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7 day distress average self-care minutes K Check-Up bl

TRACK CONTINUE D Journeys
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" o How do Journeys work?
60 minutes of gentle nature sounds

nsomnia v
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My medication
Build inner strength
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Track your symptoms
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Cancer treatment

Start a journey
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Assessed for eligibility (n=517)

- Study registrations via study
website (n=399)
- Approached via participant pool Excluded (n=196)

(at Ur\iversity Medical Center - Not available (n=73)
Leipzig; n=118)

- Date of diagnosis is > 5 years ago (n=66)

- Duplicate registrations (n=19)

- No smartphone (n=15)

- Prior use of investigated digital therapeutic (n=8)

- Deceased before eligibility assessment (n=8)

\ 4 - Insufficient German language skills or not living in
Germany (n=6)

- No cancer diagnosis (n=1)

Eligible (n=321)

Declined to participate (n=73)

- Not available anymore (n=17)

- Not interested in the study (n=42)
- Too burdened to participate (n=14)

\ 4

Randomized (n=248)
Intervention l Baseline l Control

Completed baseline assessment (n=120) Completed baseline assessment (n=126)
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Dropout (n=1)
- Too burdened to continue (n=1)

Dropout (n=1)

- Too burdened to continue (n=1)

Allocation

Allocated to Mika (n=120)

Allocated to usual care (n=126)

Dropout (n=21)
- Not available anymore (n=14)
- Too burdened to continue (n=6)

Completed follow-up assessment (n=99)

- Not interested in the intervention and study (n=1)

Follow-up (12 weeks)

Dropout (n=7)
- Not available anymore (n=4)
- Deceased (n=3)

Completed follow-up assessment (n=119)

v

Included in ITT analysis (n=218; 99 IG+119 CG)
Included in PP analysis (n=124; 50 IG+74 CG)
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PP ITT

(Per-Protocol): (Intention-to-Treat):
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Baseline sociodemographic and medical sample characteristics

Intervention:; Control:
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Intervention: Control:
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34% 66% 43% 57%
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Cancer type % Intervention: Control:

Breast 38% 30%
Hematological 28%
Lung

Urogenital

Gastrointestinal
Head-neck
Gynecologic
Other

relapse 7% | 10%
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Table 2. Baseline sociodemographic and medical sample characteristics (n=218).

Variable Intervention® (n=99) Control® (n=119)
Age (years), mean (SD; range) 55 (11; 20-77) 58 (10; 35-76)
Sex, n (%)
Female 65 (65.7) 67 (56.3)
Male 34 (34.3) 52 (43.7)
Cancer type, n (%)
Breast 38 (38.4) 36 (30.3)
Hematological 27 (21.3) 34 (28.6)
Lung 9(9.1) 12 (10.1)
Urogenital 6 (6.1) 14 (11.8)
Gastrointestinal 7(7.1) 11 (9.2)
Head-neck 3(3) 4(3.4)
Gynecologic 3(3.0) 3(2.5)
Other 6(6.1) 5(4.2)
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Variable Intervention® (n=99) Control® (n=119)
Relapse, n (%) 7(7.1) 12 (10.1)
Time (months) since cancer diagnosis, mean (SD) 25 (18) 24 (16)
Psychotherapeutic support during study participation, n (%) 15 (15.2) 17 (14.3)
Digital therapeutic use before study, n (%) 15 (15.2) 14 (11.8)
NCCN Distress Thermometer>5°, n (%) 71(71.8) 86 (72.3)
Anxiety (HADS-A)>8%, n (%) 56 (56.7) 67 (56.3)
Depression (HADS-D)>8%, n (%) 42 (42.4) 41 (34.5)
Exclusion in per-protocol analysisf, n (%) 49 (49.5) 45 (40.9)

Psychotherapeutic support during study 15 (15.2) 17 (14.3)

Prior use of investigated digital therapeutic 15 (15.2) 28 (23.5)

Missing questionnaire 5(5.1) 5(4.2)

Digital therapeutic was not used up until the 5- to 9-week period 17 (17.2) N/A

Ao g oy Lasl FEINTY dxjllo Bun do Jfo
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Table 3. Primary outcome: change in distress between baseline and follow-up (12 weeks)®.
Intervention” Control® Analysis of covariance
Values, n Values, mean (SD) Values, n Values, mean (SD) F test (df) P value np>
Intention-to-treat
Baseline 99 6.0 (2.1) 119 6.0 (2.4) N/AY N/A N/A
Follow-up 99 5.1(2.5) 119 5.9 (2.5) N/A N/A N/A
Change 99 0.8 (2.8) 119 -0.1(2.9) 4.7 (1, 215) .03 0.02
Per-protocol
Baseline 50 6.0 (2.2) 74 5.7(2.2) N/A N/A N/A
Follow-up 50 4.8 (2.8) 74 5.9(2.4) N/A N/A N/A
Change 50 -1.2(3.2) 74 0.2 (2.8) 6.9 (1, 121) .01 0.05
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Table 4. Secondary outcomes: changes in anxiety and depression symptoms and fatigue between baseline and follow-up (12 weeks) and quality of life

(QoL) at follow-up (12 weeks). S 9.".) <9 )’
Intervention® Control? Analysis of covariance
Values, n Values, Values, n Values. F test (df) ttest (dfy | P value TlF"Z Hedges g
mean (SD) mean (SD)
Anxiety (HADS-A®)
T
Baseline 99 8.6 (4.4) 119 8.2 (3.9) N/A® N/A N/A N/A N/A
Follow-up 99 7.7 (4.3) 119 8.2 (4.1) N/A N/A N/A N/A N/A
Change 99 —-0.9 (2.6) 119 0.0 (3.0) 4.8 (1,215) N/A 03f 0.02 N/A
PP®
Baseline 50 8.0 (4.4) 74 7.6 (3.6) N/A N/A N/A N/A N/A
Follow-up 50 7.0 (4.3) 74 7.8 (4.0) N/A N/A N/A N/A N/A
Change 50 -1.0 (2.6) 74 0.2 (2.3) 7.2(1,121) N/A 01 0.06 N/A

Depression HADS-Dh)
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Table 4. Secondary outcomes: changes in anxiety and depression symptoms and fatigue between baseline and follow-up (12 weeks) and quality of life

(QoL) at follow-up (12 weeks). ¥ 9-"" <9 J"
Intervention® Control? Analysis of covariance
Values, n Values, Values, n Values. F test (df) ttest (dfy | P value TlF"Z Hedges g
mean (SD) mean (SD)
Depression (HADS-Dh)
ITT
Baseline 99 7.2 (4.4) 119 0.6 (4.1) N/A N/A N/A N/A N/A
Follow-up 99 6.4 (4.5) 119 7.5 (4.9) N/A N/A N/A N/A N/A
Change 99 0.8 (2.8) 119 0.9 (3.9) 15.5(1,215) N/A <.001 0.07 N/A
PP
Baseline 50 6.7 (4.3) 74 6.1 (3.7) N/A N/A N/A N/A N/A
Follow-up 50 5.6 (4.4) 74 7.1 (4.7) N/A N/A N/A N/A N/A
Change 50 -1.1(3.0) 74 1.1 (3.0) 149(1,121) N/A <.001 0.11 N/A
Fatigue (FACIT-Fi)
A g Sy sl FEINTY daxflbo o do Ao
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Table 4. Secondary outcomes: changes in anxiety and depression symptoms and fatigue between baseline and follow-up (12 weeks) and quality of life

(QoL) at follow-up (12 weeks). ¥ 9-"" <9 J"
Intervention® Control? Analysis of covariance
Values, n Values, Values, n Values. F test (df) ttest (dfy | P value TlF"Z Hedges g
mean (SD) mean (SD)
Fatigue (FACIT-Fi)
ITT
Baseline 99 29.2(10.6) 119 31.1 (11.4) | N/A N/A N/A N/A N/A
Follow-up 99 32.2(10.8) 119 31.2(13.0) | N/A N/A N/A N/A N/A
Change 99 3.0 (8.6) 119 0.1(9.3) 44(1,215) NA .04 0.02 N/A
PP
Baseline 50 30.1(11.5) 74 32.1(11.2) | N/A N/A N/A N/A N/A
Follow-up 50 342 (114) 74 329(12.8) | N/A N/A N/A N/A N/A
Change 50 4.2 (8.8) 74 0.8 (8.3) 3.8(1,121) N/A .05 0.03 N/A
Improvement in QolL. (CGI-Ij)
Ao g oy Lasl FEINTY dxjllo Bun do Jfo
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Table 4. Secondary outcomes: changes in anxiety and depression symptoms and fatigue between baseline and follow-up (12 weeks) and quality of life
(QoL) at follow-up (12 weeks).

i eil (>9y5

Intervention® Control? Analysis of covariance
Values, n Values, Values, n Values. F test (df) ttest (dfy | P value TlF"Z Hedges g
mean (SD) mean (SD)
Improvement in Qol. (CGI-Ij)
ITT
Follow-up 99 3.8 (1.1) 119 3.9(1.4) N/A 0.88 (216) | .38 N/A 0.12
PP
Follow-up 50 3.7(1.2) 74 4.1 (1.3) N/A 1.63 (122) | .11 N/A 0.30
ntervention=12-week access to digital therapeutic app intervention+usual care.
®Control=usual care.
“HADS-A: Hospital Anxiety and Depression Scale, anxiety subscale (German version, at baseline, cutoff score >8).
4TT: intention-to-treat.
“N/A: not applicable.
Ttalicized values are significant at P<.05.
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Table 5. App use in the intervention group over time (n=99).

S low 09435 50 eSOy | 51 solaw! oy ue

Week 0-4 (n=98) Week 5-8 (n=78) Week 9-12 (n=67) 7 §
Days of app use, median (IQR) 9 (4-15) 3 (2-14) 4 (2-10) ‘\
Tracking of distress in days, median (IQR) 5(1-12) 2 (0-14) 1 (0-6)
Articles read, median (IQR) 6 (2-16) 2 (0-9) 1 (0-5)
Patients using a Journey, n (%) 64 (65.3) 18 (23.1) 12 (17.9)
Az 5 ey sl 21 b adlbo Bap  dsaio
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