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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 observational study and the systematic review/ meta-analysis did not show an increased ris
hepatocellular carcinoma recurrence in patients treated with direct-acting antivirals. The DA

study commitment is considered fulfilled and the respective products should be removed fromathe list
of medicines under additional monitoring.

. \
Therefore, in view of available data regarding the PASS final study report, the PRA! &sidered that
changes to the product information were warranted.

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

O

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-ri ance of these medicinal
product(s) is unchanged, subject to the proposed changes to t uct information.

Grounds for the variation to the terms of the marketing authorisati

The CHMP is of the opinion that the terms of the marketi@horisation(s) of the medicinal
product(s) mentioned above should be varied. \O



