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Table 4 Study outcomes, assessment methods and time points

Outcome Instrument/Assessment tool Baseline Ongoing End
M2-10*  of
Study
Mi12

Primary outcomes

Clinic’s feasibility Number of participants enrolled in the clinic X X X
Reasons for not enrolling on the study X
Reasons for not completing the intervention X X
Number of participants who complete ePRO X X
surveys (adherence to the intervention)

Number of participants partaking in healthcare X X
professional consultations after ePRO data trigger

alerts

Average consultation time in the clinic X X
The amount of time and resources required to X
run the clinic

Experience of Post-intervention usability and satisfaction survey X

partaking in the (adapted from Lewis (49))

clinic and the study
Semi-structured interviews/focus groups X

Secondary outcomes

Symptom PROMIS (24,50): fatigue, anxiety, depression, X X X

experience** vaginal discomfort
PRO-CTCAE (7): hot flashes (F,S), constipation X X X
(8S), diarrhoea (F), faecal incontinence (F,]), altered
bowel function - urgency (F), swelling (F,S,I),
concentration (S,I), memory (S,I), pain (F,S, I),
insomnia (S,I), vaginal dryness (S), urinary
urgency (F,I), urinary frequency (F,I), change of
colour of urine (P), urinary incontinence (F,I),
decreased libido (S)

Fear of Cancer Recurrence (researcher designed, X X X
adapted from Lebel et al. (51))

Quality of life and EORTC QLQ C30-Core (52,53) X X

cancer specific

quality of life X X
EORTC QLQ-CX24 (54) or EORTC QLQ-EN24
(55) or EORTC QLQ-BR23 (56)

Self-care agency ASAS-R (57) X X

Medication Researcher designed questions (participants with X X X

adherence (adjuvant  breast cancer only) (adapted from Michigan

endocrine therapy) oncology quality consortium oral chemotherapy
adherence tool (58))

Economic analyses EQ-5D-5L (to estimate QALYs) (59,60) X X
Researcher designed tool to capture use of X X X
health care resources

Nutritional status Malnutrition screening tool (MST) (32) X X X
Physical activity questionnaire NPAQ-short (33) X X X
Dietary intake assessments: 24-hour recalls (x2) X X
(25-27), EPIC-Norfolk FFQ (28)

Dietary quality assessment: WCRF/AICR X X
standardized scoring system (31)

Body composition Body weight, nutritional risk (collected from the X X X
dietary section of the ePRO Symptom Survey)

Height, BMI, waist circumference, muscle strength X X

Other

Sociodemographic Gender, age, highest level of education, marital X

details status, current employment status, current living
arrangements, nationality

Cancer and clinical Cancer diagnosis, treatment, menopausal status, X X

information hospitalisation during the study (if any)

Medications, comorbidities X X X

Adverse events If they occur - - -

*Intervention group only; ** F, Frequency; I, Interference; P, Presence/Absence; S, Severity.
ASAS-R, Appraisal Self-Care Agency — Revised Tool; BMI, Body Mass Index; EORTC QLQ-
BR23, European Organization for Research and Treatment of Cancel Quality of Life
Questionnaire — Breast Cancer subscale; EORTC QLQ-C30, European Organization for Research
and Treatment of Cancer Quality of Life Questionnaire — Core; EORTC QLQ-CX24, European
Organization for Research and Treatment of Cancer Quality of Life Questionnaire — Cervical
Cancer subscale; EORTC QLQ-EN24, European Organization for Research and Treatment of
Cancer Quality of Life Questionnaire — Endometrial Cancer subscale; ePRO, Electronic Patient
Reported Outcome; EQ-5D-5L, The EuroQol (European Quality of Life) Five Dimension Five
Level Scale; FFQ, Food Frequency Questionnaire; M, month; NPAQ-short, Nordic Physical
Activity Questionnaire; PRO-CTCAE, Patient-Reported Outcomes version of the Common
Terminology Criteria for Adverse Events; PROMIS, Patient-Reported Outcomes Measurement
Information System; QALYs, quality-adjusted life-years; WCRF/AICR, World Cancer Research
Fund/American Institute for Cancer Research.




