Cohen et al - Clarity AD HRQOL Manuscript		
JPAD		

Supplemental Appendix for :


Lecanemab Clarity AD: Quality-of-Life Results from a Randomized, Double-Blind Phase 3 Trial in Early Alzheimer’s Disease 

Authors: Sharon Cohen,1 Christopher H. van Dyck,2 Michelle Gee, 3 Thomas Doherty, 3 Michio Kanekiyo,4 Shobha Dhadda,4 David, Li,4 Steven Hersch,4 Michael Irizarry,4 Lynn D. Kramer4

1. Toronto Memory Program, Toronto, ON, Canada 
2. Yale School of Medicine, New Haven, CT, USA
3. Eisai Co., Ltd, Hatfield, UK 
4. Eisai Inc.


Supplemental Appendix Table of Contents
Table S1………………………..Page 2
Table S2………………………..Page 3
Figure S1……………………….Page 4
Figure S2……………………….Page 5
Figure S3……………………….Page 7



SUPPLEMENTAL FIGURES

Table S1. Health-Related Quality of Life Assessments in Clarity AD
	Assessment Tool
	Scale Description
	Source of Input
	Measurement
	Assessment 
Time Points

	EQ-5D-5L1
European QOL-5 Dimensions 
-(subject)
	5 health dimensions (mobility, self-care, usual activities, pain/discomfort, anxiety/ depression); 5 levels of severity in each dimension (no problems, slight, moderate, severe, and unable to perform or extreme problems) 
	 Patient

	Health Today Visual Analogue Scale 
From 0 (worst imaginable health state) to 100 (best imaginable health state)
	Baseline; every 6 months thereafter

	QOL-AD2
Quality of Life in AD
-(subject)
-(subject by proxy)
	13-item questionnaire designed to provide separate patient and caregiver reports on quality of life for patients diagnosed with Alzheimer’s disease
	 Patient
 Care partner
	Patient’s quality of life as reported by patient and by proxy 
Scale of 1–4 (poor, fair, good, or excellent) 
	Baseline; every 6 months thereafter

	ZBI3
Zarit Burden Interview
	22-item instrument used to assess the stresses experienced by care partners of patients with dementia
	 Care partner
	Caregiver burden
Total score range: 0 to 88. 
0‐21: no to mild burden. 
21‐40: mild to moderate burden. 41‐60: moderate to severe burden. ≥ 61: severe burden
	Baseline; every 6 months thereafter


1. EQ-5D-5L. Available at: https://euroqol.org/eq-5d-instruments/eq-5d-5l-about/. 2. Kahle-Wrobleski K, et al. Alzheimers Dement (Amst). 2016;6:82-90. 3. Bédard M, et al. The Gerontologist. 2001;41:652–657.



Table S2. Study Partner
	
	Placebo
(N=875)
	Lecanemab
10 mg/kg biweekly

	
	
	(N=859)

	Age, mean (standard deviation), years
	64.2 (12.8)
	63.8 (13.0)

	Female, n (%)
	533 (61.0)
	529 (61.7)

	Male, n (%)
	341 (39.0)
	328 (38.3)

	Relationship with subject, n (%)
	
	

	Spouse/Partner
	620 (70.9)
	600 (70.0)

	Child/Grandchild 
	155 (17.7)
	172 (20.1)

	Friend and others
	65  (7.4)
	57 (6.7)

	Other relative
	34  (3.9)
	28  (3.3)

	Living with subject, n (%)
	
	

	Yes
	673 (77.0)
	658 (76.8)

	No
	201 (23.0)
	199 (23.2)

	Minimum hours/week spent with subject, mean (SD)
	80.9 (55.8)
	85.0 (58.8)

	Three subjects (1 in Placebo and 2 in Lecanemab) were excluded due to missing study partner information.  N =13 subjects (8 in Placebo and 5 in Lecanemab) had missing age additionally. 






Figure S1. EQ-5D-5L Health Today Scores by Subject at 18 Months by Subgroups
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Figure S2. QOL-AD Total Scores by Subject at 18 Months by Subgroups for (A) Subject and (B) Subject by Proxy
A.
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Figure S3. ZBI Total Score by Study Partner at 18 Months by Subgroups 
[image: ]

Confidential                                                                                                                               Page 18 of 19
image3.emf



Clinical Subgroup
Mild cognitive impairment
Mild Alzheimer’s disease



(533, 519)
(314, 311)



-2.26
-2.17



0.67
0.29



29.6%
13.6%










Clinical Subgroup

Mild cognitive impairment

Mild Alzheimer’s disease

(533, 519)

(314, 311)

-2.26

-2.17

0.67

0.29

29.6%

13.6%


image4.emf



Clinical Subgroup
Mild cognitive impairment
Mild Alzheimer’s disease



(534, 520)
(314, 313)



5.39
6.01



-2.19
-2.23



40.5%
37.0%










Clinical Subgroup

Mild cognitive impairment

Mild Alzheimer’s disease

(534, 520)

(314, 313)

5.39

6.01

-2.19

-2.23

40.5%

37.0%


image1.png
Number of Subjects

in MMRM Placebo
(placebo, lecanemab) Favors Placebo Favors Lecanemab Decline

Overall (848, 833) —_— 41
Age

<65 years (174, 163) - -4.06

>65t0 <75 years (372, 360) —_— 4.04

275 years (302, 310) —_— -4.09
Sex

Female (446, 426) e -4.36

Male (402, 407) —— -3.85
Race/Ethnicity

White (651, 634) —_— 427

Hispanic (103, 103) —_— 1.06

Black (23, 18) -— -0.97
ApoE4 Status 2

Noncarrier (267, 256) ———e -4.26

Hetero (452, 444) —_— 428

Homo (129, 133) —_— -3.66
Clinical Subgroup

Mild cognitive impairment (534, 520) —_— -4.24

Mild Alzheimer's disease (314, 313) —_— -3.44

T T 71 T T T T T 1

4 -3-2-10123 45867

Adjusted Mean Difference vs Placebo
(95% CI for Difference) in EQ-5D-5L (Health Today Subject)

Difference
vs Placebo

202

125
3.04
121

218
1.84

0.13
-0.99
6.29

091
229
324

212
172

% Less
Decline

49.1%

30.8%
75.4%
29.%

49.9%
47.8%

-3.1%
-93.7%
-646.3%

21.2%
53.4%
88.8%

50.0%
49.9%




image2.emf



Clinical Subgroup
Mild cognitive impairment
Mild Alzheimer’s disease



(534, 519)
(315, 313)



-0.95
-1.59



0.43
1.07



44.8%



67.4%










Clinical Subgroup

Mild cognitive impairment

Mild Alzheimer’s disease

(534, 519)

(315, 313)

-0.95

-1.59

0.43

1.07

44.8%

67.4%


