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DFdiscover 5.9
Key Features & Improvements
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DFdiscover 5.9
Important Detalls for System Administrators

A RunDFsetupdbutility to create DFsetup history database (new feature)
A RunDFadmindb utility to update DFadmin history database (bug fix)

A ConfigureDFedcserviceto support new forgot password process in desktop ap&ee details
A Reset password link sent via API instead of immediate reset with-thme password
A Define your API server DFedcservice.dfotherwisedfws.dfdiscover.coris used)
A Legacy functionality available if required

A Obtain updated DFdiscover license if usilg-collect or DFengage See details
A DFcollect and DFengage are not available if existing license is used
A Both DFdiscover an®Fwsmust be upgraded to 5.9 to support DFengage

A Optional configurations:
A Run DFdiscovelDFws and DFweb on the same server without using ports 4433 and 8348 .details
A Define your Microsoft Azure SSO URDFedcservice.df DFweb is not run on port 8448ee details
A Requires end users using Login with Microsoft to upgrade to 5.9.0 client tools



Learn more about DFdiscover 5.9

& didiscover

2. New Features and Enhancements
This chapter describes features and enhancements added to DFdiscover since the

release of Version 5.7.0, Links in blue will take you to the relevant user guide with more
details. See the Release Notes Listing for all changes, including bug fixes.

General Updates
single sign On with Microsoft in Desktop Apps

into desktop appli using your Microsoft
kn enabled for the server, simplifying the user experience and

- 1 DFdiscover 2024 Version 5.8.0 Release Notes Listing curity.
2 New features, changes, and bug fixes for desktop client applications, server, and API " N o
Release NotePDF) details about new features |5
A Y

A B c o 3

4 Ori~[1o |~ [Appiication |~ [rype |~ [oescription —{use your Microsoft account to login when allowed by your organization
5 o - [t user account is linked to your Microsoft account by the email address
DFsend, i radmiin, as shown in your User Profile.
oFsetup, i
DFadmin — T N—
a e a e e S p g ra e p ro eS S st st ’ -

[#hea - =

compatibility, known issues, advance notices

anabled on your DFdiscover senver.

with your Microsoft account, electronic signatures and other instances
word is requested will also require your Microsoft login. Note that
tions do not cache your Microsoft login credentials. Your DFdiscover
- - . L] i ull name are used in the audit trail, electronic signatures, and in the User
checktunct o he Change Password option is not available in the User Profile dialog.
importing subject CAFs, ond others. ) )
I I I V VI W nly available when connecting to DFdiscover server and APl version 5.7
<7 <7 - m screen n enabled on your DFdiscover server.
indicating your login metho!

h bean i When the Data - Plassword)

permission

Myourstudy

ange to DFexplore has been implemented with this feature. When the
orespions ission is enabled in DFadmin Roles, DFexplore will now only
ord when saving the page if the eSignature module is defined on the
of new features and enhancements i T
0 DFadmi i i
modify, delets DFexplore, DFweb, Q

2 New Release]

A Release Notes Listing(Excel) complete listing S ==
of all changes including bug fixes

Desktap, Server, AP| DFweb DFcollect | Knownlssues |+

* Release Highlights

» DFadmin Change History

» Single Sign On with Microsoft
* Query Category Restrictions

» DFweb eCRF Enhancements

* Additional Updates
pgrade Process

A Available fromMy Account > Software Releases
> DFdiscover 2024 Version 5.9 > Documentation



https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/DFdiscover_590_Release_Notes.pdf
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/DFdiscover_590_Release_Highlights.pdf
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/DFdiscover_590_Release_Notes_Listing.xlsx
https://www.dfnetresearch.com/my-account-overview/software-releases/
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Import Study Setup from Excel
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Database specifications i&xcel

ece

Flstes-Modules-Fields
(3 1- Demographics
3 Header [ 1] *

B oM

55 DMDAT *
B sex_en® Subject ID
[% BRTHDAT * S

£ Date of collestion
o ETHNIC c1*
o ETHNIC 2 * Subject Demographic Information
o ETHNIC_c3*
o ETHNIC ca* sex

Date of Birth

Age {auto-calculated)

(4] RacEQTH *
Al

al Ethnicity
L]

Madule options

CAF List

[ 7 —

Setup State: @vaie | D testory | Page 1 of 25 Plate 1- Demographics

DFdiscover Normal

1: Demographics

Select one

3 o
S|
—

Select alf that apply

- 4
— 3
—

= B

Agdfedh Table

H

Piste View

Field Properties

-
Alias. BRTHDAT
Description Birth Date
3 Prompt Date of Birth

@ Legal O1/JANNSEE-01LIAN/2002

Editehecks  Custom

Help  rth using this format (DD-MON-YYYY).
Constant Mo a8

Need Required @
Hidden Mo 8

skip 12 fialds f value=

Comment  Firgs query if the value an the current
field is autside of the given legal range.
[a_LegalRange]

Fires query if the current field is blank.
[9_Reguired]

Database definition ilDFsetup




Excel Import:

Key Steps

1. EXp()rt Export another study to Excel or use tlegample import file
ate the Excel with new database specifications
2. Update | update the Excel with new database specificat

v

3. Import

Import Excel file in DFsetup



https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/setup/imagedata/setup_import_example.xlsx

Excel Import

1) Export from DFsetup to Excel

AFile>Export Setup>Excel

ﬁ{REQUIREE}SeIect the following:
A Schema
A All Field Properties
A Plates and Modules configurations

AOPTIONALDefine as needed:

A DefaultAll Plates, or select which plates
to export

A Default one tab per plate, or choose to
export all plates to one tab

A Include other configurations if you wish
(will not be imported)

+ | DFsetup - Export to Excel ? .

Schema

Field
Properties

[IAII Field Properties ] |

Plates |~‘~.II Plates |

Export Schema to single sheet

Configurations

Plates [ Translations
[ Edit checks
Modules

[ visit Map [] Conditional Cydles

[ Missing Value Codes [] Page Map [ conditional Visits

(] Query Category Map [] CRF Type Map
[ sites (] sort Map

[] Conditional Plates
L] CRF Background Map
[ Subject Alias Map [ Lookup Tables Map [ Conditional Terminations

Select All |  Select None

Output File

|C:,"Usersflaurajf[]esktopflmpnr‘t Study Demo.xlsx

Open output file after export Advanced...




Excel Impor

1) Import Example File

Setup Import Example file

Includes example plates
from Acceptance Test Kit
study

Includes a variety of field
and plate properties

Instructions and Definitions
tabs provide more detall

More templates to come

A B [ D E F G H ) K

1 |21 - Lab Results
2 | Module Number  Name Style Type Alias Description Prompt | Legal Help Need
3 Keys[1] 7 SUBJID SubjectID Number  SUBJIDS(plate) Subject ID Subject 1D S(ids) First 2 boxes = center number Essential
4 Keys[1] 8 PINIT Subjectinit  String PINITS(plate) Subject Initials Subject Initials Enter a dash for missing initials, e.g. M-T Required

B[1] 9 LBDAT Date Date LBDAT Collection Date Collection Date 2020/01/01-today Legal range is 5(legal) Optional
5

B[1] 10 LBORRES_n Number Number  LBORRES_WBC  White Blood Cell result ‘White Blood Cell 2.0-20.0 Legal range is $(legal). Optional
6 Reference range is 4.8-10.8.

B[1] 11 LBNRIND Choice Choice LBNRIND_WBC  Abnormal WBC &nbsp; Optional
7

Br1] 12 LBCLSIG_c¢  Check Check LBCLSIG_WBC WBC Clinically Significant &nbsp; Optional
8

B[2] 13 LBORRES_n Number Number  LBORRES_RBC Red Blood Cell Result Red Blood Cell 1.0-10.0 Legal range is $(legal). Optional
g9 Reference range is 4.7-6.1.

B[2] 14 LBNRIND Choice Choice LBNRIND_RBC RBC Abnormal &nbsp; Optional
10

B[2] 15 LBCLSIG_c¢  Check Check LBCLSIG_RBC REB Clinically Significant ~ &nbsp; Optional
11

LB[3] 16 LBORRES_n Number Number  LBORRES_HGB Hemoglobin Result Hemoglobin 5.0-25.0 Legal range is $(legal). Optional
12 Reference range is 14.0-18.0.

B[3] 17 LBNRIND Choice Choice LBNRIND_HBG HBG Abnormal &nbsp; Optional
13

B[3] 18 LBCLSIG_c¢  Check Check LBCLSIG_HGB HGB Clinically Significant &nbsp; Optional
14

B[4] 19 LBORRES_n Number Number  LBORRES_MCHC Mean Cell Hemoglobin Mean Cell Hemoglobin Conc |10.0-50.0 Legal range is $(legal). Optional
15 Conc Result Reference range is 32.0-36.0.

B[4] 20 LBNRIND Choice Choice LBNRIND_MCHC  Mean Cell Hemoglobin &nbsp; Optional

Conc Abnormal

16

B[4] 21 LBCLSIG_c  Check Check LBCLSIG_MCHC  MCHC Clinically Significant &nbsp; Optional
17
18

4 “lates Modules 1 - Screen 2 - Entry 3-MH 4-CM 5 - Follow-up 6 - Pt Eval 7 -Term 8 - Med Log 9 - AE 10 - Death 11 - Dig]



https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/setup/imagedata/setup_import_example.xlsx

Excel Import

2) Update Excel File: File requirements

W’ORTANTHCIUde required worksheet tabs \

A Title Sheet required
A Global Settings required
A Custom Properties optional
A Plates required
A Module required
A Schema required: one tab for all

platesor one tab per plate
IMPORTANTKeep existing structure of each tab
A Do not delete columns in Plates, Module, Schema tabsg
A Do not delete rows in Global Settings and Custom

!roperties tabs /

A Only .xIsx files can be imported

A Keep the existing structure of each tab

A Columns may be hidden (contents are still
imported)

A Additional columns may be added outside existing
. GDMEFK 9F< OGFAL : = AEHGJ
A If Schemais one tab per plate:

A Each tab label must include the plate number and
label in the format: 1- Plate Label

A OK to abbreviate plate labels
A Title Sheet tab may be customized (e.g., update
approval section, add study details) except for:
A Study name in cell A2
A DFdiscover version number in cell B5

A Additional tabs may be included



Excel Import 5

2) Update Excel File: Setup requirements

. . A
A Follow DFsetup requirements when updating the © orseu: mpring rom e ]
1 Importing setup definitions from Excel enables you to create a database with eCRFs directly from database
Exce | fl I e specifications defined in Excel. This approach supports collaboration, allowing multiple contributors to workon a

shared document, which can streamline the overall database build process and reduce the amount of manual work
to be performed in DFsetup. Defining study details in an Excel file can provide more flexibility and efficiency in

A Update properties to reflect your database 2 dtabase developmen.

4
S p e C i f i Cat i O n S Only valid Excel (.xlsx) files that followthe_ DFdiscover structure can I_Je_importedA Tpisﬁ_le provides details on the
DFdiscover Excel structure, or you may wish to export setup for an existing study using File > Export Setup > Excelto
5 | start with a familiar example. When exporting setup from an existing study, in the Export to Excel dialog:
. . . . 6 1. Ensure Schema is checked.
A When adding or removing rows (fields) in Schema |7 2 nuarearopes
8 3. Select specific Plates to export or leave blank to export all plates.
9 4. Ensure Plates and Modules are checked in the Configurations section.

.
ta b (S) = 5. Export Schema to a single sheet may be checked or unchecked, depending on whether you prefer the schema
10 for all platesin one tab or one plate per tab.

A Update the Number column to reflect the correct field ul _ _
GotoFile >Save Asin Excelto create a copy of this file for the current study, or use an Excel file exported from

O rd er another study as a starting point. Requirements and recommendations for updating the Excelfile for your study are
12 |provided below, including useful Excel functions and the limitations of this feature in the current release.

A Update the Module number, if applicable i roa meirarsors - PGRT

15 |Itisimportant to maintain the structure of the Excelfile to avoid errors when importing:

A U p d ate S kl p patte rn S an d ed It Ch e Ck p aram ete rS aS - Ensure the Title Sheet, Global Settings, Plates, Modules, and Schema tabs (either all plates in a single Schema

tab or one schema tab per plate) are present in the file. The Custom Properties tabis optional, as are the
nee d ed 16 | Instructions and Definitions tabs included in this example file.

-When Schema isincluded as one tab per plate, ensure each tab label includes the plate number and labelin the
following format:'1 - Plate Label' where 1is the plate number and the plate label may be an abbreviation or

A SeeStu dy S etu p U Ser G u Im] d th e Setu p I m p O rt & ?Cmynm. olumnsin the Plates, Modules, and Schema, and Custom Properties tabs. Columns may
Exam pl efl I e I nstructio nS tab fo r m O re d etal IS Definitions Title Sheet Global Settings Custom Properties



https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/setup/html/setup.html
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/setup/imagedata/setup_import_example.xlsx
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.9.0doc/setup/imagedata/setup_import_example.xlsx

Excel Import

)

2) Update Excel File: Property definitions

A ConsultDefinitions tab in Setup Import
Example file for details about field, module,
plate, and study properties for all tabs

A Some field properties are required based on
data type, e.g.:
A Choice and check fields require Coding

A VAS fields require Precision, Left Value, Right
Value

A Some field properties must be aligned with
each other, e.g.:
A Numeric field: If Formatan.n, specify Store as 4

A Choice field: If Show As=Choices, specify Label
Position

A If Instruction is defined, specify Instruction
Position

A B C E F G
1 |Fleld Properties (Schema tabs) Module Properties (Modules tab)
Column Property Description Column Property Description
2 *
A Module The name and instance number of the module the field belongs to, in the A Plate The plate number and name where the 1|
format: Module [ 1]. Must align with the Modules tab. isbeingapplied, matchingthe Platesta
3 - Plate Label
B Number Field number indicatingits position or tabbing order on the plate. B Module The name (up to 15 charactersin lengthj
number of the module belongingto the fj
a format: Module - [1]

[ Name The generic name for the field. The name must be unique within the module Cc Description Description for the base module, upto §
definition, but it does not have to be unique across the entire study. The length. This is the same description for g
name may be up to 80 characters in length, begin with a letter and consist the module. You only need to define the
of only letters, digits, and underscores. May not contain meta-words. description for the first module instancd

can leave this column blank for subsequj
the module.
5

D Style The style used by the field. Style names must begin with a letter, may D Instance Description  |Description for the module instance ap
include letters, digits, underscores, and spaces, and may be up to 15 Each module instance may have a differ|
charactersin length. Astyle may not be used for multiple data types. When or may be the same as the base module
importing, do not use the default Simple styles to avoid import conflicts.

6

E Type The field's data type. Options are: Date, Time, Number, String, Choice, E DFMODULE_USER1 User-defined custom module propertieg

Check, VAS from an existing study, the default tags 8
7 the study-specific tags. If defining tagsi

F Alias The alias of a data field is a string that uniguely identifies the field across F DFMODULE_USER2  |Propertiestab, these column headings
the entire study. The name must be at most 80 characters in length, begin but do not needto be.
with a letter and consist of only letters, digits, and underscores. May

8 contain meta-words (which a name may not).

G Description The description of the field. Used as the field reference in queries and the G DFMODULE_USER3
column heading for data listings, reports, and exports. May contain meta-
words.

9
Instructions Title Sheet Global Settings Custom Properties Plates Modules 1 - Screen 2 - Entry




Excel Import

2) Update Excel File: Excel tips

A Freeze Panedo view and update properties across
many columns and rows

A Select the cell where you want to freeze panes above and belo
A Under View tab, clickinfreeze Panes then clickFreeze Panes

A Find/Replaceto make bulk updates
A For example, update legal ranges for-gtudy dates

A Use Data ¥Filters to search or filter specific columns

A For example, find fields where Need=Required to add
g_Requirededit check or where Type=Date to add
g_LegalRangedit check

A Use View Navigation to navigate between tabs
A Helpful when including one tab per plate

A Hide columns that you will always leave blank
A Do not delete or reorder them

Formulas Data Review View Automate
HHEH BE % ]
Nt Zoom 100%
H 5~ q
Normal Page Break Page Custom Show 0 Zoom to 100% Zoom to
Preview Layout Views Selection

New
Window

N e E s

Freeze Freeze Fil
s Top Row  Column

Arrange Unfreeze Freeze First
All Pane:

[N (2> Share v
S B -
[A ide Ly
Switch Macros
Jnhid Windows

sment of the study medication is very important to us. Please answer each of the following questions by selecting a point on the scale that best describes your response. </i>

A"GFAL @A<= A> L@=Q E90Q
A UseSpell Checkto catch any typos

E F G H AK AL AM AN Navigation [x)
Type Alias Description Prompt Coding Comment Instruction Instruction Position
e F les, an
nber  DFSEQS Visit Number Visit Number None Y Search for tables, charts, and m
nber  SUBJIDS(plate) Patient Number None
g PINITS(plate)  Patient Initials None
. Module
VAS1 1. Convenience |Above Prompt
1 - BP Screen
2 - Entry
3-MH
4 - Curr Meds
VAS2 2. Swallowing 2. Swallowing: How easy was None 5 - Follow-up
it to swallow the pills?<br>0
= Very Difficult<br>100 = Very
Easy 6 - Eval
VASAE 3. Side Effects - 3. Side Effects: Did you [0=blank] Non
No/Yes? experience any side effects [1=No] 7 - Term
[2=Yes]
VAS3 3. Side Effects Non 8 - Med Log
<
Completely Intolerable 9 - AE
VAS4 4. Overall 4. Overall: What is your No
overall assessment of this 10 - Death
medication?<br>0 = Very
Poor<br>100 = Very Good :
11 - Diary
20 - Date Log
S 2-Entry 3-MH 4 - Curr Med: 5 - Follow-up 6 - Eval 7-Term 8-Med L + 21 - Labs
i o= + 100%
N = O J KO — =TI\ — D~ IX




Excel Import

3) Import iIn DFsetup

| DFsetup - Import Setup

| Import study settings, plates, styles and modules from the file into current study (29)

Study Settings
Global settings

Custom properties

Plate Number  Plate Name

1 Blood Pressure Screening Visits
2 Patient Entry Form

3 Medical History

4 Current Medications

5 Monthly Follow-up Form
6 Patient Evaluation Report
7 Study Termination

3 Medication Log

9 Adverse Event Report

10 Death Report

1 Weekly Patient Diary

20 Date Log

21 Lab Results

22 ePRO Example

Styles

Check

Choice

Date

Number

[ SimpleCheck
[] simpleChoice
[] SimpleDate
[] simpleDateYyyy
[] SimpleMumber
[] simpleString
[] SimpleTime
[] simplevAs
String
SubjectlDd
SubjectInit
Time

VAS

YesNo

Modules

eSignature
ePRO
Termination
Randomization
ProjectedFup
PatientEvaluate
MedExam

MH

LB

Keys

Eligibility
Diary

Death
DatelLog

DM

DA

M

BP

AE

Reset

Show inconsistencies

Import Import plates as Cancel

A Go toStudy>Import Setup># P ; =D H
A Select Excel (.xIsx) file for import

A In Import Setup dialog:
A Select Global Settings and Custom Properties

A Select plates to import

A When a plate is selected, the modules and styles
used by that plate are also selected

A Deselecting a module deselects plate(s) it belongs to

A3K= | '"EHGJL HD9L= 9KA LG
before import

A Clicklmport



Excel Import

3) Import in DFsetup: Errors

If DFsetup cannot read the Some possible errors:

Exceltile, itwill display an 4 Key fields are the wrong data type (must be numeric)

error message A First field on each plate does not match corresponding

(] @ DFsetup - Import Definitions I 1 — | M: F 1 - A K A H D 9 I— — H \] G H — \] |-
Plate 2 Field 13: Legal, Format and Year A FirSt Data F|e|d = f|e|d 6 ViSitlsequence numbel‘
specifications are incompatible.
4 Plate 2 Field 17: Store must be greater than A Predefined = field 7 SUbjeCt 1D

zero.
Plate 2 Field 18: Store must be greater than

zero. A Missing required properties based on the data type
Plate 5 Field 16: Legal, Format and Year
specifications are incompatible.

A Same style name used for different data types

— A Plate schema tabs do not match Plates and Module tabs
A.D9L= FME: =JK <GFAL E9L: @
A+G<MD= F9E=K 9F< AFKL9F: = FN\




Excel Import

3) Import iIn DFsetup: Inconsistencies

If any inconsistencies (shown ied):

A Cancel the import, delete or rename the
conflicting styles or modules in the current
setup or in the Excel file, then import again

A Default Simple styles cannot be deleted
A Avoid using Simple styles in plate schema

A Another option is to deselect styles or
modules with inconsistencies

A Deselecting a module will deselect plate(s)
it belongs to

A Deselecting a style will apply existing style
properties to imported definitions

A Import must be free of inconsistencies

Plate Number
] 20
[]2s
O 30
0 31
[ 40
[ 50
] &0
O
mE:
[Jeo
0 1m
110
120
[ 130
[ 140
[ 142
[] 144
[] 150
] 151
[] 180
[J 181
[ 200
] 250
[ 251
[ 300

Reset

Flate Mame

ENR: Enrollment

RAMN: Randomization

VS Vital Signs

V5-E: Vital Signs eCRF

PE: Physical Exam

LB: Hematelogy Results
CCPR: Cardiac PCI Report
QOP: Operative

EQ: EQ-5D-3L

IA: Infusion Administration
SE: Subject Encounter
SADH: Study Drug Adherence
A Acceptability Assessment
RCX: Reactogenicity

SPT: Sputum

XRAY: Chest X-Ray

TB 5X: TE Symptoms
WQOL: Wound QOL
WQOL-E: WQOL eCRF
VAS: VAS Pain Scale
WVAS-E: VAS eCRF

MH: Medical History

LEC: LEC-5 Standard

PCL: PCL-5

CM: Concemitant Medications Log

" Styles

[C] sP_BRTHDAT
[C] sP_BRTHDD
[C] 5P BRTHMO
[J sP BRTHYY
[] 5P DAT

[] 5B ETHMIC
[] P RACE

[J 5B RACEQTH
[ sp sex
SimpleCheck
SimpleChoice
D SimpleDate

| SimpleDate¥Y

SimpleDateYYYY

SimpleNumber
SimpleString
[+] simpleTime
[+ simplevas

[ visithum
[+] xxpar

[[] XXGRPID
[] xxspID

[] XXTERMZ200
[ xxTiM

[ xxTPT

Show inconsistencies

w

Modules

O aSignature
Owvs
| T

SEQ
SE
sov
LI RE
[ Rex

100agl

[ rAN
Oas
der
[ pe
[ or
MH
MED
ME
LB
IE
IA
Header
EX
ENR
EG
EC
oV

OO0OoOrRO0OO0O0O0OOOC

Import Impert plates as

Cancel




Import Successful!

DFsetup [laura@explore.didiscover.com] Setup Testing 29 - Developer [Save Required] - O x
File View Study Plate Field Help
Plates-Modules-Fields @ Flate Properties |
[2) 1 - Blood Pressure Screening Visits 1: Blood Pressure Screenlng Visits Number
2 2 - Patient Entry Form Label Blood Pressure Screening Visits |
[0 3 - Medical History Subject ID
D 4 - Current Medications eCRF Yes >
[2) 5 - Monthly Follow-up Form Subject Initials Sequence is | predefined ~
[O) & - Patient Evaluation Report Layout Portrait ~
[) 7 - Study Termination Age r o Triggers Early Fr—
D 8 - Medication Log - Termination
[7) 9 - Adverse Event Report Eligible for Einal )
[) 10 - Death Report Sex OMaIe OFema\e Signing when
[3) 11 - weekly Patient Diary Arrival Trigger|
[() 20 - Date Log Race Ocaucasian
[ 21 - Lab Results OAﬁlcan american Help  Custom
[) 22 - ePRO Example O asian oY
Oth
O = Example plate based on ATK.
If other, specify: BP Screening
N | This page is to be completed at the patient's initial visit to
SCREEN 1: determine their eligibility for entry into the study.
Date Screen 1 Readings are taken at the initial visit.
Screen 2 Readings must be taken at least 24 hours after
Screen 1 Readings.
Module options Reading 1
Add | | Delete | Copy | Paste el systolic | FrHg
1l CRF List
Diastolic rAriHG
Reading 2
Systolic mmHg
Diastolic | mmHg
Reading 3 v Rich Text  HTML
< >
Setup State: 2 problems | & History Page 1 of 14 | ‘ Plate 1 - Blood Pressure Screening Visits | Add/Edit Table... | | Order Fields... Desktop Preview Apply Revert

Your database is now ready for additional updates & configurations



Excel Import: Current Limitations

Almport from Excel can only create new definitions
A No modification of existing definitions

Almport plates, modules, styles, global settings, custom properties only
A Only modules and styles referenced on a plate can be imported

ACreates eCRF plates only
A For CRFs with backgrounds, manually move fields to correct locations

ANo eCRF tables, screens, or grouping
ANo formatting for study help, plate help, field help



Excel Import: Future Enhancements

v Update existing setup: merge or replace existing definitions

>~ More setup properties: eCRF tables, screens, grouping, field location on backgrounds

EEH Include configurations: sites, visit map, conditional maps, query category map, etc.

1 Automate: simplify level of detail required in the Excel file

|

Additional file formats: import ODM XML files
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DFsetup: Study Setup Change History

View history of changes to plates,
modules, styles, global settings

See each change, who made it & wher
Export to Excel, PDF, HTML, CSV

SQLite database provides fast
performance

DFsetup - History for Study, Styles, Modules, Plates (last 90 days)

Study Styles  Modules Plates

Date and Time Who  Change Plate Module
1733 2024-07-05 18:20:46  laura change plate field  400: Adverse Event 5163: AE
1734 2024-07-05 18:20:46  laura change plate field  400: Adverse Event 5163: AE
1735 2024-07-05 18:26:59  laura delete plate field 450: Protocol Deviation 5310: Header
1736 2024-07-0518:26:59 laura  delete plate field  450: Protocol Deviation 5310: Header

2024-07-0518:26:59 laura  change plate field  200: Concomitant  5172: CM
i Medication
1738

2024-07-0518:26:59 laura  change plate 300: Medical History
1739
1740 2024-07-0518:26:59 laura  change plate field  300: Medical History  5186: MH
1741
\7ap 202407°0518:26:59 loura  change plate field 300 Medical History 5186 MH
174y 202407°0518:26:59 laura  change plate 400: Adverse Event
1744 2024-07-0518:26:59  laura change plate field  400: Adverse Event 5163: AE
1745
1746 2024-07-05 18:26:59 laura change plate 450: Protocol Deviation
1747
1748
1749 2024-07-05 18:26:59  laura change plate field  450: Protocol Deviation 450:
1750
1751

History for (4 study [ styles [ modules [ plates  Filter plates |... |=,#~= |fields #

Field

12012:
11233:
11683:
11685:
12010:

12011:

11302:

12012:

4505:

AESPID
AEYN
VISITNUM
VISDAT
CMSPID

MHSPID

MHYN

AESPID

Limit to last |90

What Changed
AE #

Any Adverse Events
Visit Number

Visit Date

™=

Medical History

MH #

Any Medical History?
Adverse Event

AE#

Protocol Deviation

DFdiscover Sequence
Number

|days | Refresh

Attribute
Display
Prompt
FieldRef ID
FieldRef ID
Store

Display
table: Header

Store
Display
Prompt

table: Header

Store
Display
Sequence

Screens.

table: Header

Field ID

Field Number
Alias
Dascrintion

Save As...

0ld Value

7

Any Adverse events?
11683

11685

7

7
[Column Header 3=Is there
any reportable Medical
History per protocol?]

3

3

s there any reportable
Medical History per protocol?
[Column Header 3=Any
Adverse events?]

3

3

First Data Field

ieader]

I Protocol Deviation] ...
[Fields=5-7] [Column
Header 1=, 2=, 3=]

7

20
DFscreenstatds0

DEdiscover Screen Statis

New Value
3
Any adverse events?

2

2
[Column Header 3=Is there
any reportable medical history
per protocol?]

2

2

Is there any reportable
medical history per protocol?
[Column Header 3=Any
adverse events?]

2
2

Barcode
[6=9=Header]

[10=13=Protocol Deviation] ...
[Fields=6-8] [Column Header
1=Subject ID, 2=DV #,
3=Were there any protocol ...
6

6
DFseq450

DEdiscver Seauence Numher

Setup elements not included (yet):

A Edit check code, visit map, conditional
maps, lookup tables, all other
configurations

NOTE for system admins: Upgrade procedure

System admin must rumFsetupdb utility program

when upgrading to DFdiscover 5.9.0 to make history

available in DFsetup




How to Access History

A Go toFile> View Historyto see
all history & apply filters

A To view contextspecific history:

APlate:! DA; C a4 &AKLC
bottom left of main DFsetup
OAF< GO >GJ ; MJ.

history

A Style:! DA; C
' MJJ=FL KLQD=AI
AModulen ! DA; C 3a&A
- MJ J FL EG<MD=,

a&AKLC

DFsetup - History for Study, Plates (last 99 days) - m] *
Study Styles Modules Plates
Date and Time Who Change Flate Module Field ‘What Changed Attribute o
1 2 aura change plate field  2: Inclusion Exclusion 5051: Header 11030: VISITHUM Visit Humber Store
2 2 laura change plate field  2: Inclusion Exclusion 5051: Header 11030: VISITHUM Visit Humber Store
3 2024-00-2513:04:10  laura change plate field  2: Inclusion Exclusion 5050: IE 11525: IEORRES_ny Inclusion Criteria 1 (IE) Description
4 2024-09-25 13:04:10 laura change plate field  4: Screen Failure 5209: Header 11360: VISITHUM Visit Humber Store
5 2024-00-2513:04:10  laura change plate field  7: Landscape 5381: Header 11951: VISITHUM Visit Humber Store
5 2024-09-25 13:04:10 laura change plate field  30: Vital Signs 5200: Header 11337: VISITHUM Visit Humber Store
7 2024-09-25 13:07:26  laura change plate field  2: Inclusion Exclusion 5050: IE 11525: [EORRES_ny  Inclusion Criteria 1 Description
g 2024-09-2513:09:46  laura change plate field  3: Informed Consent 5064: Header 11031: VISITHUM Visit Humber Store
2024-09-29 17:46:49  laura change plate 22: Participant Diary (ePRO) Participant Diary Screens
g (ePRO)
2024-09-29 17:49:48  laura change plate 22: Participant Diary (ePRO) Participant Diary Screens
10 (ePRO)
" 2024-09-29 17:50:17  laura change plate 22: Participant Diary (ePRO) Participant Diary Screens o
< o >
History for ] study [ styles  [] modules plates  Filter plates ... Limit to last days Refresh Save AS...
DFsetup - History for Plate 22: Participant Diary (ePRO) (last 99 days) - m] X
Date and Time Who Change Plate Module Field What Changed Attribute Lo
i 2024-09-29 17:46:49  laura change plate 22: Participant Diary (ePRO) Participant Diary (ePRO) Screens
) 2024-09-29 17:49:48  laura change plate 22: Participant Diary (ePRO) Participant Diary (ePRO) Screens
3 2024-09-29 17:50:17  laura change plate 22: Participant Diary (ePRO) Participant Diary (ePRO) Screens
4 2024-10-17 14:49:35  laura change plate field 22: Participant Diary (ePRO) 5153: QS 11215: QSORRES_ny  returned to usual health Codes
today?
5 2024-10-17 14:50:46  laura change plate field 22: Participant Diary (ePRO) 5156: VS 11220: VSORRES_VAS Temperature - °C Store
5 Display
7 Format
8 Left Value
g Right Value
10 2024-10-17 14:53:04  laura change plate field 22: Participant Diary (ePRO) 5156: VS 11220: VSORRES_VAS Temperature - °C Left Value
W
< >
History for  study styles modules plates  Filter plates |...| 22 fields |... Limit to last days Refresh Save As...

History dialog
under File >
View History

History dialog
for Plate 22:
Participant
Diary



e —

History for [ study [ styles [ modules [ plates | Filter plates ... |#,#~ fields [u. | #,#~ Limit to last|90 5 | days Save As... ﬂ

DFsetup: History Dialog Options

3 4 5

1. History for: Select one or more types of history to display

2. Filter options:
A Filter plates: If plates is selected, optionally specify one or more plates

A Filter fields: If plates is selected andFilter plates specifies one plate number, optionally specify one or more
fields

3.Limit to last X days: By default, last 30 days of changes are shown. Adjust to view more or fewer changes

A Enter-1for all history
A Enter0>GJ LG<9QAK ; @9F?=K

4. Refresh: ClickRefreshto apply updated selections and view the history output in the main panel

5.1 9 N= ExBost the current history output to an external file



DFsetup: History Types

Select which history type(s) to view, then clito update the output

History for [ study [ styles [ modules pIates] Filter plates ...||#,#~# |fields ... ##~#  Limittolast|90 '% days[ Refresh

History output is divided into 4 types: _ _ _
Navigate between history types using

A Study: Global settings (as defined und&tudy > tabs at the top of the dialog
Global Setting$, custom properties (as defined under
Study>Custom Propertie$, and study save details

+ DFsetup - History for Study, Styles, Modules, Plates (last 90 days)

. . Study Styles Modules Plates
A Styles: As defined undeWiew> Styles e e Pr— =y

1733 2024-07-05 18:20:46 laura change plate field  400: Adverse Event

A Modules: As defined undeNiew>Modules

A Plates: Plates, module instances, and fields as defined
In the main DFsetupvindow and underView> Plates




DFsetup: Plate History Changes

Change Label Action

Add plate Create a new plate and set plate properties

Change plate Change plate properties

Delete plate Delete plate from the database

Add module instance Add a module instance to a plate and set module instance properties
Change module instance = Change module instance properties

Delete module instance Delete module instance from a plate

Add plate field Add a field from a module instance to a plate

Change plate field Change field properties

Delete plate field Delete a field from a plate




DFsetup: Plate History, Plate changes

Change Label Action

Add plate Create a new plate and set plate properties

Change plate Change plate properties

Delete plate Delete plate from the database

A B c D E F G H J

Date and Time A Who Rd Change hd What Changed h Attribute hd Old Value pd New Value
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Number 42
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Label eDiaryDay 2
2022-06-18 15:04:38  laura add plate 42: Last 24 Hours eDiaryDay 2 eCRF true
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Layout Portrait
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Sequence First Data Field
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 ICR None
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Trigger Early Termination 0
2022-06-18 15:04:38  laura add plate 42: Last 24 Hours eDiary Day 2 Eligible for Signing When Final
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Arrival Trigger
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Help
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Screens [6=25=Main Screen]
2022-06-18 15:04:38 laura add plate 42: Last 24 Hours eDiary Day 2 Fill Color



DFsetup: Plate History, Module changes

Change Label Action

Add module instance Add a module instance to a plate and set module instance properties

Change module instance = Change module instance properties

Delete module instance Delete module instance from a plate

A B c D E E G H | J

Date and Time hd Who Kd Change lad Plate hd Module ﬂ Field hd What Changed hd Attribute hd Old Value hd New Value v
2023-01-2313:29:36  laura add module instance 143: Example Screening/Eligibility 5429: IE |E domain from CDASH Plate Number 143
2023-01-2313:29:36  laura add module instance 143: Example Screening/Eligibility 5429: |E |E domain from CDASH ModuleRefId 5429
2023-01-2313:29:36  laura add module instance 143: Example Screening/Eligibility 5429: IE |E domain from CDASH Instance 11
2023-01-2313:29:36  laura add module instance 143: Example Screening/Eligibility 5429: |E |IE domain from CDASH Order 13
2023-01-2313:29:36  laura add module instance 143: Example Screening/Eligibility 5429: IE |E domain from CDASH Module Id 5416
2023-01-23 13:29:36 laura add module instance 143: Example Screening/Eligibility 5429:|E |IE domain from CDASH Description IE domain from CDASH

[{"name":"DFMODULE_USER1","value":
"Expected to be unable to complete
follow-up"},{"name":"DFMODULE_USER
2" "value":"EXCL004"},{"name":"DFMO

| 2023-01-23 13:29:36 laura add module instance 143: Example Screening/Eligibility 5429: |E |E domain from CDASH Custom DULE_USER3","value":"Exclusion"}]




DFsetup: Plate History, Field changes

Change Label Action

Add plate field Add a field from a module instance to a plate
Change plate field Change field properties
Delete plate field Delete a field from a plate

A B Cc D E F G H | J

Date and Time ad Who RAd Change hd What Changed A Attribute hd OldValue New Value
5 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Field Number 7
5 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Alias SUBJID_$(plate)
7 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Need Essential
3 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Description Participant ID
3 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Legal
) 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Prompt Participant ID
1 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Help

2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Comment Restrict Monitors from making data

changes except on SDVand SDV date
fields. [RestrictExceptSDV]

Clearsthe SDV and SDV Date fields if
data changesonthisrecord.

3 [SDVChange]
3 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Instruction

4 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID ParticipantID Instruction Position None
5 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Hidden No

3 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Reason Level 0

7 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID None Blank

3/2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Constant false
3 2024-08-2915:06:38  laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Constant Value

) 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Skip Condition

1 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Skip 0

2 2024-08-29 15:06:38 laura add plate field 25: Specimen Storage 5870: Header 13648: SUBJID Participant ID Store



DFsetup: Export History

A C“Ck[l 9 N = ] to &(Wrt hlstory je plate field  450: Protocol Deviation 450: 4505: zllj(ri;zzc:ver Sequence  Field ID 7

Field Number 20
A Choose Excel, PDF, HTML, CSV forma oA
A A" hIStOI'y ShOWﬂ In OUtpUt are InCIUded ke Filterplateg»._.'ﬁelds ) | FAE Limit to |ast|90 :I days Refresh Save As...

In export

A Excel supports advanced filtering
A Changes within a date range
A Changes by a specific user
A Changes to a specific field
A Changes to a specific property

A Export history from production (not
development) for live database history

































































































