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Release Reason(s)

The purpose of release 18.1.1 is to provide
our clients with improved functionality

through the process of resolving a set of
reported bug issues.
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Bug Fix Breakdown

Things YOU and your team need to know: Click any of the
. Data Transformation Module - (OC-21140) - hyperlinks to move
. eConsent View Status - (OC-20879) through the slide deck.
eConsent Repeating Columns & Rows - (0C-21075)
Audit Log (Non-English Studies) - (OC-20899)
Data Transformation Module (Non-English Studies) - (OC-20900)
Extracts & Scheduled Extract Jobs (Non-English Studies) - (OC-20903)
Data Review Table Hover Text (Non-English Studies) - (OC-20904)
Data Review Table Extract Column Headers (Non-English Studies) - (OC-20905)
Form Designer - (OC-20919)
CRF Metadata - (OC-20956)
View Events - (OC-21065)
ODM - (0C-21079)
Study Calendaring - (0C-21124)
Source Data Verification Filtering - (0OC-20897)
Participate - (0C-21194)
Reassigning Form Version(s) - (0C-19330)

& OpenClinica



€ OpenClinica

Fix By User Type:

® Data Manager

® Non-Data Manager
® Participant
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Reassigning Form Version(s)

Overview:

Form migration is the ability to transfer data
from one Form version to another. A Data
Manager might choose to migrate Form data
in order to update the Form to a new version.

Release Fix Information (0OC-19330):

Fixed a CRF version migration issue where the
data incorrectly displayed on the "Confirm
CRF Migration" page data mapping table.

Expected Behavior:

When a user reassigns a form version from
the Participant Details Page (PDP) and
confirms the migration, the data displayed in
the Current Version/Future Version data
columns of the Data Mapping table will
contain expected item values.

& OpenClinica

Enter Participant ID View

Alerts & Messages »

Confirm CRF Version Change

Participant ID: AP-2
Quick Access
Event: Screening (25-Oct-2022)
My Queries
CRF Name: Vitals
Recent
AP-2 Current CRF Version: 1
Screening > Vitals

Selected CRF Version: 2

Instructions =

Issue: values are
unexpectedly
displayed null.

Please confirm the
CRF Version you
would like to migrate
this participant's data

Data Mapping

0. The table below depicts the items, and their values, for the g#fsion of the CRF through whictRghe data was collec

Info

Current CRF Version: '1"

elected CRF Version: '2'

Item OID
|_VITAL_SYSTOLIC
I_VITAL_DIASTOLIC

Item Name Item OID Value  Item Name

systolic I_VITAL_SYSTOLIC systolic

diastolic |_VITAL_DIASTOLIC diastolic
P T eawspermm

respirations |_VITAL_RESPIRATIONS respirations

02Sat I|_VITAL_O2SAT
DisplayGender | I_VITAL_DISPLAYGENDER

DisplayAge I_VITAL_DISPLAYAGE

I_VITAL_BEATSPERM N
I_VITAL_RESPIRATIONS
I_VITAL_O2SAT
|_VITAL_DISPLAYGENDER
|_VITAL_DISPLAYAGE

Confirm CRF Version Change

Participant ID: 8
Event: Screening (14-Nov-2022)
CRF Name: Eligibility

Current CRF Version: 1
Selected CRF Version: 2

Fix

Data Mapping

The table below depicts the items, and their values, for the version of the CRF through whi

data was collected. On the right is the information on how the data will be moved to th

Current CRF Version: '1' Selected CRF Version: '2'

Item Name Item OID Value Item Name Item OID

ttest |_ELIG_TTEST 4""l'!lllllllllIlllll'lllllll’
GENINCL_POS (1) |_ELIG_GENINCL_POS 1 GENINCL_POS (1) |_ELIG_GENINCL_POS
GENINCL_POS (2) |_ELIG_GENINCL_POS 2 GENINCL_POS (2) |_ELIG_GENINCL_POS
GENINCL_POS (3) |_ELIG_GENINCL_POS 3 GENINCL_POS (3) |_ELIG_GENINCL_POS

Automatic



https://jira.openclinica.com/browse/OC-19330

Calendaring

Overview:

For currently enabled clients, Calendaring
will evaluate rules to true or false based on
user-specified conditions. When a rule
expression evaluates to a specified result,
a configured follow-up action executes

Release Fix Information (0C-21124):
Resolved an issue where calendaring rules
were not firing due to a lock on the
participant's calendar.

Expected Behavior:

Calendaring rules accurately executing
when conditions are met.

& OpenClinica

Expected behavior

Cycle 1 @ Treatment B
05-Jun-2023 : ’

Cycle 1 © Treatment

D D
05-Jun-2023 : 4

Fix is
Automatic

Feature is
Requestable for

a select user
group at this
time.

Visible

DEE]
Managers



https://jira.openclinica.com/browse/OC-21124

Form Designer

Release Fix Information (0OC-20919):
Fixed an issue where users experienced an
error message when previewing forms in
designer.

Expected Behavior:

In Form Designer, the ability to preview any
successfully uploaded form definition or
Form Designer-built form.

& OpenClinica

Form Designer

Form Preview

Hold on a second... Fix is
Automatic

This form does not exist or you no longer have access to it.
Please check the URL for any missing characters. If the form

existed previously, it may have been archived, disabled or deleted.
If this is unexpected, please contact the person who asked you to
fill the form. (Attempted to access form: )

Form Designer

Medical History

Diagnosis:

Date of Diagnosis:

Q

yyyy-mm-dd

Visible
Ongoing? Data

Yes

to Managers

Date Resolved:

Q

yyyy-mm-dd



https://jira.openclinica.com/browse/OC-20919

CRF Metadata

Release Fix Information (0OC-20956):
Fixed an issue where certain item group names for

forms were missing from the study metadata page in
Study Runner.

View CRF Version Details: Medical History *

Groups

Group Name
RG1

Items

Item Name
diagnosis
date_diagnosis
ongoing
date_resolved

add_comm

Group OID

IG_MEDIC_RG1

Item OID
I_MEDIC_DIAGNOSIS
|_MEDIC_DATE_DIAGNOSIS
|_MEDIC_ONGOING
|_MEDIC_DATE_RESOLVED
|_MEDIC_ADD_COMM

Group Type

Repeating

Group OID

IG_MEDIC_RG1
IG_MEDIC_RG1
IG_MEDIC_RG1
IG_MEDIC_RG1
IG_MEDIC_RG1

View CRF Version Details: Medical History *

Groups

Group Name
RG1

Items

Item Name
diagnosis
date_diagnosis
ongoing
date_resolved

add_comm

Group OID

IG_MEDIC_RG1

Item OID
|_MEDIC_DIAGNOSIS
|_MEDIC_DATE_DIAGNOSIS
|_MEDIC_ONGOING
|_MEDIC_DATE_RESOLVED
|_MEDIC_ADD_COMM

& OpenClinica

Group Type
Repeating

Group OID
IG_MEDIC_RG1
IG_MEDIC_RG
IG_MEDIC_RG1
IG_MEDIC_RG1
IG_MEDIC_RG1

Description

Description

Group Name

Group Name
RG1

RG1
‘ RG1
RG1
RG1

Expected Behavior:
Metadata contains all item groups.

No Item group names on
the CRF Details Page

Bug

date

character string

Date Resolved:

Additional Comments:

text

text

Label Response Options Response Values
character string Diagnosis: text text
date Date of Diagnosis: text text
character string Ongoing? Yes, No 1:2
date Date Resolved: text text
character string Additional Comments: text text

Item group names on the F iX
CRF Details Page

Item Data Type Label Response Options Response Values
character string Diagnosis: text text
date Date of Diagnosis: text text
character string Ongoing? Yes, No 1:2

text

text

Required

Required

Fix is
Automatic



https://jira.openclinica.com/browse/OC-20956

Audit Log (Non-English Studies)

Overview:
Study Runner and Forms opened from Study Runner can be displayed in different languages based on

study configuration and a user’s browser locale settings. Initially, English (en) and German (de) are the
supported languages.

Release Fix Information (OC-20899):

Fixed an issue with the Study Audit Log Page where the view button hover text always displayed as "View"
rather than using the user's OpenClinica study language.

Expected Behavior:
Hover text for the "View" button display is translated into the user's OpenClinica study language.

**Screenshots on next slide**

& OpenClinica

Fix is
Automatic

Visible

Data
Managers



https://jira.openclinica.com/browse/OC-20899

Audit Log (Non-English Studies)] |

[4 Clll’\lCO Study 1023: Import Validati... (23dtm1) | Change | Design | Share | Settings eprager@o | I I .y

Enter Participant ID Home Participant Matrix Queries F- .
IX IS
Verts&Messages »  Audit Log for Study 1023: Import Validation Test-dtm1 Q Automatic
Quick Access - > 1> | ,‘:l}”'
s s -
iy Quenies Participant ID Created By Status Actions VIEW
Clear Filter

nstructions * test dm007 Available

test1 dm007 Available ‘ ’
nfo »

Q01-23¢g-1-Sub dmo007 Available e

Q12-23g-e-Sub dmo007 Available Q

Translation

Clinicg Studie1023:Impurtvalidierung...(23dtm1)] Andern | Design | Teilen | Einstellungen

eprager@openclinica.com (Datenmana

Geben Sie die Teilnehmer-I| JESegs Heim Teilnehmermatrix Abfragen Studien-Audit-Protokoll Aufgab

I 1IN A1}

i Audit-Protokoll fir Studie 1023: Importvalidierungstest-dtm1
acnricnten
Schneller Zugang ~ DOy v]
; Teilnehmer-ID Erstelltvon  Status Aktionen
Meine Fragen g0
Filter anwenden Filter [6schen 5 || V|S|b|e

=2 = \-f Cirht

e . prifen dmo007 Verfligbar 21CNT
test1 dmo007 Verflgbar

Hictto ' Q01-23g-1-Sub  dm007 Verfugbar ~ Q

Q12-23g-e-Sub  dm007 Verfligbar Q l I
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Updates For Data Managers & Non-Data Managers

Things YOU and your team need to know: Click any of the
. Data Transformation Module - (OC-21140) - hyperlinks to move
. eConsent View Status - (OC-20879) through the slide deck.
eConsent Repeating Columns & Rows - (0C-21075)
Data Transformation Module (Non-English Studies) - (OC-20900)
Extracts & Scheduled Extract Jobs (Non-English Studies) - (OC-20903)
Data Review Table Hover Text (Non-English Studies) - (OC-20904)
Data Review Table Extract Column Headers (Non-English Studies) - (OC-20905)
View Events - (OC-21065)
ODM - (0C-21079)
Source Data Verification Filtering - (0OC-20897)
Participate - (0C-21194)

& OpenClinica



LT

*_L‘L_ a4 e =

Non-Data Manager




Data Transformation Module

overview: ¢ C“nicg Study 1023: Import Validati... (23dtm1) | Change | Design | Share | Settings Fix is
This feature affects a subset of clients. Data View Automatic
can be imported and transformed within e, [T ————

OpenClinica’s Data Transformation Module e -

i nte rfa Ce . e Actions Site File Name File Type

Upload files to the
Data Transformation

Release Fix Information (0C-21140): Quete to ransform

them with a custom

Y 118 Y
Feature is

Requestable

pipeline, and

Fixed an issue where files uploaded to the optonalyimport e

results. Contact your

. . administrator with .
Data Transformation Module that contained e | JENEEEY &
&=

Waltham File to Transform 3.xIsx xlsx

multiple periods had the site name appended ™"~
to the filename in the wrong place when
downloaded.

Waltham e to Transform.xlsx xlsx
*

Info
% SAMPLE_PHYSICALEXAM_ENG
1 Manual Import Vallda&@n xls
* LISH.xls

- SAMPLE_PHYSICALEXAM_ENG
1 Manual Imoort'mlldatlon xls

Expected Behavior:

When a user downloads a file from the Data
Transformation Module, the original file
extension will be preserved in the download
with the site name appearing before the last
period in the filename.

x} File to Transform 2....xlsx

Today

a File to Transfi rm 2-Waltham

& OpenClinica



https://jira.openclinica.com/browse/OC-21140

eConsent View Status

Overview: Participant Matrix for a
OpenClinica eConsent allows users to

W [[50 v|| Show More |[Select An Event v| Add New Participant Fix is
get 2 1 CFR Pa rt 1 1-C0m p||a nt Participant IDFeConsent Screening Visit Daily Form Visit Consent  Actions Automatic
. .. \ I \ [l | Apply Filter Clear Filter
signatures from participants. It also
. . 001 Requires Reconsent C] ] a Q
provides tools for tracking the consent
t t f t . t 002 Consent Countersigned o (] Q
Status ot participants.
003 Consent Signed a (©] o Q
Release Fix Information (OC-20879): - i B ® @ _
Results 1 -4 of 4. \

Fixed an issue preventing certain user
roles from seeing eConsent statuses on
the Participant Matrix when an
eConsent form contained participant
contact data.

Feature is

pant Matrix for a Configurable

W w [[50 v]| show More |[Select An Ex

D eConsent Screening Vi

Expected Behavior: 001 Requires Reconsent
Show status of consent forms on the
Participant Matrix for all roles
regardless of the presence of contact
data on the form.

002 Consent Countersigned .
& Visible

003 Consent Signed a

004 Consent Not Signed o
& OpenClinica Results 1 - 4 of 4.



https://jira.openclinica.com/browse/OC-20879

eConsent Repeating Columns & Rows

Overview:

OpenClinica eConsent allows users to get
21 CFR Part 11-compliant signatures from
participants. It also provides tools for
tracking the consent status of
participants.

Release Fix Information (0OC-21075):
Fixed an issue where duplicate eConsent
Status columns were added to the
Participant Matrix.

Fixed an issue where duplicate eConsent
Status rows were added to the
Participant Details Page. This occurred
after a Data Manager saved any site
configurations.

Expected Behavior:

Per eConsent Form, only one column and
one row will exist on the Participant
Matrix and Participant Details Page.

& OpenClinica

Fix
General Information
Edit
Participant ID 001 Status
Study Name RGB22 Site Name

eConsent Status Consent Signed
Visits

IF Sort by Date
Consent eConsent
30-Mar-2023 :

év

30-Mar-23 by...

Fix is
Automatic

Feature is
Configurable

Visible



https://jira.openclinica.com/browse/OC-21075

Data Transformation Module (Non-English Studies)

Overview:

Study Runner and Forms opened from Study Runner can be displayed in different languages
based on study configuration and a user’s browser locale settings. Initially, English (en) and
German (de) are the supported languages.

Release Fix Information (OC-20900):
Fixed an issue with Data Transformation Module download button hover text always displaying
as "Download" rather than using the user's OpenClinica study language.

Expected Behavior:
Hover text for the "Download" button display is translated into the user's OpencClinica study

language.

**Screenshots on next slide**

& OpenClinica

Fix is
Automatic

Visible

Data
Managers,
Data Entry

Person, Data
Specialist



https://jira.openclinica.com/browse/OC-20900

eprager@openclinica.com (Data Manager) ~

Home Participant Matrix Queries Study Auditlog Tasks ~

versaMessages »  Data Transformation Queue

— )5-Mar-2023 1.

Actions Site File Name File Type File Size Status Uploaded On Uploaded Transformed g (] nm
T ® wro) By on (UTQ) )0 . 0 6 0| o .
Jpload files to the . F I x I S
Jata Transf
e 1y 1y ny ny ny ny ny ny
hem with a custom A t t K
line, and ‘ Hni v

i:g?;::";,nmpmme Waltham Examination.1.2.3.xls xls 125440 Unprocessed ?Zi)uz” 2023 mjackson V 4 D I d u o m a Ic
esults. Contact your . ) OWn Oa
xdministrator with 05Jun-2023 “
juestions about Waltham Examination.test.xls xls 125440 Unprocessed mjackson G
:ustomizing a 18:57
sipeline,

2 Manual Import Validation ~ data_file_visit-test1 None 160 Transformed 02:MayF2023 root 02:eyr2025
nfo » 13:47 14:22

2 Manual Import Validation ~ data_file_visit-test1.txt txt 160 Transformed ?;’;/Isay-ZOB root ?gjgl(l)ay-ZOB

data_file_dtm-1-1_Manual_Im
: e = 7 28-Mar-2023 < 28-Mar-2023
2 Manual Import Validation ~ port_Validation-2_Manual_Im  txt 139 Transformed o mjackson 20_00'3r

i 19:59
port_Validation.txt

data_file_dtm-1-1_Manual_Im 28-Mar-2023 ¥

2 Manual Import Validation ~ port_Validation-2_ Manual_Im  txt 139 Imported 1402 mjackson
port_Validation.txt .
. data_file_dtm-1_M 1 05-Mar-2023
1 Manual Import Validation aia e ol _Manual lmpo ™t 166 Transformed an

rt_Validation.txt 00:06

== Translation

Clinica Studie 1023: Importvalidierung. tm1) | Andern | Design | Teilen | Einstellunge eprager@openclinica.com (Datenmanager) ~

Geben Sie die Teilnehmer-Il Heim Teilnehmermatrix Abfragen Studien-Audit-Protokoll Aufgaben ~

VarnungenundNachricten » @NSformationswarteschlange

e HJdULKSUI
. 19:59
2

Vieine Fragen

ktionen Grundstick Dateinamen Dateityp DateigroRe Status Hochgeladen Hochgeladen  Transformiert
Anweisungen - (B) am (UTC) von am (UTC)
.aden Sie Dateien in die - - . .
datentransformationswarteschlange
i = Ny Ny nY  uv Yy ny ny Ny Visible
senutzerdefinierten Pipeline
mzuwandeln, und importieren Sie 05.06.2023
aptional die Ergebnisse. Wenden Sie n Waltham Priifung.1.2.3.xIs xls 125440 Unbearbeitet mjackson
sich bei Fragen zum Anpassen einer 19:02
>ipeline an Ihren Administrator.
————————— . 05.06.2023
Waltham Prifung.test.xls xls 125440 Unbearbeitet mjackson
die Info » 18:57
2 Manuelle o ) 02. Mai 2023 02. Mai 2023 Aktuelle Ansicht
" data_file_visit-test1 Keiner 160 Transformiert Wurzel
Importvalidierung 13:47 14:22
- herunteriaden
2 Manuelle 02. Mai 2023 02. Mai 2023
. data_file_visit-test1.txt ™t 160 Transformiert Wurzel
Importvalidierung 13:45 13:50
data_file_dtm-1-1_Manual_lm
2 Manuelle A 28.03.2023 28.03.2023
9 port_Validation-2_Manual_Im  txt 139 Transformiert mjackson
Importvalidierung T 1959 20:00
port_Validation.txt
data_file_dtm-1-1_Manual_lm ) ))
2 Manuelle I i
< port_Validation-2_Manual_Im  txt 139 Importiert
Importvalidierung

port_Validation.txt

& OpenClinica




Extracts & Scheduled Extract Jobs (Non-English
Studies)

Overview:

Study Runner and Forms opened from Study Runner can be displayed in different languages
based on study configuration and a user’s browser locale settings. Currently, English (en) and
German (de) are the supported languages.

Release Fix Information (OC-20903):
Fixed an issue where an extract job or extract dataset result table always displays "Status"
information in English rather than using the user's OpenClinica study language.

Expected Behavior:

Result statuses of ""In Progress", "Completed”, "Failed", "Deleted", "In Queue", "Not
Executed", and "Completed with errors" are translated into the user's current browser
language.

**Screenshots on next slide**

& OpenClinica

Fix is
Automatic

Visible



https://jira.openclinica.com/browse/OC-20903

Extracts & Scheduled Extract Jobs Fix
(Non-English Studies)

* Create Dataset: Select Format

Dataset name: Extract! Staﬁ.ls -
Dataset description: Extract! S
ftem status: Data from all available CRFs .

Fix is
Automatic

IN_PROGRESS

Note: Large extracts may take some time to run. Once complete, you will receive an email notification and you can download your extract in the table below.

CDISC ODM XML 1.3 Full with OpenClinica extensions Run Now IN_QUEUE
CDISC ODM XML 1.3 Clinical Data with OpenClinica extensions Run Now 1

CDISC ODM XML 1.3 Clinical Data Run Now COMPLETED
CDISC ODM XML 1.2 Clinical Data with OpenClinica extensions Run Now
CDISC ODM XML 1.2 Clinical Data Run Now

View as HTML Run Now COMPLETED Manm

Excel Spreadsheet Run Now

Excel Spreadsheet (no headers) Run Now

Tab-delimited Text Run Now

Tab-delimited Text (no headers) Run Now

SPSS Data and Syntax Run Now
SAS Data and Syntax Run Now

Previously exported datasets:

et [ =
Ld
Dataset Format. File Nome Run Time (5) FleSze  CresedDate Crested 8y Status Fnype Action I ra nSIatlon
‘ODM XML 1.2 with OC extensions 0.0 ]

07-ul-2023 03:46:53 eprager@openciinica.com IN_PROGRESS lanual
Excel 0.0 ] 07-Jul-2023 03:46:51 eprager@openciinica.com IN_QUEUE ianual
ODM XML 1.3 with OC extensions odm?.3_clinical_ext_Extract]_2023-07-07-034647199.xml.zip 20 11877 07-ul-2023 03:46:51 eprager@opendiinica.com COMPLETED anual Fs

ODM XML 1.3 Full with OC extensions odm1.3_full_Extract!_2023-07-07-034644564 xml.zip 30 23424 07-ul-2023 03:46:47 eprager@openciinica.com COMPLETED lanual &

Datensatz erstellen: Wahlen Sie Format aus

Datensatzname: Exrahierent

Beschreibung des Datensaczes: Exeraieren

Arskelstus: Daten aus allen verfugbaren CRFs V. . I |
Hinweis: Die Ausfiihrung groer Extrakce kann einige Zeit dauern. Sobald Sie fertig sind, erhalten Sie eine E-Mail-Benachrichtigung und kénnen lhren Auszug in der Tabelle unten herunterladen.

 CDISC ODM XML 1.3 Vollstndig mit OpenClinica-Erweiterungen Jetzt
ausfihren

« CDISC ODM XML 1.3 Kiinische Daten mit OpenClinica-Erweiterungen werden D ata
jewzt ausgefiihre

« Kiinische Daten von CDISC ODM XML 1.3 werden jetzt ausgefihrt

o CDISCODM XML 1.2 Klinische Daten mit OpenClinica-Erweiterungen werden
jeuztausgefishre

« Kiinische Daten von CDISC ODM XML 1.2 werden jetzt ausgefiihrt sm
« Als HTML anzeigen Jetzx ausfihren
« ExcelTabelle jeszz ausfunren

« Excel-Tabelle (ohne Kopfzsilen) Jetzt ausfihren IM GANGE and

- -
T - Specialist,
« Durch Tabulatoren getrennter Text (keine Kopfzeilen) Jetzt ausfihren IN DER WARTESCHLANGE and

« SPSS-Daten und -Syntax werden jetzt ausgefihrt E :

 SAS-Daten und Syntax werden jetzt ausgefihrt . VOLLENDET . and I nvestigator,

Zuvor exportierte Datensatze:

1 | ' Site/Stud
VOLLENDET and | uay
:
e — PP g e e Voo —T onitor

& OpenClinica




Data Review Table Hover Text (Non-English Studies)

Overview:

Study Runner and Forms opened from Study Runner can be displayed in different languages based
on study configuration and a user’s browser locale settings. Currently, English (en) and German
(de) are the supported languages.

Fix is
Automatic

Release Fix Information (OC-20904):
Fixed an issue with Data Review Table download button hover text always displaying as
"Download current view" rather than using the user's OpencClinica study language.

Expected Behavior:
Hover text for the download button translates to the user's OpenClinica study language.

**Screenshots on next slide**

Visible

Study Users

& OpenClinica



https://jira.openclinica.com/browse/OC-20904

ata Review Table Hover Text (Non-English Studies)|

Multi-Level_CRF

L. . Event Start Fi Last Fi Last
Participant ID Site vegatear Form Status  Occurrence  Event Name Event Status Mzrdri];e:SBy Mo:irt[:;désate
» ' 9
ny iy 1y 1y iy iy 1y iy e .
Q07-23x-0: 1iMapual data ent: 23_Repeatin: data ents le Is
o Import  29-Mar-2022 Completrey 1 “Evzm n s i dry dm007  29-Mar-2022 .
Valdation 0 VvV & Download current view Automatic
1 Manual I‘ii
07-23x-m- data ent 23R ti data ent R
Q07 -23x:m Import 01Jan2020 | S2taenty 1 -Tenealing: | camendy dm007  29-Mar-2022 \._/I
Sub I complete _Eventl started
Validation
1 Manual .
Q07-23x-e- Import 13-Dec-2020 data entry 1 23_Repeating  data entry dmoo7 29-Mar-2022
Sub R complete _Eventl started
Validation
1 Manual 5
Q07-23x-b- Import 13-Dec-2020 data entry 1 23_Repeating  data entry dmoo7 29-Mar-2022
Sub NS complete _Event1 started
Validation
1 Manual
dat: ! 23:Ri ti dat: t
Q07-23x-£Sub  Import 13-Dec2020 SNty 1 | i dm007  29-Mar-2022
By complete _Event1 started
Validation
s 1 Manual s : s v @ P : Y °
Showing 1 to 20 of 34 entries  « < 1 2 > » 20V b Tra n s I atl o n
]
Multi-Level_CRF
Datum der
Startdatum Formularstatu Veranstaltungs Formullag letzten
Teilnehmer-ID  Grundstiick der Auftreten 8 Ereignisstatus zuletzt =
s name . Anderung des
Veranstaltung geandert von
Formulars
1y Ny 1Ny 1Ny 1y Ny Ny 1y et
1 Manuelle Dateneingabe 23_Wiederhol .
Q07-23x-0- . R .. Dateneingabe .
Importvalidier 29. Marz 2022 abgeschlosse 1 endes_Ereigni dmo007 29. Marz 2022
Sub gestartet
ung n s1 o * ¢
1 Manuelle Dateneingabe 23_Wiederhol .
QE72SCR: Importvalidier  01.01.2020  abgeschlosse 1 endes_Ereigni bateneingabe dm007 29. Méarz 2022
Sub P o 8 i gestartet ’ Aktuelle Ansicht
ung n s1 ’
1 Manuelle Dateneingabe 23_Wiederhol X hef U”tcl'adcn
QUTEREE: Importvalidier 13. bezember abgeschlosse 1 endes_Ereigni bateneingabe dmo007 29. Méarz 2022 V. .bl
Sub P i 2020 8 . 5'1 J gestartet : ISI e

Zeigt 1 bis 20 von 34 Eintragen  « < 1 2 > » 20 VvV

& OpenClinica




Data Review Table Extract Column Headers
(Non-English Studies)

Overview:

Study Runner and Forms opened from
Study Runner can be displayed in
different languages based on study
configuration and a user’s browser
locale settings. Currently, English (en)
and German (de) are the supported
languages.

Release Fix Information (OC-20905):
Fixed an issue where downloaded
Data Review Table files contained
column headers in English rather than
using the user's OpenClinica study
language.

Expected Behavior:
Extract Column Header text translates to
the user's OpenClinica study language.

& OpenClinica

Multi-Level_CRF
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View Events

Overview:
You can use this page to filter Study
Events. The default view shows Study

Fix is
Automatic

Events that apply to the current
month. Participants for whom Events
were scheduled but have not had data
recorded as of the expected Event i
date will appear highlighted in yellow.

Release Fix Information (0OC-21065):
Resolved an issue where participant
IDs were not shown on the View
Events page.

Expected Behavior:

Participant IDs shown on the View
Events page.

& OpenClinica

View All Events in Study 1023 =

Filter events by:

Study Event Definition | —All-- v| Status
Date Started ‘OZ—April-ZOZS ‘ 4 (DD-MMM-YYYY) Date Ended |07«Jul—2023 ‘ £ (DD-MMM-YYYY)

Event Name: Repeating_Event
Event Type: Unscheduled, Repeating Category: N/A
Participants Scheduled: 1 (start date of first Event: 02-May-2023 ) Completed: 0 (completion date of last Event: N/A ) Discontinued: 0

Page 1 0f1 | Find

Event Start Date = Event Status Actions

02-May-2023 scheduled Q¢

Fix

Visible
Participant ID

12232
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ODM

Overview:

OpenClinica provides and/or consumes CDISC
ODM XML representations in its Extract Data
and Import Data modules and other parts of
the software.

Release Fix Information (0C-21079):
Fixed a data extract formatting issue with
OpenClinica Extension ODM nodes,
specifically OpenClinica:StudyDetails XML
node.

Expected Behavior:

Extracting data in an ODM XML format contains
OpenClinica:StudyDetails XML node information as
XML tag attributes rather than as values outside of
the XML tag.

& OpenClinica

</FormRef> I Bug I
</StudyEventDef>
<FormDef OID="F_CONTACTDATAF" Name="Contact Data Form" Repeating="No">

<ItemGroupRef ItemGroupOID="IG_CONTA_RG1" Mandatory="No"/>

<OpenClinica:FormLayoutDef OID="1" OpenClinica:Status="AVAILABLE">

<OpenClinica:URL/>

</0OpenClinica:FormLayoutDef>

<OpenClinica:FormDetails>

</OpenClinica:FormDetails>

Fix is

</FormDef>
<ItemGroupDef OID="IG_CONTA_RG1" Name="RG1" Repeating="No" SASDatasetName="RG1">

<ItemRef ItemOID="I_CONTA_DIAGNOSIS" OrderNumber="1" Mandatory="No"/> Q
</ItemGroupDef> Automatlc

<ItemDef OID="I_CONTA_DIAGNOSIS" Name="diagnosis" DataType="text" Length="4000"
SASFieldName="diagnosi" OpenClimm
<Question>
<TranslatedText>
Diagnosis
</TranslatedText>
</Question>

StudyCompletionDate=&quot;2023-12-31&quot;&gt;

</TtemDef>
<OpenClinica:StudyDetails StudyOID="S_DLILT ">
DateCreated=&quot;2023-05-19&quot; StartDate=&quot; -06-29&quot;
StudyCompletionDate=&quot;2023-12-31&quot; &gt

<OpenClinica:PrincipalInvestigator>null</OpenClinica:PrincipalInvestigator>
<OpenClinica:StudyPhase>PHASEIV</OpenClinica:StudyPhase>
<OpenClinica:ProtocolType>interventional</OpenClinica:ProtocolType>
<OpenClinica:ExpectedTotalEnrollment>200</0OpenClinica:ExpectedTotalEnrollment>

</FormRef> I FIX
</StudyEventDef>
<FormDef OID="F_CONTACTDATAF" Name="Contact Data Form" Repeating="No">
<ItemGroupRef ItemGroupOID="IG_CONTA_RG1" Mandatory="No"/>
<OpenClinica:FormLayoutDef OID="1" OpenClinica:Status="AVAILABLE">
<OpenClinica:URL/>
</OpenClinica:FormLayoutDef>
<OpenClinica:FormDetails>
</OpenClinica:FormDetails>
</FormbDef>
<ItemGroupDef OID="IG_CONTA_ s
atenrer o= vl §StudyCompletionDate="2021-12-31">
</ItemGroupDef>
<ItemDef OID="I_CONTA_DIAGNO:
SASFieldName="diagnosi" OpenClinica:FormOID="F_CONTACTDATAF">
<Question>
<TranslatedText>
Diagnosis
</TranslatedText>
</Question>

Visible

</TtemDet> \g
<OpenClinica:StudyDetails StudyOID="S_DLILT(PROD)"

DateCreated="2023-06-10" StartDate="2016-01-01" StudyCompletionDate="2021-12-31">

9 o aacaza o o o o

<OpenClinica:Principallnvestigator>null</OpenClinica:PrincipallInvestigator>
<OpenClinica:StudyPhase>PHASEIV</OpenClinica:StudyPhase>
<OpenClinica:ProtocolType>interventional</OpenClinica:ProtocolType>
<0OpenClinica:ExpectedTotalEnrollment>200</OpenClinica:ExpectedTotalEnrollment>
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Source Data Verification (SDV) Filtering

Overview:
Source Data Verification (SDV) is the process of reviewing and verifying data against source records to Fix is

ensure accuracy. The SDV table only displays completed forms with an SDV requirement other than Not BRIy EL
Applicable. You can filter a column by clicking the gray box below the column header.

-
Release Fix Information (OC-20897): IX

Source Data Verification

Fixed an issue where users experienced
incorrect total CRF result counts on the

Apply one or more
filters

DV Requirement CRF Status Actions

30D | (15 v] | Show More

E)pen Queries Event Name Event Date -

CRFName B
Treatment |

H H o veri Apply Filter Clear Filter
S DV ta b I e d u e to S I tes W It h fo r m S @] © 007 HOSP-A 0 Cycle 1 14-Nov-2022  Treatment Item Level Q
m a r ked a S h i d d e n . () 012 HOSP-A 0 Cycle 1 21-Nov-2022  Treatment Item Level Q
. . . . 0 004 HOSP-A 0 Cycle1  21-Nov-2022 Treatment Item Level Q
F I Xe d a n I SS u e W h e re fl Ite rl n g O n t h e (] 006 HOSP-A 0 Cycle 1 21-Nov-2022  Treatment Item Level Q
. . 0O 015 HOSP-A 0 Cyclel  22.Nov-2022 Treatment Item Level Q
S DV ta b I e CO u I d S h OW I n CO r re Ct res u Its If (] 004 HOSP-A 0 Cycle 2 22-Nov-2022  Treatment Item Level Q
t h e re Wa S a fo rm t h at a p p e a re d | N ] 014 HOSP-A 0 Cycle 1 24-Nov-2022  Treatment Item Level Q
. . . 0 006 HOSP-A 0 Cycle 2 28-Nov-2022  Treatment Item Level Q
mu Itl p I e events wit h d Iffe rent S DV 0 001 HOSP-A 0 Cycle1  30jun-2023  Treatment ltem Level a
H m] 003 HOSP-A 0 Cyclel  30Jun-2023 Treatment Item Level Q
S ett I n gS : (m] 005 HOSP-A 0 Cycle 1 30-Jun-2023  Treatment Item Level Q
@) 001 HOSP-A 0 Cycle2  06Jul2023  Treatment item Level o I3 Visibl
° . (] 003 06-Jul-2023 Treatment  Item Level Q ISI e
Ex pe Cte d Be h avior: 0 005 06Jul-2023  Treatment Item Level Q
Correct SDV table results rows are displayed I ISR e Kombend 8

when using one or more column filters.
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Participate Dashboard Display

Overview: Fix is
OpgnCIlnlca Part|C|pa’Fe_ allows you to Automatic
design Forms for Participant data CAR-T Study Event containing a large | &~

entry. number of forms

Welcome, Bob. Ready to get started?

Release Fix Information (0C-21194):
Fixed a Participate issue where the
Dashboard would not show any
forms when a Participant's next
forms to complete were in a visit RANDSF-12 | forml Let's Go=>
containing many forms.

QOL (Pre-Treatment)
0 of 2 worked on. Complete by October 3

Feature is
Configurable

FACT-G (ePRO)———— Form?2 [ —

Expected Behavior:
Participate users can access events and
forms via Participate when events

contains a large number of forms. SET.G (ePROf— Formx

Example 90+ forms in 1 event.

Visible

Let's Go=>

Participant,
Site Users
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Release Log

e Study Runner

« CRF metadata

« (OC-20956) - Fixed an issue where certain item group names for forms were missing from the study
metadata page in Study Runner.

* View events
« (0C-21065) - Resolved an issue where participant IDs were not shown on the View Events page.
- ODM

« (0OC-21079) - Fixed a data extract formatting issue with OpenClinica Extension ODM nodes, specifically
OpenClinica:StudyDetails XML node.

« Source Data Verification (SDV)

« (0C-20897) - Fixed an issue where filtering on the SDV table could show incorrect results if there was a
form that appeared in multiple events with different SDV settings.
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Release Log Continued

e Study Runner Continued

» Data Transformation Module (DTM)

« (0OC-21140) - Fixed an issue where files uploaded to the Data Transformation Module containing

multiple periods were, when downloaded, having the site name appended to the filename in the wrong
place.

e eConsent

« (0C-20879) - Fixed an issue preventing certain user roles from seeing eConsent statuses on the
Participant Matrix when an eConsent form contained participant contact data.

« (OC-21075) - Fixed an issue where duplicate eConsent Status columns were added to the Participant
Matrix. Fixed an issue where duplicate eConsent Status rows were added to the Participant Details Page.
This occurred after a Data Manager saved any site configurations.
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Release Log Continued

* Non-English Studies

Audit Log

« (OC-20899) - Fixed an issue with the Study Audit Log Page where the view button hover text always displayed as
"View" rather than using the user's OpenClinica study language.

Data Transformation Module

« (0C-20900) - Fixed an issue with Data Transformation Module download button hover text always displayed as
"Download" rather than using the user's OpenClinica study language.

Extracts & Scheduled Extract Jobs

* (OC-20903) - Fixed an issue where an extract job or extract dataset result table always displayed "Status"
information in English rather than using the user's OpenClinica study language.

Data Review Table

« (OC-20904) - Fixed an issue with Data Review Table download button hover text always displayed as "Download
current view" rather than using the user's OpenClinica study language.

« (OC-20905) - Fixed an issue where downloaded Data Review Table files contained column headers in English
rather than using the user's OpenClinica study language.
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Release Log Continued

* Form Designer

« (0C-20919) - Fixed an issue where users experienced an error message when previewing forms in Form
Designer.

» Calendaring

« (0C-21124) - Resolved an issue where calendaring rules were not firing due to a lock on the participant's
calendar.

» Participate

« (0C-21194) - Fixed a Participate issue where the Dashboard would not show any forms when a Participant's
next forms to complete were in a visit containing many forms.

» Security

« Enhanced security
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Thank you
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