Questions

Use the Chat feature in Teams at
d fl Iet any time to ask questions or
share feedback.

Time for the Next Step:

You’ll receive a link to the

Graduate to a Compliant |[EEEEEs
EDC Solution with DFnet

Resources

19 March 2025 Check out previous webinars and

more about DFnet at

https://dfnetresearch.com
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About DFnet

* Providing clinical data management solutions & services
that help researchers move science forward

30+ years of evolution in clinical data management

e Our CDMS and suite of professional services help optimize
your clinical studies: faster setup, higher quality data, and
the flexibility to run your trials exactly the way you want

« Cornerstone for data management across research
sectors, phases, therapeutic areas, and sample sizes

MZANSI
dinet € dfnet
Fon RS ( )C'CH | ié'é @gso%] O wyi, @ SouthAfrical USA| Canada
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DFnet Professional Services

DFnet Solutions

Services

EDC

Randomization

ePRO

f dfnet

Design

CRF Development

Database Build &

Validation (CDASH)

Data Management Plan

Statistical Analysis Plan,
Randomization Plan

Enrollment Data Capture

Clinical CRF data

Screening (online/offline)

Randomization
Source documents

Data import/
integrations

Patient Data Capture
(ePRO)

Operations Analysis
Dashboards &

Reporting Direct Exports

API Integrations

Monitoring & SDV

Coding (MedDRA, WHO

Drug) SDTM and ADaM

Data Management

Project Management, Training, Database Management, Data Quality Management, Quality Assurance

IT & Technical Support

Better Data. Better Insight. Better Care




Why Does Compliance Matter?

* Regulatory oversight (ICH, FDA, EMA, WHO) @
ensures the credibility of trial data Q L~
o SECURITY LWJ

* Trials intended for regulatory submission

. . . REGULATION PRIVACY
must meet strict compliance requirements
* Not all trials are on this path, but ... v i |
v —
. . . v — e
Beyond meeting regulations, data matters COVERNANCE
INTEGRITY

* Every study contributes to global health and

advances in healthcare DHD : (@Q
D

» Data quality & compliant systems are
ACCOUNTABILITY

essential to meaningful research impact VALIDATION
TRANSPARE

NCY



OCEAN BEACH SAFETY

® Recognize the rip current & don’t panic
» Don’t swim against the current

®» Swim at an angle or parallel to shore
®» Swim out past the current

®» Understand & use the power of the current

Rip currents are powerful currents of water moving away from shore.
They can sweep even the strongest swimmer out to sea.

4; dfnet




CLINICAL RESEARCH

®» Recognize compliance needs & don’t panic
® Don’t swim against regulations

®» Swim atan angle or parallel to compliance
®» Swim out past regulations

®» Understand & use the power of compliance
to achieve data integrity & efficiency

s Compliant Data P
Systems
& dfnet




Meeting Regulations &
Standards

1ISO 9001

A

A

Process Software



Common Concerns with Non-Compliant Data Systems

Minimal,
inaccessible, or Weak data integrity Lack of scalability No electronic
non-human- measures for multi-site trials signature support

readable audit trails

Varied Multiple data
infrastructure sources

Difficult data export

Complex trials tools

id fnet Better Data. Better Insight. Better Care




Your research can thrive using free or open-source tools to
capture & clean your data - but only up to a point

If your data may be used for regulatory submissions - it’s time
to graduate to a system built for compliant clinical data
management

A built-for-purpose CDMS allows you to ...

« Comply with regulatory requirements
« Ensure data integrity & security
« Establish clear traceability & governance

Ready to
graduate to
a compliant
EDC?

Consider the four elements of a compliant EDC




4 Elements of a Compliant EDC

% #1: Compliance creates trust
v #2: Experience increases speed

v/ #3: Functionality supports flexibility

#4: Planning ensures completeness

&d fnet Better Data. Better Insight. Better Care




#1:
Compliance

Creates
Trust

As a diploma demonstrates
education, regulatory compliance
shows that your data meets common
scientific expectations and will be
accepted for regulatory submission.

DFnet’s ISO Certifications provide
evidence that you and your partners
can rely on our systems to withstand
scrutiny.



What does compliance require?

Security Audit Trails Validation

Limiting access to authorized, Linking each data pointtoa Documented evidence that the
trained staff verifiable source computerized system (people,
Ensuring subject privacy Including the date, time, and Pardyvare,aqd SOf;ere)

user responsible for each UNELES &85 1ISele

Eliminating opportunity for
fraud

Tested Business Continuity

change

Capturing reasons for change,
queries and theirresolutions

Capturing electronic signatures

&d fnet Better Data. Better Insight. Better Care




Data Security

Data encrypted in transit and at rest
Multi-factor authentication
Repeat login failures: account lockout & administrator

notification

Physical and logical security at the data center
Regular patch management and upgrades
DFnet approach to security:

Servers protected in Microsoft Azure
Daily backup

Azure Site Recovery

Regular penetration testing
Certified to ISO 27001

Y i N

e g



Access Controls

» Configurable role-based study access
» Selecttools, functionality, reports
* Define dataview, edit, delete

» Control access to hidden fields (e.g.,
blinded data, personal identifiers)

» User access by site, subject, role
 Audit trail of access changes
 Documented approval of user access

* Inactivate user accounts (no delete)

() DFexplore & API Clients

Name Investigator Status Active
D Save CRFs with eSigi to level 6, save all other CRFs to level 1
Tools & Reports  Auto Logout Permissions Restrictions History

(0 Server & DFsetup

() DFdiscover Reports

() Study Reports

DFexplore Views |[server ) DF_QCview [0 qcaexcet
() Batch Edits () Run Report @ OF_QueriesByField
@ Dashboard () Export Data @ DF_QueryDataSummary
@ Data () Batch Edit checks @ DF_QueryOverview
@ Data - Attach subject document () Attach Document @ DF_QueryReport
() Data - Import subject CRFs () Import Data @ DF_QueryStatusTrend
() Data - Submit PDF Setup @ DF_QueryTimeTrend
() Data - with Select O View @ DF_QueryUpdate
(J Image () Plates () DF_sBaliaslog
() Image - Create tasks () Edit checks [0 DF_sBaliasmap
() Image - Delete new records () Lookup Tables @ DF_SBerfoverview
() Image - Raw data entry () sites @ DF_SBhistory
@ List () Missing Map @ DF_SBschedule
() List - Create views () Sort Map @ DF_SBsummary
() List - Import Data () visit Map @ DF_SBunexpected
B Oueries [ Conditional Terminations L@ OF SiteCRES — —
Name Investigator Status Active v
Description Save CRFs with eSignature to level 6, save all other CRFs to level 1
Tools & Reports  Auto Logout ~ Permissions  Restrictions  History
Get Show Show Modify Write Data Queries Reasons
Visits  Plates Levels Hidden Fields Int. Queries Levels Levels o) M D L 14 C M ] A R c M D A
] ALL 1-2, 4-349, 351-499 ALL O Show O Show 0-6 1 (-] ] (m] @] O [- ] -] a -] -] ] a -] -] &
® soo00 350 AL (O Show ) show 0-6 6 2 8 0O 0O @ e 8 &8 &0 8 2 8 8 @
a8 9w« 3 AL (O show O show -6 6 e 8 0 0O @& e 8 @8 8 ® a 8 e i
] (O show O show O 0O 0 0 O 0O 0 0O o0 O 0O 0O 0O O
Configurations  Auto Logout  Permissions ~ Watermark  History
O simplified © Detailed history Refresh Filter...  Show (J roles users Save As...
Date and Time Who Change User Name Role Name What Changed  Attribute Old Value New Value
72 2024-11-1517:23:10 james530 grant user james_ePRO ePROdata permission Status Active
73 Sites: 99 Sites 99
74 Subjects: 99002 Subjects 99002
75 2024-11-15 08:40:10 yiguo modify user Yiguo560 unrestricted permission Status Active Inactive
76 Sites: All
77 Subjects: All
78 2024-11-12 16:45:04 calvin grant user testuser11256  testrole11256 permission Status Active
79 Sites: All Sites All
80 Subjects: All Subjects All
2024-11-12 14:57:59 craig530 grant user craig530 internal-queries- permission Status Active
81 permission
82 Sites: All Sites All
83 Subjects: All Subjects All
84  2024-11-12 14:57:59 craig530 revoke user craig530 Test Data Manager ~ permission
85 Sites: All
86 Subjects: All




Audit Tralil Integrity

All data modifications must be
automatically logged with
immutable, time-stamped entries

* Ensures full traceability of changes
to prevent data tampering or loss

 Audit trail must contain the “why”

* Focus on human-readability

Page History =]

Field: Visit Date
2020-04-28 14:23:58 lisa entered data "08/MAR/2020"

Field: Were vital signs collected?

2020-04-28 14:23:58 lisa entered data "Yes'
Field: Weight
2020-04-28 14:23:58 lisa entered data "165.5"

Field: Weight Unit
2021-07-27 07:27:20 lisa modified data to "*:Missing Value®

lisa created reason "Other, please specify:
Although this weight is likely in pounds, it cannot
be confirmed.”

2020-04-28 14:23:58 lisa entered data "Ib”
Field: Height Not Done
2020-04-28 14:23:58 lisa entered data "Not Done”

Field: Oral Temperature

2021-07-27 07:27:20 lisa modified data to "37.5"

lisa created reason "Data entry error, now
corrected.”

2020-04-28 14:23:58 lisa entered data "37.2"

Field: Pulse Rate

2020-04-2814:23:58 lisa entered data "055.0"
Field: Blood Pressure Not Done

2020-04-2814:23:58 lisa entered data "Not Done”

Field: Systolic blood pressure

2021-07-27 07:24:55 lisa created "Monitor” query with Detail "Please

mennniiea” Tina "Maveantina® tina "Cubace sl

Times shown in UTC-04:00 OK



Electronic Signatures

Authentication: Unique username and password (or equivalent) per user
Access Control: Role-based permissions ensure only authorized users
cansign

Signature Binding: Each signature must be permanently linked to the
associated record and cannot be removed or altered

Signature Components: Capture and display signature elements:
* Full name of the signer
« Date and time of signing (with time zone)
* Meaning (reason) of the signature

Tamper-Proof: Signed records must be protected from unauthorized
alteration or deletion

Audit Trail: Capture each signature event: who signed, when, and why

This page is eligible for signing

By entering your username and password, you are executing your electronic
signature, which is the legally binding equivalent of your handwritten signature.
Your electronic signature on this form indicates that you confirm that the
information provided is accurate and true, according to site operating
procedures and Good Clinical Practice (GCP) guidelines.

Enter password:

Username I |

Password ‘

Do not sign

Electronic Signature
Click Save or Final to provide your electronic signature on this record.

Name Laura Joldersma

Date and Time 2024-09-2916:51:14 UTC-04:00

Reason for sighing | approve this data
I have reviewed this data

| am the author of this data




System Validation

» Software must undergo formal validation and
periodic review to demonstrate regulatory
compliance

* Emphasis on continuous validation throughout the
system lifecycle

» Well-audited package to demonstrate
1Q/0Q/PQ validation

* Change control documentation to track
system updates and assess their impact on
data integrity

Assessment

Testing

Traceability

—>

Management

Approval




DFnet’s expertise helps identify the fastest,
most efficient way to collect data

4.
i 2 ) 30+ years of experience collecting &

EXpe ri ence managing data in diverse environments

« Electronically transmitting CRF images from Africa to North
lNncreases America smce 1097
« Offline EDC via tablets since 2015

S p ee d « ePRO, secure data input, and export

DFdiscover software supports research

organizations around the globe




Clinical Trials
Supported

Teams located

in the US,
Canada, and
South Africa
%
% lﬁ ,E.gla ! iLgEﬁ!
Spanning A AN L
g e A o ,’giv%
5 lgl ; ?::L:, "‘ - -'a . '
Time Zones , ¥
es» 349 "

f dfnet

Trusted Partner

30 of the Global
Health Clinical

Years in Consortium
Global Health (GHCC)

eClinical Solutions Studiesin

Include EDC

ePRO, and Online 3 5 —~+

Offline Data

Capture Countries
DFdiscover, '3:_! P %:,:‘&M

e | W Data

proven CDMS | 2
solution used by é
the VA and NIH-
NIAID for over
20 years

iy Management &
Y 4 ,‘1 Data Science
Partners

Better Data. Better Insight. Better Care



Study Initiation = Go-Live

£To% 4 )

T ‘4 .
) = -
= L=
Clinical Protocol [a][a]a]a][a]
Study Role Access 7
i*l"‘x < Documentation Permissions > V
Iy . —0
== ) | TesT
| 5— Sponsor / Study Go-Live
Regulations A, Investigator
— » Approvals
= Database Setup Testing
Standard Operating

4
Procedures " d fnet



Choose a CDMS with functionality that meets
your study protocol & workflow needs

3 Capture data from multiple sources in a single

. . system
Functionality

S U p po rts Collect data on any schedule: Multiple visit
o cycles, cohorts, early termination
Flexibility

Implement consistency & validation checks in
accordance with risk-based, fit-for-purpose
principles



Electronic Data Capture

o 2023 Sandbox - All Records

Fle Ed®  view Select sShow Subject Vst Phte Feld Wndow Hep
40004 - 78 of 80

O Pl History
&2 5re 0 - Ermor Montor (Emor Monor) & 250: Protocol Deviation €@
Y
i Site 10 - New York
.e ==
= Site 20 - Austin
Visit Number Subject ID
22 sre 30 - Denver o

Reported Value .Y, NO HX OF SEIZURES. TERMINATED PER PL
Category Monto

* Enter and update data e

& 40002
&
1.2 40003 1. Date of Deviation 2. Study Visit Involved: Use Extemal <

T Type Corection =
12 40004 12/NOV/2018

°
[ ) > 99 : Screening status » |[| pendng
e S p O n O q u e rl eS > 0 : Enrolment/Vaccination #1 3. Type of Deviation: Missed vist o procedure Detai

> 10 : Day 1 Please clarify.
(3 Vst or procedure performed outside the permitted vt window

<

: ;z ‘ 2:2 [ exgisity not checked e,
. o ’
* Dashboard, reports, listings .
4 dfdiscover 4 DFdiscover Sandbox * Demo Account (demo) ¢ Rel

exploredfdiscovercom  ®

L]
[ ) U d ° l t . 3 " Study 251 [ Site 50 [ ! /
Se a n y eV I Ce ° a p O p ) 88 Im ::’i‘:::::: '\O:Sub]ect Encounter mn

_ [ - History

Status » || approved
b rOWS e r ta b let S m a rt p h O n e I~ Im 0:Enroliment/Vaccination #1 VisitNumber  SubjectID Visit Name R;::thmn
) ) Jm 10:Day1 00010 50001 Day1
BS |m 10: Subject Encounter ik
VisitDate 02/FEB/[2018

Help

Protocol Deviation:

te Study | Plate | Field
= 50: Physical Examination

* Dataimport & export a m—

1.Did subject attend study visit?

|® 120: Pregnancy Test The Pratocol Deviation CRF acts as an ongoing Log

Pl @ Yes O)No which documents any study pratocol related deviations
. 225: Laboratory Re or violations. Complete this form for all study protocol
[ ] o deviations
N 2. Were any adverse events reported at this visit?
226: Laboratory Results- Chemistry : .
Y Page numbering: Deviation Log pages should be
° ° |m 20:00y2 O Yes @No Q numbered sequentially. To enter a n%w page into
DFexplore, click on the blank Deviation log page after
inteerations - = =
3. Were any new medications reported at this visit?
Im 70:0ay 7

OYes @No
280: Vaccination #2

 Offline data capture with

|m 350:Day 35

DFcollect tablet app i

Monitor use only

) Completed DD/MMM/[YYYY 1.0 - 2019-09-25

@ 20001 A€ Page 01

20002: AE Page 02

‘:‘dfne



Offline Data Capture

£ Plate 144 : TB SX: TB Symptoms

« Streamlined: One system for EDC, ePRO - offline or online N

* Fast: No extra setup time or separate configuration e

 Full offline support: Data entry and modification, quality e ! |
checks, source documents, query resolution, eSignatures e ________— %

®  gsbyStatus

» Easy updates: Mid-study changes and protocol
amendments pushed automatically to all devices

o
nding Queries by Type

Y

F coc

« Simple sync: Conflict resolution for any discrepancies

 Data loss prevention: Restore unsaved data after logout

Joint Aches

* Security: Full encryption to keep on-device data safe =t .

4
4 dfnet




Image-Based Data Capture

DFexplore
NI IEEEEE AN Al ]
Urascover # Uk viaesan  OFuscover#D

articipant 10: (5 [0 . of1] wisit: [7] 0 Participant10: [ 5 0 0 0 1 visit [70)]

The best hesth The best heath
you can imagine ‘you can imagine.

W would e o know how good of bad your heaith Is TODAY.

o
- — 0 means the worsk health you can imagire. =
s
eCe bmit Now. ploase. -
iles selected from joldersma/Desktop/Testing L
Destination: internal.dfdiscover.col m »
File nas .
EQ5D ple
®
5
YOUR HEALTH TODAY = EALTH TO!
1] -
“
a0
=
»
==
|||||| Final [co}

Paper CRFs completed Scanned copy Data entry assisted by
Barcode added in advance sentvia secure Optical Character
transmission Recognition (OCR)

% dfnet



Participant Surveys with Integrated ePRO

» Easy-to-use app for study participants

* Collect symptoms, daily outcomes,
questionnaires, study diaries, surveys from
anywhere, even offline

* Reduce in person visits & phone calls

* Improve data quality & protocol
adherence

* Fully integrated with DFdiscover CDMS

4
% dfnet




eConsent
* Godigital with a secure and compliant eConsent system
@ * Improve patient experience, reduce paper and data entry burden

Randomization

- State of the art algorithms reduce sample size without reducing power

-  Flexible, anytime access via web, text message, and phone

o .
DIAMIND 4" dfdiscover




Data Migration from Existing Systems

* Import database definition from Excel file
* Use existing database schema to create new database

 Flexible data import options
» Self-service data import tool for external data migration
with mapping options
* Powerful backend tools for developing data exchange,
transformation, and loading (ETL) processes

* APl for integration with external systems o

4
4% dfnet



/L
Planning
Ensures
Completeness

Comprehensive Data Management and
Statistical Analysis Plans

Implementation of CDISC standards:
CDASH, SDTM, ADaM

Defined study scheduling to quickly
identify data gaps

Risk-based oversight to ensure data
quality and integrity



Risk-Based Quality Management (RBQM)

* The ability to specify the most important data

» Adoption of real-time data monitoring tools to identify risks and anomalies
early and throughout the trial process

* Proactive issue resolution through automated quality control measures

* Acompliant EDC provides:
* Required, essential, and optional fields
* Required, conditional, and optional visits and CRFs
* Cycle management, including visit, cycle, and study termination
* Complete query management with audit trails and documented resolution

4
4 dfnet



Data Management Oversight

Management

Data workflow
Data validation checks
CDISC standards
User acceptance testing
Query management

Randomization

Subject scheduling
Email alerts
Listings & reports
SAE reconciliation
Clinical coding

Source data verification

Data review meetings
Data export & transfers
Lab normal management

External data integration &
reconciliation

Database lock

4
4% dfnet



ata Quality Checks

Queries
Subject 10014 [ Visit 0 / Plate 1 [ Date of Informg

* Built-in query management

Hemoglobin Result has a value of 38.2, which is inconsistent with our
expected legal range of 12.0-17.2. Please verify that this value is correct.

~ || Monitor o |nteraCtive data CheCkS

If this is a data entry error, please click 'Fix Now' to review and make any
Value: 1I/MAR/2025

appropriate changes. 1
Detail: According to source documentation initial d u rl n g d a ta e n try

obtained on 10/MAR/2025, please review. OR

Reply: Data entry error corrected. d C U rre nt fi eld (U n iva ri ate)

Click 'Reply to Query' to proceed without a data change, and provide a

~ I wissing Reply. * Cross-field (multivariate):
same page, Cross-page,

Detail: Date of In 1,0‘31;'2:253'R1(§)3H8002 Xﬁz‘gmﬁ;ﬁ:ﬂe Change Data Change VISNAME_010 from blank to Day 2 Query .
12??,12‘2{3’?1%013%8004 Xﬁ:&rﬁ;rgl?ne Change Data Change VISNAME_010 from blank to Day 56 C r OS S - V I S I t
12??,25‘2;3};806001 Xﬁ:&mﬁ;gl?ne Change Data Change VISNAME_010 from blank to Day 1
10026, 10, 10 SDV_010
21, 2‘229}000(;001 SDVChange2 Change Data Change SDV_010 from blank to 0 ° B a tC h C h e C kS e S e O
Adda auery 12??.22’2;3};806001 :gxa?_lﬁgﬂ Add Reason Reason for change text added to SDV_010: Set by edit check SDVChange2 ' n u r n
10027, 10, 10 VISNAME_010

o .
2,1, 2229/000D001 AvtoFillVisName Change Data  Change VISNAME_010 from blank to Day 1 d a ta u a l.l t I SS u eS a re
10027, 10, 10 SDV_010

Change Data Change SDV_010 from blank to 0

2,1, 2229/000D001 SDVChange?
10027, 10, 10 SDV_010 . ) M
2,1, 2229/000D001 SDVChange2 Add Reason Reason for change text added to SDV_010: Set by edit check SDVChange2 m I SS e d
20006, 10, 10 SEEXPL extern.al fax/refax Query added for missing value to: SEEXPL status=new
1,1, 1937R0002071 g_OnlyReglf(-1,2) Add query Query:
v - ' Please review. Because 1. Did subject attend study visit? is marked 'No', If no, provide
30006, 350, 10 SEEXPL Add aver g:t:rn.al fax/refax Query added for missing value to: SEEXPL status=new
2,1, 1938RO00N003 g_OnlyReqlf(-1,2) query v

Please review. Because 1. Did subject attend study visit? is marked 'No', If no, provide

40001, 0, 10 SECMPG1 extem.al fax/refax Query added for missing value to: SECMPG1 status=new ”
1,1, 1943R0005004 g_OnlyReqlf(-1,1) Add query Query: o i
o - ' Please review. Because 3. Were any new CM's reported at visit is marked 'Yes', CM P ’




Query Time Trend
4 Enroliment by Site

Creiacamer Sordban 2025-03-08 ot 154322 (UC-0800)

& Smiar e —

Sonior

Reporting

Query Time Trend

2025-03-06 ot 16:5723 (UTC-05:00)
DFdiscover Sandbox. { )

Totet Ensosment oy sk
Options
‘Query Status: 20 - Austin over Time

B Rezoked Quories
Outstanding Queries
| ® average Days Hopssd

} i ! e — ™
i | | e e y
* Customizable dashboard | X

=
/

Charts & graphs 1 ——— e | -

10008 rash Rown

# emrss

2026-03-00 o ea3a (UFC-68.06) ‘

Query status (672)

0an-01 20d00 02201 20201 20201
L . oate
. . o0z spcominalps wz06m Mo =
. .
[ ] Concomitant Medications L X
Dashboard Al iEs]
. Concomitant Medications 2025-03-08 ot 4227 (UTC-05:0)
Subject and CRF Status Overview Query Overview DFgiscover Sondbor
85 Subjects 1883 CRFs All Queries by Status Gutstanding Querles by Type
Search by Subject I - options =
Py  Complete “ Finol = Resoived ® Dota Query
(a7} 1770 (34%) . &5 (13%) 04 Subject D *  Medicationor TherapyName % Indication & StartDate 3  fndDate 3 | Ongoing 3 Dose 3 :
= Incomplete incompleta = Gutstanding = Missing Page
52 (73%) ! 107 (6%) 512 (76%) 23 (4z2%) 10001 BENYUN COUGH cousH 2017-1-01 200-1-05 Mo 25 MG
\_/ Missed Pending Overdue vist 10001 aspiin HEADACHE 2017-10-81 00-0-9 o 100 MG
3(<05%) 75 (%) 225 (44%)
10002 ALDOMIN HYPERTENSION 2018-01-03 Yos 250 MG
L Pending
PY (0on) 10002 MULTISVITAMIN GENERAL HEALTH 2018-01-03 Yos 1 PiLL
Xl X EET = e o
10003 VITAMING GEMERAL HEALTH 2019-01-05 Yes 50 MG
10005, ZOUMITRIPTAN HEADACHE 2019-01-10 2018-0-1  No 25 MG
Subject Surmmary - options - 10007 DavQUIL SORE THROAT 2090128 2019-02-02 Mo 325 MG
Search by Subject . 10008 MELATONIN SLEEP ISSUES 2018-12-91 Yes 5 Mo
10018 upraten HEADACHE 202-04-08  2021-04-07 Mo
Subject 3  latestVisit #  NextVisit +  DoysOverdue &  Outstanding Queries + 20001 AMOXICILUN BRONCHITIS 209-0-02  2018-0107 Mo 500 MG
20002 Ibuprofen TeST 2022-12-13 Yes v u
2 10001 2017-10-06 done o @ ~ -
— 20007 TRAZODONE INSOMNIA 2019-0112 090301 No 50 G
1210002 2017-10-07 done o s @
20008 MIRENA D BIRTH CONTROL 2017-12-08 Yes 1 NI
0003 2017310:08 G210 o 8 ) 40001 clonidine DEPRESSION/DISSOCIATION 2007-01-20 Yes 5 MG
i2 10004 2022-12-08 done o s = 8 .
40002 sigodin Dpagamve 2017-04-04 Yes 50 MG
i2 10005 2017-10-16 done 0 s 2l :

% dfnet




Visit Scheduling

Subject 10032 - Schedule Info ‘ 81 30012 E nrolled subject

Search by Visit -: H [ | Screening

Site 4  Subject &  Visit 4 = Name s ScheduleDate 4  CompleteDate 4  DaysOff-Schedule 4  DaysOverdue %  Status % HD Enrollment/Vaccination #1 St Ud y V| Slts d iS p l ayed ,
10 10032 99 Screening 2024-04-09 2024-04-09 0 0 final o o .
10 10032 0 Enroliment/vaccination #1 2024-04-10 2024-04-10 0 0 final HD Day 1 ove rd ue Vvis ItS N I’ed
10 10032 10 Day 1 2024-04-11 2024-04-11 0 0 final I]D
10 10032 20 Day 2 2024-04-12 2024-04-12 0 0 final
10 10032 30 Day 3 2024-04-13 2024-04-13 0 0 final [“:'
10 10032 70 Day 7 2024-04-17 0 328 I:l
10 10032 280 Vaccination #2 2024-05-08 0 307
10 10032 310 Day 31 2024-05-11 0 304 |:|
10 10032 350 Day 35 2024-05-15 0 300
10 10032 560 Day 56 2024-06-05 0 279
10 10032 19001 MH Page 01 0 0 final
10 10032 29001 MH Log Page 01 0 0 ‘ ”% 10043 ‘ Scree n fa i lu re
10 10032 20001 AE Page 01 0 0 incomplete H |:| Screening
10 10032 30001 CM Page 01 0 0 incomplete . . .
10 10032 45001 PD Page 01 0 0 HO Termination NO Stu dy VISItS d|5played
10 10032 50000 Termination 0 0

* Apply complexvisit scheduling and CRF completion requirements
» Automated queries for overdue visits and missing pages

Only display relevant visits and CRFs in the subject binder ‘:dfnet



Assuring Data Quality

STRATEGIES TO PRODUCE ALCOA++ DATA

Standards
Guide the
entire process

Rl
\ e
Q-7
<
=

2009,

(AN
$ o)
Good Clinical
Practice

Fai

Standard Operating
Procedures

Clinical Protocol

i

e

Staff Qualifications

-

— <

Preparation
Completed before
the study begins

B-i

CRFs

|

Data Management Plan

Edit Checks

aa)z)E

Permissions

Study Database

—

~

Data Management
During the study

- &

|

Multi-Level Review
Study Go-Live \ i
Approval Queries

Closeout
End of study
mBAOA
omAm
Ad D

3 Pass + Critical Variable

Data Review (Image-Based CRFs)

|
i
¥

Data Integrity Verification

Source Data Verification

Legal Ranges

i dfnet

Final Study Data
Transferred to Client

or Retained Per Contract
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It’s time to graduate to a compliant EDC system when you...

Begin to prepare for regulatory submissions

Anticipate increased oversight
* Sponsor / investigator expectations

* Research grant/funding requirements

Need to manage clinical complexity
 Varied data sources (paper, ePRO, lab data)
* Multiple sites, treatment cycles, cohorts

* Adaptive randomization

Want to build research data infrastructure for the long-term

&d fnet Better Data. Better Insight. Better Care




Q&A

Help Shape Future DFnet Webinars Contact Us: info@dfnetresearch.com
Scan for survey or follow the link in the chat. Schedule a Demo: www.dfnetresearch.com/schedule-a-demo/

RESOURCES

Knowledge Hub: www.dfnetresearch.com/knowledge-hub/

Access past DFnet webinars
DFnet Academy: www.dfnetresearch.com/my-account/

Login to view DFdiscover training videos



mailto:info@dfnetresearch.com
http://www.dfnetresearch.com/schedule-a-demo/
https://www.dfnetresearch.com/knowledge-hub/
http://www.dfnetresearch.com/my-account/

Thank youl!
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