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Safe Harbor Statement

The following is intended to outline our general product direction. It is intended for
information purposes only, and may not be incorporated into any contract. It is not a
commitment to deliver any material, code, or functionality, and should not be relied upon
in making purchasing decisions. The development, release, and timing of any features or

functionality described for OmniComm’s products remains at the sole discretion of
OmniComm Systems, Inc.
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= The Growing Case for RBM
= RBM Keys to Success
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Strong Regulatory Endorsements for RBM ...
FDA Final Guidance (August 2013): A Risk-Based Approach to Monitoring

“There is a growing consensus that risk-based approaches to
monitoring ... are more likely than routine visits to all clinical sites
and 100% data verification to ensure subject protection and
overall study quality.”
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Strong Regulatory Endorsements for RBM ...
EMA Reflection Paper (Sep 2013): Risk-Based Quality Management in Clinical Trials

“There is a need to find better ways to make sure that limited
resources are best targeted to address the most important issues
and priorities ...”

“... Risk based quality management is the identification of the
risks on a continuous basis ... throughout the design, conduct,
evaluation and reporting of clinical trials.”
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We’ve been here before ...

Remember when ...

» Remember when we collected data on .....
PAPER !l

= Accepted quality management approach was to perform Double
Data Entry.

= Not everyone thought so — several companies performed QC
checks without DDE
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Risk/Adaptive Monitoring Strategy

Sliding scale of sophistication

Strategic

o C(?mblne EPC implementation
... existing tools, e.g. with analytics S ———

tools RBM platform
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Emerging Methodology Support for RBM

TransCelerate Position Paper on RBM (May 2013)

Risk-Based Monitoring (RBM)

« Complete Risk « Define at the « Develop » Define Risk « Execute
Assessment Program Level Integrated Indicators Monitonng
CHtGQO”ZBUOﬂ v Ragssess al the Quality and Risk » Define On-site Activities
Tool (RACT) Protocol Level Management Off-site; and

Plan (IQRMP) Central
Monitaring
Acltlvities

. ™\ On-sSie |
B'SK Monitoring
Indicators Activities

Quality by Design (QbD)
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Growing Quantitative Evidence for RBM ...

TransCelerate Article — November 2014

= Title: “Evaluating Source Data Verification as a
Quality Control Measure in Clinical Trials”

= Authors:

= Nicole Sheetz, PharmD, Brett Wilson, BSP,
Joanne Benedict, MS, Esther Huffman, BS,
Andy Lawton, ASTAT, Mark Travers, PhD, Patrick
Nadolny, MS, Stephen Young, MA, Kyle Given,
BA, and Lawrence Florin, MBA
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SDV Has Minimal Impact on Site-Entered Data ... .

100% 4%
Only 3.7% of Data is ?
80% - Ever Corrected 3% /— SDV -~1.1%
60% - 2% — EDC System Checks — ~1.4%
—

1% — )

40% - ’ — Other Reviews — ~1.2%
0% =

20% 1 Corrected data

0% -

Source: DIA Journal, Therapeutic Innovation & Regulatory Science, November 2014 Issue

[1 Corrected data

T _

> OmniCommr

eClinical Solutions for Life™

e
Copyright © 2015, OmniComm Systems, Inc. All rights reserved. 10



SDV More Relevant for AE Reporting ...

15%
12%
9%
6%
3%
0%

Source: DIA Journal, Therapeutic Innovation & Regulatory Science, November 2014 Issue
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% of AEs/SAEs Entered Following On-Site SDV

11.8%
7.5%
3.6%
1.77%
AE SAE

M <=1 day
O <=7 days
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Measuring RBM'’s Tremendous Value Proposition

At least two significant value dimensions ...

Improved Quality =>

Higher Rate of Marketing Approvals

Poor uality - Average Financial Impact
$2,000/009 Q Y- g P

$1,500,000
8$1,OOO,OOO

$500,000

SO
M Traditional ™ With RBM
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Site Monitoring

Resource Efficiency
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Key to RBM Success — Keep it Simple!

RBM Does NOT need to be complex or burdensome ...
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A Few RBM Keys to Success

Focus on Simplicity ...

v'Study Risk Management Plan (IQRMP)
v'Dynamic (Targeted) SDV Plan
v Effective KRIs — Quality over Quantity
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Study Risk Management Plan

Focus on Simplicity ...

Study Risk Assessment
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Dynamic SDV Plan

Focus on Simplicity ...

= Do sites need different SDV levels to start?
— Assume quality — until proven otherwise!

= Higher SDV on first subject(s), reduced afterward

Subject
Number SDV Coverage
1 100% of eCRFs
2-5 |30% of Critical eCRFs only
100% of AEs

>5 100% of AEs for every 3rd subject
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Effective KRIs — Quality Over Quantity

Focus on Simplicity ...

= Do we need dozens of KRIs to uncover risks?
— Avoid duplication and KRI proliferation
= Focus on KRI Reliability
— Minimize false signals

= Focus on Early Detection
— Leading indicators — not Lagging
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