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System languages
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#4174 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 > X2 7 LlF. U TFOEEBTFIAWELITET,

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese

Polish

Portuguese

Spanish

Swedish

2 Viedoc Logistics

Viedoc Logistics > X 7 L. U TOEEBETTHAWLEITES,

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese
Portuguese

Spanish

Swedish

3 Viedoc Coder
Viedoc Coder & X7 Lld. UTDESEBETHABAWEREITET,

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese

Spanish

Swedish

4 Viedoc Admin and Viedoc Designer
Viedoc Admin $ & U Viedoc Designer & X 7 Lld. U TFTOEBTIHABWLEITET,

Chinese (Simplified)
Chinese (Traditional)
English

French

German

Japanese

Polish

Portuguese

Spanish

Swedish

5 Viedoc Me and Viedoc Share
Viedoc Me |&. MU FOEEBTCRBVERITET,

= 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 (Bokmal)
Norwegian (Nynorsk)
Polish

Portuguese
Portuguese (Brazil),
Romanian

Russian

Serbian (Cyrillic)
Serbian (Latin)
Setswana

Slovak

Slovenian

Southern Sotho
Spanish

Swedish

Tagalog

Thai

Turkish

Ukrainian
Vietnamese

Xhosa

Zulu

Cebuano (ceb). Hiligaynon (hil). & &7 Tagalog (tl) . Viedoc Designer & & U Viedoc Clinic T« TH 4 VEREIEMEE L L GEMLIIEEICHA
AJRET . CNODEEIFRE. KDL SICKRTINET  Unknown language (t1). Unknown language (ceb). Unknown language (hil), 7z72L. Zhb
DE
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7= ZI&. Chrome |&CebuanofBD &% HR—F LTWVWET,

6 Viedoc Reports
Viedoc Reports > X7 Lild. UTOEETIHAWERITET,

Chinese (Simplified)
Chinese (Traditional)
English

Japanese

Swedish

7 Viedoc TMF
Viedoc TMF & X 5 Lid. UTFOSETCSRBWRITET,

= Chinese (Simplified)
= English

= Japanese

« Swedish
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Managing your Viedoc account
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Dr. Demo

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 »

First name Last name

Doctor Demo

Display name

This is your Viedoc user name

Doctor Demo
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SEETERAM Xy E—UEZETEXETEF T VY LTLL TV, Editing your phone number & & T Verifying your phone numberZ B < 72 & UL,
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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 ¢

Primary email address 0

DoctorDemo@viedoc.com 9

Secondary email addresses

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

@viedoc.com 9 Setasprimary [ Delete

@viedoc.com o Verify email address i Delete

o Add another email address 0 o
Phone number 9 @

+4612345678 @& Verify phone number

o This phone can receive text messages 0

Contact information @

Please keep your contact information up to date

Street address City Postal code
Street address City Postal code
Country State
Select country + State
Cancel Save changes

21 FlEA—ILT7 L X%ZEMT S
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3 RBEEIIYVITE, TEX—ILTRLALHFRICEMLAEX—ILT7RLROBEAIC. ZEICETZBANEEINE T, FRICAHLEX—ILTR
LZANWRRIA SN AL > 7BE. TAT1—ILOREDT 1 Y RUDERIZEBEX v E—IMRRRINET(13).
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FlEA—ILT7 B L X%ZFREET B

FEA—ILT KL ROFREE:

23

FRUICEBMESNIX—ILT RLROMEICH B A—ITRLRAZDBIETZ(NDOI>I%20 )y I LET, 60— RHAFRA—ILT KL RITEE
ThEY, BEICRX—ATFRLIZZATEDT 1 Y RUDBRREN. I—FZAALTHFRA LT RLZAZRETEL5RO5NET,

FRA—ILT FL RO >V 3R CEEOEDMOBEEDEEZRF LILBRICKRTEINET,

ZHELII—RZAAL. BREVV IR EHRICEBMLUILFHA—ILT RLRDREENE T

FEA-LTRLRZEETS

BEOFRA—ILTRLAEETFEX—)LT7RLIADEE

JREViedoclZAY 1 > § ZHEIEFIR
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FH/A—LTRLRETEX—ILTRLRELTRETBICIE. $TRATIHENBDET,
24 FEBESEZEETS
BEESOLE
1 BEBSD T« —ILRIC+EI— ROBICEFEES" ( : +46123456789) DX THEBSEANT 3.
2 FREEIV VI TR, TBEA—LT RLRSEALNEETN. TEICOVTHEHSELET,
25 EFEBSZGELTS

3
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Welcome back Doctor Demo!

Access

4

Account Recent activities
Last login 5 daysago Study Rachels study site Site1 added to my studies

5 P

ged

B Rookie

2023-10-05

T ARE

V4V RUELORERS Y (WET7IY) ZFRL. TOEIREZRRLES

Edit your profile
Change Password
Security Settings

Log out



41 HBRAN=-2v T
i

a Access Settings
Rookie
0 logins
1l rolesin 1 studies
LRl |
= " ADemo Study
=
Site name Role Since (UTC)
2018-05-04 11:45 i)

Stockholm Site Manager

Show legin history
AR CICUToB®mMRE TN E T,

- R

- 0=

» BUR(UTC) - XU N—2w THESE S Ll BB (UTC)
HEoO—LzH>2—Y—BIR—IYLROROE IS 3 VICRHE TN, UTOBHRMMEIhE T,

- fER

- O=Jb
LBR(UTC) - XV IN—2w FHESR S Tz BB (UTC)

42 HRT7UEXAZHIBRYT 3
BEORRO—INSCHEOEREHIRYT S
1 BT 20— )L, R, BROEGAICHZ CHEOTAAVEIIYILED,

2 roles in 2 studies

® 158
&= 4w ADemo Study
L
Site name Role Since (UTC)
Stockholm Site Manager 2018-05-04 11:45 @j

U« RUBRTENET,

HiRE o Uy LT, BRI B ZREBLET,

2
|Close|

Confirm remove

Remove role:

==
m Site Manager
Study site: Stockholm

Study: A Demo Study

Delete Cancel

O—IAEEETNTVRIHE. EETNTVBELRTORETAIRX—I v —FFY A bR —J v —(CBAX—ILDEEENET

4.3 Viedoc7ho > +zHIBRT 3
CHEICEBRO A N—2 vy THER>TVRWSE(0EEBRFOO—ILOIREE) . ViedocT7H T > F2HIBRT 3 2 L HAEIBET T,

Viedoc7 hV > L& HIBRYT 3
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TORRBREILTEET, 7HYY FOHIRICIE. WThOERICHTEEOO—-ILARL< ., REHOBEIBVI EHREICHRD £,

Close |

u Access Settings

Rookie
11 logins

0 roles in 0 studies

Remove account from Viedoc

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

account will be removed from the system

Show login history

Viedoch'5 7 AV Y b ZHIBRZES ) v I LET. NRT—FZANLT. 7HI Y FOIRZREET L 5SRO5NET,

Confirm account removal [ close |

ﬁ Confirm with your password

Delete Cancel

NZT—RZABNLT, HlfEIU Y I LET, BREXYE—IDRTREN. TBEX—LT L RICBAX—ILDEEThET,

4

Thank you and goodbye!

Your account is now removed from Viedoc

A—H—%HATZENT, ViedocTIHTHSNEML TV BHRDS L THIRETNZ ETI—Y—ID. KTk, TBX-ILTRLROJIVE
BEOBRERIELET. ZOMOTHY Y MCETZERIGS T LA SHIBRENE T,

5 FREPOERF

FREERBELIFZ) DI FENTVEBVEBRANOBRD H 31558, REPOABRADOBTFD U X b 2RI REHFOBHFDOV 1V FUHKRTENET,

[ close

£¥ 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.

A Demo Stud
d @D &

Reference Data Source Manager

Al e St anager
51 HBRAOBFZERTS
HERADBRFZERT2ICIFE. HAROO—ILOBEICHZERZI Vv I LET, SEHNEOHRICHTZIMHDTOO—ILT, BN T7I T4 X—> 3V /NNZT
—RFZREBLTIHE. AODNROOSNEFT,

Activation password required | Close ‘

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

Confirm Cancel
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Q.

Edit your profile
Welcome back Doctor Demol S
Security Settings

Recent activities
Access Settings

Access Account

Last login 5 days ago

5

B9 Rookie
2023-10-05
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viedoc

User Settings
Change Password
Security Settings

Authentication Log

viedoc learning

User Settings
A Ownership of +4612345678 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

This is your Viedoc user name

Doctor Demo

System language
This language will be used when available

English 4

Primary email address

doctordemoaviedoc.com @

@ Addanother email address

Phone number
+4612345678 @ Verify phone number

@ 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 4

© Viedoe Technologies AB 2023 - Terms ofuse + Privacy policy
Viedoo™ version 477867714928 + 2023-10-10 124223 UTG

Logout

@ Doctor Demo.

@

Doctor Demo
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Viedoc study configuration management
ViedocDEHERREEIRICDOWVT

#47%& Viedoc System 2025-07-10

11 ®HIC
2.5RED
2B TH A > DN—=5>
22 R TH A U HMRARID LTS
23 N\=2 3> 0BEEFS (burn-in)
2414~ ~HfT
25 ERON—2 3 VD
251 FEON—=2 3 > QR OENIICER S hicA R Y b
262 MAEDN= I3 VEREILZA IV IDFHLWN—=5
253 EfZICANY FEGHEEES WSS
26 ANV MICES T SNEFHRT A >V N=3 VA SFTHARS NIERE
27 MAEBMBTHA VD 55GHMENBERE
28 FBRTHA >V N=3 Y DWET
20 WET S NAHBRT YAV N—U 3 U HRICERT S
204 T—RDEEUICHE L BRVRETIDOES
295 T—RDOEEHICEET IUETOESE
2951 FRIC KL B N— 3 VAETDRESR
LEBRE7—4 70—
310 #F¥FER - RUOHRTFA1 > N—=Y3>
INBHEN—23>
3R BFEN—= 3 Y DBET
4. SRTEERR
413 Viedoc Designer Tld
414 Viedoc Admin T &

1 OIS
ViedocTld. FAERICH L T2RBBORENH D £,

» N g VEEISNTULAVEE - Viedoc Admin7 U —2 3 Y TRETAIAZ—TJv—ICL>TEITEIN. TCICHEMCARDIRE, CNS5DH
EFFHRICHLT. BICHBLB2DHDOTY, FMIBEHBO—EREDL vy RV TRHFLTVET,

= N—2 3 VEEETNTUVSEE - Viedoc Designer T7H 1 F—HREZ 1TV XX T+ YR —T v —HViedoc Admin THERRICEID H T3 £ THRIC
B5HRVERE,
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This glossary contains common terms and acronyms found in the eLearning. They are sorted in alphabetical order by the full term (not by abbreviation).

ABCDEFGHIJKLMNOPQRSTUVWXYZ

Active Pharmaceutical
Ingredient

Adverse Event

Anatomic Therapeutic Chemical
classification system

Annotated CRF

Application Programming
Interface

Attributable, Legible,
Contemporaneous, Original,
Accurate

Audit trail

Blinding

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

Abbreviation

API

AE

ATC

aCRF

API

ALCOA+

CRF

PIPL

CDASH

CDISC

CDISC
Define-XML

CRA

CR

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.

Ablank 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).

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

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

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

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

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

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

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

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

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



Term

Clinical Trial Management
System

Code of Federal Regulations

Comma-Separated Values

Common event

Computerized Systems Used In
Clinical Investigations

Concomitant Medication

Contract Research
Organization

Coordinated Universal Time

Data Manager

Demo mode

Designer
Dictionary Manager

Drug Information Association

Edit checks

Electronic Case Report Form

Electronic Common Technical
Document

Electronic Data Capture

Electronic Investigator Site File

Electronic Patient Reported
Outcome

Electronic Trial Master File

eTMF Manager

Event

European Medicines Agency

European Medicines Agency
Good Clinical Practice
Inspectors Working Group

Exchange Mechanism Standard

Abbreviation

CTMS

CFR

csv

CsucCl

CM

CRO

uTc

DM

DIA

eCRF

eCTD

EDC

elSF

ePRO

eTMF

EMA

EMA GCP
IWG

EMS

Definition

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

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

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

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

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

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

A company that contracts with the sponsor to perform one or more of the sponsor’s duties in a trial.

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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.



Term

Extensible Markup Language

Food and Drug Administration

General Data Protection
Regulation

Good Automated
Manufacturing Practice

Good Clinical Practice

Good Manufacturing Practice

Globally Unique Identifier

Health Insurance Portability and

Accountability Act

Hyper Text Markup Language

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

XML

FDA

GDPR

GAMP

GAMPS

GCP

GMP

GUID

HIPAA

HTML

IdP

IEC

IRB

ICH

I1SO

IMP

ISF

IDF

Definition

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

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

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

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

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

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

The manufacturing guidelines recommended by the relevant agencies.

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

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

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

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 Abbreviation

Japanese Pharmaceuticals and PMDA
Medical Devices Agency

JavaScript JS
Kaifu

Key Risk Indicator KRI
Linking form

Linked form

Medical coding

Medical Dictionary for MedDRA
Regulatory Activities

National Medical Products NMPA
Administration

Numeric rating scale NRS
Object Identifier oID
Operational Data Model ODM
Output factors

Patient Reported Outcome PRO
Portable Document Format PDF/A
Archive

Post Marketing Surveillance PMS
Quality Control Qc

Randomization

Randomization and Trial Supply RTSM
Management

Representational State Transfer REST

Scheduled event

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.

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

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

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

The Chinese agency for regulating drugs and medical devices.

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

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

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

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

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

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

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 (API 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.



Term Abbreviation

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

Study Data Tabulation Model SDTM
Security Assertion Markup SAML
Language

Security Token Service STS
Single Sign-On SSO
Site

Site Manager SIM
Software As A Service SaaS

Standard Operating Procedure SOP
Source Data

Source Data Verification Sbv

Source Documentation

Sponsor

Statistical Analysis System SAS

Study crew

Study design

Study Manager STM

Subject

System roles

Transport Layer Security TLS

Trial Master File TMF

Unblinded statistician

Unscheduled event

Viedoc Inspection Readiness VIRP
Packet

World Health Organization Drug WHO DD

Dictionary

Definition

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

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

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

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

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

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

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

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

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

The process by which data within the CRF is compared to the original source of information (and vice
versa). Helps to ensure eCRF and source records together meet various protocol and clinical
expectations.

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

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

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

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

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

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

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

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

Protocols designed to provide communications security over a computer network.

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

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

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

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

A dictionary maintained and updated by Uppsala Monitoring Centre.


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

Term Abbreviation Definition

WHODrug Koda 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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Viedoc's demostudy

g Randomization is on Check for available slots, append existing or add new lists.

E] Medical coding. Create and edit instances, upload files.

\:f- Reference data source(s). Manage contact information, design scopes, and applicable sites.

E API configuration Add and edit API clients, view data history.

e tudy design

Multiple designs in use.

Study crew
Study Sites Sites Countries
#  Site name O  Code
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User Study and site Role Skill level Status
G )
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(294) Multiple studies Study Manager r @
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(296) Viedoc's demostudy > @
Multiple sites Investigator @ a
Technical Writer (304) Multiple studies Organization Admin 5 V 6
Multiple sites. + 10 other roles
Technical Writer (305) ° 6
TW CN (371) ° @
Viedoc Admin (30) Organization Admin @ V @
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Study crew

Here you can view admins for the study and/or invite more people
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User Role Since ¥ Skill level Status
Technical Writer (304) Study Manager . - e -
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Dr. Demo (383 Dictionary Manager ~ 2018-04-27 08:04 oo v @
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? o
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Uppsala University Hospital

Here you can modify site details and/or invite users to site.

Details Site users Add users
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Details Studies and Roles Authentication Log Reset Password Communication Log
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testuser@r.com

First name Last name Display name

Dr Investigator Dr Investigator (1714)
Phone

46 712345678
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x User Settings Close

User One (1234) v Onne  TE 1O

Details Studies and Roles Leogin History Reset Password —om nication Log
Date and Time Message type Status
2022-03-21 09:41:50 (UTC) Twao factor authentication Success
2022-03-21 09:25:18 (UTC) Tweo factor authentication Success
2022-03-21 04:41:07 (UTC) Tweo factor authentication Success
2022-03-21 04:39:28 [UTC) Recover account request Success
2022-03-19 07:09:22 (UTC) Twa factor authentication Success
2022-03-18 09:59:30 (UTC) Tweo factor authentication Success
2022-03-18 09:50:38 (UTC) Tweo factor authentication Success
2022-03-18 06:16:34 (UTC) Tweo factor authentication Success
2022-03-18 05:40:42 (UTC) Verify phane number Success
2022-03-18 053:40:39 (UTC) Change phone number Success

Communication log

Download (2022-03-18 05:22) | Regenerate

Excel 7 7 1 JLICIE. User Communication LogsE WS RFID T — bHB D, BILExcels— MIRZ T4 A—H—ADIRTDEFA—IINETEFI XA yvE—
T (SMS) DBEERITEINTLET,
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DOBFE SFGELBITIEED FH A

Excel 7 7 -f JLMDUser Communication Logs> — M lld. I—H—EBEDII 2=/ —>aVICET3BHRIEENTVWET, Chid. HEDHBICEE TS
HDTHL). Viedoc THOL—HF—DSEE T,
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+ 2FA(BF X—IL/SMS)
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Message ID GUID:X vt —EH DOHHIF
Type of SMS/BF A —)L
Communication
Datetime (UTC) A3 az=H/—> 3> A
Message Type A== a3 hBERT 30IE:
o . o . - o3
« NWNXT—FRQUEY F-NRT—R)EY MIBETEZIXvE—D
= 277 OKEEEE-20 7 U AGRALICEAT A X =
SR = 4 o . PN g
To Xy —UHESNILEFX—ILT KL X, SMSDBEIFETT,
Status Success/Faileds X v — 2 DiFEHBELI L IenFTK L /e ETRLEF T
H o ». a0 . (= — o » ar —_— » N p— S —
Provider TONAE% - Xy E—C OREIERSNTOANIZDBHTT, FSTIa—F1 VI ICERINET
Communication logs
A B C D E F G
1 = el
2 Message Id Type of Communication Datetime (UTC) Message Type To Status Provider
99704495-aa67-abed-b246- ’ o - -
o Email 2022-03-0107:46:25 Two Factor Authentication user1@viedoc.com Success Primary-Primary
a96f1beb-c63¢-4376-9ac0- ’ o .
4 | e0dcdabeb@da Email 2022-03-01 07:44:29 Recover Account Request user2@gmil.com Success Secondary-Secondary
00520b3e-f262-4077-Odac- Sms 2022-03-01 06:16:22 Verify Phone Number Success Primary-Primary
5 |edco4sscc3oa
€01f2d59-8af4-48ba-81b7-
. -03-01 06:16: i i 123@mail imary-Pri
o |toaorsd1aror Email 2022-03-0106:16:20 Verify Email Address @mail.com Success Primary-Primary
9ad92c51-7582-4bce-b243- . . .
| earaoneord Sms 2022-03-0106:11:07 Verify Phone Number Success Primary-Primary
448070b8-faea-4dc3-b07a- Email 2022-03-01 06:11:00 Verify Email Address 999@gml.com Success Primary-Primary
8 |a892457¢b358
1de6048b-a1a9-48bb-8562- Sms 2022-03-01 04:44:05 Verify Phone Number Failed Secondary
9 94abbecfaf42
399a5612-4209-4ceb-alac- Sms 2022-03-01 04:42:42 Verify Phone Number Failed Secondary
10 |a87825cdfbaa
8aec88le-78ab-45c9-05e4- Sms 2022-03-0104:42:42 Verify Phone Number Failed Secondary
11 |5123¢09ce129
faef8347-de0e-422b-be2a- ’ . . . .
13| dBhaon 7450 Email 2022-03-01 04:42:41 Verify Email Address 789@gmil com Failed Secondary
16884¢2-3c3-4063-8f47- ) - ; ;
13| o ontazre Email 2022-03-0104:30:43 Verify Email Address abcd@gmil.com Failed Secondary
9¢813fce-6633-4dee-b0ba- Sms 2022-03-0104:39:38 Verify Phone Number Success Secondary-Primary
14 |3666ee14cf5f
fc98775¢-01f2-4bad-aad7- Fenail _ 2022-02.0104-20:39 Verifu Fmail Address 122@meil com Failed Secondan:
User Communication Logs ® [ I
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Viedoc Admin 0 R=UT, BRTIIN—FLET, I—HF—OJTNEI U AZa—HhBA—H—AZ 25— a3 VYOI EERTZ T ™Y
TIC) X b ETNT1BR%Z ST UserCommunicationlog 7 7 F L& XU Y O— R TEE T,

Invite Organization users

A  Studies

Sort by Group by

Search by name or e-ma

7 users

User logs -

¥

First study

Log of users and roles

User Study and site Role EnErEtE

User administration log

Dr In gator (1714)
testuser@r.com

Rachel McKie (1680}
rachel@viedoc.com

Technical Writer {
Namelastname@mail.com

ZoOJicid. BRICEBEOII a2y —>a VERMNEHTIN. UTOXyE—JCB&E

- 73—k

- RBAOREDOO—ILADIEF
- BEEH EBRADT It XHIRE)

Excel 7 7 1 JLICI&.

First study
Multiple sites

First study
Multiple sites

First study
Multiple sites

Investigator

Generate

Study Manags
+ 12 other roles

User communication log

ad (3027.0%.02 00
oad (2022-03-02 09

Investigator

EWSHEFIDS— B HD ET,

T7A4INEBDT #+—< v k: UserCommunicationLog-YYYYMMDDhhmmss(UTC % 1 F5)

%

TBBFA-IICETZERODAZTENE T,



IVt —MIBATOARHD £,

5| 5ER
Message ID GUID: X vt —C BB DHBF

Communication  Emgil. EF X —)L
Type

Datetime (UTC) 3 5=4#—32 3> HEUTC)
Message Type dIa=/7—>avh@E&Ed37o>aw

= Form Alert True Action(ED 72 > 3 >)

= Form Alert False Action(fadD 72 = 3 >)

= Form Alert Tracker Action({EEF 72 = 3 >)

= Invite user (2—1'—D#EF)

« EventReminder (14N> kU1 >%—)

= Remove User Access Notification (2 —HERE4])
= Subject Account Lock Notification (#8887 517> 0w 2 841)
= Study Unlock Notification (it8% 77> 2 84)

= ExportChart (F+—F®DH7)

= Export Metric (X U2 XDHI)

= Reject User Invitation (Z—41B{FDIEE)

Site Type Training/Production (3#%. BFDIEE XvtE—ITlE, BHICAD ET)
To RERBFX—ILT RLR(SMS Xy —S DBAIBEAICED £7,)
cc OE—REERDX—ILTRLZX
BCC IS4V RIAE—DEERDEFA—ILT KL X
Status Success/Failed ! X v t— S DiRIEHII L =D FK L F=nErm L F T
i \ 2 S = — - » R == < — N
Provider TONARE - BEFA—IIORXREIERSNTONAEDEFI T, bSTNSa—Ta Y JICERINET,
Message 14 = Datetime (UTQ) Message Type Site Type To T o BCC Stats Provider
e s Ass oSl Email 2022-03-03 06:52.07 Form Alert True Action Production ro@doc.com ro@doc com e omaticom | [55ce53 Secondary-secondary
:7:;;1;5:::: 4778265 Email 2022-03-03 06:52:05 Event Reminder Production ro@doccom userl@mail.com :Z::;‘;::i’;:‘;:;:ﬂwm Success Secondary-Secondary
oSSR et 2022-03-03 06:52:03 Study Unlock Notification production useri@mail com users@amsil.com ff;::;:%m?;:.:ﬁ com Success Secondary-secondary
e oo esaT Emil 2022-03-03 06:52.01 Invite User Production user2@se.com user@vccom e o [suecess secondary-secondary
BB DI ma 2022-03-03 06:63:53 Remove User Access Production lehu.nusti@mail.com mol.nbdb@mait.com i Success Secondary-secondary
i
[ i | I
Study Communication Logs ® 1
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« ZMO7%FViedoc Admin TDHAFAIEET T,

16 S XTLHEHRITIL—TICDOWT

AETARFZ=D v —EA— Y —IEL DR, FLE—EOERANDTIER 252 ENTEET, INSO—EDRERITY X T LIERY IL—F LI
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B 7o X TEBLESICBDES, TLLZE A—F—Z2N\YA) - ORICBHIZ L. 202—F—3N\YA) —EBROINTOHERAND T2 & ZHER
EZRFLEY, BRI YRATLBRIIN-FIBFINCI—H -k, HBBRHIEDTIL-—TH5HIRINB L. TDOERADT VLR ZBHIICKVF
Fo YRATLBRIIN—TOFEMCOVTIE. e — =V I OlERRZEET 20t a3 v eBRLTI LI,

2 HEBEEBERITORTY L« N1 « ATV THAR
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FI AT RIEBICOR L HIBOESERELGEL T, BEEEEE IS I0EMT 358, BIRMEHESEREDHICL > TRITAETT.
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http://help.viedoc.net/c/331b7a/23e50b/ja/

1 Viedoc Admin DR + > RO T, BEEE T —ILROY—IRYIRF7A AV %I Vv I LET,

Viedoc Lab
() Studies Organization Admins
Viedoc Admin, - - . Technical Writer

Viedoc's demostudy, Documentation of Life, Helipad Test,

HREEEORY 77y THHEE £,

2 ERECENMORT T, HHEBEOO-IICBRHTZ Y —DX—I)LEFA—ILTRFLIXZAALET,

£ Viedoc Lab | Close

Organization Admins

Here you can view and add admins for your erganization.
Organization Admins Add administrators

Add admin to this organization

E-mail address &

Firstname Lastname@email.com

Multiple email addresses can be included by separating with semi-colon or comma.

Send ﬁw te o

EVRIZDT74—ILRICEBROEFX—INTRLRAZEBMT B EICED. —EBICEBBOI— Y —%2BR/HITZCNTEET, BFA—ILTHR
LRIz IOYELIBAVITRED XY,

3 ByzxEzIVvILET,
BELEEFA—INT FLRUBFEA—INREINE S,

A—H—EEEFERAL T 21— —%288o0—) EREEE. e5—ZVJBEEE. BLUEBLANILOTHA+—) ICEIDHTEZHTEET,
1 I-¥—EET. BE1-——0BEEIVvILED

¥ Studies Users @

° Invite Organization users

9 users
User Study and site Role Skill level Status
™ )
Dr. Demo (383) Viedoc's demostudy Dictionary Manager @
Multiple sites + 3 other roles U V
Dr. Investigator (490) Viedoc's demostudy Investigator & > 6
Muitiple sites + 1 other roles .
(294) Multiple studies Study Manager @
Multiple sites + 3 other roles @ V
(296) Viedoc's demostudy \
Multiple sites Investigator @ B @
Technical Writer (304) Multiple studies Organization Admin @ V @
Muitiple sites + 10 other roles
Technical Writer (305) ° @
TW CN (371) ° 6
Viedec Admin (501 Organization Admin &8 v (%)

+ Tothetop

HBF—LORY TT7y ITHEEET,



2 BRIZI-Y—DBFA-LTRLRZANL. BHEIZO0-ILBRLET, EMENZO-LZRBRT—ILEZ2I Vv I TEL. EBHED
O—-LzBMd3lENTEET,

V& Invite Organization users | Close ‘

Organization Team

Here you can invite more people.

Add people to this organization

E-mail address

Eirstname Lastname@email.com

Multiple email addresses can be included by separating with semi-colon or comma.

Select roles to assign
Designer % | 4 You can select multiple roles

Organization Admin @

EVR D=L RICEBBOBEFXA—ITRLRZBMTZZLIC&D. —EBICEBOI——%2BF T3 cHTEIET, BFX—ILTRLZR
BEIOAOYVELFAVITRYDET, COTA—ILRICAHLIETARTOI—H—H BIRLIO—ILICEIDHTENET,

3 BEEREEs v I LET,
BELEBFX—LT RLRICBHEX—LDRETNET,

L ARILOTH A F—Iid. BEBAD TR TORERICH T B Viedoc DesignerN\D T I EZRE FS5AR— b FHA LIS a3 VADTIERENEZ 5N ZE

Yo UTDEGFZSRL TS,

D Organizations ®

You have multiple organizations. Please choose one to manage projects and designs.

Found 3 organizations.

Viedoc Lab Show projects
) Projects 0 Designers
Viedoc's demostudy, Helipad Test, Documentation of Lifg anagBDeslgns, Dr. Demo User

- [T T
smsanmusss L L LT e
ammunamas

T

e
PTTLLL)

D Projects®

Private Designs Found 1 projects.

Private Designs

Latest edited design

Helipad 10.0] 3 Edit
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A—Y-EECHEBLI-—Y—-EBFEI VY ILET,

¥ Studies

Search by name or e-mail O

° Invite Organization users

9 users
User Study and site Role Skill level Status
G )
Dr. Demo (383) Viedoc's demostudy Dictionary Manager
Multiple sites + 3 other roles L) v 6
Dr. Investigator (490) Viedoc's demostudy Investigator @ ? @
Multiple sites + 1 other roles .
(294) Multiple studies Study Manager @
Multiple sites + 3 other roles @ V
(296) Viedoc's demostudy 2
Muitiple sites Investigator @ ﬂ 6
Technical Writer (304) Multiple studies QOrganization Admin 6
Multiple sites +10 other roles @ v
Technical Writer (305) ° 6
TW CN (371) ) @
Viedoc Admin (50) Organization Admin @ V @
1 Tothetop
BEF—LORY TTy THHEEET,
2 BHEITZLI-YHY-—DEFA-LTRFLRAZANL, 20214 —2BFIZO0-LZERLEYT, BMENZO-LZEROT—ILEZIUY

9B, BROO-ILEZBMITZENTEET,

=

V& Invite Organization users

Organization Team

Here you can invite more people.

Add people to this organization

E-mail address

Firstname Lastname@email.com

Multiple email addresses can be included by separating with semi-colon or comma.

Select roles to assign
4 You can select multiple roles

Organization Admin
Designer

elearning Admin

@ P SOIUTIONS A ZU1Y
Terms of Use - Privacy Policy
Viedoc™ version 4.50.7009.19152 [2019-03-13T10:45 UTC]

EVR I D=L RICEBROEFA—LTRLAZEMTZILICED. —EICEROI—H—2BRFIB AN TEET, EFX—ITRLR
REIAOVELRIAVITRYDEY, CSTAALEIRTOI—HF—AERLIO—-ILICBIDHETENET,

3 REEIVYILES,
BELEBFXA—LT RLRCBHEX—DRESNET,

eS—ZVIEBEDO—IICEINDYTSNE L, EDI—H —|FViedoceS—=> T DTS5y kT —LICTIERTZZeHTREICHED. FRBELTWAHE
BERRICAZREIAZ LA —RFa XY bEERTIECNTEE T, eI —Z VI EBEDOHERZIFOI—HY—DIHAE. Viedoc ClinicDHEEIREE
ICUTFO7AAVHRERINE T, COFAAVhSViedoceTZ—=Z2 T DTS5y T 3—LICTIERATEZEHTEET,



e

elearning

23 XRAT4IFZ—Tv—%EDYTS
TE  BSEREOANRE T XA~ S —EBMTEET,

ARTARFZ—T v —ZBMTBITIE !

1 Viedoc AdminTA1—H —%1BF 3 3EBzMT £ 7
2 HBREYLUE T+ —ILROY—ILRy 27 A2 &IV v I LET,
HEBRIBYEORY TT7 v THHEEF T,
3 HRI—H—DBME T T, BHETZI-H—DEFX—LTRLREAALET. RAZIUYILET,
% Viedoc's demostudy =
Study crew

Here you can view admins for the study and/or invite more people
Study crew Add study users
Add users to this study Swep 1/2

E-mail address

Name Lastname@email.corr

Multiple email addresses can be included by separating with semi-colen or comma

Com@i;ue ©
Continue I
HEI——DBMRT T, BEITZIAI—H—DBFA—ILTRLRAEAANLEY, HiT27VvILES

EVR I ZDT—LRICEBOEFX—ILTRLAEZBMT R CICED. —BICEHOI——%BRFT3enTEEY, EFX—ILTHE
LZFE 3073 TRYID £7,

4 BREIZUAROO-ILEBRLET, +T71A2%IUvIT3L. EROO-LZBMTBEHANTEXY, FHLEMSINAO—ILIE -7
VIV YISTBLHRT B ENTIET,

5 BREXEEI Vv I LET,
EELIBEFA—ILT KL RIBHEXA—LDEESNET,

24 {E#HSI—Y—ZHIFRT S

ViedocTld. FEDI—H—HSHEBAD IR TOARICHITE. IRTOO—ILE—EICHIIRT 2 LHTRET T, BBHDSHIBRTZZ e TEZDR. B
MBO>TVRO—LEFDI—Y—DHTY, I—HF—ICREPOBFEIHZHE. TOI—H—=BENSHIRTEZLIITEE A,



EEDS1—Y—ZHIRTE3DIXEREEEDOH T,

AR COBEERGTLTE, A —THUY MIHIKREThEEA. HIIRETNZ0R. HRI—F—OEBROO—ILLERDOATY, ZOI—HF—IF51E
BmEOJIELVOIT7I T BZICHOARTID. 2OBEBOARZHMETELIITEREA,

A—H—hS5IRTOA—ILE—EICHIRT ZIC1E :
1 I—H—EETO—IL2HRT31—F—%2BD} I—H—DROEICHZY—IKRYyIRTAAVEIV I LET,

¥ Studies Users @ @ nvite Organization users

8 users

User Study and site Role Skill level Status

Firstname Lastname@email.com Organization Admin ? @
+ 1 other roles -
Dr. Demo (383) Viedoc's demostudy Study Manager ? @
Dr. Investigator (490) Multiple studies Study Manager P
Multiple sites + 2 other roles @ V @
(294) Multiple studies Organization Admin r
Multiple sites + 2 ather roles -@ v @
Technical Writer (304) Multiple studies Organization Admin @ ‘/ @
Multiple sites + 9 ather roles
Technical Writer (305) Viedoc's demostudy Study Manager @ V e
TW CN (371) ° @
Viedoe Admin (501 Organization Admin &5, v (%)

+ Tothe top

I-H—BEORY TT vy THBEET

2 s I—Y—=HBREIVYILET,

x User Settings | Close |

Dr Investigator (1/14) \/ Offline Rookie

13 logins
testuser@r.com
Details Studies and Roles Authentication Log Reset Password Communication Log
User name
testuser@r.com
First name Last name Display name
Dr Investigator Dr Investigator (1714)
Phone
46 7 12345678
Street address City
Main Street 101 Uppsala
Postal code Country State
SE
Delete user from this organization
Delete user from this organization
3 Bz U v o LT, O-LOBREREL £,

WROIA—Y—HTFI/ELAERTVWEIRTOO—IILHHIREN, I—HF—EBEEOI—HY—XT—2XFHRCRRINE T,
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1 A—H—EET I-—H-ZHRTI/IL-—FMITBLSIERLET,

o Invite Organization users

A Studies Users @

LD (o

None

Search by name or e-mail O

Studies

12 users

Viedoc's demostudy

User

Dr. Demo (383)

Dr. Investigator (490)
Technical Writer (304)
Technical Writer (305)

TW CN (371)

.A‘*H*'m Documentation of Life

[294)

Technical Writer (304)

Technical Writer (305)

Study and site

Viedoc's demostudy
Multiple sites

Viedoc's demostudy
Multiple sites

Viedoc's demostudy
Multiple sites

Study and site

Documentation of Life
Multple sites

Documentation of Life
Multiple sites

!! Generate a PDF file Log of users and roles’

Role

Dictionary Manager
+ 2 other roles

Dictionary Manager
+ 3 other roles

Study Manager
+ B other roles

Skill level Status

™

)

@ & @

v
v
=)
e

000060

g Generate a PDF file ‘Log of users and roles’

Role

Study Manager
+ 3 other roles

Study Manager
+ 1 other roles

Skill level Status

® Vv
Vv

D5
%)



2 A—H—LR—brEAUYO-RTZHBRETAI/O-ILLET, BEICCORBROI—HY—OJDPD FEERLIZ EHARWMESIZ. 21—

—OY OPDFEMERD S 52 v 255 L CHRTEET |
# Studies

Search by name or e-mail Sort by

12 users

Viedoc's demostudy

User Study and site

Dr. Demo (383) Viedoc's demostudy
Multiple sites

Dr. Investigator (490) Viedoc's demostudy

Multiple sites

Technical Writer (304) Viedoc's demostudy
Multiple sites

Technical Writer (305)

TW CN (371)

Group by
None

Studies

(a Generate a PDF file 'Log of users and roles’ )

Role Skill level Status

X

Dictionary Manager
+ 2 other roles

?

Dictionary Manager
+ 3 other roles

@ &
<

Study Manager

+ B other roles

o
000000

ZOFER., IRTOO—ILrI—H— #R. o bTLICUEREX SN I—Y—0OY BLUPI—HF—JLICARBZI SNIIRNTOI—H
—TAOYOJDRELEEZEEPDFT 7 A LAMER T, 40> O—RERRICED T :

g Download 'Log of users and roles' 2019-03-0108:42 | Generate a new PDF file

COPDF7 7 1 LBMER ST NIt ROVWTNHZRIRT B A TEE T,

 NROE - ERICH L TERSNCRFHOPDFE A Y Y O— F - {ERENCEHN—-2 3 Y BEALRZ Y THEIF S —N—I(C
RESNET, COFTLarvTRIFIINEZERL T YO—RTEDA. FRT7 7 1 ILOERICERTEELHDD FH Ao

ES

« HILUPDFEER - 40 Y O— RAREBN—Sa v EDHETSICHLWN—U 3 UHRERIBEICIER L £ 95



a

Deleting a study (for Org Admin)
ARz REET % (HREERER)

$1774 Viedoc System 2025-06-17

11 ®HIC
2. {ABERERMIDRTY T « N - ATV THAR
21 FHERBERMIEZE AERT D
22 Ex BEEKET VI IRTS

=

YN
24FBRT—RALR—bDET>O—R

COLyZRYTIE SHBROBEEREICOVWTHBALET, COLyRVIE ERHRELTVET,
1 EC&IC
HBHOY 2 SNTVBRETHNE, ZOHBEViedoch SRRICHIKT 5 LA TE XTI, HBRERO 7O D BRI L £
BiViedoc% 428 L THERDBER K% =3O8 BE D%, HRBEREELRRE BT T 5 LN TERT,

22T IFZ—T v — Il L > THEBEERENEE N, BREEEICL > TZOERENERINE. WROFRKIZViedocD T —EZR—RIRESNET,
BEE S n7-HBRIZViedoc Clinic ¥ 7z |3 Viedoc Designer LICRT I NEH Ao Viedoc Admin®. EBEEREOHBHMEBEICOARTINET,

HEEEE . AREECENSERINTHS1B0EUATHNIIHREREZMOET LA TETEY, COBMIBTE 3 2. HBRIdViedocDT—EZR—Z M
SKAICHEIN, TRTOFEROFMRE T—2HTRICHRINE T, ChUSED. HRELUBMLEBEO—YIDBHRZ R OIS Z eARAREICHRD £
R

Study is visible and editable in
Viedoc Clinic, Admin and Designer

Study Manager

Study Manager
locks study

unlocks study

Locked
study
Study Manager OrgAdmin
requests rejects Study is visible as read-only in
study deletion deletion request Viedoc Clinic, Admin and Designer
Deletion OrgAdmin .
reverts study
requested delotion
OrgAdmin
approves
deletion request
Deleted
study
Study is only displayed to

OrgAdmin in Viedoc Admin, not
visible in Clinic and Designer

Study is removed from
Viedoc's database

REL. FL—HEUT( OBRED 5, HREROBEZTATHEIRIRING T, HROHRICSVT, #HWD (UTCTORE) &755 3V EET
Lich, &&URBRESR - BREROBMEEE 80, TATOHRERKE. HRRROAR. HRRRIHICHT 3RSBBMELRHET 3L A— 28y
YO—KT3IEHARTT.

COtoT a3 VIEREREENRELTVEY, XETrY3x—Cv—RAITOHBAI. ZEzEET S STVMIEZSRL TR,


http://help.viedoc.net/c/331b7a/e00961/ja/

2 MHEBEEERITORTY T N1 « ATV THAR

21 ERRERKEZERT S
HBREREART S, BEEI—Y—LA— b 7—N1 TAOT - KB LUHRTF 1 UHE YV O— RENTUE L ERBLTI LIV,

AR

ABRBEEMAEZ AR T 21013 UTOFIBICH > T T L,

1 Viedoc Admin TR A BIE. HRREE IV v I LET,
HEBRBRERY 77 v ITHEEET,

2 BUARYOFAOVEI) Y I LET,
ﬁ Viedoc's demostudy

Study settings

Here you can set settings for study.

Settings Date & time format Medical Coding Import ODM File Documentation Logs

m Study delete requested by B s on 2018-05-02 14:38 UTC
Awaiting Organization Admin’s approval.

Study name ) Study Logo
Viedoc's demostudy Upload a file
Sponsor Code CRO Code
Reference 1D E::(Q;HEIF or JPG files of maximum 180 px width and 50 px
Study Type Sponsor Type Study Phase
hd Pharmaceutical company ¥ Phase Il hd

Pharmaceutical - Clinical

Therapeutic Area Expected number of subjects

Gastroenterology bl 800

HRRXT—F ARy TT7 Y THHEET



HBREEORRZ Y Vv I LET,
"f, Viedoc's demostudy

i

Study status

The study is locked and can now be deleted by Study Manager. The process is initiated by a deletion request sent to the Organization Admin.
After approval of the request, the study will be shelved for 180 days before it is permanently deleted. Please note that the Organization Admin
will be able to revert the deletion for 180 days.

Awaiting Organization Admin’s approval.

( i Approve study deletion ) 0 Reject study deletion

Approve or reject the request.
Once accepted, the study will be shelved for 180 days before it is permanently deleted.

-ﬁr Study delete requested byl -+« on 2018-05-02 14:38 UTC

a Download study status report
’

Ry TT7y THRE UTFOT7IL a3 VDB RETAIR—J v —ICE > TEITTNIAEDNERTLE T,
» A—H—LR—-bDATO-R

s TAATRAOT 204y yO—R
» HRTYoXTO-R

ﬁ Approve study deletion

The following actions have been performed by
in preparation for the study

-
deletion.

Download user report

(®) Done () Notdone
Download the data export archive required

IZ;:I Done | '?'J Mot done

Download study design

(®) Done () Notdone

Reason for approval of study deletion

Confirm with your password

Approve study deletion Cancel

INTORBERTISIAVHRT LTVWB 2B TELS, AREEZAR T ZEHENXT—FZAALES



5 AREEEZRRE I Vv ILET,

HBRRAT—2ZX0Ry Ty 7l SREERKEEER LBEYEORMESUAR (UTCOBER) ARRENET, IRTORETAIR—T
¥ — CHEEREICER SN L BT 3 X —IILARETIhET,

% Viedoc's demostudy | ioe

Study status

The study is confirmed to be deleted. Please note that the Organization Admin will be able to revert the deletion for 180 days.

To=  Study delete confirmed by © % = on 2018-05-02 15:01 UTC
W You have 180 days left wo revert study deletion

‘Il Revert study deletion

Revert the study deletion and set it back to locked state

? Download study status report
/

HREENERINDS L. HROFERILViedoc Clinic ¥ fzldViedoc Designer LICRRINALHRD, IARTOI—H—O—LHAEMICED £7, HBRIESHBRD
EEEEEICOHARBEET CRRNSNET,

22 FABREECEZ )OIV

HBREEMAEZ U b (BED) 73103 UTOFIBICR>TILZE L,

1 Viedoc AdminTHERZHE. EREEEZI VY ILET,
HEBRBRERY TT7 v ITHEEET,
2 BEWARYOTFAAVEIVvILET
¥ Viedoc's demostudy | Close |

Study settings

Here you can set settings for study.

Settings Date & time format Medical Coding Import ODM File Documentation Logs

m Study delete requested by " s on 2018-05-02 1438 UTC
Awaiting Organization Admin’s approval.

Study name ) Study Logo

Viedoc's demostudy Upload a file
Sponsor Code CRO Code
Reference 1D E::(Q;HEIF or JPG files of maximum 180 px width and 50 px
Study Type Sponsor Type Study Phase

Pharmaceutical - Clinical hd Pharmaceutical company b Phase lll v
Therapeutic Area Expected number of subjects

Gastroenterology bl 800

HRRXT—HRORY FT7 v THHEEET,
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% Viedoc's demostudy

U

Study status

The study is locked and can now be deleted by Study Manager. The process is initiated by a deletion request sent to the Organization Admin.
After approval of the request, the study will be shelved for 180 days before itis permanently deleted. Please note that the Organization Admin
will be able to revert the deletion for 180 days.

=80 Siudy delete requested by + % s on 2018-05-08 12:35 UTC
m Awaiting Organization Admin's approval.

i Approve study deletion 0 Reject study deletion

Approve or reject the request.
Once accepted, the study will be shelved for 180 days before it is permanently deleted.

g Download study status report
Ry T7y THHEEET,

4 AREEE VDIV MY REBRALNRT-REANLEY,

i
I Reject study deletion

Reason for rejecting study deletion

Confirm with your password

Reject study deletion Cancel

5 HBREEZ UV Y ILET,

TRTDRETAIF—Jv—CHEBEEREIC) DI PSS ZBANT B X—ILHRETNET,

23 HBREEZEDHT
P HRBERIFRBINTH S180BUNTHIUSIO T C LAAMETT, 0% HRIEOY ZRECRD £,

FERBERZIDETICIE. UTOFIRICHE>TIRE L,

1 Viedoc Admin TEERZ B E £ 75
# Studies @ Users © rcoarewsuay

‘"“'t Documentation of Life

7sites @ Ongoing. FPA 2017-01-18 @ Inwalid license

Helipad Test
3sites © Motcommenced @ Invalid license

Viedoc's demostud
Y Open
@ Study delete confirmed by on 2018-05-08 12:18 UTC. You have 180 days left to revert study deletion “

HBRRXT—H ARy ITT7 v THHREET



¥ Viedoc's demostudy |ﬂ

Study status

The study is confirmed to be deleted. Please note that the Organization Admin will be able to revert the deletion for 180 days.

B Study delete confirmed by » %+ on 2018-05-02 15:01 UTC
W You have 180 days left to revert study deletion

‘ﬁ] Revert study deletion
Revert the study deletion and set it back to locked state

? Download study status report
v

Ry 7y IHEEET,
3 AEREELTIDETEHENRT—REZEANLED,

— -
I Revert study deletion

Reason for reverting study deletion

Study should not be deleted yet

Confirm with your password

Revert study deletion Cancel

4 AREEZIEZ )Y I LET,

TRTDRETAIX—J v — L HABEEEICHBREENAND BTN L EBHMT 2 X—IILHREESIE T, HABRHAOY IREICRD. BE
Viedoc Clinic & Viedoc Designer CRIRENB L SICHD £ 9,

24 HBRRT—RZIALAR—bDOAOYO—FR

HRAT—HALR—bEATYO-RT3ICF. A TOFIBICE ST EEL,

1 Viedoc Admin TR Z I E £ 7%
% Studies @ Users ° Add a new study

Searchstudies byname O | Found 3 studies Sty

‘“”'ﬂ Documentation of Life

7sites @ Ongoing . FPA 2017-01-18 @ Invalid license

Helipad Test
3sites © Motcommenced @ Invalid license

@ Viedoc's demostudy
@ Study delete confirmed by - ‘on 2018-05-08 1218 UTC._ You have 180 days left to revert study deletion.

HBRRXT—H 2Ry TT7 Y THHEET,

4 0 0



HBRAT—RALAR—bEATYO-FZ2IUYILED
‘f, Viedoc's demostudy | Back |

Study status

The study is confirmed to be deleted. Please note that the Organization Admin will be able to revert the deletion for 174 days.

'“"n' Study delete confirmed by "+~ = & . on 2018-05-08 14:38 UTC

You have 174 days left to revert study deletion

"i]] Revert study deletion

Revert the study deletion and set it back to locked state

(;T Download @dy status repnr)

F=AR—ZAEDIRTOAVIELVEEDT IS a>E ) A MELIEPDFAE T Y O—RS3hEd, Thilid. Wo. #ErEBREOY I £
IFERELD. FEBREOY I EIZRELZERANEENE T,
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Single sign-on
D7D V) e 7 D

#1774 Viedoc System 2025-08-06

1LIBLHIC
2ABRICSO VTN A AL EEBETD
21 RXA >V %#ENINT S
2.2 R XA > DHERR
2.3 BT DIFEE
AV INYA VAV EEHICTS
AABD VINGA A EEMICTS
AV INBA VA VEREZRIRTS

1 ECHIC

ST A DTV (SS0) IE 1DDOY A VEREHER (1Y —RBENXT—R) T EFERAL T BROBILEY I NI TIRATLILTIEZXTEI LD
TERA—H—FREHETY

Viedoc THEBED S > T A VA Ve R/ELTEMICT B L. AILBFA—I XAV ZFIIRTOI—H—E EBELLARBBOIDIONAS— (DP) %=
NLUTERIEThE T,

Viedoc ¥ > I+ 27> « V1) a—> 3 i, Security Assertion Markup Language (SAML) 2.0 ZfFRA L TVWE T, CHldE. EFa )T+ R X1 VRITRIE
CERRIDTA T VT4 T« BT B -8 DExtensible Markup Language (XML) R—X D7 —F AR T,

CHRBICARD VWA —H—THT > HSSORICREIN TV SIHE. ViedocADApplication Programming Interface (APl) 77t A IFFFa] S EH Ao
2 MHEBBICOYVINYA VAU ERET S
Viedoc T VI IINHBA VAV ZFRET BICIE. UT4DDR Ty THHD £9,
1L RX>EBMT S
2. RXA > ORESR
3. BRTE DR
4.0 0N A EEMLET S
UT. FlEZFELHALEFT,

Google Workspace X Microsoft Azure AD % IdP (74 7> 7« 7« 7ONAH—) L LTERTZ T —XICOWTE. 2 J LY+~ F >~ (SS0) %=ie
FY3EBRILEE L,

21 RXA2ZEMT 3

RXA > zBINY 3ICid.

1 EESREEI Vv ILET

ViedOC-(\s‘:\!' Technical Writer 3 ~

You have multiple organizations. Please choose ene to manage studies and users!

Viedoc Lab
Studies m Organization Admins 6
Viedoc's demastudy, Documentation of Life, Helipad Test, ! !

2 SVINHA T IDRTEII I LET,


https://help.viedoc.net/l/a559c4/en/#SSO
https://help.viedoc.net/l/a559c4/en/#IDP
https://help.viedoc.net/l/a559c4/en/#SAML
https://help.viedoc.net/l/a559c4/en/#XML
https://help.viedoc.net/l/a559c4/en/#API
https://help.viedoc.net/l/129304/ja/

3 VTN A T URERBMTZIREEI IV ILES,
* [ |

Organization Settings

Details 550

S50 Configuration l-é
Below you can define and set up single sign-on (SSO) configuration for your organization.

Meed help? Click the eLearning icon above for detailed instructions.

@ Viedoc Technologies AB 2020
Terms of Use - Privacy Policy
Viedoc™ version 4.59.7438 28381 [2020-05-14T02:51 UTC]

4 SUTNHA VA (SS0) REIERTENAIVBEANL. KilTd20UvILET,

% e

Organization Settings

Details 550

550 Configuration ré
Below you can define and set up single sign-on (S5O} configuration for your organization.

Add 5SSO configuration

Add domain Verify domain Validare setup Activare 550

Domain name

.com

4 The email domain of the users that this S50 configuration
applies to. for example: viedoc.com

Domain verification

(#) Send verification email to your hostmaster

Continue  OrCancel

Need help? Click the eLearning icon above for detailed instructions.

© Viedoc Technologies AB 2020
Terms of Use - Privacy Policy
Viedoc™ version 4.59.7438 28381 [2020-05-14T09:17 UTC]

RAAYDRRAMIRZ—ICA—IDREINET, XA—ILICIE. RO Ty T TRELBBRIAF—DEFENTVET,

22 RXA VDR

BEDRXA DI VTN A VTV ERETZERNHZ CCEHRTBICIE. FXMVOFEEEZRZETIVELNHD £9, T0EDHICIE. UTOFIEIC
RoTLIEEL,


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

1 ERREEI VY ILET,

You have multiple organizations. Please choose one to manage studies and users!

Viedoc Lab

Studies Show studies Organization Admins 6

Viedoc's demostudy, Documentation of Life, Helipad Test,

2 SVINHAUFIDRTEI VI LET,
3 RX1 VDRI Ty ZICEBNICEESNBVERIE. XTIV ORIV I%2I UV ILET,

RXAYDRZXSIZZ—ITEEETNIEX— LD SREFEF—%2IE—&R—R L. BEREIUYILET,

Organization Settings

Details

SSO Configuration -
Below you can define and set up single sign-on (550) configuration for your organization.

.com ~
« Add domain « Verify domain Validate setup

Verify domain

Please check your email inbox "hostmaster@ com’. Enter the verification key included in the email

Verification key

@ Verify "Didn't get the email? Send again

Need help? Click the eLearning icon above for detailed instructions.

version 4.59.7438 28381 [2020-05-14T09:17 UTC]

4 REEMNERICERITIND L. ViedoclF BEIMNICREDIRIHR Ty FICURAALIMLET,
2.3 REDIKREE
CDRTYTTIE SAMLEY b7 v FICHBRBEREEELE T,

FIBRUTDOLSICBD ET,

1 EESREEIVYILET

You have multiple organizations. Please choose one to manage studies and users!

Viedoe Lab
Studies m Organization Admins 8

Viedoc's demastudy, Documentation of Life, Helipad Test,

2 SVINHA T IDERTEI VI LET,


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

5

REDFRAER T v 7ICBBNICEE TN BVERIE. REDFREY > 7% ) v I LET,

&

URLUS ALY FEI VT4 T4IDDT 1 —ILRICIE FIOR Ty TTHE LIERABBNICANTNE T, CORTY I TIHRETEEE
ho COBRERETIVELHZHBEIE. RXAVERREI ) v I LTIDORORT Y FIZRD 75

ROEHREASTILET BREIITIHFAHDSBIETEET),

« I>REA > FURL IDPADURL

« 5EBA: IDPH—/\(DBaseb43FBHZE
= EAFICIEEMHARAH D £, O 1V OKMEEITZ1-HIC. HBRTEMARZENT2FIBZHIIL TH Lz HEH L ET,
SERRE OBMERNESVWTWRIHBEIE. BT EH L. Viedoc AdminTSSOREZ EH L T 72T L,

#iE% & 1) w & L Ttrial login sequencex BtAL £ 3. CHICKD. FILWISUH XTHEEI. TV KRR M URLTHEELZ IDPICOS 1>
T3L5KOENET,

% =

S50 Configuration I-é
Below you can define and set up single sign-on (550) configuration for your organization.

.com \

+ Add domain « Verify domain Validate setup Activate 550

SAML Setup
Configure the SAML setup below.
Redirect URL
hteps:// ji-com

4 The URL that the identity provider redirects users to after
authentication_

Entity ID

hteps:/}

4 The unigue identifier for Viedoc.
Endpoint URL

hteps://

4 The URL of the identity provider.

Certificate

b

4 The certificate of the identity provider.

@ Validate

Need help? Click the eLearning icon above for detailed instructions.
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o Log into the Endpoint URL and click Next.
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Details 550

$50 Configuration -é
Below you can define and set up single sign-on (550) configuration for your organization

.com Active

+ Add domain v Verify domain + Validate setup = Activate SSO D o

Login URL

Copy URL to clipboard

The URL that the users must use to log in to Viedoc. Please share this URL with your organization

Need help? Click the eLearning icon above for detailed instructions.
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Below you can define and set up single sign-on (550) configuration for your organization
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Deleting a study (for Study Manager)
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= Reportinfo- LR— ~DERBR. £RERE—MBRIRERE. SROMGICET 31BHTI.
= Action Logs - Viedoc AdminDEEERICE T 2 BRET V> 3 VOFHEMBHREZSL VAL TT, COP— FOHIIUTO®ED T,
« Area- LTFOWVWTNHDIETI: eTMF, Medical Coding, Reference Data Sources, RTSM, Site Settings, Study Design, Study Settings, User
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Area

eTMF

Medical Coding

Reference Data
Sources

RTSM

Site Settings

Study Design

Study Settings

Action

« Enable
= Map roles

« Create a new medical
coding instance
= Edit medical coding

= Edit settings

= Add reference data
source

« Edit

= Delete

= Approve settings

= Uploaded randomization
list

» Add to randomization list

= Upload individual
allocation list

» Add to individual
allocation list

= Restart

(BH9EIFDH) : Create
configuration, Edit Configuration

= Edit configuration

= Approve global allocation
list settings

= Mapping for global

allocation list

Upload global allocation

list

= Add global allocation list

= Add new site
« Edit site

= Assign design
= Apply revision

= Add Study

= Edit study settings

= Edit date & time format

« Edit medical coding

« Import ODM file to Demo

= Import ODM file to
Production

« Edit documentation

= Archive documentation

= Restore documentation

= Delete documentation

= Lock study

= Unlock study

= Request study deletion

= Approve study deletion

= Reject study deletion

= Revert study deletion

= Enable item level SDV

» Enable role-based
queries

Identifier

empty

For the edit medical coding instance
action: The sequence and name

Unique identifier if available

For the Add, Edit, and Delete actions:
The sequence of the reference data
source

RTSM name or allocation name if
available.

For the actions on global allocation,
the identifier is Global allocation.

The site number

Design or revision name and version

For the edit medical coding action: the

coding scope

For the documentation actions: the
section name

Reason

Enable 77> 3 >: 21 v F 4 > DB EEnable
eTMF. X v F 7 7 DiFEDisable eTMF

O—JL®OY w7 72 < 3 >: Configure access to

eTMF

ANTEZHEEREA—F—HDASDLIER. €5
THWESIFActionZ [ Lo

RTEDIRE T U < 3 >:Edit reference data
sources settings

3B 72 < 3 >:Add reference data source
$RE&E 77 > 3 >:Editreference data source

HlIER 72 > 3 > :Delete reference data source

UTDEEIEWVISEEIFActionL B Lo
BEDTEXIFTEE— RICHLTETINE
IRTDT7I23VIC2VWTUE FcezlE. D
£S5 ICEEDEBMEINET,

Upload randomization list - Production

SRE DGR 777 > 3 >: Approve RTSM settings

ZfF) R bOT v FE— K 7Y 3 >: Upload
randomization list

BRBEUR b7y FO—R 7o 3
Upload allocation list

FIA LY R MIEM 722 3 >:Add to
randomization list

ERIEIS U X MBI 722 3 >:Add to
individual allocation list

RTSM % FiL®) ¢ % /574 Restart RTSM

RTSM R DRE 77 < 3 >: Edit RTSM
configuration

REEERT I3
Create RTSM configuration

ActionZ [ L

ActionZ [F L

Add Study 777 < 3 : Create study

ZOMDT O 3> ANTREARBEIEFI—F -
AALTIEH, €5 THRWESIE. ActionX[F]
Lo



Area

User Invitations

User Logs

WCF API client
configuration

Web API client
configuration

Action

Invite user

Delete invitation

Reset password
Resend invitation
Remove user role from
study

Generate log of users
and roles

Generate user
administration log
Generate user
communication log

Add
Edit
Delete

Add
Edit
Delete

Identifier

Unique identifier if available.
For the reset password action:
= User = user display name

= Email = user email address

empty

Client ID (GUID)

Client ID (GUID)

Reason

ActionZ[F L

ActionZ G L

BIN7 2 > 3 >: Add APl client
#RE&ET U > 3 >: Edit API client

k72 > 3 >: Delete API client

3BT 2 < 3 >: Add API client
$RE 7 > 3 > Edit AP clientiR s

BBk 72 & 3 > :Delete API client

Viedoc 472 DV ) =BT INERET 7> 3 VDT — 2T LER— MIRMENBVWHDHHD F7,
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Design revision impact analysis
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12 ExcelL’h— FODRAR
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« Summary - L7R— ~ZEET 3 — RIS EISIR
= Production - D7 S M7= A F R OEGIIEEHR
« Training - DS Nz b L —Z= > JHER DEIIER

Summary > — MZid. UTFORF—2 BRIV Y FENBZTEEDH S 7+ —LOBDRREINE T,

- Ef
« SDV

« JUZAILLEa—
- T—RLEa—

77 #JL kTl Excel>— kProductiond & U'Training®D A L. FReq confirmationDEH YesDITDHERRT B EDICT A ILEZINTVET,

Production# & U'Training> — ~MCIZL T OAINH D £,

Column Description

Site Code HECTHREINLMERI—R

Site Name FBR TRE S NIcfisk

Current Design MRICIREZOHTENTVWBIN-U 3 VB LUHETES
Revision being analyzed ARINTVBN—V 3 VB LUVSETES

Subject Key SEBIF—

StudyEventDefld SHER Y hDID

StudyEventRepeatKey HEBARY FDBDRLES

FormDefld T #—LID

FormRepeatKey T+#—LOENIRLES

ActivityDefld TIOT14ET«1ID

FormEditStateLocked Yes - LR— MERBHC 7 A —LDMRERICOY TN TWVWS

No- LAR— MERRBRHC 7 # —LADMRERICOY 7 TNTULVAEW

Req confirmation Yes - 74 —Lb\ BETHEBRICHERIZ Y 7ICLSHRELELT S

No- 7+ —Lh BETERRICHERIZY 7ICLPBREHEL LRV



Column Description
Signed Yes - 7 # —LWEEFH

No- 7 # —LHBHTINTULARW

Sbv Yes - 7 # —LiH'SDVE

No - 7 + — Lih'SDVR R

ClinicalReview Yes- 74— LAOUZHILE 21—

No- 7 #—LMY U ZAILE1—KEME

DataReview Yes- 7 A—LbHT—ZLEa1—&

No- 7 # —LhF—& L E1—kKRH

PMS side CORIEPMSHER TOAFIRATIHET Jo
Clinic - 7 # —LAH'PMSHERDERBICE T 3

Sponsor- ZND 7 # —LHPMSEHBOEERICET S

2 EMRMEERR

It is important to understand that the revision impact analysis provides a lot of details about the upcoming revision, and it might even be unblinding in certain
circumstances.

If a study design uses role-based visibility for items that could reveal the subject's treatment, and the mere presence of the item is unblinding, the revision impact
analysis could reveal which treatment the subject is on.

For this reason, the permission to view and generate the revision impact analysis is isolated to a dedicated user role, and we recommend caution before you
invite a user with this role.
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Viedoc study configuration management
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2.2 GetToken
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2.2.8 C# Syntax
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2315 U L
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6.22 ODM XML ClinicalData 7 7 1L %2 1EHET 3

1 EC®HIC

CORFIXYMIIF. WCFOIZEZFERAL T, BRREELIETOMD S X7 L% ViedocD/NT ) v I Webt —EXICHEF T O DBERIETENTVE
ED

Viedoc®/\N7'1) % Application Programming Interface (AP)IZHTTPH —E X EDSOAPTH D LU TFICTHBRIRE T, https . /VIEDOC_HOST
/HelipadService.svc

F 7. https://[VIEDOC_HOST]/HelipadService.svc?wsdl 15, wsdIXZTF—R T 7 ILEZX U YAO—RTZIEHTEFS,
EU H—/\—

https://v4apiviedoc.net/HelipadService.svc?wsdl
https://v4apitraining.viedoc.net/HelipadService.svc?wsd|

BAY—/N—

https://v4apijp.viedoc.net/HelipadService.svc?wsdl
https:/v4apitrainingjp.viedoc.net/HelipadService.svc?wsd|

FEY—/N—
https://apiviedoc.cn/HelipadService.sve?wsdl
https:/apitraining.viedoc.cn/HelipadService.svc?wsdl

ustr—nN—

https:/api.us.viedoc.com/HelipadService.svc?wsdl
https:/apitraining.us.viedoc.com/HelipadService.svc?wsdl

Z DMDFEFFDHR X MMIDWVWTIE. Viedoc Technologies £ THREILEHLE 2T L\,

5% L < | Guide to Viedoc server instances BB < 2 L)

2 XVYwFR
21 = >
211 @=

=0 XYY RRBISATY b 2REATBBDICFERINE T, BEROIRTOEREZDIAETIRORBIE - V2 REIT B7HICIF. F—I Y EFUET
REHBDET,

VATV ERIAT BICIE. AT ORBHREZRMTIHELNHBDET,

- BRI 54T bID. ViedocDIFEDHERICH{T WIS T7> FID (GUID)o U541 7> bIDIE. TEFIIXRBRBOTIKRD LTI
WTWET,

» ViedocD I —H—R—LE/XZXT— K, ViedoclCT—RERXETEDLSICTBICIE. I—H—hViedocDZ DFRBREHERICT VLA TZILHT
F TRANEHATIO0-ILMTESINTVIRENHD £,

APIEEBEOO—ILICEDEHTENTVWRHREDH. APIRET 1 Y RIICTIEALT. APIVSA 7Y MIDEERT B ENTEXT, b—2
> /GetToken XV v RAMERAEINZ . RERICAR->TWVWS. A—HF—ADO—LOBEFE IR TEBNICEARINE T,

U547 MDEREBT 3HAICOVTOREIE. APISEEEBRIIETL

212 C# Syntax

ApiTokenModel tokenModel = Token(ApiAuthenticationModel loginModel);
213 NIA—H—

Token XYV v RIZIIUTONSX—2hHBD %7,

NIA—Z T-&E ES
loginModel ApiAuthenticationModel —EDRFIER

S¥#81331 ApiAuthenticationModel # BB L TL f2E W

214 Rb1E
=02 XYy RTIE. UTOFONT 1 ZFFDApiTokenModel 7 7 7 F&IRL £7,
ZOnNT+ T2 AE

Token string BHEOBERCTRILICERTRER. FLLRTF - >


https://help.viedoc.net/l/a559c4/ja/#API
https://v4api.viedoc.net/HelipadService.svc?wsdl
https://v4apitraining.viedoc.net/HelipadService.svc?wsdl
https://v4apijp.viedoc.net/HelipadService.svc?wsdl
https://v4apitrainingjp.viedoc.net/HelipadService.svc?wsdl
https://api.viedoc.cn/HelipadService.svc?wsdl
https://apitraining.viedoc.cn/HelipadService.svc?wsdl
https://api.us.viedoc.com/HelipadService.svc?wsdl
https://apitraining.us.viedoc.com/HelipadService.svc?wsdl
https://help.viedoc.net/l/7aa962/en/
https://help.viedoc.net/c/331b7a/70102f/ja/

Zanr« F=RRAT NE

Result ApiResultType XYy REUHLABIRINZEROBBL AT -2 2 EEL T, SMICDOWVLTIE. 3.2 ApiResuliType®d
O a3 EBBLTIIEIL,

ErrorCode int BEAIS DRSS IS5 OEEERIBENADET, SHICOVTIE 4TS5 —O0— Rt arvE
BRLTIEEL,

Errormessage string BRITS—05BE  NEIFFOIHEATOIS — D5tk

ExpiryDateTime DateTime r—o>OEMEARE (BE)

215 HTTPHEUH L Dl

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API"
xmlns:viedl="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public">

<soapenv:Header/>
<soapenv:Body>
<vied:Token>
<vied:loginModel>
<viedl:ClientGuid>f4680c73-f936-48be-bf5e-560f05af640c</viedl:ClientGuid>
<viedl:UserName>[USERNAME]</viedl:UserName>
<viedl:Password>[PASSWORD]</viedl:Password>
<viedl:TimeSpanInSeconds>180</viedl:TimeSpanInSeconds>
</vied:loginModel>
</vied:Token>
</soapenv:Body>

</soapenv:Envelope>

216 HTTPIEZE DI

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API"
xmlns:viedl="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public">

<soapenv:Header/>
<soapenv:Body>
<vied:Token>
<vied:loginModel>
<viedl:ClientGuid>f4680c73-f936-48be-bf5e-560f05af640c</viedl:ClientGuid>
<viedl:UserName>[USERNAME]</viedl:UserName>
<viedl:Password>[PASSWORD]</viedl:Password>
<viedl:TimeSpanInSeconds>180</viedl:TimeSpanInSeconds>
</vied:loginModel>
</vied:Token>
</soapenv:Body>

</soapenv:Envelope>

2.2 GetToken
221 =

GetToken XYV v ROFBRIF. 21— > o> a>0 =2 ARICEYT BB ZSBLTIEEW,


https://help.viedoc.net/lessons/restricted-system-lessons/admin/data-import/76935f/viedoc-4-public-api-documentation/?modal=1#2.1

2.2.2 C# Syntax

ApiTokenModel GetToken(Guid ClientGuid, string UserName, string password,
int timeSpanInSeconds);

223 NIA—%H

GetTokenX Y v FIZIE. UTFDNFX—4—D'HBD £

INTX—7& TF—=RRAS AR
ClientGuid ApiAuthenticationModel ViedocDFFEDEERICHTIT 5NT/Y 54 7> FID, Viedoc Admin

HSEIFHRE M.

UserName string Viedoc O o > A—H—F— Lo #7H,
Password string —¥ 9 3Viedoc A7 1 > /IXXT— R, #%B,
TimeSpanInSeconds int EEh—U BN T BEE WEM), FRONIA—%—,

T 7 # )L M 3008 (593). mAIX1800%) (3043).

224 RDOfE

GetToken XV v RORDED ) X MMIDWTId 214 EDEDEY S 3 Y THATNTWVS Token XV Y RORDEESRBL T LT L,
2.3 SubmitData

231 HE

ViedocAD 7 — &SI SubmitData XV v FZEHAY 2 EH'EEETT

2.3.2 C# Syntax

ApiSubmitResultModel SubmitData(string token, string odmXml,

ApiSubmitDataOptions options = null);

233 NIA—%H

SubmitData XV v FiZid. UTFDONFA—2HHD £,

NEPEE F—88217 BES
Token string FEEN—T Yo V54TV MDD A—H—F—L. NRT—REZFERALT Token XV v RERUFHT I LT
OdmXm1 string ODMXMLEERTT7 v FHO—REh37—%
Options ApiSubmitDataOptions F—RDREEA TS 3V FED/NSA—K—, 3.3 ApiSubmitDataOptionst 7S 3 v EBBL T LT L,
234 RDO{E

SubmitData XV w R Tld. UTOHE%FED ApiSubmitResultModel A 7TV hZIRLET ©

ZOnT+ B AE
Token string BEOERTRELICHERATTRED. FLWREL—T >
Result ApiResultType Ay RORUH LN SBRENZBEROBEL AT - R2EHEL T, FMICDVWTIE. 3.2 ApiResultType

DI avEBRLTILEEL,

ErrorCode int BRENIS—DBE I5—0BBEE RIBENAAD T, HMICOVWTE 4T5—O—RotEo>avsi
BRLTIETL,

ErrorMessage string BRATS—0HE | ABHHOZHRTOTS -0
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TransactionGUID GUID

235 MUHLA

b5 EHE

=

1 MetaDataVersionOID
2 SubjectKey

3 LocationOID

Event/form/item
OIDs

ltemDatalnteger

TransactionStatus £7zl& TransactionData ZMUHTRA Y. FMROERT SIS a3 > %5
TREHICEAINDE. ST I aVIlEDYETSNEGUID, 7Y 7O— RSB BEFIEFT—2R
12 FOBICEFRE <. SubmitData XV v RZMUHILGIC, 12D I UH U2 3 2 GUIDAYEID HT
SNET,

AVR— T BT —RIERT . XXFT—ZD[Version].[Revision]

T—RDAVR— MEDBEICINT ViedocDBEF—

HEERIDILViedoc Adminh SEUSATAE T To

ARV b, TF—LBELVEEDODIZ. TYRR—FINXEZT—R2DN— 3> FT:idViedoc Designerh 5 ERIER]
HET Y,

StudyEvent 1% DR 354 . StudyEventRepeatkey "5 X 5NZREF T,

£i:
<StudyEventData StudyEventOID="AE" StudyEventRepeatKey="1">

FFRITh TV T —RED A1 FIZUTDBED T,

ltemDataString
ltemDatalnteger
ltemDataDouble
ltemDataPartialDateTime*
ltemDataPartialDate
ltemDataPartialTime

BT — 2% NET % CRFERICIE. Viedoc DEA LY =Y DAVTFHRBD EFEA. TEDLSIAEROT—RIE. BFE. BREMBFHRERALC ALY —>
DEBERLTVWRLABINET, LA >T HlZ1£2020-01-29T08:34:000D &K 512, ZA LY —VERESEFHRVEET -2 ANTEI a2 6E8HLE
Yo KRS EZERLATNUIASHRWEE. FIZIFIMEY > TIHELRZHEHICUEBE T SMRETHNINIHE. BIMOCRFEHE A L TZDIEHR%Z X
ETZ3ENTEET, F1LY—VERDET—REDO—EBL LTAPI (Ffld1 Y R—bF7 TV r—>3Y) 2N L TCViedocllEXESNIHBE. T —R1EIC
RBENFET, ZHUd. ViedoclllFZNERET DBFANBVH T, FlxIE. 2000-01-01T00:00:00+01:00 (1B Tt k) (31999-12-31723:00:00Z

(F7Ew bgL) ICE#BEN. CRFTIF1999-12-3123:00L L THRRINE T, D78, HEHEREZMORL 7OICBRELEHIE. ViedocllRKET—4
EANTRENMBLTEL L ESBHDLET,

236 K&H



<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">

<s:Body>
<SubmitDataResponse xmlns="Viedoc.API">

<SubmitDataResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>77D5F18B4D. . .81066FCCB3</a:Token>
<a:Result>Pending</a:Result>
<a:ErrorCode>0@</a:ErrorCode>
<a:ErrorMessage i:nil="true"/>
<a:TransactionGuid>b9d315bl-adb7-4eb2-93d7-f43c682aec9a</a:TransactionGuid>
</SubmitDataResult>
</SubmitDataResponse>
</s:Body>

</s:Envelope>

24 ER77AILOT7yFO—-R

T7ALNTy7TO-R7ATLICIE. BIZIFERBRED T 7N EAVR— RN TEET, CHld. SubmitDataX Vv REFER L THHOBEOT—42
EAVR—bTRIHELUTVET, 77 MILZEAVR— T BHIC. basebdXFIICERTIMNENH D £, BRAEE. ERITZI OIS LICEL>TE
AbFxd (FlXIE. PythonTldbaseb4 T 2 —ILDthebbdencodeBMEFERTEXT), 77T Yy TO—RT7ATLDTA TLT—2 21 FlE. ODM
XML TsltemDataBase64Binary & L TIEE S 2HEHH D £,

& (base64XF%]) ICINZX T, v4FileName7ONT 1 HIBETIVENHD £9, DED. ILRFZEFL T 7 1IILEATY. XMLAFIZERv4IE. ODMBAER S
TEETIHNELNHD X,

CHESDEGREEEICLTIIEL,

2.5 TransactionStatus
251 WE
BEICKESNT—EDAVR—rRT—R2%EF T VI F378HIC. TransactionStatus XYV v REFERATE LA TEE T,
2.5.2 C# Syntax
ApiResultModelresultModel = TransactionStatus(string token, GUID transactionGUID);
253 NFAXA—%—

TransactionStatus XV v RIZId. MTDNTX—EZDHD £,

27 755 WE
Token 75 BLL—o>

TransactionGUID GUID SubmitDataXV v K &IFUH Y & & IZBEE NS k52442 3 2GUID
254 RDfE

TransactionStatus X YV v R Tld. U T OREZFDApiResultModeld 72 =V b ERL £ -



Jans« Lil) AE

Token X5 BHROBERCREEICEATAER. LW L—o >
Result ApiResultTpe Xy w ROIFUH LA SESNBEROXA FLRAT—2XEEHEL£T, FMICDWVWTIE. 3.2 ApiResuliTypedt

2arvEBERLTIEE L,

ErrorCode B BERALIS—DBE  I5—0FHETIBEAADET, FMICOVTE T5—0—RFoEs>a>E8RLTL
2EL,
ErrorMessage 3733 BRAIS—0BE  ABPHEDZIERTOITS —0Eil

255 MUHLA

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API">
<soapenv:Header/>
<soapenv:Body>
<vied:TransactionStatus>
<vied:token>@D8D295A92...F@19C59CE1</vied: token>
<vied:transactionGuid>b9d315bl-adb7-4eb2-93d7-f43c682aec9a</vied:transactionGuid>
</vied:TransactionStatus>
</soapenv:Body>

</soapenv:Envelope>

256 I5EH

<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<TransactionStatusResponse xmlns="Viedoc.API">

<TransactionStatusResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>910F3E7984. ..8F25E@BAC1C</a:Token>
<a:Result>Success</a:Result>
<a:ErrorCode>0@</a:ErrorCode>
<a:ErrorMessage i:nil="true"/>
</TransactionStatusResult>
</TransactionStatusResponse>
</s:Body>

</s:Envelope>

2.6 TransactionData

261 #@E
BEICEESNI=T—XEEIF T 37=80IC. TransactionData XV v REFEH T % Z EHEIRET T,
2.6.2 C# Syntax
ApiTransactionDataModel dataModel = TransactionData(string token, GUID transactionGUID);
263 NIA—H2—

TransactionData XV w RiZIE. UTDINSTAX—2HHD £75



%l ToRE ES

Token X5 REL—o>
TransactionGUID GUID SubmitData 5REZ VP T & FICEEINBGUID
264 RDfE

TransactionData XV v R Tld. U T D414 % D ApiTransactionDataModel4 72 =0 b &ERL £ :

Jans« id) AR
Token XF5 BEOERTRAICHERTIEER. FILWERAE~—2o >
Result ApiResultType XV v ROMUH LI SEINZEROBFEE AT — 2 RAZEHEL £7, FMICDOLTIE. 3.2 ApiResultTypeDt o

avEBRLTIEIL,

ErrorCode B BREANAIS—DFS IS5 —OBEZIEEII3BENMNADE T, FHHlICOVTE 4TS5 —0—RFRDEI>a V=B8R
LTLIZE0,

ErrorMessage 3733 BREAIS—0FE | AEDGROZI R TOI S -0l

OdmXml XF5 ODMXMLERT7 v FO— REhi-F—4

26.5 MU LA

26.6 HEA



<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<TransactionDataResponse xmlns="Viedoc.API">

<TransactionDataResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>78EE476F86...C8235F79326</a:Token>

<a:Result>Success</a:Result>

A

a:ErrorCode>0@</a:ErrorCode>

<a:ErrorMessage i:nil="true"/>

A

a:0dmXml><![CDATA[ <ODM>
<ClinicalData MetaDataVersionOID="12.0">
<SubjectData SubjectKey="SE-AHU-006">
<SiteRef LocationOID="AHU" />
<StudyEventData StudyEventOID="V1">
<FormData FormOID="$EVENT">
<ItemGroupData ItemGroupOID="EventDateGroup">
<ItemDataPartialDate ItemOID="EventDate">2016-10-02</ItemDataPartialDate>
</ItemGroupData>
</FormData>
<FormData FormOID="VS" FormRepeatKey="V1">
<ItemGroupData ItemGroupOID="VSG1">
<ItemDataPartialDateTime ItemOID="VSDT">2017-01-03T00:00</ItemDataPartialDateTime>
<ItemDataInteger ItemOID="VSYN">1</ItemDataInteger>
</ItemGroupData>
<ItemGroupData ItemGroupOID="VSG6">
<ItemDataDouble ItemOID="VSDIA">75</ItemDataDouble>
<ItemDataDouble ItemOID="VSSYS">120</ItemDataDouble>
</ItemGroupData>
<ItemGroupData ItemGroupOID="VSG9">
<ItemDataDouble ItemOID="VSPULSE">80</ItemDataDouble>
</ItemGroupData>
</FormData>
</StudyEventData>
</SubjectData>
<AuditRecords />
</ClinicalData> </ODM >]]></a:0dmXml>
</TransactionDataResult>
</TransactionDataResponse>
</s:Body>

</s:Envelope>

2.7 GetMetaData
271 HE

ODMXMLIER THBD AR T—EZN— 3 VBT 37HIC. GetMetaData XV REFRAT S Z EHAIEET T,



2.7.2 C# Syntax

ApiGetMetaDataResultModel metaDataResultModel =
GetMetaData(string token, string metaDataOid, bool includeSdm, bool includeViedocExtensions);

273 NIX—H—

GetMetaData XV v RICId. UTDONSX—2HHD £,

B2 T8 AR

Token string SEIN— Y

metaDataOid string  [Version]. [Revision][EZD X 2 F—&0ID, 7o & Zid. 1UIN—2 3 NDBET1EEBERL £ T, XX T —ZO0IDIEViedoc Adm
TYo

includesdm bool TORR—FINFAZF—HODMXMLT 7 1 LIS, HBRTH AV ETIL (SDM) OTONT 1 2EHZIHE S hEESE|

BIEHTEET, 774/ MIfalsellRETNTUVE T,

includeViedocExtensions bool I RR— b ENF=XET—ZDODMXMLT 71 JLIC. ViedocEEDILEF D FTONTFA 2 ZHBINESHEEBLET,
BENTEET, T7HI) M false ICREINTVLETD,

274 RED{&E

GetMetaData XV w RTld. UTD4FM%IFD ApiGetMetaDataResultModel A7 T h&ERLFT :

pAsVAC N Bl S
Token string OB RTRAICHERTIEER. FILWEREE~N—7 >
Result ApiResultType Xy w ROIFUH LA SESTNBHEROBEE AT —2 X2 EEL £9. HEMICDWTIE. 3.2 ApiResultTypedt 2

2arvEBERLTIETL,

ErrorCode int BRATIS—DES : IS5—OBELEETABMAADE T, F#HAICOLWTIE, 45 —JI—Fotsoarves
BLT 2T,

ErrorMessage  string BENTS—0HE  ABDFEDZHRTOIS— il

OdmXm1 string HBTERINTVBAETF—F/N—U3 Y EZL0ODM XML

275 WUHLA

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API">
<soapenv:Header/>
<soapenv:Body>
<vied:GetMetaData>
<vied:token>3C5C012B4A. . .4AA6982B94</vied:token>
<vied:metaData0id>12.0</vied:metaDataOid>
<vied:includeSdm>true</vied:includeSdm>
<vied:includeViedocExtensions>true</vied:includeViedocExtensions>
</vied:GetMetaData>
</soapenv:Body>

</soapenv:Envelope>

276 &6



<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<GetMetaDataResponse xmlns="Viedoc.API">

<GetMetaDataResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>65E6DFOA@B. . .26FDB77A85</a: Token>

<a:Result>Success</a:Result>

A

a:ErrorCode>0@</a:ErrorCode>

<a:ErrorMessage i:nil="true"/>

A

a:0dmXml><![CDATA[<?xml version="1.0"?>

<ODM xmlns:sdm="http://www.cdisc.org/ns/studydesign/v1.0" xmlns:v4="http://www.viedoc.net/ns/v4"
SourceSystemVersion="4.32.6226.25712" SourceSystem="VIEDOC" Originator="PCG Solutions AB" ODMVersion="1.3" AsOfDateTime="2017-
01-18T12:49:44.503Z" FileOID="" Granularity="Metadata" FileType="Snapshot" Description="Demo study 2016"
CreationDateTime="2016-10-05T08:48:41" v4:ModifiedSystemVersion="4.32" xmlns="http://www.cdisc.org/ns/odm/v1.3">

<Study 0ID="369cbf0@9-3322-43cc-blef-895be23beado" >
<Globalvariables>
<StudyName>Demo study 2016</StudyName>

<StudyDescription>An open-label, multi center, dose escalation study investigating the...</StudyDescription>

</Globalvariables>

<BasicDefinitions>

</BasicDefinitions>

<MetaDataVersion 0ID="12.0" Name="1" Description="Demo study 2016">

</MetaDataVersion<>
</Study>
</0DM>]]>/a:0dmXml>
</GetMetaDataResult>
</GetMetaDataResponse>
</s:Body>

</s:Envelope>

2.8 GetMetaDataVersionForKeySets
2.81 HWE

—EDOT—FRA Vb (B ICRHTIRABTHAON—3y (XET7—aN—-I3Y) ZBETEDHIC
RefAT3 N TETET,

GetMetaDataVersionForKeySets XV v

2.8.2 C# Syntax
ApiGetMetaDataVersionsResultModel GetMetaDataVersionsForKeySets(string token, List<ViedocKeySet> keySets)
283 NFA—ZF—

GetMetaDataVersionForKeySets XV w R T, MTONTA—ZHHD £,

B2 TF—5E ES
Token string B R—

KeySets List<ViedocKeySet> BB IREFFHRTH Y (XZT—2) N=JaVIIfT3. F—tEv bOUIMIEENTVET,
F—ty FAOELDF—IEITRTA TS 3 VT BESNLIRTOF—ICEIVWHRBRT Yo N—2a Yy
HIREINET, £ 334 ViedocKeySet# BB L TLIET L,
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GetMetaDataVersionForKeySets XV w RTld. T DM %IFD ApiGetMetaDataVersionsResultModel # 7TV hZIRL T ©

Zans« il) AR
Token stging BHEOBERCTRILICERATRER. FLLRIER—o >
Result ApiResultType AVY ROBEUHE LD SRENZEROBEE ATF—2XE2EHLET, SHAICOVLTIE, 32

ApiResultType Dt 7> 3> BB LTIEEL,

ErrorCode int BRENAIS—DBE IS—0OBEL TIBEENAPAD ET, #BICOVWTE 4T5—O0—RpEo> 3>
ZBRLTIESIL,

ErrorMessage string BREHFIS—DHE . ABHZDIEXTOTS— DA

KeySets List<ViedocKeySet> = HETERINTLBAEZFT—Z/N—J3 > ESTODMXML

2.85 HTTPHUH LA

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API">
<soapenv:Header/>
<soapenv:Body>
<vied:GetClinicalStudySites>
<vied:token>7C57A5F819...633211A5A2</vied:token>
</vied:GetClinicalStudySites>
</soapenv:Body>

</soapenv:Envelope>

2.86 &G



<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<Get ClinicalStudySitesResponse xmlns="Viedoc.API">

<GetClinicalStudySitesResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>BDE...930</a:Token>

<a:Result>Success</a:Result>

<a:ErrorCode>0@</a:ErrorCode>

<a:ErrorMessage i:nil="true"/>

<a:StudySites>

<a:ApiStudySiteModel>

<a:Country>United States</a:Country>
<a:CountryCode>US</a:CountryCode>
<a:ExpectedNumberOfSubjectsEnrolled>75</a:ExpectedNumberOfSubjectsEnrolled>
<a:ExpectedNumberOfSubjectsScreened>100</a:ExpectedNumberOfSubjectsScreened>
<a:Guid>c57ffd6c-c279-11e9-b974-78c880284afa</a:Guid>
<a:MaximumNumberOfSubjectsScreened>120</a:MaximumNumberOfSubjectsScreened>
<a:SiteCode>@l1</a:SiteCode>

<

[

:SiteName>The Mayo Clinic</a:SiteName>
<a:SiteNumber>1</a:SiteNumber>
<a:SiteType>Training</a:SiteType>
<a:TimeZone>Eastern Standard Time</a:TimeZone>

<a:TzOffset>300</a:Tz0ffset>

</a:ApiStudySiteModel>

<a:ApiStudySiteModel>
<a:Country>Singapore</a:Country>
<a:CountryCode>SG</a:CountryCode>
<a:ExpectedNumberOfSubjectsEnrolled>40</a:ExpectedNumberOfSubjectsEnrolled>
<a:ExpectedNumberOfSubjectsScreened>50</a:ExpectedNumberOfSubjectsScreened>
<a:Guid>c5800324-c279-11e9-b974-78c880284afa</a:Guid>
<a:MaximumNumberOfSubjectsScreened>60</a:MaximumNumberOfSubjectsScreened>
<a:SiteCode>02</a:SiteCode>
<a:SiteName>SingaporeGeneral Hospital</a:SiteName>
<a:SiteNumber>2</a:SiteNumber>
<a:SiteType>Training</a:SiteType>
<a:TimeZone>Singapore Standard Time</a:TimeZone>
<a:TzOffset>480</a:Tz0ffset>

</a:ApiStudySiteModel>

</a:StudySites>
</GetClinicalStudySitesResult>
</GetClinicalStudySitesResponse>
</s:Body>

</s:Envelope>

2.9 GetClinicalStudySites
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GetClinicalStudySites XV v K&, 2 —4—#' Viedoc Clinic T7 72X TE 341 MMIBET3BRERL £9o

2.9.2 C# Syntax

ApiGetClinicalStudySitesResultModel GetClinicalStudySites(string token);

293 NIA—%—

GetClinicalStudySites X Vv RICId. UTFDNFX—EHHD %7,

INTAX—B—

Token

294 RDfE

GetClinicalStudySites XV v R Tld. MU T D4FHE % FDApiStudySiteModel4 72 7 &R LET ©

ZJONT+

Country

CountryCode

ExpectedNumberOfSubjectsEnrolled
ExpectedNumberOfSubjectsScreened
MaximumNumberOfSubjectsScreened

Guid

SiteCode

SiteName

SiteType
TimeZone

TzOffset

2.9.5 HTTPEEUH LA

2147

string

string

int

int

int

string

string

string

string

string

int

AR

E#

EId—-RrRIXF

TERICE BT EDAEFIEL

MRTDFERIV—=2TH8

MR TORARI ) —Z> 08K

- kD

AdminTERE LY -k

AdmIinTREL 7Y 1 b

YA bDRAT: FL—Z VI RISEE

Windows®D & 1 LY —>ID

UTCHh 6D Tty b (9 8f)

<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API">

<soapenv:Header/>

<soapenv:Body>

<vied:GetClinicalStudySites>

<vied:token>7C57A5F819...633211A5A2</vied:token>

</vied:GetClinicalStudySites>

</soapenv:Body>

</soapenv:Envelope>

296 HTTPEZHI



<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<Get ClinicalStudySitesResponse xmlns="Viedoc.API">

<GetClinicalStudySitesResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>BDE...930</a:Token>

<a:Result>Success</a:Result>

<a:ErrorCode>0@</a:ErrorCode>

<a:ErrorMessage i:nil="true"/>

<a:StudySites>

<a:ApiStudySiteModel>

<a:Country>United States</a:Country>
<a:CountryCode>US</a:CountryCode>
<a:ExpectedNumberOfSubjectsEnrolled>75</a:ExpectedNumberOfSubjectsEnrolled>
<a:ExpectedNumberOfSubjectsScreened>100</a:ExpectedNumberOfSubjectsScreened>
<a:Guid>c57ffd6c-c279-11e9-b974-78c880284afa</a:Guid>
<a:MaximumNumberOfSubjectsScreened>120</a:MaximumNumberOfSubjectsScreened>
<a:SiteCode>@l1</a:SiteCode>

<

[

:SiteName>The Mayo Clinic</a:SiteName>
<a:SiteNumber>1</a:SiteNumber>
<a:SiteType>Training</a:SiteType>
<a:TimeZone>Eastern Standard Time</a:TimeZone>

<a:TzOffset>300</a:Tz0ffset>

</a:ApiStudySiteModel>

<a:ApiStudySiteModel>
<a:Country>Singapore</a:Country>
<a:CountryCode>SG</a:CountryCode>
<a:ExpectedNumberOfSubjectsEnrolled>40</a:ExpectedNumberOfSubjectsEnrolled>
<a:ExpectedNumberOfSubjectsScreened>50</a:ExpectedNumberOfSubjectsScreened>
<a:Guid>c5800324-c279-11e9-b974-78c880284afa</a:Guid>
<a:MaximumNumberOfSubjectsScreened>60</a:MaximumNumberOfSubjectsScreened>
<a:SiteCode>@2</a:SiteCode>
<a:SiteName>SingaporeGeneral Hospital</a:SiteName>
<a:SiteNumber>2</a:SiteNumber>
<a:SiteType>Training</a:SiteType>
<a:TimeZone>Singapore Standard Time</a:TimeZone>
<a:TzOffset>480</a:Tz0ffset>

</a:ApiStudySiteModel>

</a:StudySites>
</GetClinicalStudySitesResult>
</GetClinicalStudySitesResponse>
</s:Body>

</s:Envelope>

210 GetClinicalData
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GetClinicalData XV v Rid. U ZAILF—2ZODMERTIIAR— FT37DICERTZENTEET,
210.2 C# Syntax
ApiGetClinicalDataResultModel GetClinicalData(string token, ApiGetClinicalDataRequestModel options);
2103 NIX—%—

GetClinicalDataX ¥V v RIZIZIUTDNZ X =8 —HH D £7,

INTX—A& F—4aE RE
Token string S RN— Y
options ApiGetClinicalDataRequestModel — F—4THZK— hDIHDF TS 328 T 1 ILE—, 35 ApiGetClinicalDataRequestModel
EBRLTLIEIW,
2104 EREb1{E

GetClinicalData XY w Rid. UTORE%$FD ApiGetClinicalDataResultModel # 7V FEERLE T,

Zans« A7 HE
Token string BEDV I TR N CERELCERTESHLWREEN—T >,
Result ApiResultType XYy ROBUH LI GREINZERDIA TERT—RREEELE T, ApiResultType HIZEEIT,

Success X7zl& Error ODEHIERINET,

ErrorCode int I5—HRELIB G resultiCld, T5—OBELIEETIRMNEINET, BIELI V3> 415 —0—
FEBRLTILET W,

ErrorMessage string IS—HARELEES. I5—0OREEZIDRLET,

OdmXml string ODMEERTI I R R— b ENcT— %,

210.5 HTTPHEUH LA

JO—XDIEBIZEETYT, U TOI— RAINDIEFICRS CEHEETY,



<soapenv:Envelope xmlns:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmlns:vied="Viedoc.API"
xmlns:viedl="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public">

<soapenv:Header/>
<soapenv:Body>
<vied:GetClinicalData>
<vied:token>2BB747D2E2...B46846DE34</vied:token>
<vied:options>
<viedl:SiteCode>AHU</viedl:SiteCode>
<viedl:SubjectFilter></viedl:SubjectFilter>
<viedl:SubjectKey>SE-AHU-006</viedl:SubjectKey>
<viedl:StudyEventOID>V1</viedl:StudyEventOID>
<viedl:FormOID>VS</viedl:FormOID>
<viedl:ItemOID>VSSYS</viedl:ItemOID>
<viedl:ExcludeExtensions>false</viedl:ExcludeExtensions>
<viedl:IncludeAdminData>true</viedl:IncludeAdminData>
<viedl:IncludeVisitDates>true</viedl:IncludeVisitDates>
<viedl:IncludeQueries>true</viedl:IncludeQueries>
<viedl:IncludeReviewStatus>true</viedl:IncludeReviewStatus>
<viedl:IncludeSignatures>true</viedl:IncludeSignatures>
<viedl:IncludeMedicalCoding>true</viedl:IncludeMedicalCoding>
<viedl:IncludeSubjectStatus>true</viedl:IncludeSubjectStatus>
</vied:options>
</vied:GetClinicalData>
</soapenv:Body>

</soapenv:Envelope>



210.6 HTTPIGEA]

<s:Envelope xmlns:s="http://schemas.xmlsoap.org/soap/envelope/">
<s:Body>
<GetClinicalDataResponse xmlns="Viedoc.API">

<GetClinicalDataResult xmlns:a="http://schemas.datacontract.org/2004/07/Viedoc.Services.Public"
xmlns:i="http://www.w3.0rg/2001/XMLSchema-instance">

<a:Token>A53447308F...B9F6DB81BE</a: Token>
<a:Result>Success</a:Result>
<a:ErrorCode>0</a:ErrorCode>
<a:ErrorMessage i:nil="true"/>
<a:0dmXml><![CDATA[<?xml version="1.0"?>

<ODM xmlns:sdm="http://www.cdisc.org/ns/studydesign/v1.0" xmlns:v4="http://www.viedoc.net/ns/v4" FileType="Snapshot"
v4:ModifiedSystemVersion="4.32" xmlns="http://www.cdisc.org/ns/odm/v1.3">

<Study 0ID="369cbf@9-3322-43cc-boef-895be23beado">

</Study>

<AdminData StudyOID="369cbf@9-3322-43cc-boef-895be23beado">

</AdminData>

<ClinicalData StudyOID="369cbf@9-3322-43cc-boef-895be23beado"

MetaDataVersionOID="21.0">
<SubjectData SubjectKey="SE-AHU-006" v4:StudySubjectSeqNo="10"

v4:SiteSubjectSegNo="6">

</SubjectData>

<AuditRecords>

</AuditRecords>
</ClinicalData>
</0DM>]]></a:0dmXml>
</GetClinicalDataResult>
</GetClinicalDataResponse>
</s:Body>

</s:Envelope>

GetClinicalData (& StudyEventRepeatKeyZz 7R — k LTULWEH Ao
3 ®ET—5E
31 ApiAuthenticationModel

ApiAuthenticationModellCid. U TOERNE ENE T

PA=AvarT id) S
ClientGUID GUID ViedocDHFEDHERICHRTIF 57U 54 7> MDo Viedoc Admin

DOEETEE T, COERIBHEAETY,

UserName string Viedoc O A »A—H—X—L, COBERIIHETT,

Password string —¥¥ BViedocOJ 1 Y /IXZAT— K, COBRIIHNBETT,



Jans« ki) RE

TimeSpanInSeconds int FEE b — O UM EME R BER (B, FTROBRTT,
T 7 4L M E300% (59) T. ®A1800% (309) T,

3.2 ApiResultType

ApiResultType IFIUATFOWVWTNHODEEIFD enum T—REITT

Pending BRIFRELER T, FREBRIFETVLEEA,

Success BRIFERICETLE LT

Error BERIBITZ—0RdD. 8T LELT BELELIS—ORBICOVTIE. TF7—I—REXYE—JZBRL T,
InProgress TR0 VR— h ORI, RELEPTY,

PartialComplete  >—% @1 >R~ MERATNE LA RESEHTTT. BOOBREOOY IHBRINTHS. T—201 > R— =B
LET

T—20A VR—MIBBENE LI BHRIDDID. BENROND EFLEATLI, COBERAVR—FEThEHA.
ROBEDHREHITE T

* GetClinicalData Tld. fBH® Success £7zl& Error @ ApiResultType enum T—REDAIMERINE T,

3.3 ApiSubmitDataOptions

« API XV R SubmitData 2B T3 &« BMARTH A VRICEETZH. SBBR7T— 7 70— IR > TEIRY FRICEELBRWVW I +—LICT—4&
EERETEET, COLIBHEA. FLLWITF—LDMERETN. ARY MIEBMENET,

= WCFAPIZERLTI7#—LICT—2%2 Ty > 2§ 3 tOBEEPEEIIN—TH5T7— 22588 T 3EEPREINTVWIEENHIIFE. €
NSOHBIFEBNICEFR INEEA. 7L, BRICKETIEED. 20BRRIKETIRLCERSIIL—TISEBMENIEIEEIE. HEIRITS

nEy,
ZFany« T—RE AR
AllowCreatingSubjects bool —HTZBENRONSLNSTIBAIC. T—2D1 Y R— MRICHLWEBEZERT 3N SN EES
LE9d, true £7lF false ICRETETE T, T 7 HI NI true ICRESNTULET,
AllowlnitiatingStudyEvents bool F—2DA VR— FRICKRERA Y FERETEHNESIDEEBELET, true £7old false ICRET

EFEJ, 77 ME true TT,

3.4 ViedocKeySet

ViedocKeySet DX FIZld. UTFDTONTA HEENE T,

ZONT+ T—&E &

Uniqueld string RBTOFEADH. BERICRASNILIGE, COTONT1 DEIIERIhEE A,
SubjectKey string FBEDViedocDBEF—

StudySiteld int REERD T —KZR—2ZID

CountryCode string oXFEDEI— R

SiteCode string AdMInTIRE S NIRRT — Fo BETT,



Janr«

SiteNo

StudySujbectSeqNo

SiteSubjectSeqNo

StudyEventDefld

StudyEventRepeatKey

EventDate

FormDefld

FormRepeatKey

ItemDefld

MetaDataVersionlOD

-5

N1

int

int

int

string

string

DateTime

string

string

string

string

HBRLANILTOREDELES

MR L NI TOEREDELES

HEBRTH A THREINHERA > MOID

BRIV FOBDERELF—

1SO8601Z D1 N> + BT

HETHA Y TRESINLT +—L0ID

TA—LO#DRLF—

AT THREINIEBOID

[VERSION].[REVISION] FZRDFRERTH 1 >0ID (N—23Y), BEICEESNALINTOF—DEICED
WT, BEICBATNET,

3.5 ApiGetClinicalDataRequestModel

ApiGetClinicalDataRequestModel F—& B CIZ. UTOTONTAHEENET,

SiteCode

SubjectFilter

SubjectKey

StudyEventOID

FormOID

ItemOID

TimePeriodDateType

TimePeriodOption

FromDate

ToDate

ExcludeExtensions

IncludeAdminData

IncludeVisitDates

string

string

string

string

string

string

AdmIinTHRE SN I — N, HETT,

EEONFINEFEALLEET N2 —s #7232 TY,

BEODViedocDBEF—, #7>a3>TY,

HEBRTHA VTRESNLHARIR> FOID, #7233 T,

HEBRTY AV TRESNIZT+—LO0ID, AT 32T,

HEBRTHYA Y TRESNALEROD, #7723 > T

ApiTimePeriodDateType SystemDate|EventDate, #+ 7> 3> T,

ApiTimePeriodOption Until[From|Between, # 7> 3> T9,

DateTime

DateTime

bool

bool

bool

ABLFEBRFEEARY FOBRNTT—2Z2RBET3DICFERAINE S,
F7>a>7T9,

ABLFBREFEEARY FOBNTT—2Z2RET3DICFERATNE T,
*7>a>7T9d,

SDM. Viedoc & L UBHEIMMZRATEINESHEEEL
9, true £7clF false ICRETT XY, T 74/ NI false ICRESNTVET,

IVZAR—MMIA—HY—BLUVERDT—RZ2EHIDNEOINZEERLET, true £7id
false ICRRETETE Y, T 72/ ME false ICRESNTVLET,

ARV AT —LEIVAR—MIBHINESHEEELEFT, IRV ARG T+ —L4
ICIE. AR R, FEB. BLUVAIRY FOHFREENTENE T, true T
false ICRET R LA TETET, T 74/ NI false ICRESINTVET,



IncludeQueries bool

IncludeReviewStatus bool

IncludeSignatures bool

IncludeMedicalCoding bool

ViedocVersion

string

4 IT>—1—F

UTFORTIE. T5—O—RFEZOFHAZUILLTVED

=R

100

101

102

103

104

105

106

107

108

109

10

m

12

14

121

122

Ayg—2

EwE - —R—LELIEINZIT—F

| 517> FGUID

BoGb—o>

FRAThTVWEEA

XMLF— S DU ETT

FRAThTULEEA

| 547> hGUID/A—H—

FRThTVWEEA

FRAThTULWEEA

RET7I7EZR.
T—RERELILA-—Y—DHIN T
Yoo a ERESTERY

\EWR NS YOS 3> GUID

T RER

XETF—=BON—=I 3 HRDOHD Ft

A

SSOD1—H—T7d

A—H—IZRITIXR— MERDH D %
‘A

5 7—70-0%4|

JITVRIVRAR—MIBDZINESHZEERLET,
true £7clF false ICRETET XY, 774/ ME false ICRETNTULE T,

LE2a—RT—RRAEZITIVAR—FIBDZIHESHEERELET, true F7zld false I
RETEET, T 74/ MIE false ICRESNTULET,

ELEIVRAR—MIBDZINESHZERLF T, true /IS false ICRETE X,
T 7 #IME false ICERESINTVWETD,

A—TA VI RBITVRAR—MIBDHZINESIHEERELET, true F7cld false ICERET
TEJ, T7FI ML false ICRETNTVET,

IORR—MIERTEZT—ABEN—a %2 ERLE T, Viedocd.3900 ) J—REAT
lE. T—RBEN—T3>%4.38, 439F o IERFTDViedocN\—J I VICRET D LN TE
£9, AHIBESINTVARWEA. Viedoc AdminDAPIERTE T:EIR TN T ULV B Viedoc/N—2 3
UHMERINED,

e

EBESNc A —RX—LELRINIT—RIZEHTT,

APENIH 51T FDIREH TS,

N Token T Yo

ERICODM xmIF—ZWEENR TV EE Ao

BEShI b=V BB I 517V bGUDXRENRI—F —ZRLTVWET, b—
IUNYRT LD SRITENIIZEIE ZREMENMEVRR T,

T—REXRELEI—HY—DAHAH. TransactionData H & U TransactionStatus Z MUY
T3 EHEEET T,

A—H—IHEESNIV Y —RICTIVERXTEEE A

UIIRMENIAET—2DN—2 3 VIFERTROMD FEATL

RXAVES VTN AFVRBICRESNTE D, APIOJ 1 VY R—FThTULEE A



6 ViedocA\DT—RXEHEDH

61 LI

CDETIE. ViedocADT—RXEHAZEDHERTILET, £/, ViedocD YT TUTDIBEREZBRISTIE3N % AL 7,
« V54T RD
- ERIDETHAUN—T >
= ERODOID

« BEROT—4E
- BED

COETIE. B8 LIER%ZER L TODMXMLERRR T — 4 7 7 1 L2 1Epk 3 2 FIBL MR L £ 95
6.2 V71472 DZEEIRT S

APl DFRFEZBRILET L,

6.3 HBREI—RFEHEFAN-—C3>DOAF

F=REAVR—bTEZHA DY A bOA—REBPRRAN—a 0 EXELTLEST V. ZD Viedoc AdminD R 25« 1 b—BICERBRERI—REE
WEREINRREINE T, BMREH/N—T 3 vid. MR LIC [VERSION]. [REVISION] L WS R THRREINE T,

6.4 ERXDOIDZEIFT S

UTFOOoIDZEFL £,
1. StudyEventOID
2. FormOID

3. ItemGroupOID
4. ItemOID

Z 5 MOIDIViedoc DesignerDERERT 1 U H SES T D GetMetaData APIXY vy REMUHLTARZTF—EN—-J3 V4TV O0— RT3 TR
/TEEYS
<soapenv:Envelope xmins:soapenv="http://schemas.xmlsoap.org/soap/envelope/" xmins:vied="Viedoc.API" >
<soapenv:Header>
<soapenv:Body>
< vied: GetMetaData>
< vied: token>FE4...171</tem:token>
< vied: metaData0Oid>8.0</tem:metaDataOid>
< vied: includeSdm>true</tem:includeSdm>
< vied: includeViedocExtensions>true</tem:includeViedocExtensions>
</ vied: GetMetaData>
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4.6 JavaScriptic &34 7 5 A VIREE

47 = TI&EEE
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5.9 Viedoc Web API N\ =2 3 >

6. ZDthD1EHR

1 EL®IC
Viedoc Security Token Service (STS)ld. Viedoc eClinical suite D APl TERT 277X b—7 Y ORTEREIE—TTHICIT S H—EXTH D, DD,
Viedoc STS (W2 FU VoL (FBEFaVTr « TUZINIL) ICHLTEREY —EREZREIBTAIT VT T - 7ONAH (IdP) TY 7
Do Nbide AYEa—2, y—EX 7OEZXRIALY RALOHEIY T T4 HIVIZEDESIHBHDDIIL—TTT,
Viedoc STSI&. Viedoc RESTAPIX (FRI¥TH 3,

Viedoc STSIViedoc WCF APIICIZER T NEE Ao

Viedoc STSIE. b—2 Y OEBEIRIID=HD I RRA > hEFOWeb —EZNSHEEINTWVET, £/, Viedoc STSIEXZT—42% (UJSONXEZr L
T) RELET, COXEZT—RIE 95472 EPAPIBNY —ERCEETIRICECKRET S -DICFIBAINET,

Viedoc STSId. Web7 FUr— 3 ‘/PJ&/H)LT’?’U 77— 3> OFREE + RAID =D DEFIZHETH S 0Auth 205 FICEH L TV E T, L <Id. The
OAuth 2.0 Authorization Framework® C& < 72

Viedoc STSIF—RRICABENTULE T,
2 Viedoc RESTAPICH T D525

Viedoc RESTAPIIE. WU I X TUICERIERAIZHBBE LET, CNZERRTBLHICIE. FTIEIA M= Y ZHTIPEREINY A — X LTU I IR MIE®
BPUENBDEY, COL—TUIE TRMHSNBITFNUIED A

Viedoc RESTAPII&. Viedoc STSHEITLIc =0 > DA EZIFFITE T,
3 Viedoc STSH5D b—7U > DZA{F
31 Grant typesft 5 DELE

Viedoc STSI& EWSHAVESUTATRISY MM TR ERLET, CORAIZA FFEVR T A —IDAFELEWS T
UADIDICESNTWVDS, EVEINE. CORVAZATTIE IV VHBEOLHD F—IVZBRIFIB N TEET,
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Viedoc STSAD b —0 V#FT) VTR L Tld. HTTPPOSTUJIRA DT A—LT—RE LT, —BDIL TV v, DEDF—ERRETIHEND
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Key Value Description

client_id viedoc-web F—=UYERITIBZIFA1T> D,

client_secret viedoc-secret BESNIISATY MDD SATY hy—oLy b (=XZRT—K),
grant_type client_credentials ST DIESE,

WebAPIZ 54 7> MIBT31EHR (V547 MD. 951472 =Ly FOBRBAE) ICOVWTIE APIDEEEBRBLTLES
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NET Framework & 7zI&.NET Core Tldentity ModelZ ff A § 315 &. HttpClient DIEXY v REFATZ N TEE T, XDHZ. Client Credentials?
SN EATEZRSDICE LA EERLTVWET,

var client = new HttpClient();

var response = await client.RequestClientCredentialsTokenAsync(new ClientCredentialsTokenRequest

{
Address = "http://<base-url>/connect/token",
ClientId = "viedoc-web",
ClientSecret = "viedoc-secret",
Scope = "<scope names that you want to access>",
Parameters =
{ "meta", "study_guid:<guid>;user_guid:<guid>;license_feature:<feature_name>" }
}
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CDBIDRID ATy FTlE. NuGet /N4 — Microsoft.AspNetCore.Authentication.JwtBearer ZBfIL TWE T,

public void ConfigureServices(IServiceCollection services)

{
services.AddAuthentication("Bearer")
.AddJwtBearer("Bearer", options =>

{
options.Authority = "http://<base-url>";
options.TokenValidationParameters = new TokenValidationParameters
ValidateAudience = true
//More validation options here
s
s

services.AddAuthorization(options =>

//Adding a policy to validate the scope claim of the incoming token

options.AddPolicy("ApiScope", policy =>

{

policy.RequireAuthenticatedUser();

policy.RequireClaim("scope", "<your required scope name here>");

1N
I H

}

public void Configure(IApplicationBuilder app)

{
app.UseAuthentication();
app.UseAuthorization();

5% L < I&. Overview of ASPNET Core Authentication | Microsoft Docs% CE < 72 L,
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3 WebAPIZSA 7Y bR TT, 7OEALIEVAPIOSA 7Y hDEBREZVE IV VI LET,
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api-version T 7 —)LR&7lE Accept-Version Ny H&—7 4 —)L RT. ViedocANDEFEK L FEEICFERAT ZAPIN—a VEIBETEET,
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1 APIZSA 7Y RERE
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D5A4T7VRMD- b—0 VBB T IHDICRETT,

F—=2YURL- b= EBFTIDICFERLET. b= idk. TOBRDIRTOAPIOA—)LEZFRIET B -DICHETT,

APIURL - fiD TARTDAPIO— )Lk, T RiRA > hEZEIBAS ZDR—IURLICITHNE T,
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k=2 > OEUS

F—=0 ZBBTZICIE. ATFTOI-REFEHELET:

curl -X POST -d "grant_type=client_credentials" -d "client_id= " -d "client_secret= "
EHWI=DDU Z4T7> MDIC. EHBRIEDIVSAT =Ly MIFEFRITLIEET L, |FViedoc Admin
HoEELE T,

CNRIIRR— b ZEBTCTYTIL—OAITY,

I U ZAKR— 7Ot ZXDF®

To start the export process, you can use the following code as a template:
curl -X POST -H "Authorization: Bearer --json " "
/clinic/dataexport/start

lF. ERRORTY I TERTNIE b= VICBEIM|ITLIETL, ICIFFBEDISONT I ZKR— FERZIREL £ 95
IZI&. Viedoc Adminh* 5B L 7=URLZIEE L £ 95

CNETIRR—+2ETCT > TL— bOFITT,

JSONFEH TIT U RR— b ZIEETBHENH D 9o AT FIPTEARTIRR—- b TONTA Z2IRTRLETYTL—FTY, #@
BEna7an7« 133723 > T TIRR— FREDFHEICOVTIE. SwaggerR—J BB LTI LEEL,

{'roleld':"', 'siteIds':[], 'eventDefIds':[], 'formDefIds':[], 'itemDefIds':[], 'includeVisitDates':true,
'includeNotSigned' :true, 'includeSignedOnly':false, 'includeSDVPerformedOrNA':true,

'includeSDVPending' :true, 'includeEditStatus':true, 'grouping':'GroupByForm', 'rowLayout':'RowPerActivity’,
‘outputFormat':'CSV', "timePeriodDateType': 'EventDate’, ‘timePeriodOption’: 'Between’, 'includeHistory':true,
‘includeMedicalCoding’ :true, "includeSignatures':true, 'includeReviewStatus':true, 'includeSdv':false,
‘includeQueries':true, 'includeQueryHistory':false, 'includeViedocExtensions':true, 'fromDate':"'", "toDate':"'",
‘exportVersion':'', 'includeSubjectStatus':true, 'includeBookletStatus':false, 'includeBookletStatusHistory':false,
‘includeSasScript':false, 'includePendingForms' :true}

T ZKR— 7Ot DR
IHVRR—+TOERZERIBICIE. WTFOO—Fz7>L— b LTHEALETS:

curl -X GET -H "Authorization: Bearer
/clinic/dataexport/status?exportId=

Replace with the token and the with the API URL obtained from Viedoc Admin. Replace with the export ID obtained in
the previous step.

Zh—U Ui, % Viedoc Admin SEVE L 7cAPI URLICE EF X T 2T LY, IFHIDR T v FTERIG LI TV AR —
FIDICESF|MA TS L,
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IJVRR—b=doO0—-F33IC3 ATFOO—FET>FL— b LTERALET:

"

curl -X GET -H "Authorization: Bearer
/clinic/dataexport/download?exportId= --output
path\where\to\save\file.zip
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COtU2 3 YT Python ZEALTT—42%E TV XAR— I 2FIEZFHAL X7,
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7280\ requests Ny T —JFA VX M—IILTBICIF. AR R TAY T MEIEFR—ZFILERE. pip install requests CANLE T,

1 k=2 > DR

CDto2 3T PythonZfE>TT—R2%Z2TIXR— b 2FIRZHALE T

import requests

clientIld = " "

clientSecret = " "

tokenURL = "

apiURL = " "

params = {"grant type": " client_credentials ", "client_id": clientId, "client_secret":
response = requests.post(tokenURL, data = params)

token = response.json() .get("access_token")

clientSecret}

|&Viedoc AdminTAPI%Z SR E T B BRICEE LA BIRICE IR TLIET L,

CHUIPythonTh—2I VDU I IR b2 EDLSICHER T ZHDHITY !
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IORR— MUBZBE®RT3ICIE XTFTOI—FET>FL— e LTEALET:

header = {"Accept": "application/json", "Authorization": "Bearer " + token}
params = {

"roleId":"",
"siteIds":[],
"eventDefIds":[],
"formDefIds":[],
"itemDefIds":[],
"includeVisitDates":"True",
"includeNotSigned":"True",
"includeSignedOnly":"False",
"includeSDVPerformedOrNA":"True",
"includeSDVPending":"True",
"includeEditStatus":"True",
"grouping":"GroupByForm",
"rowLayout":"RowPerActivity",
"outputFormat":"CSV",
"timePeriodDateType":"EventDate",

non

"timePeriodOption":"Between",

"includeHistory":"True",

"includeMedicalCoding":"True",
"includeSignatures":"True",
"includeReviewStatus":"True",
"includeSdv":"False",

"includeQueries":"True",

"includeQueryHistory":"False",

"includeViedocExtensions":"True",
"fromDate":"",

"toDate":"",

"exportVersion":"",
"includeSubjectStatus":"True",
"includeBookletStatus":"False",
"includeBookletStatusHistory":"False",
"includeSasScript":"False",
"includePendingForms":"True"}

response = requests.post("apiURL/clinic/dataexport/start”, jason=params,headers=header)
exportId = response.json().get("exportId")

params FHEIFTIRAR— FREEXEELE T, F—LEORTIEF T3> TE, TYRR— MREDFHMICOVTIE. SwaggerR—J%

CHUIT I R — MUBEOBRAITY ¢

3 IURR-rRT—ZRXORR

IVRR—bRAT—EREZFTYIT3ICE UTFOO—RETYFL— b LTERTEET,

from time import sleep

while(response.json().get("progressPercent”) != 100 and response.json().get("exportStatus") != "Error"):
sleep(3)

response = requests.get(apiURL + "/clinic/dataexport/status?exportId="

+ exportId,headers=header)

EROI-FTIE SBLICT VAR - MUBORTZF v I LTVWED,

CHNEIIZAR-—rTOELRFIVIDOHRTY ©


https://v4apitraining.viedoc.net/swagger/index.html

4 ITORR—bERAYIO-R

IVRR—b=dU0O0—-RFT3ICE ATFOI—FET>FL—hELTHERATEE T,

if response.json().get("exportStatus") == "Error":
print("Export failed!")

elif response.json().get("exportStatus") == "Ready":
print("Downloading and saving the export.\\n")

response = requests.get(apiURL + "/clinic/dataexport/download?exportId=" + exportId, headers=header)

if params["outputFormat"] == "CSV":
extension = ".zip"

elif params["outputFormat"] == "Excel":
extension = ".x1lsx"

with open("path/where/to/save/file" + extension, "wb") as output:

output.write(response.content)

print("Output saved: + "path/where/to/save/file" + extension)

T7ANERETEZ I 7 AINNRET 7 INBEIRET ZRENHD 7,

CHIBTORE— 2y O—ROFITY
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COtI2arTIE REE>TT—4ZITIRR— T BHEZHBALET,

COBITIE. RODhttr/Sy 7 — Ejsonlite/Ny 7 —JZFRALTWET, COFDI—RERTTIHIC. CNEEA VI M—ILTIREHHD T,
A YR R=ILFBITIE. RO Y —)LIC (install.packages(c("httr", "jsonlite")) YAALTLLE IV COEEIF—ELITTEIVTT,

1 b—2 > DEHiE

=0 %BISTBICIE X TFOI—FETFYFL—hELTERTEET:

library(httr)

library(jsonlite)

clientId <- " "

clientSecret <- "xxxx"

tokenURL <- "xxxx"

apiURL <- "xxxx"

params <- list("grant_type" = "client_credentials", "client_id" = clientId, "client_secret" = clientSecret)
response <- POST(url = tokenURL, body = params, encode = "form")

response <- fromJSON(content(response, "text"))

token <- response$access_token

7 1 —JL K% Viedoc Adminh SEXR L /e BERICBE SR T EE L,
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IORR—MUEZRRT3ICR. ATOI—-RFET7>7L— e LTERTEET:

params <- list(
"roleId"="",
"siteIds"=1list(),
"eventDefIds"=1ist(),
"formDefIds"=1ist(),
"itemDefIds"=1ist(),

"includeVisitDates"="True",
"includeNotSigned"="True",
"includeSignedOnly"="False",
"includeSDVPerformedOrNA"="True",
"includeSDVPending"="True",

"includeEditStatus"="True",
"grouping"="GroupByForm",
"rowLayout"="RowPerActivity",

"outputFormat"="Excel",
"timePeriodDateType"="EventDate",

n_u

"timePeriodOption"="Between",

"includeHistory"="True",

"includeMedicalCoding"="True",
"includeSignatures"="True",
"includeReviewStatus"="True",

"includeSdv"="False",
"includeQueries"="True",

"includeQueryHistory"="False",
"includeViedocExtensions"="True",
"fromDate"="",

"toDate"="",

"exportVersion"=""

"includeSubjectStatus"="True",
"includeBookletStatus"="False",

"includeBookletStatusHistory"="False",
"includeSasScript"="False",

"includePendingForms"="True")

response <- POST(

url = paste(apiURL, "/clinic/dataexport/start", sep = ""),
accept_json(),

add_headers(Authorization = paste("Bearer", token, sep = " ")),
body= params,

encode = "json")

response <- fromJSON(content(response, "text"))
exportID <- response$exportId

params JRZMITIRR—FREXEBELE T, INTOA T I VEBETIHEIEIHD FHA. TUXKR— MREDFHFMICOVWTIE
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exportStatus <- @

while(exportStatus != "Ready" && exportStatus != "Error"){
Sys.sleep(3)

response <- GET(

url = paste(apiURL, "/clinic/dataexport/status?exportId=", exportID, sep = ""),
accept_json(),
add_headers(Authorization = paste("Bearer", token, sep = " "))

response <- fromJSON(content(response, "text"))
exportStatus <- response$exportStatus

}

HUFRIIZR—MRROZX I -2 3y b T,
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THORK— bk EAY O R
IoZE— b ELIYO—RTBICE UFOI—REFYFL—FE LTERATEET

if(exportStatus == "Ready"){

response <- GET(

url= paste(apiURL, "/clinic/dataexport/download?exportId=", exportID,
sep = ""),

accept_json(),

add_headers(Authorization = paste("Bearer", token, sep = " "))

)

writeBin(response$content, " ")

}
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library(readxl)

if(exportStatus == "Ready"){

response <- GET(

url = paste(apiURL, "/clinic/dataexport/download?exportId=", exportID, sep = ""),
accept_json(),

add_headers(Authorization = paste("Bearer", token, sep = " ")))

tf <- tempfile()

writeBin(response$content, tf)

sheets <- readxl::excel_sheets(tf)

for(i in 2:length(sheets)){

assign(sheets[i],read_x1lsx(tf,sheet=sheets[i],.name_repair = ~make.unique(.x, sep = "_")))

unlink(tf)

Excel CT—R%E DT 3ICId. 2T v 72D outputFormat %ExcellliRE T ZHEHH D £7,
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How to set up Viedoc Logistics
How to set up Viedoc Logistics

%17 Viedoc System 2021-03-24

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

#47%& Viedoc System 2022-06-20

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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2.3 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
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21 Viedoc 4.80 Release Webinar

October 2024

https:/help.viedoc.net/lI/a29eab/en/

2.2 Viedoc Custom Reports in R Webinar Q&A
November 2024

https:/help.viedoc.net/I/04c262/en/

2.3 Viedoc VIRP Webinar Q&A
January 2025

https://help.viedoc.net/I/893419/en/

2.4 Using GitHub Webinar Q&A
February 2025

https:/help.viedoc.net/lI/bb2d9a/en/

2.5 Design ODM Basics & Design Version Compare Webinar Q&A
March 2025

https:/help.viedoc.net/I/027d45/en/

2.6 ePRO Tips and Tricks Webinar Q&A
April 2025

https:/help.viedoc.net/I/f94362/en/

2.7 Randomization Webinar Q&A
June 2025

https:/help.viedoc.net/I/227838/en/



https://help.viedoc.net/l/a29eab/en/
https://help.viedoc.net/l/04c262/en/
https://help.viedoc.net/l/893419/en/
https://help.viedoc.net/l/bb2d9a/en/
https://help.viedoc.net/l/027d45/en/
https://help.viedoc.net/l/f94362/en/
https://help.viedoc.net/l/227838/en/

2.8 Post-Live Changes Webinar Q&A
September 2025

https://help.viedoc.net/I/b01136/en/
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