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RBM STRATEGY CONSIDERATIONS: RACT

Documentation of Critical Data & Processes
« Team alignment on “what matters”
 Focused risk assessment

Program Level Protocol Level
RACT RACT

**Categories**

« Safety * Study phase
* Endpoints * Subject population
P * Endpoints
* Technology * Technology
* Operational * Data collection &
Experience CRF source
* Study medication/IP
* Blinding
* Clinical supply chain
* Protocol complexity
* Operational
complexity
» Geography

Consistent Approach to Assessment
« Each category* has a series of questions
« Examples of high, medium, and low risk

Impact & Probability

« Determines the impact to the study if the risk
becomes an issue

« Determines the probability of the risk occurring

Output
 Provides direction on where the most attention

is needed for monitoring and mitigation
Determines the overall risk level (high, medium,
or low) for monitoring activities

*Nitp://www.transceleratebiopharmainc.com
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RBM STRATEGY CONSIDERATIONS:

REAL-TIME DATA REVIEW

From: support@clinicalink.com <support@clinicalink.com>
Sent: Tuesday, January 22, 2019 &:00 AR

Te: Smith, Sue<suesmith@hospital.com>

Subject: Engaoge Mon-compliance- Action Required

Hella Sue,

The following participants in the Engage Demo study have not had Daily Asthma Symptom
Diary data caoptured for two consecutive days since 21 January at 500 AhA:
«  D01-10%

The following participants in the Engage Demo study have submitted a new Asthma Event
Diary since 21 January at 500 Al:
«  DO-108

Please follow up with these participants as necessary.
Regards,
Your Clinical Ink Engage Team




RBM STRATEGY CONSIDERATIONS:

REPORTS/ANALYTICS
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hitp://www.appliedclinicaltrialsonline.com/basics-clinical-trial-centralized-monitoring
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INFORMAL SURVEY OF DM LEADERS

What about the review of audit frail data?
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INFORMAL SURVEY OF DM LEADERS

Why have your organizations been slow to adopt?
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FDA

“The advent of precision medicine is
challenging the entire medical research
ecosystem to develop more efficient
approaches to testing and developing
diagnostics and therapeutics... including
frameworks that are more carefully suited
to the kinds of precision technologies that
underpin new freatments.”

- Scotft Goftlieb
239 Commissioner of the FDA
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TOOLS AND METHODS TO DRIVE RBM:

DIRECT DATA CAPTURE

Central and remote monitoring

Travel costs
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v

Lag between patient visit
and monitoring data
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L - (i [




& Clinical Ink
TOOLS AND METHODS TO DRIVE RBM:

AUDIO, VIDEO, PHOTOGRAPHY

& dD. Y

i) i [



& Clinical Ink
TOOLS AND METHODS TO DRIVE RBM

TARGETED SDV/SDR REVIEW
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TOOLS AND METHODS TO DRIVE RBM

L Subject: 0976

ey H vdllda 5 Reawviaw Cormpare O
@ Forma —
Page . .
Screening Number: 333333 Previous Reviews
&
Visit Information 0] masanes Monitor Review - Current
Baseline Visit date. . . .
Pop— Review Type Status Reviewed By Review Date
212)/laly) /2ol T & e
Monitor Reyesad Matt Johnson 1,3','&9“-'"“”5 Jaes Wiew
0500
[7] ves Ne I there a new version of the Informed Consent thal needs 1o be signed?
Field Reviewed By Review Date
Adverse Event and Concomitant Medication Review [] Transcrited
[] ves B o s ary chaoes in bt b repored? Date of Visit Matt Johnson 13-A0Ug-2019 10:44:03 -04:00
[ ves Mo  Are here any changes in concomitant medicalions 1o be repored?
[ ves Mo Have thers been any dose changes in concomitant medications? ] I )
Changes In Health Mait Johnson 12-Aug-2019 104403 -04:00
Reason for dose

Prohibited Medication



& Clinical Ink
TOOLS AND METHODS TO DRIVE RBM:

VIRTUAL/SITE LESS TRIALS
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Nearby medical committee
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Subject Mobile device Sponsor database

Remote nurse visits
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HYBRID STUDIES
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RECENT WHITE PAPER

The Evolution of Clinical Data
Management to Clinical Data Science

A Reflection Paper on the impact of the
Clinical Research industry trends on
Clinical Data Management

The Evolution of Clinical Data
Q) Management to Clinical Data Science:
A Reflection Paper on the Impact of the
Society for Cinical Data Management Clinical Research Industry Trends on

Clinical Data Management




Platform
X Drugs = Y Indications

Umbrella
X Drugs = 1 Indication

Adaptive
Design Basket
Sensors & Wearables 1 Drugs = Y Indications

Imaging & ‘Synthetic’ Arms
Genomic ' e dentification,
\ . Evaluation,
st &Y ) . s Ccontrol,
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> 'o" Review and
Reporting

C\inica/o

Decentralized
Clinical Trials

e Blockchain
\d&/ BOTs
Machine
Learning

Le od

NLP & Voice
Recognition

Local Regulations

Global Regulations




SUMMARY
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® Partnership across all of the project/program teams is critical

DM is poised to be the center of enabling an effective RBM strategy

®* Tools, Technologies, and Styles

Must look at how the data are collected (both from a source standpoint and
method chosen (traditional sites, virtual study, etc.)

What does that mean to the collective RBM approach and the techniques
provided based on the tools/style selected?

Consider the cost reductions that can be achieved through reduced on-site
monitoring and immediate access to data to identify data issues/problems



