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IMMUNOTHERAPY & ME | STUDY PROTOCOL SYNOPSIS 
 

TITLE Immunotherapy & Me 

SPONSOR Cancer Support Community (CSC) 
FUNDING ORGANIZATION Cancer Support Community  
NUMBER OF SITES Immunotherapy & Me will be piloted at nine diverse oncology practices actively providing immunotherapy treatment to 

patients.  
RATIONALE As usage and indications for immunotherapy (IO) increase, there presents a critical need to identify patient-centered and 

practice solutions across the continuum of care. Immunotherapy & Me is an innovative program of customizable resources that 
seeks to improve the patient experience by supporting the unique needs of both IO patients and the clinical staff who care for 
them. Cancer Support Community (CSC) will implement this operational framework of patient and provider tools at nine 
geographically and demographically diverse oncology practices. At the end of year one, CSC will evaluate program impact, 
retool interventions as necessary, and pursue additional funding with the goal extending services at existing practice sites – and 
scaling this turnkey model of IO treatment support.   

STUDY DESIGN Immunotherapy & Me is a pilot study to determine patient and provider needs around immunotherapy treatment, and to 
determine the most meaningful resources to improve patient outcomes and decrease cost.  This section will evolve following 
completion of needs assessments administered at each pilot site. In general:  

Patient Enrollment: Patients receiving an IO agent will undergo informed consent for participation – (see Informed 
Consent).   
Upon enrollment, each patient will undergo an initial screening using CSS+A (which incorporates CancerSupportSource® 
(CSS-15)) to identify targeted areas of patient concern.  
o Following enrollment, patients will be encouraged to complete a My Tracker user account, whereupon patients can 

elect to receive weekly or bi-weekly email/text message reminders to complete the My Side Effect Checklist and 
other alerts. 

o Patients will be able to complete the My Side Effect Checklist as desired (but no more than once every (12) hours), 
or as recommended by their medical team.    

All screening results will be reviewed the practice site and one of CSC’s mental health professionals to determine a plan 
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of follow-up care. Depending on patient results, interventions will be delivered by the site, by CSC, or a combination of 
both. In general:  

o A patient screening result that triggers on the CSS+ survey will be reviewed and followed up by one of CSC’s mental 
health professionals, the practice site, or combination of the two. 

o A patient screening result that triggers on the My Symptom Checklist will be reviewed and followed up by a member 
of the healthcare staff at the associated practice site. 

 Patients will be studied for six months, and will be re-screened with CSS+B monthly with the intervention plan being 
updated accordingly. Additionally, patients will be asked to complete patient satisfaction tools (see Eval A and Eval B) as 
a part of interval and final program analysis.  

o All surveys (CSS+, Eval A, and Eval B) and the My Symptom Checklist will be automated via the My Tracker as 
follows: 

 Day 0 is defined as the day the patient is enrolled in the Immunotherapy & Me program and the CSS+A is 
administered to the patient. 

 CSS+B will be scheduled for the patient 30 days after the completion of the previous CSS+A/B for a (5) 
month duration. 

 Eval A will be sent to the patient on day 60 and day 120.  

 Eval B will be sent to the patient on day 180.   

 Patients (who elect to receive reminders) will receive an alert when a survey is pending. 

 The HCP Eval will be administered to staff at months 11 & 12 of the Immunotherapy & Me implementation.   

 CSC will work with each pilot site to establish a preferred channel of communication for patient updates – including 
patients completing or ending IO therapy.  

 Any electronic communications containing protected health information may be sent only from and to CSC or site-owned 
devices and servers and must use appropriate mechanisms to protect the information while in transit. 

 Patients in the Immunotherapy & Me program who are no longer receiving an IO therapy will be informed of CSC’s full 
suite of free psychosocial services and will be transitioned to become a CSC participant.  

CSC will work with each pilot site to secure data required for analysis, which includes but is not limited to:  
o Patient demographics 

o Patient medical & medication history 

 IO class  

 Diagnosis  

 Performance status  

o Costs of care 
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 Out of pocket costs (self-report)  

 ER visits  

 Unscheduled MD visits 

o Screening and referral implementation  

o Patient confidence in accessing resources  

o Patient/provider satisfaction with resources  

o Patient knowledge, attitudes, and health behaviors  

 Treatment compliance (CSS+) 

o Clinical outcomes 

 Improved activities of daily living (ADLs) 

 Decreased distress  
  

PRIMARY OBJECTIVE Through the Immunotherapy & Me program, we hope to determine whether layering in customizable resources at the point-of-
care that offer healthcare providers care-management tools to give their immunotherapy patients leads to:  

1) Changes in patients’ knowledge, attitudes, and health behaviors (including self-reported measures of self-efficacy and 
empowerment, cancer-related distress, quality of life, and satisfaction with the programs offered) 

2) Improved clinical outcomes (including decreased hospital admissions, decreased hospital readmissions, and decreased 
costs associated with hospitalizations) 

 
CSC will track and report key metrics using a RE-AIM model (Reach, Effectiveness, Adoption, Implementation, and Maintenance) 
to assess program success including needs assessment and analysis; patient and provider utilization; and patient and provider 
satisfaction with digital tools, telephone support, and educational materials. 

  
SECONDARY OBJECTIVE Successful integration of the Immunotherapy & Me program within nine oncology practices will provide a model framework for 

dissemination across other care providers. Once success is demonstrated, a turn-key model of IO patient support can be 
expanded to other oncology care systems. 

  
NUMBER OF SUBJECTS West Cancer Center: Total Patient Accrual = 135 

 Wolf River: 100 patients 

 Corinth: 35 patients 

OHC Mercy West: Total Patient Accrual = 35 
Harrison Medical Center: Total Patient Accrual = 50-100 

 Bremerton 

 Poulsbo 
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Adventist Health: Total Patient Accrual = 50-100 

 Littleton 

 Parker 

 Porter  

Roswell Park Cancer Institute: Total Patient Accrual = 50-100 
 My I 
SUBJECT SELECTION 
CRITERIA 

Eligibility Criteria: English- or Spanish-speaking adult (>18 years old) patients, or patients with access to English translator, who 
are currently receiving immunotherapy at any of the pilot site location (see approved immunotherapies in the attached 
Enrollment Checklist). 

  
TEST INTERVENTIONS Digital Tools – 

 My Tracker: An online service to help patients and/or caregivers manage their immunotherapy treatment. This online 
platform provides patients and/or loved ones with information about cancer immunotherapy and links to community-
based resources and online and in-person support. My Tracker will also help patients record and monitor 
immunotherapy-related side effects so that the healthcare team can better support and manage care between medical 
appointments. 

 CancerSupportSource® (CSS): A scientifically-validated, multi-question screener that provides direct links to CSC’s 
Affiliate network and national Helpline for personalized referrals and psychosocial support services. CSS meets the 
distress and depression screening requirement for Oncology Care Model participants and the distress screening 
standard for the Commission on Cancer.  

 E-Learning: Online learning courses designed to help patients and family caregivers be more informed and involved in 
immunotherapy treatment. 

 
Educational Resources – 

 Frankly Speaking About Cancer: Frankly Speaking About Cancer (FSAC) is an award-winning educational series that 
covers a comprehensive list of cancer topics from tumor-specific information and treatment to financial issues and 
information about participating in clinical trials. As part of Immunotherapy & Me, patients and families will have free 
access to print and online resources to provide them with general cancer information, tumor-site specific (e.g., breast, 
prostate, lung) resources, and help them better understand their immunotherapy treatment and how to be active 
partners in their care. 

 
Person-to-Person Support –  

 Cancer Support & IO Helpline: This dedicated cancer-support Helpline is designed to assist patients with navigating 
their care. Patients and caregivers can call the Helpline to reach a mental health professional or registered nurse who 
can help answer questions about cancer treatment, symptoms and side effects, and financial questions, as well as 
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provide emotional and decision-making support. 

 CSC Affiliates: Pilot sites within CSC Affiliate service areas will have access to patient and caregiver support services and 
programs offered through their local CSC chapter.     

 Cancer Experience Registry: An online community for people affected by cancer to share their cancer-related 
experiences with healthcare providers and healthcare policymakers.  

    DURATION OF SUBJECT 
PARTICIPATION AND 
DURATION OF STUDY 

Patients will be on study for six (6) months from the time of introduction to services. The total duration of the study is expected 
to last 12 months, including patient recruitment (through month 10) and administration of healthcare provider post-
intervention surveys (during months 11 and 12).  Patients will have access to resources for the entire services delivery period 
(12 months). CSC will seek funding to extend services beyond 12 months.        
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