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D END OF TRIAL 
D.1  Date of the end of the trial in this Member State ? 3          yes    no  
D.1.1. (YYYY/MM/DD): 2020/03/10

D.2  Date of the end of the complete trial in all countries concerned by the trial? 3 yes    no 
D.2.1 (YYYY/MM/DD): 2020/03/26

D.3  Is it an early termination?4 yes    no  
D.3.1 If yes, give date (YYYY/MM/DD): 2019/07/08 
D.3.2 Briefly describe in an annex (free text):
D.3.2.1 The justification for early termination of the trial;

The Sponsor’s decision to terminate early study CCNP520A2202J was made on July 8, 2019 and 
follows the assessment of unblinded data of the BACE1 inhibitor, CNP520, by the independent Data 
Monitoring Committee (DMC), during a planned data review on June 26, 2019. 

Key findings from this data review of CNP520 were as follows: 
• Consistent mild worsening was observed in some measures of cognitive function. Worse

performance on RBANS was observed for CNP520 15 mg and CNP520 50 mg compared to
placebo at both Week 13 and 26 in both studies. Increased decline in RBANS of more than 7
points and more than 14 points was detected in the CNP 520 groups versus placebo. A consistent
trend in worsening was also observed for CDR-SOB in the CNP520 groups compared to
placebo.

• Volumetric MRI (whole brain and hippocampal volume) indicated increased volume loss on
active treatment compared to placebo.

• Greater mean weight loss was observed at 26 weeks on CNP520 for both 15 mg and 50 mg
doses vs placebo.

The early worsening in some cognitive measures observed with CNP520 appears similar to data reported 
for other BACE inhibitors.  

Taking into consideration the totality of data available, the Sponsors are not confident that a state of 
equipoise (in which there is a reasonable balance between known and potential benefits and harms) still 
exists. Therefore, the decision has been made to discontinue assessment of CNP520 in the Generation 
program. 

3 In case of a multi-country trial, if the national and global end of trial dates are different in a given Member 
State, the sponsor shall submit this form two times : 

1) At the end of the trial in the individual Member State, section D1.1. shall be completed and submitted to the
respective National Competent Authority.

2) At the global end of the trial, the sponsor shall complete section D.2.1. with the global trial end date and the
completed form shall be submitted to all participating Member States in order to allow the sponsor to prepare
the trial result summary within the 12-months (or 6-months in case of paediatric trials) timeframe.

If the national and global end dates coincide in a concerned Member State, the form shall be submitted only once to the 
National Competent Authority of this Member State with both sections D1.1. and D2.1 complete.  

4 Cf. Section 4.2. of the detailed guidance CT-1. 
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