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This guide is intended to give users in NHS Genomic Medicine Centres (NHS GMC) an
introduction to using the OpenClinica application.

This is not an exhaustive guide to OpenClinica functionality. Nor it is intended to provide a
full list of data items expected to be submitted or to provide any guidance on the content of
your submissions.

OpencClinica is one of the methods available to GMCs for entering and reviewing data to be
submitted to Genomics England. This includes a user interface for data entry and a local
database which holds data saved by you.

When you complete and submit data in OpenClinica, an XML file is generated and sent to be
validated and accepted by the Genomics England central database (known as Mercury).

IMPORTANT NOTE — this means it is possible that data you have saved and is visible to you
in OpenClinica has not been received by Genomics England.
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If you wish to see data that has been submitted and received by Genomics England, you will
require access to the data in Mercury, which is achieved through the viewing tool called
LabKey.

5 Getting Started
5.1 Login

Enter your username and password details in the fields provided. If you do not have a
username and password and require one, please contact ServiceDesk at
ssd.genomics@hscic.gov.uk.
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& OpenClinica

Community Edition

OpencClinica recommends using Firefox 25 and Internet Explorer 11. While
OpenClinica is designed to work on all standards-compliant browsers, we have
not verified that the application functions correctly on other browsers or
browser versions. If you do not have one of the above browsers installed you
may need to contact your IT support group for assistance.

Login News

User Name Could not retrieve news.

Password

T oo

5.2 Home Page

The home page in OpenClinica presents a summary of your activity and submissions.
Generally speaking, you will go from here to the participant list.
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Alerts & Messages

Welcome to RD at North East and North Cumbria GMC @
Notes & Discrepancies Assigned to Me: 0

Instructions

If nesded you may change
the GMC/dlinic or request

access to a new GMC with a Participant Enrollment By Clinic Participant Enrollment For GMC
different role.
mm—m— one Lot | erpetot o et
Other Info - Great North 6 10000 RD at 16 10000
. Childrens North
: Hospital East and
Worhers 1 10000 porth
centre for cumbria
Cancer Ghe
Care
Worher 5 10000
Genetics
Service
N The o 10000
Freeman
Scheduled Hospital

Useful key to submission status here
The Royal 10000

Victoria

Infirmary

Data Entry
Started

Stopped

X

Skipped GMC Progress Participant Status Count
scheduled Fe_— ] available 16
saned data entry startsd 13 signed 0
Locked completed 12 removed o
Invalid signed 0
locked 0
skipped 0
Edit stopped 0
[ x ] Remave
Restore
Reassign
[L] Sign
view All
OpenClinica Portal  Help  Contact © 2004-2016 OpenClinica, LLC and collaborators. The OpenClinica software for clinical research is provided AS IS, without warranty. Licensed under LGPLV2.1, you can redistribute it and/or modify it

Software Foundation. OpenClinica is a trademark of OpenClinica, LLC.

5.3 The participant list

When you click on the link to the participant list, it will take you to a full list of particpants
you have previously submitted. This includes participants submitted to Genomics England
and those unfinished participants where you have saved the data locally but not yet
submitted.

Each participant is shown on their own row, with some identifying information and an icon
showing the status for each of the different Clinical Record Forms that you have started or
completed working on.

You can search for a participant by participant number, or by typing the information you are
looking for into the empty field at the top of any of the columns.
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5.4 Adding a new participant

From the participant list, you can add a new participant by clicking on the link shown.

Participant List for RareDisease at Demonstration @

15 ¥ || Show More || Select An Event

raricoant sy oo rorsames]

dd Mew Participant
Date of Bu...

This will generate a pop-up window. If you are certain you wish to add a participant, click
‘Add’. Doing this will generate the participant ID for your participant.

Add New
Participant

Participant ID: |ID will be generated on Save or Add .
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You will then be presented with a screen showing your partipant’s allocated number. In
order to start entering data by clicking on the icon shown below.

View Participdqt: 100000016 ® Participant number allocated

[ Participant Record
B Events

Page1cof1 | | m Schedule New Event

Event (Occurrence Start Date Location Status | Actions CRFs (Name, Version, Status, Updated, Actions)
Number) [~ ]

Registration 20/10/2016 scheduled Registration-and-consent-  v1.6.5
| leE-RD

& Group

© Global Participant Record C||CI< here to start enter]ng data

B Participant Casebook

Go Back to Participant List

5.5 Starting entering data

Once your participant has been added, you will be presented with the first of the tabs you
need to complete in order to submit your data and register your participant with Genomics
England.

Registration-and-consent-GEL-RD-1 v1.6.5 8 10]

Registration ID: <Not set> Tabs for different

sections of data
¥ (CRF Header Info

%Use the arrow to scroll to other tabs
[ registr..0r29)|[ Partici.(o/e) || Consent (0/10) : :[ Selettodump - el Or select the tab you want from this drop down list

Title: Registration

Instructions: PleasgueMBTEre T below for every participant - proband or blood relative.

pege: h:_)m_ Click here to save your data for later. This will NOT submit
ey - ]

- the data to Genomics England
Family ID
FamilyID is required o fink the probend to the ather relstives.

1 Family ml:r ¥ Genomics England Family Identifier assigned to the proband and their relatives. This should be the Proband Participant ID.

Participant Identifiers
The GMC clinic is expacted to estsbiish afiitilty, to validate NHS numbers before ragistration, to choose or identify a surtabie ID as 2 means of referring to the family group,. and to alocste an identifer as a means of referring to the participant. The dats itms described beloi

2 Date of birthl:l* P The participant's date of birth

3 NHS Numberl:l" ¥ yalidated NHS number for participant Imalid NHS numbers are highlighted in red.
4 CHI Numberl:l P8 scottish Community Health Index (CHI) number for participant

5 Hospital numberl:l P8 Hospital number of the participant

6  Local Case 1dentifier|:| 8 Opticnal cass identifier or Family number used locally, if different from family id

7 Sumamel:l" P The participant's surname

8 Fnrenamesl:l" P8 The participant's forenames

9 Person Stated Gender| Please select ¥ |* W The participant's current gender
Person Phenctypic Sex| Please select v |* P The participant's phenotypic sex classification at birth
Person Karyotypic Sex| Please select ¥ | P The participant3€™s karyotypic sex

12 Ethnicity| Please select ¥ |* P The ethnicity of a PERSON, as specified by the PERSON.. The 16+1 ethnic data categories defined in the 2001 census is the naticnal mandatory standd
given, which may be used locally.)

13 Surname at birthl:l P8 The participant's surname at birth, if available and different from current surname
14 Genomic Medicine DEMO * P ODS code of the NHS trust responsible for the patient (the main GMC trust, or the local delivery partner)

Centre ID

-
51

"

Return to top

For Distribution to GMCs

GENOMICS ENGLAND USER GUIDE | Introduction to OpenClinica



Clicking on ‘save’ when a tab is complete will move you to the next tab. Otherwise you can
use the scroll arrows, or the drop down list to move to other tabs.

Mandatory fields are marked with an asterisk. Additionally, some fields will only accept data
in specific formats e.g. NHS number. In these cases, fields will appear red when data is
entered but not valid, and green when entered in a valid format as shown below.

Registration-and-consent-GEL-RD-1 v1.6.5 &

Registration ID: <Not set>

¥ CRF Header Info

Registr...(0/14) Partici..(0/3)| | Consent (oj10) | » | — Selectio.Jump—

Title: Participant Contact Details

Instructions: Please enter at least one of the contact details or enter NfA in Address line 1 (N/A maybe applicable e.g. where the participant is dg

Page: _p Invalid format
15 Participant w@i& of participant. Invalid emeail addresses are highlighted in red.
dr:

Ad

15 Address line 1| | P premises ID and/or house name, e.g. "Flat 1", "The Old Schoclhouse"

ress line use number, dependent thoroughfare name and descriptor wi comma
17 Add line 2 P Ho ber, dependent tho hf nd d ipt ithout

ress line pendent localityfvillags, .. "Boxgrove
18 Add line 3 B Dependent localityfvill "B "

ress line st town, e.4. 5
19 Address line 4 P Post + et FOrmat OK

ress li / , &.0. "Hampshire", "Hants
20 Add li i ji "Ha hire", "Hants"

21 ormat Postcode, 8 character string, as per BS7666.

5.6 Download the Sample Linkage Form

The final tab of the registration form allows the user to download a Sample Linkage Form
containing the NHS number, the Family identifier, and the Genomics England Participant
identifier (amongst other information).

The purpose of this form is to facilitate the entry of data into the GMC laboratory
information system (LIMS) used for reporting upon the processing of samples and the
dispatch of the extracted products. It can be used instead of, or alongside, a local sample
request form.

Once the form has been completed, a paper sample linkage form can be generated:

Clinical (8/15) Family (0/10) || Sample ..(g/11)| » | — Seiect to Jump M
78 Click here to u D load Sample Link F
download the sample g=
linkage form

Returntotop L Mark CRF complete (ET D OEEN=TSNNND
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The downloaded, printable form will look like this:
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Sumame
SMITH JOHN

NHS Number. 4010232137

Number: 12345

Hospeal
(LTH LT

Pamcpant 1D 123456

Famiy ID: 12345

Chinic ID (ODS Code) 123

Drsease Type: Rare Diseases

TR

Do8.
26/01/1980

i sample Tube: EDTA#1

Type: DNA Blood Germiine

i

Sample Tube: EDTA#2

© Sample Type: DNA Blood Gemmiing

- R

i Sample Tube: PST
¢ Sample Type: LiHep Plasma

i Sample Tube: PAXgene RNA
:  Sample Type: RNA Blood

Sample Tube: SST
¢ Sample Type: Serum

i | Date Samples Colectod

i Time Samples CoBlected
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Finally, and most importantly, this last tab allows the user to mark the registration form as
complete. This must be done in advance of the dispatch of extracted products to the

Biorepository.

Appendix

5.7 A note on Browsers

Genomics England is mandated to use specific versions of internet browsers to allow the use
of CRF forms within the EDCT, which is an Openclinica based application. Openclinica
recommends using Firefox version 25 and Internet Explorer 11. Genomics England cannot
guarantee the functionality of the application when other browsers are used.

] -

< - P YT [T

File Edit View Favoritez Tools

T &) Suggested Sites v v Connect

Internet Explorer Help

What's Mew in Internet Explorer 11

Online support

About Internet Explorer

F1

To check the name and version of your version of Internet Explorer select About from the
Help heading on the main Menu bar.
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Vo e wn TR _— W = -
|@aboutblank P~-a H@ Blank Page x ‘
File Edit View Favorites Tools Help
{3 @ Suggested Sites v v Connect i IT Services @ Web Slice Gallery

e

Internet
. Explorer1

Version: 11.0.8600.18124
Update Versions: 11.0.26 (KB3104002)
Product ID: 00150-20000-00003-AA459

@ Install new versions automatically

© 2013 Microsoft Corporation, All rights reserved.

Firefox is similar, Main Menu then Help, then About. Note you may need to add the Menu
bar by right clicking at the top pf the screen.

Firefox Help
Firefox Tour
Keyboard Shortcuts
PrcfoctieatiRoport —— m—

Submit Feedback... o
Restart with Add-ons Disabled... FI refox
Report Web Forgery...

43.04

About Firefox
Firefox is up to date

Firefox s designed by Morilla, a global community working
together to keep the Web open, public and accessible to all.

Want to help? Make a donation or get involved!

Licensing Information End-User Rights Privacy Policy

Please consider alternatives to the Genomics England support desk when using browsers
which have not been specified for use with this application.
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