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Sample of the patient input screen



Selection of monitoring symptoms and alert threshold in 
each cancer type 

Determined by expert opinion from PRO-CTCAE items
        Breast, 13 items; Lung, 6 items; Stomach 11 items; Colon 11 items;
 Head and neck, 11 items; Liver 10 items; Endometrial 12 items;
  Ovary 11 items

No. Items Alert threshold
SEVERITY how OFTEN INTERFERE daily life

1 Decreased appetite Severe - Quite a bit
2 Nausea Severe Frequently -
3 Vomiting Severe Frequently -
4 Constipation - - -
5 Diarrhea - Almost constantly -
6 Shortness of breath Moderate - Somewhat
7 Cough Moderate - Somewhat
8 General pain Severe Frequently Quite a bit
9 Insomnia - - -

10 Fatigue Severe Quite a bit
11 Anxiety - - -
12 Hand-foot syndrome - - -
13 Numbness & tingling - - -

Ex. Breast cancer

Alert notification

Confirmation of alert contents

Alert notification

Assessment by physician

Determine the need to contact the patient

Contact the patient

Describe the response after contact
• Contact the patient by telephone
 - follow-up
 - Instructed to take supportive care drugs
 - Instructed to discontinue oral administration of oral anticancer drugs
 - Other
• Instructed to go to the hospital
 - Performed additional laboratory or image inspection
 - Medication was given
• Action after consultation
 - Return home
                 - Hospitalization

yes

yes

yes

Describe the reason in EDC

Describe the reason in EDC

Describe the reason in EDC

no

no

no

*

*Within 72 hours from alert notification to patient contact

Flowchart of response to alert notification
*ePRO monitoring will continue during active treatment for cancer
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Search term: ePRO, cancer   Study type: Interventional

60
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Outcome QoL Symptoms SAE irAE OS 2 etc.

Sample size  11 25000
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12-month follow-up time point as a cutoff, HR 
of 1.02 (95% CI, 0.83–1.24, P = 0.86).

In conclusion, this national, multicenter, randomized clinical trial in adults with 

metastatic cancer demonstrates that symptom monitoring with PRO 

meaningfully improves clinical outcomes, the patient experience and utilization 

of services. 

The implication is that a noninvasive, nontoxic and digital approach to engaging 

patients can enhance the impact of cancer treatment and complement other 

support services and should be included as a standard part of quality cancer 

clinical care. 
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