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[image: ]CONSORT 2010 checklist of information to include when reporting a randomised trial*
	Section/Topic
	Item No
	Checklist item
	Reported on page No

	Title and abstract

	
	1a
	Identification as a randomised trial in the title
	1

	
	1b
	Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts)
	2-3

	Introduction

	Background and objectives
	2a
	Scientific background and explanation of rationale
	3-5

	
	2b
	Specific objectives or hypotheses
	5

	Methods

	Trial design
	3a
	Description of trial design (such as parallel, factorial) including allocation ratio
	6

	
	3b
	Important changes to methods after trial commencement (such as eligibility criteria), with reasons
	6

	Participants
	4a
	Eligibility criteria for participants
	6

	
	4b
	Settings and locations where the data were collected
	6

	Interventions
	5
	The interventions for each group with sufficient details to allow replication, including how and when they were actually administered
	6-10

	Outcomes
	6a
	Completely defined pre-specified primary and secondary outcome measures, including how and when they were assessed
	11-12

	
	6b
	Any changes to trial outcomes after the trial commenced, with reasons
	-

	Sample size
	7a
	How sample size was determined
	12

	
	7b
	When applicable, explanation of any interim analyses and stopping guidelines
	-

	Randomisation:
	
	
	

	 Sequence generation
	8a
	Method used to generate the random allocation sequence
	6-7

	
	8b
	Type of randomisation; details of any restriction (such as blocking and block size)
	6-7

	 Allocation concealment mechanism
	9
	Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken to conceal the sequence until interventions were assigned
	6-7

	 Implementation
	10
	Who generated the random allocation sequence, who enrolled participants, and who assigned participants to interventions
	6-7

	Blinding
	11a
	If done, who was blinded after assignment to interventions (for example, participants, care providers, those assessing outcomes) and how
	6-7

	
	11b
	If relevant, description of the similarity of interventions
	7-10

	Statistical methods
	12a
	Statistical methods used to compare groups for primary and secondary outcomes
	13

	
	12b
	Methods for additional analyses, such as subgroup analyses and adjusted analyses
	13

	Results

	Participant flow (a diagram is strongly recommended)
	13a
	For each group, the numbers of participants who were randomly assigned, received intended treatment, and were analysed for the primary outcome
	13-16

	
	13b
	For each group, losses and exclusions after randomisation, together with reasons
	13-16

	Recruitment
	14a
	Dates defining the periods of recruitment and follow-up
	5-6

	
	14b
	Why the trial ended or was stopped
	6

	Baseline data
	15
	A table showing baseline demographic and clinical characteristics for each group
	14-16

	Numbers analysed
	16
	For each group, number of participants (denominator) included in each analysis and whether the analysis was by original assigned groups
	14

	Outcomes and estimation
	17a
	For each primary and secondary outcome, results for each group, and the estimated effect size and its precision (such as 95% confidence interval)
	16

	
	17b
	For binary outcomes, presentation of both absolute and relative effect sizes is recommended
	16

	Ancillary analyses
	18
	Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-specified from exploratory
	20

	Harms
	19
	All important harms or unintended effects in each group (for specific guidance see CONSORT for harms)
	-

	Discussion

	Limitations
	20
	Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
	25

	Generalisability
	21
	Generalisability (external validity, applicability) of the trial findings
	24-25

	Interpretation
	22
	Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
	22-24

	Other information
	

	Registration
	23
	Registration number and name of trial registry
	3

	Protocol
	24
	Where the full trial protocol can be accessed, if available
	-

	Funding
	25
	Sources of funding and other support (such as supply of drugs), role of funders
	26



*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials. Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org.




Table S2. Patient-Reported Outcome (PRO) Weekly Survey Items and Alert Notification Criteria
	Question
	Response Options
	Survey Skip Pattern Rules
	Language for Inclusion in Report at Clinic Visits
	Criteria for Inclusion in Real-Time Alert Notifications to Care Team

	1a. In the last 7 days, how OFTEN did you have PAIN?
	• Never  
• Occasionally  
• constantly
	If answered “Occasionally”, or “Almost constantly”, then answer questions 1b and 1c. If answered “Never”, then skip to question 3
	Pain Frequency: Never, Occasionally, constantly
	Absolute score of Almost constantly; or change since prior questionnaire from Never to Occasionally or higher

	1b. In the last 7 days, what was the SEVERITY of your PAIN at its WORST?
	• None 
• Moderate  
• Very severe
	
	Pain Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	1c. In the last 7 days, how much did your PAIN INTERFERE with your usual or daily activities?
	• Not at all
• Somewhat
• Very much
	
	Pain Interference: Not at all, Somewhat, Very much
	Absolute score of Very much; or change since prior questionnaire from Not at all to Somewhat or higher

	2. In the last 7 days, how often have you been bothered by FEELING DOWN, DEPRESSED, OR HOPELESS?
	• Not at all
• More than half the days
• Nearly every day
	
	Depression: Not at all, More than half the days, Nearly every day
	Absolute score of More than half the days or Nearly every day

	3a. In the last 7 days, how OFTEN did you have NAUSEA?
	• Never
• Occasionally
• Almost constantly
	If answered “Occasionally”, or “Almost constantly” then answer question 3b. If answered “Never” then skip to question 4
	Nausea Frequency: Never, Occasionally, Almost constantly
	Absolute score of Almost constantly; or change since prior questionnaire from Never to Occasionally or highe

	3b. In the last 7 days, what was the SEVERITY of your NAUSEA at its WORST?
	• None
• Moderate
• Very severe
	
	Nausea Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	4. In the last 7 days, how OFTEN did you have VOMITING?
	• Never
• Occasionally
• Almost constantly
	
	Vomiting: Never, Occasionally, Almost constantly
	Absolute score of Almost constantly; or change since prior questionnaire from Never to Occasionally or higher

	5. In the last 7 days, what was the SEVERITY of your CONSTIPATION at its WORST?
	• None
• Moderate
• Very severe
	
	Constipation: None, Moderate, Severe, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	6a. In the last 7 days, what was the SEVERITY of your SHORTNESS OF BREATH at its WORST?
	• None
• Moderate
• Very severe
	If answered “Moderate”, or “Very Severe” then answer question 6b. If answered “None” then skip to question 7
	Dyspnea Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	6b. In the last 7 days, how much did your SHORTNESS OF BREATH INTERFERE with your usual or daily activities?
	• Not at all
• Somewhat
• Very much
	
	Dyspnea Interference: Not at All, Somewhat, Very much
	Absolute score of Very much; or change since prior questionnaire from Not at all to Somewhat or higher

	7. In the last 7 days, what was the SEVERITY of your INSOMNIA (including difficulty falling asleep, staying asleep, or waking up too early) at its WORST?
	• None
• Moderate
• Very severe
	
	Insomnia: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	8. In the last 7 days, how BAD was your APPETITE?
	• None
• Moderate
• Very severe
	
	Appetite: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	9. In the last 7 days, to what EXTEND did you experience NUMBNESS or a TINGLING sensation?
	• None
• Moderate
• Very severe
	
	Numbness or a Tingling: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	10. In the last 7 days, how DIFFICULT was your SWALLING/CHEWINGS?
	• None
• Moderate
• Very severe
	
	Swallowing/Chewing Difficult Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	11. In the last 7 days, how SEVERE was the PAIN in your MOUTH/THROAT?
	• None
• Moderate
• Very severe
	
	Mouth/Throat Pain Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	12. In the last 7 days, how DIFFICULT was it for you to SPEAK or TALK?
	• None
• Moderate
• Very severe
	
	Speak/Talk Difficult Severity: None, Moderate, Very severe
	Absolute score of Very severe; or change since prior questionnaire from None to Moderate or higher

	13. What is your body TEMPERATURE?
	• ＜37.3℃
•37.3℃~38.5℃
• ＞38.5℃
	
	Temperature：＜37.3℃, 37.3℃~38.5℃,＞38.5℃
	Absolute score of ＞38.5℃; or change since prior questionnaire from ＜37.3℃ to 37.3℃~38.5℃ or higher

	14. Do you have any other symptoms that are interfering with your daily activities that you would like to discuss with your cancer care team?
	• No
• Yes (please list below)
	
	Other Symptoms: if patient reports by web, text from free text box; if patient reports by IVR, simply report patient responded “Yes”
	If response is “Yes” for IVR or “Yes” and/or text in the text box for web, then response triggers alert to cancer care team. If patient reports by web, then text from text box is forwarded; if IVR, alert indicates the patient responded “Yes” (no text-to-speech capacity)

	15. Who completed this survey?
	• Myself (the patient)

• Caregiver (family member, friend, or professional helper)

• Research staff

• Other, please specify
	
	Not listed on report (question is for research purposes)
	Not applicable








Figure S1. Examples of automatically generated patient self-management strategies
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Table S3. Sensitivity analysis using unadjusted Linear Mixed-Effects Models
	Scale domain and time point
	Mean estimate (SE)
	Mean difference from baseline between groups (95% CI)
	P value a
	Cohen d effect size

	
	Intervention group
	Control group
	
	
	

	Primary EORTC-QLQ-C30 domainb

	Summary score

	Baseline
	76.82 (2.27)
	78.01 (2.70)
	NA
	NA
	NA

	1 mo
	79.60 (1.74)
	76.26 (1.65)
	4.31 (-1.63, 10.25)
	0.155
	0.21

	3 mo
	80.04 (2.43)
	76.58 (2.50)
	4.28 (-1.84, 10.40)
	0.171
	0.21

	Physical functioning

	Baseline
	85.57 (2.07)
	82.80 (3.77)
	NA
	NA
	NA

	1 mo
	85.47 (2.34)
	78.49 (3.19)
	4.80 (-2.35, 11.95)
	0.188
	0.19

	3 mo
	90.43 (2.10)
	81.09 (3.14)
	7.31 (-0.06, 14.68)
	0.052
	0.29

	Global health status

	Baseline
	67.16 (4.18)
	66.86 (4.17)
	NA
	NA
	NA

	1 mo
	67.78 (2.85)
	60.22 (2.77)
	6.75 (-4.15, 17.66)
	0.225
	0.2

	3 mo
	70.18 (3.09)
	66.06 (3.38)
	3.42 (-7.79, 14.64)
	0.55
	0.1

	Role functioning

	Baseline
	80.15 (3.76)
	80.97 (4.18)
	NA
	NA
	NA

	1 mo
	86.39 (2.98)
	83.60 (3.73)
	3.34 (-6.01, 12.70)
	0.484
	0.1

	3 mo
	85.09 (3.53)
	84.55 (3.98)
	1.54 (-8.10, 11.19)
	0.754
	0.05

	Emotional functioning

	Baseline
	84.70 (2.44)
	86.84 (2.96)
	NA
	NA
	NA

	1 mo
	86.53 (2.79)
	85.48 (2.94)
	2.46 (-5.40, 10.31)
	0.54
	0.11

	3 mo
	86.55 (3.28)
	82.42 (3.44)
	5.62 (-2.48, 13.72)
	0.174
	0.25

	Cognitive functioning

	Baseline
	64.33 (3.19)
	65.07 (3.66)
	NA
	NA
	NA

	1 mo
	69.72 (2.87)
	63.17 (2.79)
	7.43 (-2.48, 17.35)
	0.142
	0.26

	3 mo
	72.22 (3.47)
	63.94 (3.14)
	8.74 (-1.47, 18.94)
	0.093
	0.31

	Social functioning

	Baseline
	51.12 (2.80)
	50.48 (3.00)
	NA
	NA
	NA

	1 mo
	54.17 (2.01)
	49.33 (1.79)
	3.98 (-4.46, 12.42)
	0.356
	0.17

	3 mo
	55.99 (1.98)
	51.97 (1.80)
	3.16 (-5.50, 11.82)
	0.474
	0.13

	Secondary EORTC-QLQ-C30 domain

	Fatigue

	Baseline
	24.38 (2.49)
	22.87 (3.12)
	NA
	NA
	NA

	1 mo
	21.67 (2.79)
	28.14 (3.72)
	-7.53 (-15.89, 0.83)
	0.078
	-0.32

	3 mo
	18.52 (2.95)
	23.84 (2.96)
	-5.49 (-14.11, 3.12)
	0.212
	-0.24

	Nausea and vomiting

	Baseline
	24.88 (3.64)
	23.19 (3.36)
	NA
	NA
	NA

	1 mo
	20.00 (3.01)
	22.85 (3.21)
	-3.66 (-13.27, 5.95)
	0.455
	-0.13

	3 mo
	16.67 (2.98)
	22.42 (3.33)
	-6.01 (-15.91, 3.89)
	0.234
	-0.21

	Pain

	Baseline
	25.12 (3.08)
	21.98 (3.09)
	NA
	NA
	NA

	1 mo
	19.44 (2.89)
	20.97 (2.42)
	-4.61 (-13.89, 4.68)
	0.331
	-0.18

	3 mo
	19.01 (3.19)
	21.21 (2.98)
	-4.50 (-14.05, 5.06)
	0.356
	-0.18

	Dyspnea

	Baseline
	8.46 (1.79)
	8.21 (1.74)
	NA
	NA
	NA

	1 mo
	8.33 (2.04)
	9.68 (2.35)
	-1.60 (-8.46, 5.27)
	0.648
	-0.11

	3 mo
	7.02 (2.32)
	7.27 (1.87)
	-0.48 (-7.53, 6.58)
	0.895
	-0.03

	Insomnia

	Baseline
	20.40 (2.92)
	20.29 (3.52)
	NA
	NA
	NA

	1 mo
	12.78 (2.76)
	14.52 (2.61)
	-2.09 (-11.73, 7.56)
	0.672
	-0.08

	3 mo
	17.54 (3.65)
	18.79 (3.85)
	-1.34 (-11.27, 8.59)
	0.791
	-0.05

	Appetite loss

	Baseline
	34.33 (4.07)
	32.37 (4.18)
	NA
	NA
	NA

	1 mo
	29.62 (3.46)
	40.86 (3.01)
	-12.84 (-25.64, -0.05)
	0.049
	-0.38

	3 mo
	24.33 (3.24)
	40.61 (3.53)
	-17.97 (-31.10, -4.83)
	0.007
	-0.53

	Constipation

	Baseline
	28.36 (4.72)
	24.15 (3.70)
	NA
	NA
	NA

	1 mo
	21.67 (3.95)
	23.66 (4.29)
	-6.32 (-21.90, 9.27)
	0.427
	-0.18

	3 mo
	23.39 (4.08)
	30.91 (5.03)
	-11.74 (-27.73, 4.24)
	0.15
	-0.34

	Diarrhea

	Baseline
	7.96 (2.25)
	7.25 (2.27)
	NA
	NA
	NA

	1 mo
	5.00 (1.74)
	3.76 (1.89)
	0.50 (-6.78, 7.79)
	0.892
	0.03

	3 mo
	7.02 (1.82)
	7.27 (2.83)
	-1.09 (-8.58, 6.39)
	0.775
	-0.06

	Financial impact

	Baseline
	30.85 (3.42)
	24.15 (2.99)
	NA
	NA
	NA

	1 mo
	40.00 (3.25)
	30.65 (3.09)
	2.80 (-17.42, 23.03)
	0.786
	0.11

	3 mo
	49.12 (12.96)
	29.70 (3.20)
	12.89 (-7.86, 33.65)
	0.223
	0.49


Abbreviations: EORTC-QLQ-C30, European Organization for Research and Treatment of Cancer Quality of Life Questionnaire; NA, not applicable.
a P values were derived from unadjusted linear mixed-effects models including group (intervention vs. control), time (baseline, 1 month, and 3 month), and a group-by-time interaction term as fixed effects, with participant ID as a random effect. No additional confounders were adjusted in this sensitivity analysis. The P value refers to the interaction term, representing the difference in change from baseline between the two groups.
b EORTC quality of life score and functioning scales: higher score indicates better QOL and functioning; EORTC symptom scales: higher score indicates worse symptoms. 





Table S4. Results of physicians’ evaluation (assessed at post‐intervention)
	Item
	Strongly Disagree, No (%)
	Disagree, No (%)
	Agree, No (%)
	Strongly Agree, No (%)

	SYS-SM was easy to use
	0 (0)
	0 (0)
	10 (41.67)
	14 (58.33)

	SYS-SM helps me understand the patient better
	0 (0)
	0 (0)
	7 (29.17)
	17 (70.83)

	SYS-SM facilitates timely communication with patients and alleviates their suffering
	0 (0)
	1 (4.17)
	8 (33.33)
	15 (62.5)

	SYS-SM assists in monitoring the side effects of radiotherapy and chemotherapy in patients.
	1 (4.17)
	2 (8.33)
	8 (33.33)
	13 (54.17)

	SYS-SM helps alleviate patients’ symptoms, preventing and avoiding treatment interruptions or discontinuation
	0 (0)
	4 (16.67)
	5 (20.83)
	15 (62.5)

	SYS-SM monitoring is beneficial for patients’ treatmen
	0 (0)
	4 (16.67)
	20 (83.33)
	0 (0)

	I frequently use SYS to monitor patients
	0 (0)
	1 (4.17)
	7 (29.17)
	16 (66.67)


Abbreviation: SYS-SM, Sun Yat-sen Symptom Management
Note: N=24
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‘What can I do to manage my sleep problems?

Tips to help you sleep:
@ Tell your cancer team about problem that are getting in the way of your sleep.

Getting treatment to lower side effects such as pain or throat problems may help you slecp
better.

® Set good bedtime habits.

+ Go to bed only when slecpy, in a quict and darkroom, and in a comfortable bed.

+ Go to bed and wake up at the same time.

+ Avoid napping if possible.

+ Make surc your bedroom is not overly hot or cold.

+ Stop watching television or using devices with screens a couple of hours before going to bed.
Devices like: iPads, laptops, and smart phones.

+ Don't drink or eat a lot starting about 2-3 hours before bedtime.
+ Exercising oo close to bedtime may make sleep more difficult.
+ Exercise before 2:00pm promotes sleep.
+ Don't watch the clock at night.
+ Keep out pets who wake you up.

@ Don't stay awake in bed for more than 5-10 minutes. If you do not fall aslecp, get out of bed,
sit in a chair in the dark until you arc sleepy. It’s okay if this happens several times a night.

® Avoid caffeine after midday. Also cigarettes, alcohol and some 'over-the-counter’ medications
‘mayninterfere with slecp.

® Sleep medicine may be prescribed by your cancer care team for a short period if other
strategies don't work.

® Cognitive behavioral therapy (CBT) and/or relaxation therapy may help.
For example, a CBT therapist can help you learn to change negative thoughts and beliefs about

slecp into positive oncs.

+ Muscle relaxation, guided imagery, and self-hypnosis may help.




