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Table Z. Primary and Secondary Outcomes in EXPEDITION 1, Intention-to-Treat Population.®

Variable Mean Change from Baseline to Wk 80 (95% Cl) Mean Difference (95% Cl) P Value
Placebo Solanezumab
ADAS-cogll scoret 45(3.3105.8) 3.8 (2.5 to 5.0) 0.8 (-2.1t00.5) 0.24
ADAS-cogl4 score 5.8 (43107.3) 4.5 (2.9t0 6.0) -1.4 (-291t00.2) 0.09
ADCS-ADL scoret -7 (-10.4 ta -7.0) -9.1 (-10.9t0-7.4) -0.4 (<2310 1.4) 0.64
CDR-SB scorel 1.8 (1.3t02.3) 2.0 (1.5to 2.4) 0.1 (-0.3 to 0.6) 0.51
NPI scoref] 0.6 (-1.5to 2.6) -0.3 (-2.4t01.7) -0.9 (2.6 to 0.8) 0.29
MMSE score 20(-231t0-1.2) 1.4 (-2.2 to -0.6) 0.6 (0.0te 1.2) 0.06
Free AB,q in CSF — pg/ml 80.9 (-2100.5t02262.3)  -1127.3 (-3272.410 1017.9)  -1208.2 (-2132.4 to-283.9) 0.01
Free AB,, in CSF — pg/ml -28.5 (-160.0 to 102.9) -54.4 (-186.7 to 77.9) -25.8 (-88.3 to 36.6) 0.41
Total ABgo in CSF — pgfml -1902.1 (-6660.1 to 2855.8) 1325.4 (-3162.0tc 5812.9) 3227.6 (1253.6 to 5201.3) 0.002
Total AB4zin CSF — pg/ml -242.3 (-1144.4 to 659.7) 471.4 (-436.0 to 1378.8) 713.7 (309.1to 1118.4) <0.001

%

Mixed-model repeated-measures analyses were used to assess between-group differences (solanezumab group minus placebs group) in the

modeled changes from baseline to week 80. The dependent variable was the change from the baseline score at each postbaseline visit dur-

ing the treatment period. Fixed effects were baseline scores on outcome measures, study-drug assignment (solanezumab or placebo), base-

line MMSE score (mild ar moderate Alzheimer's disease), visit and treatment-by-visit interaction, concomitant use of chalinesterase inhibitars

or memantine at baseline (yes er no), and age at baseline, and the random effect was participant identification. Measurements of amyloid-

beta (A8) in the cerebrospinal fluid (CSF) were available at baseline and follow-up for 25 patients in the placebo group and 20 patients in

the solanezumab group. Cl denotes confidence interval.

1 The primary cutcomes were the changes from baseline to week 80 in scores on the ADAS-cogll and the Alzheimer's Disease Cooperative
Study—Activities of Daily Living scale (ADCS-ADL; range, 0 to 78, with lower scores indicating worse functioning).!®

i Scores on the 14-item cognitive subscale of the Alzheimer’s Disease Assessment Scale (ADAS-cogld) range from O to 90, with higher scores
indicating greater cognitive impairment.®

§ Scores an the Clinical Dementia Rating-Sum of Boxes (CDR-5B) range from 0 to 18, with higher scores indicating worse functioning.

) Scores on the Meuropsychiatric Inventory (MPI) range from 0 to 144, with higher scores indicating worse functiening.”?
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