INVESTIGATE-I Trial route and CRF completion

* Scan clinic notes or referral letters
for potential recruits.

<:> * Send letters and information sheet
or give out info sheet in clinic.

* Complete screening log

Women with SUI or stress predominant
MUI + other inclusion criteria.
Woman and clinician agree that surgery
is appropriate and acceptable next line of treatment

» Participant signs consent form
* Complete CRF:

* Visit 1 - Initial assessment
* Complete CRF & fax to NCTU:

Consent visit

¢ Contact details

Check if
willing to be
contacted * Complete CRF:
about ~ * Visit 1 - Randomisation
interview | Randomisation |<:> * Write randomisation number on
If yes, give questionnaire booklet and diary
interview * Give baseline questionnaires and
pack and bladder diary to patient.
SAE * Update screening log
* Send GP letter
No further Invasive * Complete CRF
testing urodynamics * Visit3 -: IUT
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¢ Complete CRFs:
* Visit 2 - Initial investigations
& Current medications
[1 Further non-surgical treatment

| Stress incontinence surgery k;;;s;&gggr;r;' - choice erendent on
11 St lator date previous trials of therapy
* Complete CRF: {/L
* Visit 4 - Surgery » Complete CRF:

[ * Visit 5 - Non-surgical Rx

| Operative & postoperative details |
[
* Complete CRF:
* Visit 6 - Postop follow-up
» Update current medications
* Record AEs / SAEs
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All outcome measures assessed at 6 months after surgery or start of any other treatment
Follow-up questionnaires, including patient costs questionnaire and bladder diary.
All mailed direct to participant by NCTU.

Complete CRF: Visit 7 - Study end




