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1. Background Information 

Overview and Rationale 

Brief Description of Study Design and Intervention 



Study Objective and Outcomes 

Qualitative and Implementation Objectives and Outcomes 

2. Patient Selection and Population 



Inclusion and Exclusion Eligibility Criteria 
 

3. Site Enrollment and Responsibilities 

Study Site Arm Assignment and Registration (Form C1) 

Site Enrollment Required Documentation 



Site Role Requirements 

Clinical Research Associate (CRA) 

Site Nurse Champion 



Data Management Software (“PRO-Core”) 

Site Initiation/Startup Webinar with PRO-Core Software Training 
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4. Patient Recruitment and Enrollment 

Identify/Select/Recruit Participants 

Documentation of Refusals/Ineligibility (Form C2) 

Purposeful Enrollment 

Participant Registration and Study ID (Form C3) 

Baseline CRA Forms (Forms C4, C5, C7) 



5. Study Procedures 

Participant Training and Use of the PRO-Core System 

Provision of Symptom Advice Booklets to Participants 



Provision of Symptom Management Pathways to Nurses 

Participant Weekly PRO Surveys - INTERVENTION SITES ONLY 

Automated Reminders for PRO Surveys - INTERVENTION SITES ONLY

CRA Backup Calls for Missed PRO Surveys - INTERVENTION SITES ONLY (Form C6)

Automated Alerts - INTERVENTION SITES ONLY

CRA Follow Up of Nurse Actions Taken in Response to Alerts - INTERVENTION SITES ONLY 
(Form C11)



Printed PRO Reports for Clinicians at Visits - INTERVENTION SITES ONLY

Outcomes Assessments and Timeline 

Outcomes Questionnaires for Participants (Questionnaires P1, P2, P3, P4)



Date of Death Form (Form C9)



CRA and Nurse Perspectives Surveys - Intervention Sites Only (Forms C10 & N1) 

Off Study Chart Abstraction Form (Form C12)

Physician Response Form (Form Onc1)

6. Timeline for Study Forms and Questionnaires 



* The 3-month data collection is the key time point and is the most important date to have complete data collection. The patient questionnaires 
may be “bundled” together automatically by the PRO-Core software so it feels like a single longer questionnaire to participants. For Form P2, the 
timeframe is +/- 2 weeks for the month 1 form, and +/- 4 weeks for the months 3, 6, 9, and 12 forms. For Form P3 and Form P4, the timeframe for the 
month 3 and month 12 forms is +/- 4 weeks. If a participant does not complete a form within the specified time frame, the site CRA or UNC Coordinator 
should contact the patient to obtain this information. The site CRA and UNC Coordinator will work it out between them who will contact the patient.
** Window for completion is + 4 weeks.



* The 3-month data collection is the key time point and is the most important date to have complete data collection. The patient questionnaires 
may be “bundled” together automatically by the PRO-Core software so it feels like a single longer questionnaire to participants. For Form P2, the 
timeframe is +/- 2 weeks for the month 1 form, and +/- 4 weeks for the months 3, 6, 9, and 12 forms. For Form P3 and Form P4, the timeframe for the 
month 3 and month 12 forms is +/- 4 weeks. If a participant does not complete a form within the specified time frame, the site CRA or UNC Coordinator 
should contact the patient to obtain this information. The site CRA and UNC Coordinator will work it out between them who will contact the patient.
** Window for completion is + 4 weeks.
§ To be completed after the study has been open at a site for at least 6 months. The form should be collected within a week of this time point, but there 
is no expiration on the timeframe for collecting these up through study closure.
The site CRA and UNC Coordinator will work it out between them who should be contacting their site’s participants who do not complete the Weekly 

PRO Survey on time (within 24 hours) for backup/reminder/questions. This information should be collected as soon as possible but can be collected up 
until the day before the next scheduled Weekly PRO Survey.
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