Title – Randomised controlled trial of nasal decongestants versus placebo to prolong treatment-free periods from continuous positive airway pressure therapy in mild to moderate obstructive sleep apnoea (Decongestants in Obstructive Sleep Apnoea – DOSA)
Introduction and Objectives
Obstructive sleep apnoea (OSA) is a highly prevalent condition characterised by repetitive episodes of complete or partial upper airway obstruction during sleep. Continuous positive airway pressure (CPAP) is an effective treatment for OSA, shown to improve symptoms and quality of life. However, many CPAP users wish to take breaks from treatment due to various factors, including device discomfort and lifestyle constraints. On CPAP withdrawal, around 15% of patients remain OSA-free for two weeks without treatment [1]. The DOSA study investigated whether decongestant sprays could be used to prolong the period before the return of OSA, facilitating a pause in CPAP treatment.

Methods
A double-blinded randomised controlled trial was conducted at two UK sleep clinics, recruiting participants with mild to moderate OSA (4% oxygen desaturation index (4%ODI) 15-40 events per hour) who were established CPAP users. Eligible participants were randomised to either a decongestant spray (Xylometazoline 0.1%) or a placebo. Participants discontinued CPAP therapy and were monitored remotely with nightly oximetry recordings. Participants were advised to return to CPAP if they recognised significant symptoms, had three consecutive nights of oximetry data identifying moderate OSA, or completed 28 nights off CPAP therapy. The primary outcome was the number of nights before returning to CPAP therapy. Secondary outcomes assessed quality of life using validated questionnaires (EQ-5D-5L, SF-36) and sleepiness (Epworth Sleepiness Scale). Data were collected at baseline, during treatment, and at follow-up visits.

Results
87 participants completed the study. Their mean age was 61 years old, 78% male, 4%ODI was 21.5 (4.3), and the average length of CPAP use prior to study entry was 5.7 years. The time until CPAP return was longer in participants using the decongestant spray than in the placebo group, although this did not meet statistical significance (Hazard ratio 0.69 (95%C.I 0.47-1.13, P=0.14). The decongestant spray group managed a mean of 11.2 nights (8.0-14.6) before returning to CPAP versus 7.8 nights (5.2 -10.2) in the placebo group. 24% of the decongestant group managed to complete the full 28 nights off CPAP without return of OSA compared to 12% in the placebo group.

[bookmark: _Hlk170243319]Conclusion
This study showed that decongestant sprays may have a role in delaying the return of OSA symptoms when CPAP therapy is withdrawn for short periods. This could offer some patients with OSA a cheap, portable alternative to facilitate a ‘holiday’ off CPAP therapy. Unfortunately, the study was impacted by the COVID-19 pandemic so did not meet recruitment targets and was underpowered to show a significant difference between the treatment groups. The CPAP withdrawal model is an effective and safe method for evaluating alternative treatments for OSA. 



1.	Rossi, V.A., et al., Is continuous positive airway pressure necessarily an everyday therapy in patients with obstructive sleep apnoea? European Respiratory Journal, 2014. 43(5): p. 1387-1393.


Figure 1 – Time until return to CPAP event comparing nightly use of a decongestant nasal and throat spray versus placebo in patients with mild-moderate OSA withdrawing from established CPAP therapy.






Introduction and Objectives

Obstructive sleep apnoea (OSA) is a highly prevalent condition characterised by repetitive episodes of complete or partial upper airway obstruction during sleep. Continuous positive airway pressure (CPAP) is an effective treatment for OSA. However, many CPAP users wish to take breaks from treatment. On CPAP withdrawal, 10% of patients remain OSA-free for two weeks without treatment [1]. The DOSA study investigated whether decongestant sprays could prolong the OSA-free period, facilitating a pause in CPAP treatment.
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