
APPENDIX  

CONSENT SCRIPT  

In this study, the investigator will obtain oral consent using the following prepared REB 

approved script. 

“An Integrated Consent Model Study to Compare Two Standard of Care Schedules for 

Monitoring Cardiac Function in Patients Receiving Trastuzumab for Early Stage Breast 

Cancer: REaCT-EF 

Principal Investigator:   

Our discussion today is a new approach of informing and consenting patients to participate in 

this study. The traditional approach is to provide a paper copy of the detailed information sheet 

and consent form for you to sign. Using this integrated model for consenting we will have a 

discussion and you may give a verbal consent to participate or not to participate. I will document 

our discussion and your decision in your progress notes that are part of your health records. 

As we've talked about, you will be receiving trastuzumab as part of your breast cancer therapy. 

Because this medication can cause a reduction in your heart function, we will monitor your heart 

with routine scans throughout treatment. At this time, we do not know the best schedule for 

monitoring your heart. However, we do know that unnecessary scans are an inconvenience to 

patients, and considerably increase health care costs. Some physicians order heart scans every 

three months while on therapy and others order scans every four months. There are published 

guidelines which support both schedules; however, they have never been compared directly. 

Because we really don't know if one is better than the other, some of the Oncologists at The 

Hospital are involved in this study by which they will randomly (like a flip of a coin, so that we 

can obtain an unbiased answer) assigning participants to either a three month or the four month 

scanning schedule, and then comparing results over a period of 1 year. We are also looking at 

how feasible it is for study doctors to enter participants on this study using this integrated 

consent model. If you choose to participate there won't be any special procedures or visits 

require of you. Your verbal consent would simply allow us to randomly assign you to the three 

month scanning schedule or the four month scanning schedule and then collect the results of 

those scans for 1 year.  



If you choose to participate and then change your mind later, we can discuss together how to 

proceed; likely this would mean switching to the preferred follow up schedule of your treating 

oncologist. 

Your participation in this study is voluntary. If you choose not to participate, your decision will 

not affect the care you receive at this institution at this time, or in the future. You will not have 

any penalty or loss of benefits to which you are otherwise entitled to. 

All research-related records will be kept for 10 years after termination of the study. No 

identifiable information will leave this institution. On all study related documentation, you will 

be identified with an independent study code rather than your name or other personal identifying 

information. The Research Ethics Board (REB) and the Research Institute may review your 

original medical records and relevant study records for audit purposes, under the supervision of 

PI. 

If you have any questions about this study please contact one of the study investigators.  

The REB has reviewed this protocol. The Board considers the ethical aspects of all research 

studies involving human participants at the Hospital. If you have any questions about your rights 

as a study participant, you may contact the Chairperson. 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This 

website will not include information that can identify you. At most, the website will include a 

summary of the results. You can search this website at any time. 

Do you have any questions? 

You will receive a copy of this document for your reference.” 

 

 

 


