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 This Review contains corrections to several typos in the original statistics review dated 
02/04/2023. 

In Section 3.2.2, the description of the stratification factors for Study 003 is missing age group 
(5-10 years old, 11-15 years old, and 16-20 years old). 

Table 3 should have the final two rows deleted: 
Table 1: Patient Disposition / Primary Analysis (ACP-2566-003) 

Subject Disposition - Randomized Analysis Set 

Placebo 
N=94 

Trofinetide 
N=93 

Total 
N=187 

Completion Status, n(%)
    Completed the Study 85 (90.4) 70 (75.3) 155 (82.9)
    Early Termination 9 (9.6) 23 (24.7) 32 (17.1) 
Reason for Early Termination, n(%)

 Adverse Event 2 (2.1) 16 (17.2) 18 (9.6)
    Lack of Efficacy 0 1 (1.1) 1 (<1)
    Non-Compliance with Study Drug 0 4 (4.3) 4 (2.1)
    Protocol Deviation 1 (1.1) 0 1 (<1)
    Subject Withdrew Consent 1 (1.1) 1 (1.1) 2 (1.1)

 Other 5 (5.3) 1 (1.1) 6 (3.2) 
Marked as Dropout but Had a Week 12 Visit, n(%)
    Completed the Study 
    Early Termination with Week 12 Visit 

93 (98.9) 
1 (1.1) 

86 (92.5) 
7 (7.5) 

179 (95.7)
8 (4.3) 

The Reviewer’s Note above Table 4 should state eight patients instead of seven. 

On page 10, the sentence beginning “In the trofinetide arm, there were only three subjects;” 
should read “In the placebo arm, there were only three subjects[.]” 

On page 26, the “6.7 point greater improvement” should read “4.7 point greater improvement.” 
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