ePRO FAQ

1. Isthere anything | need to do in order to get access to Patient Cloud in iMedidata Rave?

Site staff will be assigned an eLearning for the Patient Cloud ePRO application.

This training must be completed prior to registering a patient to Patient Cloud. This
training is only required to be completed once.

Site users will receive an invitation to Patient Cloud ePRO and the site user must accept
the invitation to begin patient registration.

2. How is the patient’s account set up?

CRA is responsible for registering the patient to Patient Cloud. This step must be
completed after the patient is randomized to an arm in OPEN.

Log into the iMedidata Rave.

Click on Patient Cloud Registration.

Select the study & Site.

Select the subject & language from drop down and add the patient.

A 6-character activation code will be generated. This activation code must be provided
to the patient.

3. What if the activation code does not work?

Contact the study Data Manager listed in the protocol.

4. Whatdo I do if | get the following error message?

Study Configuration Required

Contact the study Data Manager listed in the protocol.
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5. How do | know which ePRO App to download?

This information should be available under section 8 of the protocol. Contact the study
Data Manager, listed in the protocol, if you are unsure.

There are multiple versions of the ePRO App. The patient will receive an error if the
wrong version is downloaded.

Patient Cloud ePRO

Patient Cloud

6. ePRO QOL folders

The ePRO QOL will be in separate folders in Rave, for example ‘End of RT ePRO’.

The ePRO Open and Close dates are specified on the QOL forms in the ePRO folders. The
QOL forms remain open for this duration of time on the ePRO App on the smart phone
or tablet. CRA can view the Open and Close dates on the QOL forms in the ePRO folders.
CRA does not have write access to the ePRO QOL forms. The data on these forms will
automatically populate after the patient completes and submits the QOL on the App.
The CRA is required to complete the QOL coversheets in Rave.

7. Does the patient receive reminders for the QOL?

The patient will receive pop up messages on their smart phone up to 4 times after the
QOL opens on the App. Please remind the patient not to disable the reminder on their
smart phone.

First message will display when the questionnaire opens up.

Second message will display about half way through the open duration.

Third message will display about three quarters way through the open duration.

Final message will display a day before or few days before the QOL is due to close.
Unfortunately, ePRO does not send e-mail reminders to patients.

The QOL questionnaires are no longer available on the App after the ePRO close date. If
the patient has not completed the questionnaires by the close date then the patient can
complete the QOL questionnaires on paper.
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8. ePRO Open and Close dates

The ePRO Open and Close dates are based off of the calendar base date that is specified

on the eligibility checklist in OPEN. Calendar base date is the anticipated treatment
start date.

9. How do | know which questionnaires can be completed on ePRO?

e The protocol will specify the questionnaires and the timepoints that can be done on

ePRO.

10. How do | know if the questionnaires were completed by the patient on ePRO?
e Access the ePRO folder in Rave for that timepoint. The questionnaires in the folder

should have a green check mark and ePRO date/timestamp entered. The CRA must
complete the QOL coversheet for this timepoint.

If the questionnaires are not completed on ePRO at the time of office visit, then the

CRA can have the patient complete the questionnaires on paper or remind the patient
to complete the questionnaire on ePRO.

11. What if the patient withdraws consent from participating on ePRO or from the study?

e |[f the patient decides to withdraw ePRO consent then the patient can complete the QOL
on paper.

e CRA must instruct the patient to delete the App from the smart phone.



