








study entitled “
”; Protocol ID:

conduct the Study in accordance with: this Investigator Agreement; the Study’s Protocol as approved by the 
IRB (the “Protocol”); all applicable laws and regulations; Good Clinical Practice and the Declaration of 

before obtaining that subject’s informed consent; 

not make modifications to the Protocol as supplied to me by Philips (the “Sponsor”), without first obtaining 
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(OSA), which accounts for 80‒90% of SDB cases. OSA is a chronic cond
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a softer silicone for comfort and a more rigid silicone to maintain the cushion’s shape and seal 
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Established on PAP therapy for ≥90 days at the time of consent 

basis (average PAP usage of ≥4 hours/night, ≥4 days per week for ≥3 months) 

Currently using a ResMed PAP therapy device with a connection to ResMed’s AirView 

burns that would interfere with the mask’s placement or ability to deliver therapy



’s ability to complete trial activities 

Patient or anyone in close physical contact during patient’s use of the mask with any of 
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level of α=0.025 using a one





prevalent in the general population. One example is obstructive sleep apnea (OSA), which accounts for 80‒90% of SDB 

–

the cushion’s shape and seal under higher pressures. 

“Simplicity”.

Products will be labeled as investigational (“CAUTION—
States) law to investigational use”) and identified by a unique and sequential lot number. Devices will be tracked 



(non‐invasive CPAP or bi‐level positive airway pressure (PAP) therapy) has been prescribed. It is intended for 
single‐patient reuse in the home environment and multi‐patient reuse in the hospital/institutional environment.

Multi‐hole vent array in elbow 



≤ 3 cm H
≤ 3 cm H

– –

the patient’s mouth and nose. Foam padded 

– –

– –



– –

– –



necessary or according to the ‘visual criteria for 
product inspection’ in the ‘Cleaning your mask at 
home’ section of the IFU.



• Negligible/No Harm (S0):

–
• Minor (S1):

• Moderate/Major (S2):

• Critical/Serious (S3):

• Pre

• Device Use:

• Quality of Life (QOL):

• Negligible/No Harm (S0):

–

• Minor (S1):

‒ ‒



• Moderate/Major (S2):

• Critical/Serious (S3): –

• Pre

• Device Use:

• QOL:

• Negligible/No Harm (S0):

–

• Minor (S1):

• Moderate/Major (S2):

• Pre

• Device Use:

• QOL:



• Critical/Serious (S3): –

• Negligible/No Harm (S0):

doesn’t impact sleep –

• Minor (S1):

• Moderate/Major (S2):

• Critical/Serious (S3): –

‒

• Pre

• Device Use:

• QOL:

• Negligible/No Harm (S0): –

• Minor (S1):



• Moderate/Major (S2):

• Critical/Serious (S3):

• Negligible/No Harm (S0):
–

• Minor (S1):

• Moderate/Major (S2):

• Critical/Serious (S3): –

• Pre

• Device Use:

• QOL:

• Device Detected Unintentional Leak:
≤24 



and the patient’s bed partner.

• Device Use:

• AHI:

• QOL:

• Comfort of Breathing:
≥7.0 –

acial masks are the “gold standard” choice for the NIV interface 



higher pressures (compared to CPAP), to “mouth breathe.” 

• Device Use:

• AHI:

• QOL:

• Established Patients:

• Mild: AHI = ≥5 to <15 events/hr



• Moderate: AHI = ≥15 to <30 events/hr 
• Severe: AHI = ≥30 events/hr

• Device Use:

• Leak:

• Device Deficiency or Use Error:



• Established Patients:

• proportion of patients with good compliance (use ≥
• proportion of days with good compliance (use ≥
• device use, hours/night
• daily use (all days), hours/night
• daily use (actual use days), hours/night

• PRO:

• AHI:

• QOL:



• Epworth Sleepiness Scale (ESS):

• Device Use:

• Leak:

• European Quality of Life



• Established Patients:
comorbidities that may also independently influence patients’ perceptions of QOL.

• Device Use:



representative of the product’s intended OSA users

–

Established on PAP therapy for ≥90 days at the time of consent 

PAP usage of ≥4 hours/night, ≥4 days per week for ≥3 months) 

Currently using a ResMed PAP therapy device with a connection to ResMed’s AirView system



would interfere with the mask’s placement or ability to deliver therapy

’s ability to complete trial activities 

during patient’s use of the mask with
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’s signed ICF will be given to them for their 

the research study, which may relate to the subject’s 

→

’s PAP device is not available, they will be fitted with the mask and will 

’s mask size information (i.e., cushion/frame, 

→



–
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s’ PAP devices will be extracted from the connected ResMed device software, 

→

→



s’ PAP devices will be extracted from the connected ResMed device software, 

→



→

mask. Each patient’s health care provider will be responsible for the ongoing clinical care of each 

The term ‘discontinuation’ refers to the ’s premature withdrawal from the study prior to completing 

•

•

•

•

•

•

’s health care provider will be responsible for follow



sided significance level of α=0.025 

α=0.025 using a one
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sided significance level of α = 0.05.
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• ’s PAP 
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. The sponsor will maintain study records until the study product’s end of life (EOL) + 15 



–



as long a period as dictated by the Sponsor’s requirements (See 

’s name or contact information. A code list linking the 
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• : Temporary, able to continue therapy, doesn’t impact sleep.

•

•

•

•

•

•

•

•

• : Events that do not warrant treatment and do not interfere with the subject’s 

•

• : Events interrupt a subject’s usual daily activity and may require systemic drug 

•

•

•



•

All AEs, ADEs, and DDs will be captured on the appropriate (e)CRF as soon as possible after site’s awareness. 

Report (“SAE form”). The SAE form is submitted to the study sponsor as soon as possible (e.g., within 24 hours 
of awareness) and no later than 3 calendar days after site personnel’s awareness of event. As the site gains 

in comparison with the standard of care treatment of the patient’s condition.
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