& OpenClinica

3.4.1 OpenClinica Navigation

There are two main areas in OpenClinica:

e Study Runner: the part of the system where your studies are carried out
e Study Build System: where studies are configured, then published to Study Runner

Study Runner:

All users can access Study Runner, but the home screen you will see depends on your user role, as
does access to certain features. Features in Study Runner include:

e The Home screen, which can be the Welcome screen, Participant Matrix, or Source Data
Verification screen (depending on role)

e The Participant Details screen

¢ The Queries screen

e The Study Audit Log

e The Tasks menu and associated tasks

e The User menu

* Quick Access links to queries assigned to you and recently accessed Participant information
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The Header Bar Displays:

e Top Row (from left to right):
1. The Study Name and Study ID
2. If you are in the test environment it will display a banner to the right of the study id. This
space will be empty in the production environment.
3. The Change, Share, and Settings buttons. (Only users who are Data Managers and
Administrators see the Design button.)
4. Your user id and the downward arrow that will open your user menu, the contents of
which depend on your specific role.
e Second Row (from left to right):
1. Participant ID Search/Lookup
2. Links to menus and certain areas within Study Runner

Study Build System:

Only Data Managers and Administrators can access the Study Build System. This includes the
following screens, which are presented in detail throughout this guide.



TN e e e

Ray's OC4UM Demo Study CAR-T Study Target Study

@ AVAILABLE In test @ UNPL ED in @ AVAILAGLE in test o A LE in @ AVAILABLE In test @ UNPUBLISHE!
e Eh s

Astudy to QC user manual and capture images. A Phase ib, double-blind, mui ol This is for a mock migration.

enter t
CAR-T cell therapy in adults with acute bymphabl,

Study i Target
Study 1Dz CART2019 Stdy Typ: Ieteeventional, Phase il
00 Study Type: Interwentional, Phase i Expected Envolimant; 100
Expected Buration; O7jun-2031 50 30:4un-3031 Expected Enrollment: 400 Expocted Buration: 16Jun-2021 10 1&Jun-2023
Expected Duration: 20.Aug 2019 1o 31.0ec-2020
2oaug2ms
31002000
£ Design Share = @ Design ‘Share = 5~ Share =
Go. Participant 1D Settings ea
‘System generated
$siteid). Sl s Patrieg 000}
Alex's Study SV0527 PAB 18
@ AALABIEintest @ UNPUBLISHED in @ UNPUBLEHEDIn @ UNPUBLISHED in @AMUABLEintest @ AVAILABLE in
production st peoductien procuc
Test Stucly swsz7 PAB Study 18 Stack 133
Stucly 10: Mex123 Study ID: SV0527 Study ID: PABIS
Sty Type: Observational Study Type: Observational Study Type:
Expected Envollnent: 100 Expected Enrallment 100 Expect
Expected Duration: 01-Jun-2021 0 01Jun-2022 Expedted Duration: 08-0¢1-2020 10 30-Nev-2021 Expecied Dy
LR Share = LR [ R Share ~ Rale & Description Accass Actions

CEC ( I A

e e ) [ |

permission to create, [ Cagged rarms ) O Mgy ) omited ) Rasigrmsent | Rssaies | (1 g ) (£25w) m
o, and remove teecreK 903an0 [ Topeeta ]| Semaperees ]| s

Site evel e w
view,

Coteg =) [ |
Data Entry Person Studhy-evel role with permission i Cagped Form.
o o Al el

08300 UPAIE GURTIES, TP
YV VPV P VYV Yy Y YV PPV PV PP Y Y PPV VY PV PY Y Y VY P YYY PPy P e

2y ok
{Moritar - STUDY)

Status: & Active
eeChirica PArkIpaLE, you vl reguorting of all your
e 10tal control cver When forms R for FRODU
art avatable for €ach subject, and the
data s captured i rea time. The
underying it irai affers cbjective
evidence that the suDjects compieted
he forms in the Emelrame ditated
y the protocal, Leam more

Status: @ Active

e Envranment

o o
analytics and action. Leaen moce

CAR-T Study (CART2019)

Randomize

Status: @ Active

‘OpenCiinica’s Bandomize made
Hiows you 10 comveniently fandos

205 10 the . iish History

People s s e i o | o |
v - e e o e o B

e

Anarea Fatrrs aiathars s

a

thers+ SMONSopenclinka.com  Openclinka 1z s T

r
Moritor a2
(Y VYV PYVIVIYYYYYYYYYYYYYIYYYYYIYYYYYYYYYYYYVYYYYYYYYYYYYYYYy Y

AR dy (CART2019 b - o | swen | e Goe Pre 1 a6 Next Lt
N N - < Sites
4 Source Documnents i & Demo Event +Add an event
4 Expected
e +Add 3 form Lead Number of

4 B Imvestigatar 1B Approval  Expected Participants Primary  Crested  Updated

¢ Name & o Date & Startbate s & Contad  (UTC) 6  MUUCHs  Status & Actioms.

4 + hkd s o Omafurter  DF  OrFarber 00 soston R . |

Pl 2013 2020

> s ozoz

¢ waitharm WAL orwal AP0 OGApEI0 100 waitnam, Ma Ll - |
o251 2020 2020

4 as 0em

P ; Voen wes

4 Publish History

< Revision user Bate (UTc)

4

¢ 01 Eizabetn Prages 2190011 1580 Yigw Sucy Desin

< 0 [— 21 A0 1522 i St D

4

¢ " Bon Baumann 02.50p 0200152 Yisw S DesiEn

v VYVVYVYYVYYYYYPVVYIVYYVIYYYVIYIYYIPPYIPPYYIYIYPYYIYPYYPYEYrPe

< . Bryan Farrow 16-Sep-2019 1684 Yiw St

4

L 4 3 By Farrin 1o-5ep-2019 1637

4 2 Beyan Farrow 16:5p-2019 1556 i Sty Design

4 a

Approved for publication by Ben Baumann. Signed on 2021-07-19 10:56AM

Not valid unless obtained from the OpenClinica document management system on the day of
use.



