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Action plan for approved product: 


Action plan for clinical trials: 
 All the Novartis sponsored RTH258 ongoing clinical studies have been assessed for impact on patient

safety of this emerging safety issue, and urgent safety measures (USM) will be initiated for ongoing
RTH258 clinical studies in scope (as detailed in the letter to investigators, available upon request).

 Any potential additional relevant measures for clinical studies will be further evaluated and implemented,
as appropriate.

 The Investigator’s Brochure will be updated to reflect the observed risk of an increased incidence of IOI
and related adverse events including RV, and RO in patients with q4 week dosing beyond the “loading
phase”.

The letter sent by the sponsor to inform the investigators of participating trial sites with full details to this decision 
is available upon request. 

USM requires early termination of the CRTH258C2302 (RAVEN) study, mandating q4 week dosing beyond the 
“loading phase” for all the patients. 

Early termination notification will follow when LPLV is confirmed. 
In the meantime, CRTH258C2302 (RAVEN) is on halt as stop of recruitment and stop of treatment for reasons 
of trial subjects’ safety. 

No actions are required for any Novartis sponsored brolucizumab clinical studies that do not enable a q4 week 
dosing beyond the “loading phase”. 

As of the date of this decision in the Netherlands, 4 subjects are currently enrolled of which 4 subjects are 
receiving treatment. 
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