[bookmark: _GoBack]Appendix E  Patient and Assessor Questionnaire

Side Effects for PROTECT2 Study Device

Patient
Have you experienced any of the following events since the last visit by the study assessor?

•	Difficulty falling asleep or staying asleep
	N/A / No / Yes - Severity grade: 1  2  3  4  5  6  7  8  9  10(worst)

•	Distraction or discomfort due to stimulation  
	N/A / No / Yes - Severity grade: 1  2  3  4  5  6  7  8  9  10(worst)

•	Feeling of electrical shock?  
	N/A / No / Yes - Severity grade: 1  2  3  4  5  6  7  8  9  10(worst)
		     Where: _______________________________

Assessor
Have you noticed any of the following signs in the patient’s skin underneath or around the pads since the last visit?

•	Redness  
N/A / No / Yes - Severity grade: 1  2  3  4  5  6  7  8  9  10(worst)

 •	Skin irritation, blistering, or swelling  
N/A / No / Yes - Severity grade: 1  2  3  4  5  6  7  8  9  10(worst)


