS Or\glnSubJectFormSeqNoS

Ry

ScurceSubJectFormSeqNo

SourceSubjectFormSegNo

Demo form

TETF—LEZBRBTETEELESICHED, 3DDAVREAVRIIIRTI—R T+ — LA

Yh2DFE

TA—LDA VRV AZEBRLET, CHICEID. UTFICRIED. HILWIA—LAIYIXEZVR
CELESHAEINET,

P

Demo: FormRepeatKey 1, SubjectFormSegNo 1, OnginSubjectFormSegNo 1,
SourceSubjectFormSegNo

Demo: FormRepeatKey 2, SubjectFormSegNo 2, OriginSubjectFormSegNo 2,

~

Visit 2

SourceSubjectFormSegNo

[f] Demo: FormRepeatKey 3, SubjectFormSeqNo} OnglnSubJectFormSeqNo}
SourceSubjectFormSegNo

Demo form

Fl Demo FormRepeatKeyl Sub ectFormSeqNo’I O{\glnSubJectFormSeqNol
: SourceSubjectFormSegNo o

O

7 Demo: FormRepeatKey 2, Subje::tFo:rhSeql‘ioZ OrlglnSubjectFormSeqNo 2,
: SourceSubjectFormSeqNo K =

s *

Demo: FormRepeatKey 1, Subjgt'tFormSeqNo 4, ¥ oM cRA s u
OriginSubjEctFormSEqNol!ourceSubjectFormSeqNo 3

|+ Demo form

ARV RIEEBLET. RDESIT. ARY R LEARY R 2D, BHICANESNE T 4 — LAY
REVADVTNADBF—FEIE—FBUIED, FTET+—LEMBTH LN TEET,

Demo: FormRepeatKey 1, SubjectFormSeqgNo 1, OriginSubjectFormSegNo 1,
SourceSubjectFormSegNo .
from Visit 1

Demo: FormRepeatKey 2, SubjectFormSeqNo 2, OriginSubjectFormSegNo 2,
SourceSubjectFormSegNo

Demo: FormRepeatKey 1, SubjectFormSegNo 4, OriginSubjectFormSeqNo 3, from Visit 2
SourceSubjectFormSegNo 3

Demo form



5 ARV R 2TANLE T A —LDBTF—42E2IE—FBZLICED. ARV E3DTFET+—LDA
VARV RAEERLET, UKD UTICRTLSICH LW I 3+ — LAV AZVRITELESH
FTEEINET,

Demo: FormRepeatKey 1, SubjectFormSeqNo 1, OriginSubjectFormSeqNo 1,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 2, SubjectFormSegNo 2, OriginSubjectFormSegNo 2,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 1, SubjectFormSeqNo 4, OrlglnSubjectFormSeqNoj,
SourceSubjectFormSeqNo 3 K {}j

Demo form

+1

Demo: FormRepeatKey 1, Subj ectFormSeqNg‘l OrlglnSub ectFormSeqNo 1,
SourceSubjectFormSegNo .

Demo: FormRepeatKey 2, SubjectFQrmSeqNo 2, OrlngubJectFormSeqNo 2,
SourceSubjectFormSeqNo

Demo: FormRepeatKey 1, SuﬁjectFormSeqNo 5,
OnginSubjectFormSegNo 3, SourceSubjectFormSegNo 4

Demo form

N5DBLESIE. HEDTA—LAIVRAZVADBLESOEZIS T 2B5ICBRELT. XOPRTHERTE
£9, DED. {SubjectFormSegNo}. {OriginFormSeqNo}. {SourceFormSeqNo}z=fERA L £7,

EERDHITIE. CNESDBLESZRDESICEALT. 74—LDY T —FZzE L L1

Form Repeat Key {FormRepeatKey}, SubjectFormSegNo {SubjectFormSeqNo}, OriginFormSegNo
{OriginFormSeqNo}, SourceFormSeqNo {SourceFormSeqNo}

s TRAVR—FRADT -2 YT ELYJavaScript TER TN DS 71 T LEBIF (-
EventID.FormID $ ActivitylD [FormRepeatKey] .ltemID) |Z&\T3. T+ —LDEFEDA YV AA VX%
AT B7=HICIE. FormRepeatkeyD &M ERINFE T,

s TJA—LEVEZYMLTH, BLESIIEIESHE 7+ —LICEIDHE TSN, RICHERATELZEBELESIE
FLOWAVRE Y RICEREINE T,

LTFDESIC, Excel DT RR—bHATIE. CN5DT+—LDBELEBICED. T—2DT LR > T=RIEIDA
RYMDST—2%F AE—LTHIBLIE T+ —LA VARV ZBHITZ D TEED,

Origin Source
Subject  Subject  Subject
Form form form form

sequence sequence sequence seqguence Design
number number number  number  version
FormSeq SubjectFor OriginSubji SourceSub] Designer:

1 1 1 2.1
2 2 2 2.1
3 3w, 3 2.1
1 4 3 """" =321
1 5 I R

T4—LDBLESOEZERLTHD L. BIADIRY ST —2% AE—LTHEIBLIE T 4+ —LA1 VY REY
ADHD. V—XBET7+—LDELEBEEDY|. DD ZDOHIDOREDATICENATIINTVET, T—&Iid.

BLEE 7+ —LDELBSEDERF O 74— LAY ARZADSAE—EN. EROERTHRICNTI ST SN
TWET, 72D DTIAE—CNETA—LAVREAVRIE TDEEZE 7+ —LDELEFESDE. DEDID
FITIE3, THRATNE T,



8 PRI

Viedoc CEE&E T /== ld. JavaScript @ function & FIFKICHERE L £ 9, (ECMAScript 5.1MZ#(585)

l

return 2;

var a=2;
var b=3;
return a+b;

RIFE—DXE LTEL ZEH'AIRET. ViedoclE ENS ZREBUCEIEL £ 75
RiF. BROE (R) ICE#BEhET, fl:

2

IEFUATDL S ICEH:
return (2);

EJal =N

VSDT <= now()
IFUATDOKS ICER
return ( VSDT <= now());

JL—"7( for, for/in, while, do/while )ZERAT3HEEIE. UTZEELTIEETL,

» RS ETICI - R A VA -y bS5 AE—Z LBVTLLIEE L,

 HERIL—FICBRS>TUVWRWLWHREERL T ZE L,

« JavaScriptB@#z ERY 31551E. TSV OEHEEEZERL T EE L,

s IIATY MU —N—AIOBMA T AT LOAE) BEZS|I SR TRIEENHEZDT, 1251
> IBIRBBUIET T TV,

8.1 JavaScriptdi T7+« &
JavaScriptll T7 2 &, JavaScriptz E<BOAIL Y —ILTY, FREEIFUTOED TY,
 A—baAVTV—-bEIYITYS

s IS—DN15A FRT
s ViedocHhRIH T 2 71 T LAVKEEICDVWTEHLCHBELTWSeZ—Z=VF Do ayAD >y

JavaScriptl T7  Zld. Viedoc®D 7 # —LFRE. 77— MRE. FT Vv IRDRE. BEXT—FXARER L.
BEGEMGZJavaScriptil TAN T BERMIRTTTHRICENF T,

JavaScriptll T« 2 & B < ICIE. JavaScriptT ¥ A R IFT 4 Z—D T4 —ILRICHBISHRE>E IV VI LE
ED

ITAR—DHETET



ITAR—U4 Y RUBERLFERBAICEBH T D TE. ETOXRNTH A XZEETEZEHTEE
ER

811 A—ra>TFU—bIwIT7v S
JavaScript TF« Zld. A— b~V TV =Ly I Ty TITHIGELTWVWE T,

» VAR T A—LEEANDT IR

s AVTEARN T3 —LEBEANDTIER

« ViedochRIH T 2 IL/S—H#BE (B : age. date. today )
JavaScript TT«4 A2 « V4 Y ROUTANZRB TR ALNT - NRILICA— OV T) — FORBREHRRSN
£, BREDOURAMIHIBERDOFMEZRERT ZICIE. TOEBEDLICNIRAEBWT, RTYODRLEICHZ >
SRILEIYYIFTEID. CtrtAR—IZ AL ZF T,

ZELT ALTRA VG, HEHOBXPNIA—4, RDEBRLEDBERNMIRTEINE T,

SUFREY, Fry IRy IR FAYTEIURAZa—BEDTATLTIF ANTRAVICOA—RUR LD
EICRE T BBHMHAKRTEINE T,

MARREAITRTOTATLDIY A ZRTT BICIE. CrbAR—IXZANTBH. ANZHBRLTLES
(AT



812 I>—D/N\1Z4 L ERT

J—RICIS—DBHBEESEIHRVTRIRTEINE T, EDLICH—VIZEL L, I5—DFHlZzHRTZIL
MHEE T,

BXFDPeekProblem%z V) v T 2h. At+F8ZANT R L. TZ—1BRIITA R - TV RIIZA>VF1>
TRRINET, TT—EBIEDREEZB-VLESIXQuickFixz 7 1) v I LE T,

JavaScriptDX T 7« # TlE. T FNURICIR ST STNIUTSNTLESHBERHB D FI, LH L.
ZERNB=REFTBIRICEITINBZREATIE. ADELLSKEESNET T, FHFMICOVWTIE. FESFE—FEhTL
TV OEEZBR LTIV,

813 eZ—Z=Z>IAD)>Y

ViedocHMRH T 2 71 T LRKEEEICDWVWTIE. ANILTRA VIS BEDT7A TLPHEEEIC DLW T OFAAIEHRNE
HINTWdeT—=270tEo a3 yADU Y IRREINET,

F—T— R, let&consti. PDFERITS—DREREAZAREENHD. IRTOTZIHFTHR—LE
NTWVWABDITTIEHD £FH A

814 HR—FEINTLWRLWRDEE

UToRAFDHIE. JavaScript T 7+« X TIEHR— FINTULEEAD. TNE5DORIEBHMTHH. EEZF
FI3LEBRTHAUDNELLKRIEESNE T,

s PUOTAETo&EFERLIEIVORT #—LEHOBE fl [$ActivityDefld]
s AT —IC&B 00X T —LEHOERE 5l $FIRST[index]

9 J—JLiEER
T—ILE& L true £/cld false R I T, RRFIEHCNUF—> 3 VTCERINETD,

true -UTORBEBOMBEZIFOBEIStruellRD £,
= 100
= "Hello"
= "false"
= 7+ 1+ 3.14
= 5<6

false - UTOHRBEZF-RVEEITE TalsellBD £7,
0

Undefined

null



BIZIE. KEHDBM(M)T>65. LIET>45TH 3 EHERITDHDON)T—2 3 >KRE, 45

(ItemID= GENDER )IZ X 1) —=> 41 R ~(EventlD= SCR )DBEEIR T # —L(FormID= PI JICINE TN, KE
(temID= WEIGHT )IZE v M EIZDemographics 7 # — AICINE SN E T LUTIE WEIGHT QIERICEHI NI T
A4V rFT VI TS,

if (SCR.PI.GENDER == 'M")
return WEIGHT > 65;

else

return WEIGHT > 45;

91 BffoLt®

JavaScriptTORMIEFA TV Y hTHD. FIAFREALBEREFIIUTOED T,

= >
n >=
n <
n <=

l== X737 = ZFERTINERDHZBESIE. NULLEF T Vv I T23BEZ2RVT. TOEROFIDELSIC. XF
FINCEH L THELET, NULLEF T v I T3 EEFIE. NULLA SBIDBEADETHEFRIC, ZOENEETNTLE
SEBNDH B, BHIILBEWVWTL IS,

911 22oDHMANMRLHAE S h DRERR
Viedoc T2o D BB REL AL S HERRT B ICId. A TFOBBEERATIET,

function sameDay(dl, d2) {

return dl.getFullYear() === d2.getFullYear() &&
dl.getMonth() === d2.getMonth() &&
dl.getDate() === d2.getDate();

}

return sameDay(Datel, Date2);

C CC. Datel¥Date2id. LLEWNSRDBAMIER D& ZViedoc THERINZIEHIDTTY,
912 RE/EFOBNNEREDITS

BZIL3DDELBHAMDS 5. RFOBMZEIF T B ICIE

if(DATE1l != null && DATE2 != null && DATE3 != null)

{
var latestDate = Math.max(DATEl.valueOf(), DATE2.valueOf(), DATE3.valueOf());
return new Date(latestDate);

}

return null;



FERICELREVANMERE T 3IC1E. MathmaxEMathminlC BE R 3BRELH D £75
if(DATE1l != null && DATE2 != null && DATE3 != null)

{
var earliestDate = Math.min(DATE1l.valueOf(), DATE2.valueOf(), DATE3.valueOf());

return new Date(earliestDate );

}

return null;

valueOf)BAELIE. TV ST THBT—RBETIFEEL FH Ao javascriptTT 1 I OEK=EHR— ML
TWVWETH, TV T TRBRT—RBITIFFERLABVWTLL T,

92 TJrAIIoFO/INT+

BRICTT LI, T7MIINT =221 TDOREZT—2EICRATT IV ERATEXT,

10 7 =)L ME
T4 EDERDETIN. 7 3—LD B L SN SRITREROEDNRESINE T,

P T 7 4/ MEZFDIEBICRTREDRESNTUVSHE. BENERTICHRBZLTICEDELNT T #
ILMEICUEY FENET,

11 ViedochH'igtd 3=

Function Description Implementation

date(dateString) B X% % JavaScriptd B¢
FITST U MIEBLET,
dateString (& "yyyy-mm-dd" 2
AN THIFNIEED FH A

today () REDOHRDBNZERL XTI,
now() WREOY 1 OB ERRIZ

RLEY (ERDHBZ2A L
\/\‘_\/)o



Function

addDays (date,
days)

bmi ( weightInKg,
heightInCM )

days ( DateA,
DateB )

hours( DateTimeA,
DateTimeB )

minutes(
DateTimeA,
DateTimeB )

Description

AT A T b
ICHEELcAfZEML 9,
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Implementation

function bmi(weight, height) {
if (weight <= @ || height <= @)
return null;

var finalBmi = weight / (height / 100 *

height / 100);

return finalBmi;

}

function days(endDate, startDate) {
if (!startDate || !endDate)
return null;

var oneDay = 24 * 60 * 60 * 1000; //
hours*minutes*seconds*milliseconds

startDate = date(startDate);
endDate = date(endDate);

var diffDays =
Math.round((endDate.getTime() -
startDate.getTime()) / (oneDay));

return diffDays;
}

function hours(endDateTime,
startDateTime) {

if (!startDateTime || !endDateTime);
return null;

var oneHour = 60 * 60 * 1000; //
minutes*seconds*milliseconds

var diffHours =
Math.round((endDateTime.getTime() -

startDateTime.getTime()) / (oneHour));

return diffHours;

}

function minutes(endDateTime,
startDateTime) {

if (!startDateTime || !endDateTime);
return null;

var oneMinute = 60 * 1000; //
seconds*milliseconds

var diffMinutes =
Math.round((endDateTime.getTime() -
startDateTime.getTime()) /
(oneMinute));

return diffMinutes;

}
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ItemID.contains(CodelListValue)
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DHBEIE U TFDESIBFIVIZEMTEEHEZIONET,

if(ItemID.contains(3))

return lltemlID.contains(1) && !lltemlID.contains(2) ;
else return true;

FEEOBITIE. SHLEDBERFOENICHZELAVWI—RU X MT, 1228 X COOFEREOI—R U X
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var skipActivities = ['V1Al1l', 'V2Al', 'V3Al'];
skipActivities.contains(ActivityDefId) ;
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EqualTo
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parseRangeValue(value) ESEATSTY = parseRangeValue("[1.3,2.0]")
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createRangeValue(lower,
comparator, upper)
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getRangeValue(rangeValue) ADEERA TS function() {

T RMcEoT var rangeValue = createRangeValue("1.3",

"InclusiveInBetween", "2.0");
= X . k) E)
BRI NI return getRangeValue(rangeValue);

OXFHIRE )

BEBESACKTOH YL NEHS

inRange(rangeValue,
numericValue)

- AHBEDA = inRange(range_item_ID,

HEEN - 53 numeric_1item_ID)
o (t ) = N inRangE("[1,3]",

rue). & numeric_item_ ID)
h (false) %R

v7-ILiE
= A7

&

PRENACKTOH G S E
59w
N I

st
i
op

TEEHES ACKX
%
|

ﬁ-l- 1
&

12 Math 21731

ECMAScriptiCid. ETEICERTE 2 math objectshEEFNTWVE T,

13 THEFZRE TOREH


http://www.ecma-international.org/ecma-262/5.1/#sec-15.8.2

ViedocDIEBICH LT, OBEEPRHEFICIEL TRRZEIREZEN. UTOBERDKLSICT 7+ )L MEZE!
DHTBILT. BEDEZRATB7ODBEHZEEC D TEXT,

» JA—LERICEZERIERIZ. T 2ROt 3 Y TIERESNET —RBE—HLTVWBHELD
DFEI
» TREO—HOBEEICOVWTIERNT LA, —BLAVEHZES L ZHIF30REHH D X
Bho MIRUTOBEPANA T I bZ2TF AT —ILFISRTHBE, NMIRUTOXYIOX
FRRAMDT+—T v bE. ENENOBEED T —N—RITERITINIBE. T—N—AITRESINT
TF—=X Y MIBRBIEITERLTLRETL, FIRIE.
« WETRRZBEATHEE
» "TBEEH, 74— L

« B#ILViedoc MeD 7 # —LTIIFIETET EEA

14 o7 NvJ
TNYITTBICE ROPTRORZHEAI B EATERT,

debugger; statement.
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Calculating the age of a subject
BEDFMZFTETS

F17%& Viedoc System 2022-01-14

RO, EEGFD (BHIE) Z5tBLET

var ret;

if(BRTHDAT != null && RFICDAT != null){

if(BRTHDAT <= RFICDAT){

ret =(RFICDAT.getFullYear()-BRTHDAT.getFullYear()) - 1;

if((BRTHDAT.getMonth() < RFICDAT.getMonth()) || (RFICDAT.getMonth() == BRTHDAT.getMonth() &&
BRTHDAT.getDate() <= RFICDAT.getDate())){

ret++;

}

}

return ret;

}

return null;

BEET -2z EAT 3558, FRNEROBICHZHEIFTTIEIVETI, AIXIE. 185 L LS Fipld.
0-18X19-45DICH B Tcd. EESDEEDBHINEE A,

BE¥ D FFl "> Viedoc T DJavaScriptDEWLAIZ D W TIE. Viedoc TJavaScriptzFHT 28R LT,
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Adding an auto counter in common events
MEARY MCBEIAV V2 —%ZRET S

F17%& Viedoc System 2022-01-19

T4—LICEBEBIAI VA2 —%FRET BICIE.
1 —I7F*¥ X MEEEBMNT3

2 HERERY 7y FcHZEHET (A TUTOI—REZEALET

return StudyEventRepeatKey;

StudyEventRepeatKeyld XFF|HDT. WEZA FIFHTTEFIMITIHRELNHD T, .

Viedoc T DR JavaScriptDEWLVAFIZDWTIE. Viedoc TJavaScriptZEH T2 L v AV EBRL T T,
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Using advanced visibility conditions

RESRTRGZERTS
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BEFFRBAMEEDHICENE I_\‘éﬁ%

C C Tl JavaScriptz > TRREGFEZRET BN LET,

1 BEBOREFICEDVWT T —ILFORTRGZRET 2HE
COBITIE. MROREICEINT, AEERT +— LOBEORTRHEREL T,

BEFRI7 A —LIBUTOERDO K S ICRESNTVED,

IEEYET B,End Dateld. #ERHD (3) BREAFTIE (4) BEETHERFEHDOA T avIcELWVESDHICK
RENBESIKRELET, TOEHICIK. HAMTHBREDORTHIEZ TICUATOOI—-REEHRLET,

AEOUT == 3 || AEOUT ==

2 BUBREBEFXREILEREOHICEEZRLREIEDHE

COBITIE BREIET +—LOEBICTHAMRICEET 28Rz, BET3HNDH (CDHEIEBEDHKER
E) IIRTEINBELSICRELE S

HRIDER (DMSEX) 3. Demographics (DM)7 #—LICINEET . TBMEIEM,ER>TWE T, DMT +#— LAl
ERBHIRT R FDHRICH D, EYw MIDISTSTART, T, B (EEME 7 +—LDIEEIEIC03) % BHEHEREDH
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START.DM.DMSEX==1
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Calculating the difference between two time variables

—ODRHERDEZFR TS
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CDEYv>arTlE 200KRAEROEZABE T B FEZBNLET,
BIRICT T & 512, B Start time ¥ Stop time DEFEZEXHE T 3ICIE. UTOO—RFRZAHNDLET,
if (!START || !'END) return null;

var diff = (END - START) / (1000 * 60); // minutes

return diff;

Frld.
if (!START || !'END) return null;

var diffInMinutes = ( END.getHours()*60+END.getMinutes() ) - (
START.getHours()*60+START.getMinutes() )

return diffInMinutes;

Viedoc T DB JavaScriptDEWLVFICDWTId. Viedoc TJavaScriptZEHT AL v AV EBRBLTLIET WL,

JavaScript Tl B[R L TRBEZRET 2 CeidTERV S, BREZEIRT % . BRIIREOHERD BT
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Controlling the format of a date/time variable
BI/BRRIERD T +—< v b O

F174& Viedoc System 2023-10-24

1LIEC®HIC
2. B{3/85%038H

1 EC®IC

ViedocTld. BEEICT—XF v I%BMTZ T BEH/RROBEBEO 7 #—< Y b EHfHlT2 e TEE
9, I, HERERY 7Y ITONITF—23 22T T, BEOFINR 7 —ILRICATOO—REZANLTSC
ETITWET,

ItemID_ format == n,ZC T nid. UTFICEREAT AL S5IC. BRD 7 +—<w MIIGL T, 00 10 20 F7=133
DVWITNHDER LB EHNTEET,

2 Bf/RZRIIEE

FIZ L. Date of birth 7 + —JL RIZID = DOBY % 355

B oflFgztid.

DOB__format == 0 ,ELAGHJ7+—<v k

DOB__format == 1 ,Aff¥ BT +—< v k

DOB__format == 2 ,BfOANZFIRLI=WFE. FIXIF. ELAEIFZHFAL. BOADZFFAL
BWESICLET, BEDETIIRELEFABRZINET B-HOFIBRAHD £,

DOB__format == 3 ,FEfZIFEANFAT 5 & S ICHIRT 2155,
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Configuring a check to apply to a specific event or activity
HEDANRY MR TIT1ETAICBERTSFIVIZRET B
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BRZA4RY N BIZIEEventt. Event?2 & Eventt3) DR TEIL 7+ —LEFERALTUVT. BEDIRY + (HIZ
|£Event3) DIHICIT+w bFT vy (BIZIEDATENUIDATE2L D HAETTHIFNIEAESHRL) ZR/ELLEWVES
3. UTFOOI—REFEALE T, (ATESBTIRIICEICNULLEF T v I TR EHELET,)

if(StudyEventDefId == "Event3" && DATE2!=null && DATE1l!=null)
return DATE2>=DATE1;
else return true;

CHUSED. Event3DAHICF Ty VHEITEINE T,

F#kIC. Event3NDESEEDT I T4 ET+ (ACTI) OIHCF T v I TVWEWEEIR. UTOI—-REFALE
ED

if(ActivityDefId == "ACT1" && DATE1l != null && DATE2 != null)
return DATE1<=DATE2;
else return true;
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Checking if date only is entered for a date/time variable
BE/RRZEBICAMDOADBANEINTVEHE S D EHEEET S
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BY/RBRERIE. BERITZANDLTVSIHEE. BZ00:002RL F3, @RI-—TF-—DIREZANLENTULR
WHESHZEBERLIEVLWDB LN EEA,

ZEDEHICIE. ATFOI—FZ BU/RAEBOITy cFzv I LTERALE T, UTD itemiD%Z BI/Bs
RAZHDOIDICESTHLRITIRE L,

var datetocheck = new Date(ItemID);
if (datetocheck != null && datetocheck.getHours() == @ && datetocheck.getMinutes() == 0)
return false;

return true;
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Controlling the number of decimal digits in a number item

HEIEE O/ S TONTEICDOWT
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FE | BWEEEFIETZICIE. TUV—TFTFX DT —=ILREFERL £9, ViedocTDF U /N—T 1 —ILRIF. 1
HAM.0£0001 LTI/ NZ 78, EDRIRICHZAEOAZTIDIETET, LD >T. 1H1.0H00001H. EFHEICIEE
C'"FoN—="ib£7,

BEEE DA N SN N R U T ONEAEE SNICBULETHEUTTORVWI L ZHELIEWEERH 3D L
NEEA. TDESIBBERE. T—RXF v I/t r>avOREEBORIEICI—FZEML XY,

ROA—RHIF. TU—FTFI NEEONISUTOMBHDERIITHEZ L EHRTD-HDHDTT,
var re = /((\d+)(\.\d{1}))$/;

return re.test(NumberFieldID)==true;
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Extracting descriptions from the form link item
TA—LI2IT7ATLDSERZIIET S
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ZDto> 3Tl JavaScript ZERALT7 #—L ) Y 7IEEDSBEREZ BB T 30BN LET,

TH+—LVYIEBDIT A=Y b7 —ILRIC. UTOBERICT T LS BRERPZENTVLBELET,

T#—<I v T4 —IILRHDSAETERM (#BEHF) ##HELT. FILLW I —ILRIEBIMTE 3 L EMNTY, i
O, EEI—FT1 VI OEBEBEB LTHERATEET,

J—RA:

var merged = [.concat.apply([], CMIND_AE);

function getStringBetween(str, start, end) {
var result = strmatch(new RegExp(start + "(*)" + end));

return result[1];

}

var supportingValues = merged.map(function(formlink){
return getStringBetween(formlink.summary, 'AE Description:', - Date of Onset:');

M

return supportingValues;

Viedoc TDJavaScriptDIERAEDEHAIC DWW T, ViedocTJavaScriptZ{EHAT 22 BB LTSI LY,
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Scheduling events
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2 Viedoc Designer TARY FERET S - BEHGFEARNV b+
Dt arTiE. ABT—ITJO0-TRITEINDZIARY FREICDVWTEHAL £,
Viedoc Designer T N> b Z 1B, REZITOAEICOVWTI, HEBET -2 70 —%2BRBLTIZE L,
21 —RERTE
ARY FRE > —M TUTOREZITVET,
« A2 D= Diary
» AR % = Subject Diary
« BBUVEERST = Diary : Day {StudyEventRepeatKey}
« RUVBIERR = Diary : Day {StudyEventRepeatKey}, {EventDate}: {QSSF36.SF3601}

{QSSF36.SF3601}E. QSSF367 + —LMSF360IIEEDIETY (TRER),
= AJIERIE = Subject initiated
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7z ZiE. 208F1B1RICRHVID AR b-R V==V 5 %A LT5E. EEBBHEARY FORTIOFLEIL2018
F1H6HICAED E T, ThiF. BT aYDARY MEE (BEH (REOERMANXIGTER) H588E5H
%, FRAHEEH0R) IO TVET,
ZDHE. ROAIRY MFEEIF. KICRTELSIC. EaBH51HZRICAED 9,
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1. BERE CORAREEEBMCTRICFTVvIEANE T,
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Using repeating forms
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1LIEC I

2.7 F—=LEERTS
3.74—LZEHEDELY LTERETS
4.Viedoc ClinicCD#ENEBEL 74 —LDEZXH

1 FCHIC

CDLYRVTIE EDIERL 7 +—LDFERFIZEHEL £9, Viedoc Designer TIEDIRL 7 A —L%ZHRETSH
&, Viedoc Clinic TO#EDRL 7 4+ —LDORRAEICDOWVWTEHBL X,

BORLIA—LDEREICOVWTIE EBT—2 70— ICHB T+ —LDEIaVEBBLTLEETL,

CBELS TN T BB TIE. MealséE s 348DEL 7 +—L%EERE L. Viedoc Clinic THEDEBEHNBE LI,
TA—LDIDDAVAZVRICAATESRLSICLET,

2 TJxa—LEERTS

TA—LIFEBRT A >DT+—LEI> a3V TRENTEXT, REICODVWTOFMIE T 4+ —LDER CIRES
TEREV,

CORITIE T #—LICBECERZZEEE Y,

» BEOEE-SEEOA T aVh6BIRTE XY, (TEK)ERIDIK STDML,

- BEDHE-8BEICEALEY, BBIDIX MLTIM,
BOIRL 7 +—L%EFERATZHE. ViedocClinicTRIL 7 4 —LDA Y RA VA% HEICHTET 2B %R
ETDEHDNEETT,

5 50HITlE. WMERR%E (FormRepeatKey). {STDML} Time: IMLTIM}E L E L 70 CHUICED. FRIDL S I
Viedoc Clinic CERZ 74— LAY RARA VA ERBICHRTEEY,

3 TA—LZEORLELTEET S
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Adding a hyperlink to a form
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Custom reports examples
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1.2 Treatment-related serious adverse events
1.3 SAE with demographic data
1.4 Outliers
1.5 Drug_accountability
1.6 Medication inconsistency
1.7 Blood pressure plot
1.8 Survival curve
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1.7 Blood pressure plot
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1.8 Survival curve
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Blinding in Viedoc
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How to set up a study
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How to import data using the Viedoc Data Import application
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How to configure a randomization
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This video gives an overview of how to set up Viedoc Logistics to ship your investigational product between sites and
depots and how to allocate kits to patients.

If you have difficulties in viewing this video, click here.


https://www.viedoc.com/video/?id=400352562

How to work with R

How to work with R
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This video demonstrates how to use R with Viedoc Reports.

If you have difficulties viewing the video, please click here.


https://www.viedoc.com/video/?loc=720660823
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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 1FLC®IC
"Working Smarter > 1) —X 77 T €+ —I|&. ViedocA—H'—HTS v h T+ —LERAKRBISERTE3 LS5 T4
VENTUVET, EENAEY MOEEEDHFRESRN ORI N TS ITF0 X, EFAROMBETEHEELTULE

Yo Bty arTRFEEDREN. EMBIMET Iy I RAMT ST T4 X ViedocDRFERIHICEIT 2R
WRARGE, I—H—mITOEY IICBRD X,

SRTLAIEDSRBREERI—T—FT. INSDVIEF—HED AT - b RERZRTITB3EFELZEL
£

2 JxEF—LIO—Ta4>7J L Q&A

Viedoc® Working Smarter > ) —X 7 TEF—DETOETH (FLEYT—2a >y rBRIGEEEL) OUX K
T,

X ETHEBICEDET,
2.1 Viedoc 4.80 Release Webinar

October 2024

https:/help.viedoc.net/I/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/1/893419/en/
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2.4 Using GitHub Webinar Q&A
February 2025

https://help.viedoc.net/I/bb2d9a/en/

2.5 Design ODM Basics & Design Version Compare Webinar Q&A
March 2025

https://help.viedoc.net/1/027d45/en/

2.6 ePRO Tips and Tricks Webinar Q&A
April 2025

https://help.viedoc.net/1/f94362/en/

2.7 Randomization Webinar Q&A
June 2025

https://help.viedoc.net/1/227838/en/

2.8 Post-Live Changes Webinar Q&A
September 2025

https://help.viedoc.net/I/b01136/en/
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