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PRO recommendations in FDA PRO recommendations in FDA
and EMA guidances (1) and EMA guidances (2)

I Between January 15t 2006 and November 16t 2010,
the inclusion of PRO endpoints in clinical trials was
recommended in:

Evolution of the number of FDA and EMA guidances with PROs
issued between January1st 2006 and November 16t 2010
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Product labels with PRO claims (1)

I 93 of 432 products approved by the FDA between 2006
and 2010 with label claims included PRO endpoints
(22%)

« 8 products (9% of all products with a PRO claim) with HRQL in
label

« 79 products (85% of all products with a PRO claim) with signs
and symptoms in label

I 54 of 248 products approved by the EMA between 2006
and 2010 with label claims included PRO endpoints
(22%)

« 16 products (30% of all products with a PRO claim) with HRQL in
label

* 48 products (89% of all products with a PRO claim) with signs
and symptoms in label
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Product labels with PRO claims (2)

Evolution of the percentage of products with label claims including
PRO endpoints among all products approved by the FDA and the
EMA between January 1st 2006 and November 16th 2010
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Product labels with PRO claims (3)

Number of products approved by the FDA and the EMA between
January 1st 2006 and November 16th 2010 with HRQL or signs
and symptoms in label
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Key findings

I Observable facts confirm the importance given
by the FDA and EMA to the patients' perspective
in clinical research since 2006
« In guidances as well as in labels

I Both agencies value patient-reported symptom
data

* HRQL endpoints still playing a minor role in product claims
* EMA’s receptivity to HRQL endpoints is greater than FDA's

I The dynamic is stable, unlikely to be a
transitional effect




