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Dear Madam/Sir,

On behalf of the Sponsor, Novartis Pharma AG, Parexel International Romania s.r.l. as the
applicant herewith would like to correct the Global End of Study date for CCNP520A2202) that
was previously communicated to the Health Authority.

The global LPLV was originally reported to be 13-Mar-2020 and submitted to your attention on
18-Mar-2020.

Subsequently, and during the preparations for Data Base Lock, it was revealed that there had
been a previously unreported follow up contact with a trial participant on 26-Mar-2020. This was
caused by a miscommunication with the investigational site and the result of scheduling
challenges experienced due to the COVID-19 pandemic.

Therefore, the Last Patient Last Visit (LPLV) for the study CCNP520A2202]) was achieved globally
on 26-Mar-2020. Accordingly, the Declaration of the End of Trial form Annex-lll is updated in
section D.2.1 and it is enclosed with this submission.

The end of trial in Netherlands was achieved on 10-Mar-2020 and notified to Central Committee
on Research Involving Human Subjects on 18-Mar-2020 and this information remains
unchanged.

We trust that the information provided in the application is sufficient, however if you require any
further information, please contact us.

Yours faithfully,
Parexel International Romania s.r.l.

on behalf of
etropolis Center, 89- rigore Alexandrescu, 010624, Bucharest, Romania

Tel.: +40 31 EERWX
Fax: +40 37 IR
Email:






