NRG NRG Oncology Data Management
ONCOLOGY Consent Withdrawal Guidance Document

Use of Consent Withdrawal

The Consent Withdrawal process should be followed when the participant no longer wishes for
his or her records to be included in the research project. He or she not only refuses contact with
the research team, but also does not want his or her other health care providers contacted for
information.

Please note the following are NOT criteria for consent withdrawal:

« Off protocol treatment

* Unable to contact the patient

» The patient has moved

 The patient is unwilling to attend follow-up visits

Consent Withdrawal

 The patient does not wish to have any future data submitted to NRG Oncology.
AND
 The patient does not wish to be contacted for the purposes of NRG Oncology

Quality of Life Consent Withdrawal Criteria’

» The patient does not wish to complete and submit any future Quality of Life forms to NRG
Oncology.
AND
» The patient does not wish to be contacted for the purposes of completing Quality of Life forms
to submit to NRG Oncology.

Submission of Consent Withdrawal in RAVE

If the above criteria are met, a Consent Withdrawal Form can be submitted at the request
of the patient into RAVE. Please follow the steps below to add the form:

Access subject home page

Scroll down to “Add Event”

Using the drop down select the appropriate Consent Withdrawal Form being submitted
Click on “Add” button to add form

Form will be added at the folder level (consent withdrawal folder)

Access and complete form
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The Quality of Life Consent Withdrawal process is followed when Quality of Life Study
participation is asked as a yes/no question in the Informed Consent or has its own Consent Form.
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