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BACKGROUND

Nurses received real-time alert notifications when patients reported concerning (i.e.,
severe or worsening) symptoms via remote symptom monitoring.

OBJECTIVES

Examine whether a high number of concerning symptoms or alert notifications for a
patient in a short period of time early in the study signals that patient’s early study
discontinuation.

METHODS

* Patients rated 12 symptoms (e.g., pain, nausea, depression) via weekly ePRO
surveys through the duration of their study participation, up to 52 weeks. Alerts for
concerning symptoms were sent in real-time to nurses based on patient responses.

* Alandmark analysis was conducted at three months. Patients were categorized two
ways, based on their symptom reports in the first three months:

1. Maximum number of concerning symptoms in any given four-week period.

2.  Maximum number of weeks with an alert notification sent to nurses in any
given four-week period.

RESULTS

* Nurses received alerts on 6,903/20,565 (33.6%) of completed surveys.

* 521/592 (88.0%) patients were included in the landmark analysis (i.e., were still
enrolled on the study at three months).

* Of the patients included in the landmark analysis, patients with the fewest concerning
symptoms in the first three months were most likely to still be enrolled at twelve
months (P<0.001, top figure).

* Additionally, patients with the fewest alert notifications in the first three months were
most likely to still be enrolled at twelve months (P=0.05, bottom figure).
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FIGURES: TIME TO OFF-STUDY BY NUMBER
OF CONCERNING SYMPTOMS, ALERTS
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# Total Concerning Symptoms Time-Point KM Est (95% Cl) Median (95% CI)
0-1 Concerning Symptoms 6 Months 89.9 (84.9-95.3%) 12.1 (12.1-12.2)
9 Months 82.9 (76.7-89.7%)

Patients (%)

12 Months 69.0 (61.5-77.5%)
—_— 2-4 Concerning Symptoms 6 Months 83.4 (78.0-89.2%) 12.1 (12.0-12.1)
9 Months  69.2 (62.6-76.6%)
12 Months 56.2 (49.2-64.2%)
20— 5-9 Concerning Symptoms 6 Months  79.5 (73.2-86.3%) 11.5 (9.7-12.1)
9 Months  59.6 (52.1-68.1%)
12 Months  47.3 (39.8-56.1%)
_ 10+ Concerning Symptoms 6 Months 62.3 (52.4-74.2%) 8.1 (7.0-10.3)
9 Months  44.2 (34.3-56.8%)
12 Months  36.4 (27.1-48.9%)
Logrank P-value: <0.0001 + Censor
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Months of Study Enroliment

Patients-at-Risk

0-1 Concerning Symptoms 129 116 107 89
2-4 Concerning Symptoms 169 141 117 95
5-9 Concerning Symptoms 146 116 87 69
10+ Concerning Symptoms 77 48 34 28
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# Weeks with Alerts Time-Point KM Est (95% CI) Median (95% Cl)
0 Alerts 6 Months 92.7 (86.1-99.9%) 12.2 (12.1-12.2)
9 Months  92.7 (86.1-99.9%)
12 Months  76.4 (65.9-88.5%)
20 —— 1-3 Alerts 6 Months 82.3 (78.3-86.6%) 12.0 (11.8-12.1)
9 Months  66.8 (61.9-72.1%)
12 Months 53.7 (48.5-59.3%)
— 4 Alerts 6 Months 72.5 (65.4-80.3%) 10.2(8.4-12.1)
9 Months  54.3 (46.6-63.3%)
12 Months  45.7 (38.1-54.8%)
Logrank P-value: 0.0517 + Censor
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Months of Study Enroliment

Patients-at-Risk

0 Alerts 55 51 51 42
1-3 Alerts 328 270 219 176
4 Alerts 138 100 75 63

CONCLUSION

Increased numbers of concerning symptoms and ePRO survey alert notifications, sent
to nursing staff during early study participation, are associated with a patient’s ultimate
premature study discontinuation for any reason.
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