Table 1. Characteristics of the placebo groups in the Mild Cognitive Impairment (MCI) and Alzheimer’s Disease (AD) trials. The table illustrates that MCI and AD studies are comparable
	
	
	
	<<
	MCI
	>>
	<<
	AD
	>>

	
	
	Valid N
	Mean
	SD
	Range
	Mean
	SD
	Range

	Year of publication
	
	19
	2006
	2.646
	2004-2009
	2002.44
	3.829
	1999-2008

	Duration of trial (weeks)
	19
	36
	12.000
	24-48
	24.75
	12.261
	12-54

	Quality of the trial (Jadad)
	19
	4
	1
	3-5
	4.38
	0.719
	3-5

	Age
	
	19
	71.67
	1.528
	70-73
	75.63
	5.402
	70-86

	Gender (percentage of females)
	19
	43.90
	2.45
	42.34-46.72
	66.09
	10.09
	52.50-87.02

	Race (percentage of Caucasians)
	11
	88.99
	5.25
	85.27-92.70
	102.38
	25.93
	76.05-173.21

	MMSE
	
	19
	27.38
	0.289
	27.35-27.40
	15.496
	5.479
	6.20-24.30

	General Withdrawl
	
	19
	67.67
	45.523
	23-114
	24.44
	17.270
	1-56

	Withdrawl due to AEs
	19
	21.00
	15.556
	10-32
	10.31
	7.878
	0-27


Jadad evaluation of trial quality

AEs = adverse events, MMSE = mini mental state examination (lower scores indicate more severe cognitive impairment), SD = standard deviation.

Table 2. Number of adverse events in placebo groups of the Mild Cognitive Impairment (MCI) and Alzheimer’s Disease (AD) trials. The table shows that trials with AD patients report a significantly higher number of AEs than trials with MCI patients
	
	<<
	<<
	MCI
	>>
	>>
	<<
	<<
	AD
	>>
	>>
	  MCI

vs. AD
	MCI vs. AD

	Symptoms
	N
	n
	%
	Lower C.I.
	Upper C.I.
	N
	n
	%
	Lower C.I.
	Upper C.I.
	Cohens d
	P-value

	Total AEs
	783
	180
	22.989
	20.041
	25.936
	2059
	1373
	66.683
	64.647
	68.719
	-0.954
	0.0000

	Depression
	137
	1
	0.730
	-0.696
	2.155
	290
	16
	5.517
	2.889
	8.145
	-0.246
	0.016

	Diarrhea
	783
	40
	5.109
	3.566
	6.651
	2059
	91
	4.420
	3.532
	5.307
	0.033
	0.425

	Dizziness
	259
	4
	1.544
	0.0426
	3.046
	1081
	57
	5.273
	3.941
	6.605
	-0.179
	0.007

	Headache
	387
	12
	3.101
	1.374
	4.828
	975
	59
	6.051
	4.555
	7.548
	-0.133
	0.030

	Insomnia
	783
	29
	3.704
	2.381
	5.027
	845
	36
	4.260
	2.899
	5.622
	-0.028
	0.613

	Muscle cramps
	646
	12
	1.858
	0.816
	2.899
	315
	7
	2.222
	0.594
	38.501
	-0.026
	0.806

	Nausea/

vomiting
	782
	36
	4.604
	3.135
	6.072
	2059
	139
	6.751
	5.667
	7.835
	-0.089
	0.036


N, total sample size, n, number of patients reporting AEs
Values are given as percentages and 95% confidence intervals (C.I.) are indicated (lower = lower value of the interval, upper = upper value of the interval)

Cohens d = a negative value indicates that AEs are reported more frequently in AD trials as compared to MCI trials
P value (2 sided) following Fishers exact test.
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