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More studies, more patients and more countries are
iInvolved in our clinical programs than at any time in the past

Regulatory scrutiny is as high as ever

Traditional audit (e.g., 10% of sites) is impractical and may
be of lower value-added than other options

These factors either mean we either broaden our overview,
focus resource on the high impact and high risk areas,
Innovate new solutions and explore new models for the lower
Impact and lower risk areas; OR we could exponentially
expand our QA staff.....
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The increasing volume of trials and reality of resource constraints mean
that a traditional approach to clinical auditing is no longer feasible, and
the knowledge-based approach (further enhances a risk-based
approach) is key to implementing an effective and value-added QA and
Quality Management Program.

Novartis Clinical Quality Assurance (CQA) determined that some types
of clinical data and clinical trial management metrics were good
Indicators of potential issues at Clinical Investigator Sites (CISs).
These same data also often were good predictors of sites which might
be chosen for pre-approval inspections by health authorities.

In the past we manually reviewed reports and listings from the clinical
data and clinical trial management systems. This was time- and
resource-intensive.
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Thus it was determined we had a need for an automated
process of identifying programs and sites that were potentially
“interesting”. Then one of several courses of action may
follow:

- selecting potential audit sites based on predefined risk criteria, which
replaces manual review, eliminates errors and increases the scope of
sites that are reviewed. The benefits of this broadening of scope cannot
be over-emphasized!*

* some potential issues can be addressed via the Clinical Research Team
and/or CRA before they become real issues, without need for CQA audit
of the CIS. “A win-win”.

* In addition, if there were also a way to be notified of sites which had
potential “signals” to be evaluated in the *programs that we did not plan
to audit (lower priority projects, non-pivotal studies, CISs not selected for
onsite audits), we could thereby increase our overview without a dramatic

rise in headcount.
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The focus had to be on data generated out of operational
activities, potentially supplemented by risk questionnaires,
but relying on real operational data to the greatest extent

possible (and understanding the limitations on availability
and reliability)

The result: TAPAS, the Trend and Pattern Alert System!

New version of system — under development now:

- ldentified new user groups (CRAs and Trial Management) to define
new risk factors — promote idea of leading indicators
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TAPAS Application

TAPAS Application views
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Risk Factor Maintenance

TAPAS Risk Factor Maintenance
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Program View
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Factor Score
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Factor Calculation
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Summary

Need for an aggregated data store (warehouse)

Talk up the “leading indicator” concept in defining risk
factors; make use of statistically based algorithms for
identifying outliers and clusters

Make your factors and evaluations data-driven!
Build in configurable thresholds

Retain risk results over time (watch emerging trends and
see improvements)

Active alerting (reeeeeally nice to have if you can get it)
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