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What is a risk-based approach?

Targeted?
Adapted?

Intelligent?

Planned?

Focused?

Just because you can, doesn't mean you should.




Why start to implement a risk-based approach?

K Regulatory guidance
K Change focus from guantity to quality
K Increased number and more complex clinical trials

X Increased costs




Definition of Centralised Monitoring 1(2)

ICH E6 R2 draft version,

Centralised monitoring

“is a remote evaluation of ongoing and/or cumulative
data collected from trial sites, in a timely manner”
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Definition of Centralised Monitoring 2(2)

K Support the routine monitoring (targeted approach)
K Routine review of data

K Review of:
K missing and inconsistent data
K outliers or unexpected lack of variability
K protocol deviations
K etc.

K Site performance, within or across sites




How will this be better?

Combination of automated, analytical and visualization tools and processes
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What have we done so far at Lundbeck? 1(2)

Risk
levels
X Identification of risks, triggers and creating of action plans
X ldentification of critical data variables and processes

X Communication between team, CRO, site

X On-site, targeted, triggered and remote monitoring @

X Regular meetings —
assess safety and quality trends

Document and
Communicate

O @

Risk management process
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What have we done so far at Lundbeck? 2(2)

X Review of clinical data quality metrics
X Medical monitoring and safety review
X Data cleaning activities

X Centralised monitoring
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Risk Indicators — Screening Failure Rates

I Risk Indicators
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Time from visit to data entry

Duration between recorded events
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Results Variability - Weight

Results Variability
Size is based on the number of subjects, and color is based on the site identifier.
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Site Quality — Value propagation Example

Creatinine

100 300 500 7,00 900 11,00 13,00 1500 17,00 18,00

Wisit Mumber
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Medical Monitoring and Safety Review (MMSR)
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Clinical Data Quality Metrics (CDQM)
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Next steps

Continue to improve the risk-based process including
centralised monitoring and adapt to ICH E6 (R2):

K Develop standard tool/tracker for documenting & tracking
discussion/actions taken throughout process

K Further develop tools to assist in monitoring data quality

K Use Spotfire to visualize data based on the Rave clinical
views and audit trail as a source
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Summary

Risk-based approach and centralised monitoring
Fast Track to Approval: Speed and Efficiency

§Vg Authorities support
o,
-

Holistic view across whole process

Quality —
’fit for purpose”

Proactive, targeted risk based approach

Centralised monitoring - Improve data quality, integrity

S+ Spent on “right” tasks
Greater and focused teamwork “‘““e‘ P g




Questions

KX alen@lundbeck.com
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