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- Industry challenge
« Spiraling costs of clinical trials in drugs & vaccines
« Current state of clinical trial monitoring
* Monitoring outcomes & Quality

« Solution
« What is RBM
« How does it work?
« How to implement?
« Technology intervention

« A peek into data visualization and risk indication
« Benefits of using RBM
« Is RBM optional in the new world?
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Industry challenge
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Vaccine development costs

« Spiraling R&D costs:

 Vaccine R&D costs:

« WHO estimates between US$163 & $518 Mn
« US $500 Mn to US$ 1 Bn*

» Clinical development is expected to be ~
60 to 70% of total R&D

« ~ $100 to $600 Mn USD

 Clinical monitoring and management costs
35 to 55% of phase II & III clinical trials

e ~ $44 Mn to $ 200 Mn

* Investing in vaccines for the developing world — PATH White paper, April 2009
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Clinical trial monitoring - current state

Current monitoring practices

Current monitoring practices allocate monitoring
resources uniformly among study sites, regardless
of the risk to patients or clinical data from
individual sites.

;% VbR B AR , 40* 40 40 40 40
[l High-risk site

I Medium-risk site

B Low-risk site

*Site monitoring relative costs (percent) Site1  Site?  Site3  Sited  Site 5
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Source: Uniting to achieve oversight compliance by Alan M, Patrica L presented at PCT EU Conference, 6 November 2013
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Gap in monitoring methodology

Traditional on-site Intensive manual
monitoring analysis

Current approaches




Solution
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Solution (RBM) o

Risk-based monitoring

A risk-based monitoring approach allows for the . . .
identification of riek at individual sites and allocates Ml High-risk site

monitoring resources to optimally address and mitigate . Medium-risk site
patient safety and data quality risk. . Low-risk site

*Site monitoring relative costs (percent)
44

28

Site 1 Site 2 Site 3 Site 4 Site 5
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What is Risk based monitoring?

Plan and Monitor
prioritize prioritized
NG risks

Ildentify

risks
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How does it work?

>
Risk-Based Monitoring (RBM) Methodology - TransCelerate

High Level Process Map and Associated Tools sstomeeele

?,

Risk Plan Monitoring

Execution

<
o CompleteRisk  «Includes Critical ~ *Developintegrated  , gyacyte
Assessment Data and Quality and Risk Manitorig
Categorization Processes Management Plan Activities
Template (RACT) (IQRMP)
* Define at the
Program Level Define Central, Off-site,
and On-site Monitoring
* Reassess at Activities and other risk
the Protocol mitigation activities in
Level Functional Plans

( e.g. Monitoring Plan,
Data Plan)
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How to implement? |

|ldentify Key Risk
indicators/
Quality indicators

Use data
visualizations

Use outputs for
monitoring
objectively

Layer it with
thresholds

Use Statistical
algorithms to
grade risks
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Monitor based on risks |
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Expected Quality & Cost benefits
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S Risk Based Monitoring: A Case Study
SDV | Error Rate
1207 4.0 S50M
- $40.6M
%
{20 §
3 .
\d w ' ' . ' . i g Monitoring i
S i g SEe Coss Shom
2 o SOV $10.7 SOV $1.3M

Study Week
[t %50V = EvorRate]

Total Savings $9.4M

Non-essential Fields ¥ 75%
Critical Fields (0-80%) ¥ 12%

Risk-Based Monitoring Case Study:
Lessons from a 3,389-subject Global
Phase Il Trial

Oct 06, 2015 By Liza James
Applied Clinical Trials
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