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1. General comments

Stakeholder number

General comment (if any)

Outcome (if applicable)

AstraZeneca supports the use of plasma fibrinogen as a
stratification biomarker in clinical studies for patients
with COPD. Fibrinogen is useful as a tool for patient
stratification/selection in severe COPD event studies.
High levels of plasma fibrinogen may potentially be
predictive of mortality risk but also of severe
exacerbations. Fibrinogen levels may also substantially
differentiate COPD sub-populations, and increase severe
exacerbation event rates in COPD studies. This could
potentially result in smaller sample sizes and reduced
costs for clinical studies.

There is room for further evidence generation, exploring
the biochemical/metabolic link between lung disease —
systemic fibrinogen — all cause/specific cause mortality,
as it would increase future value and usability of
fibrinogen as biomarker in drug development.
Additionally, as a continuous variable, plasma fibrinogen
may bring difficulties into the interpretation of data and
to the summary of product characteristics. Thresholds
and standardized methodology for plasma fibrinogen
need to be identified.

The European Medicines Agency is thankful for the comments provided
by AstraZeneca supporting the use of plasma fibrinogen as a
stratification/enrichment tool in COPD studies, and highlighting the
importance to generate further data.
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