OpenClinica: Data Manager Role

Introduction
e Inthe following document there is an overview of using OpenClinica as a Data
Manager. This is a summary of the key points. It is derived from the OpenClinica User
documentation and experience.

e TheOpenclinica User documentation can be obtained at:
https://docs.openclinica.com/3-1/. There is also a *. pdf copy of the documentation
on the study website. It is comprehensive and its encompasses the entire system not
just its usage as a Data Manager.

e The summary is presented as a series of logical questions of Data Manager tasks
that need to be done. These include:

- HowdoIgetalogin?
- HowdoIlogin?
- Howdo I change my password?
- Howdo I add a study subject?
- How do I schedule an event?
- Howdo I enter data?
e Enter data: How do I supply contextual notes (Notes and
Discrepancies)?
e Enter data: How do I resolve data entry queries?
- Howdo I complete a study subject?
- Howdo I remove a study subject?
- Howdo I provide feedback or notes issues with the database?
e  Wealso cover study specific information.

How do I?

How do | get a login?
e To getalogin, please contact the Study Coordinator, who will pass on your request.
e  Please supply:
- Your name
- Your email address
- Site

How do I login?
e (o to the login page: https://study-url/prod

e Enter your username as per the login details supplied
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e Enter your password as per the login details supplied

& OpenClinica

Community Edition
Login News
[ _toow ]
OpencClinica Login Screen
Open i T —

Welcome to QNS ®

Notes & Discrepandies Assigned to Me: 0

Subject Hatrix
- o .
e ey e e — T———————r—————r——

OpenClinica Home Screen

How do | change my password?
Go to the Tasks menu, and hover over it and wait for the options to appear, then left-

click on: Update Profile (highlighted in yellow)
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OpenClinica g - el —

Alerts & Messages

Submit Data

Subject b
Welcome to SECURE ®

Hotes & Discrepandies Assigned to Me: 0

Other

Subject Matrx Update Profile Lo

Select an Event

There were no results found.

OpenClinica Home Screen - hovering over Tasks

In your case your First Name, Last Name, and Email will be pre-populated. Amend
if desired.

In:

- 01d Password: Enter current password
- New Password: Enter your new password
-  Confirm New Password: Repeat your new password

- NB: You may need to add a Phone entry. Feel free to add something
nonsensical.
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OpenClinic/m:-2 L
& Commeniy Ediicn

Ml ome | Subject Hatrix | Add Subject | Notes & Discrepancies | Tasks -

Alerts & Hessages  +

Instructions +| Change User Profile ®
Other Info - OpenClinica is currently being displayed in the English language.
Study
- * indicates requrred field.

o o st Name:
Start Date: 1A

Lost e
End Date:

B

instiytonal Affatian: | Gxtord

Default Actve Study; | Oxford ~
Passwerd Chalonge Question: | Favorte Anmsl v -
Password Challenge Angwer: | Cat
e Passwrd
N Passiword:

Qeave i bark f you dorit want o change password)
Confirm e Password:

Phane:
L Cancel ]

& © 0pencinica, LLC and colaborstors, The Opendirca software f is prowided AS IS, mithout waranty nder LGRLYZL,

it andior modiy It under the terms of the
wersion 1.1 as published by the Free Software Fourdation, OpenClinka is 8 rademark of CpenCines, LLE.

OpenClinica Update Profile Page

How do | add a study subject?
*  Youcan add a study subject in two ways:

e  FIRST WAY:

- From the Home Screen left-click on: Add New Subject

. viomeloteib Auit: Guy's and St Thomas Grot sy . [ rou—
OpenClinica
PP | 1o | Subject Hairix | Add Subject | Hotes & Discrepancies: | Tasks - " e

Welcome to Momelotinib Audit ®

Notes & Discrepancies Assigned to Me: 0

Subject Matrix
15 v Select an Event g v Subject

OpencClinica Subject Matrix Screen

Versian: 3.15.7 - Changesst.
deT3e3aeica 20200708 18:28 46000
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Click on Add New Subject

A modal (pop-up) will open (or should). Fill in the details and then click on
Add:

OpenClinica Subject Matrix plus Add Subject Modal Screen

Study Subject Id:How this is generated will be prescribed by the
coordinating centre, but will generally have the form of a location code and
sequential number. E.g. GST-001, GST-002, GST-003, ... GST-nnn

Enrolment Date: The desired enrolment date. By convention this is the date
of informed consent or (after informed consent) when the patient is added to
the database.

Sex: Add the participants biological sex. In some cases this might be missing
depending on how OpenClinica is configured.

Date of Birth: Add the participants date of birth. In some cases this might be
missing depending on how OpenClinica is configured.

Study Event: The study event you want to schedule, this by convention is the
first or initial study event in the protocol if there are more than one.

This will take you the events section of the subject record
e  Ensure that the latest version of the form has been scheduled
e  You can then begin entering data.

This will lead you to the subject record for starting data entry
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OpenCMnuco sout

View Subject: GST-TEST-003 ®

Page 1of1 ) Schedule bewbvent

fvent (Occurrence  |StartDate |Location Status | Actions CRFs (Name, Version, Status, Updated, Actions)
- Humber) L)

Deta Entry 18Mey-223 schedied 001 Charactesistics ot @ = (=]

) gl | ov2Comatidtes ot @ = (=]

a 003 Therapies Fre- o1 ® = (& ]
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(006 Last-Contact o1 [E] =8
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[L]] Mot started
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m Skipped
[} Congleted
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m Locked

ek
Actions
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Edt

OpenClinica Subject Screen

SECOND WAY:

- Go to the Tasks menu, and hover over it and wait for the options to appear,
then left-click on: Subject Matrix (highlighted in yellow) - this will work

from wherever youare 1n OpenCllnlca

Aud nd 5t Tho data_catry_per
Mome | Subject Matre | Add Subject | Hlotes & Discrepancies | Tasks - mra
= ’

OpenChmco

Alerts & Messages  +

Notes and Discrepancies ®

Other
Query  Failed Validation Check | 1,04, prof

H

£

H

3

i
TPRER

5
studv Subrect 0] Trpe | Resolution status| e 0 | Dav Open | Dovs Svce pdated Event ame | CR ety amecay Value [Descrpton| Assigned user | Actoms |

There were no results found

Workflow

Version: 3,157 « Char
deraoe et 2920.0708 1828 4000

OpenClinica Notes and Discrepancies
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- This will take you to the Subject Matrix, then click on the Add Subject

button.
OpenClinico e s s B
e

Tnstructions v Subject Matrix for Guy's and St Thomas ®
Info v

Icon Key = 15 v

— Sty Sabject D_[pata éatry_|

Select Anfivent v A Hew Suject

OpenClinica Subject Matrix

A modal (pop-up) will open (or should). Fill in the details and then click on
Add:

OpenClinica Home Screen plus Add Subject Modal Screen
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- ThlS will lead you to the sub]ect record for startmg data entry

i At Gy’ and _entry_person
OpenCMnlco - _
Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks = Support m-r—

Not started

L]
@ scheued

m e
[ I
m Shpped
B e
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m Locked
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Actions
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Edt
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005-Dscontirustion a1 [E] 1= (=]
(006 Last-Contact o1 [E] = (& ]

OpenClinica Subject Screen

How do | schedule an event?

e Outside the registering the patient you can schedule an event two ways:

1.

OpenClinica

Alerts & Messages  +

Instructions
Info

Tcon Key

Statuses

B otsuted
@ Schedided
B o
W seod
Completed
B e

o Locked
B e
Actions

ew

|~ -

Via the Subject Matrix
n—-lnmmulwmlmlmm-mlvm- Support mz_

| Subject Matrix for Lincolnshire Clinical Research Facility ®

s e 1 o e o3 e 13 i 1 i 34 3 e 3o 4 o i e 5 i e o ot g s

008-TEST-1
003-TEST-2

Results 1 -20f 2.

@ W @ " (L] ) (L] ] ] @) ] (E] L] ] ] ] =
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OpencClinica Subject Matrix
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OpenClinica Subject Matrix

-
OpenClinica
Subject Matrix | Add Sul

& Community Ediion

hange Stud)

| Wotes & Discrepancies | Tasks

Alerts & Hessages  +

Instrucbons | Schedule Study Event for 009-TEST-2®
Other lnfo = | "inccates required fid
Study: cost

Shudy Subject T: 009-TEST-2
Site:

Study Event Definition: | Baseline (Hon-repealing) ~].

Start Date: 133

Start Date/Tme: | 08-Jun-2023 [ |

e MY b < PO
end Date: 1A
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Approval Date
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OpencClinica Event Schedule
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2-Medical-and-Examination 1.2 & 009-TEST-2

v CRFHeader Info

Comorti_o/23) || Comorbito/) || Chmcaioie) | >+ o Seectiodume— v
Title: Comorbidities

Instructions: IF you have ofher comorbidities you wish tn record ou'side this form then please use Bhe next tab

Page: TS TR )
o Comorbidtes? (] MBI there ave o comrbicites then choase: “es” osherwae keave
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OpenClinica eCRF

2. Viathe Subject Record

e The Subject Record is accessed by clicking on the Study Subject ID
link

OpenOinicg_ | e

PORSSORPFN tome | Subject Matrix | Add Subject | Discrepancies | Tasks +

Nerts & Messages  + |

Instructions . Subject Matrix for Lincolnshire Clinical Research Facility ®
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[ ——

Congleted
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v
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ezsar General Sublc Licere version 2.1 Soft OpenCinca 3 020-07-08 18:28 40000
15 2 tracemork of OpenCina, LLC.

OpencClinica Subject Matrix
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e  Ensure the version is set to the latest and then click on the data entry
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2-Medical-and-Examination 1.2 &

v CRFHeader Info
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OpenClinica eCRF

How do | enter data?
e  Fill in the form like any other web-form.
e  Ensure you save the form (you will be prompted)

001-Characteristics-v0-2 0.2 @ GST-TEST-003

* CRFHeader Info

Blood Physical O] || Genetics » [ - Selectio Jump
[t ]
[ cT— e—— )

P Blests ot e |* e

arsfuson deerdert Pesse snier ] ¥
atde

OpenClinica eCRF

herwse leve

Page 12 of 19



e  You cannot save the form if you have not provided compulsory data. You can save
without providing the data if a relevant discrepancy note is generated. Click on the

relevant flag (highlighted in yellow)

[Missing data in a required field.]
[Mas5in0 data 3 reguired field,]

Physical (0/4)

Title: Physica

=]

OpenClinica eCRF plus Discrepancy Note

l

e  Ensure you add the description and any pertinent extra information and then

submit.

characteristics_diagnosis_physical_spleen_al_dx" Properties:

GST-TEST-003

OpenClinica eCRF plus Discrepancy Note

l

Bpere

[ Topies (T Useful (717000 (T BRC Climical Informatics

] PACKT Reading

>

= W Y u =

] Other Bookmarks
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I+ 2 @ v § =

= Fal Q A b tini i taf;
& Openlinica- Add Discrepancy Note — Mezila Firefox - o x
bpere ClTopics CIUseful C17000 [IBAC Clinical nformatics [ PACKT Reading 3 [ Other Bookmerks
| © 8 hipsymomelotinib-audituk/test/CreateDiscrepancyNote W% =
{03
Add Discrepancy Note
ATTENTION: You must submit/save the form or CRE in the main window to add this note to the database. Otherwise your note will not be saved.

OpenClinica eCRF plus Discrepancy Modal

° You can now save.

001-Characteristics-v0-2 0.2 8 GST-TEST-003

The data has NOT been saved. See below for details.

» [ = Selectio Jump

[ e phwsical |

. —T—
| — ]

Symptoms: | Piease enter v |* W

et E—

e

Trancfusion dependent Piease enier v
atde

TS T O

OpenClinica eCRF
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Enter data: How do | supply contextual notes (Notes and Discrepancies)?
e  The system is the same as for addressing compulsory data fields, but instead of the
system forcing you to click the flag, you click it optionally and then fill in the
relevant details.

e Essentially the same as above.

e  The following shows adding a comment.

OpenClinica eCRF
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* CRF Header Info

|[wesi | = [ssketeime- )
|’n= T TR
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Altered karyatype| L
Specty

A
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i S |
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OpenClinica eCRF
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characteristics_diagnosis_genetics_altered_karyotype: Add Discrepancy Note

| charactenstics_disgnosss_yenetics_altered_karyatype" Properties: |

Subject: GST-TEST-003 Event: Data Entry
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4
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l_\hrﬂll-

= o (A = =3 o © e v =
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% £ Other Boskmarks
characteristics_diagnosis_genetics_altered_karyotype: Add Discrepancy Note 03

“characteristics_diagnosis_genetics_altered_karyotype” Properties: |

Shem | wrmron | o mmoey
f— . o202
Pyl A
Add Note
oesotan
[

#
Type* Annctation v
sttt <

OpenClinica eCRF
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OpenClinica eCRF

Enter data: How do | resolve data entry queries?

e The resolution of data entry queries happens via a separate role. You don’t have to
resolve notes or comments.
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How do | complete a study subject?
e  Complete all the tabs of the eCRFs and then select ‘Mark CRF Complete’

e Please ensure that ALL the data and discrepancies have been addressed
because this locks the form and it is not straight-forward to unlock it again.

How do | remove a study subject?

e This user role cannot delete study subjects. To remove a study subject either contact
the coordinating study centre or ask someone in your team who have the
permission to remove the subject.

How do | provide feedback or notes issues with the database?

Study Specific Instructions
e No study specific instructions.
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