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Scientific conclusions

Taking into account the PRAC Assessment Report for the non-interventional imposed PASS final study
report for the medicinal product(s) mentioned above, the scientific conclusions of CHMP are as follows:

The existing obligation to conduct the PASS cat 1 Non interventional post-authorisation safety study
(PASS): In order to assess compliance with the therapeutic indication and effectiveness of measures to
minimise the risk of cardiovascular and cerebrovascular adverse events in close temporal association with
Lemtrada infusion and immune-mediated adverse reaction, the MAH shall submit the results of a drug
utilisation study is now fulfilled and can be removed as a condition in Annex IID. The Annex IID is updated
accordingly.

The CHMP agrees with the scientific conclusions made by the PRAC.

Grounds for the variation to the terms of the marketing authorisation(s)

On the basis of the scientific conclusions for the results of the study for the medicinal product(s)
mentioned above, the CHMP is of the opinion that the benefit-risk balance of these medicinal
product(s) is unchanged, subject to the proposed changes to the product information.

The CHMP is of the opinion that the terms of the marketing authorisation(s) of the medicinal product(s)
mentioned above should be varied.
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