Bi\/\/oze° C/GQ/’ Frequently Asked Questions for Cleaning
SYSTEM the Breathing Circuit Kit with Aerogen® Solo

Why isn't the Aerogen Solo cleaned after each treatment?

The Aerogen Solo is a vibrating mesh nebulizer (A-VMN™ designed for single-patient-use use only, indicating that the device is
intended for use on one individual and must be discarded thereafter. According to the manufacturer's Instructions for Use’, it:

e Isintended for single-patient use with a qualified use life of 4 doses a day for up to 28 days.

e Isnotintended to be cleaned or sterilized.

e  Should be replaced according to the manufacturer's — Aerogen Solo Instructions for Use.

Why do some nebulizers require cleaning after every treatment?

Many traditional jet and ultrasonic nebulizers use an open medication reservoir positioned below the patient interface. Because
reusable nebulizer components may become contaminated during use and handling, cystic fibrosis infection-control guidelines
recommend cleaning and disinfecting reusable nebulizers after each treatment. %°

How is the Aerogen Solo different?

Unlike many traditional nebulizers, the Aerogen® Solo has design features discussed in the published literature:*5

e The A-VMN is a closed-circuit aerosol drug delivery system. Its design acts as a physical barrier to gas and liquid entering the
nebulizer medication reservoir.

e The A-VMN sits above respiratory circuit, reducing opportunities for patient-derived secretions or condensates to enter the
medication reservoir.

e Maintains this closed-reservoir design when integrated into the BiWaze Clear handset.

Published Evidence

Repeated Use

Lin et al evaluated repeated use over 112 treatments (28 days x 4 treatments/day) and found consistent aerosol performance
throughout the evaluation period. Microbial contamination was not directly assessed.®

In vitro Contamination Simulation

Using a laboratory model with Pseudomonas aeruginosa, Dailey and Fink found that nebulizer design influenced whether
contamination carried into the generated aerosol. Under the conditions tested, no detectable contamination of the generated
aerosol was reported for the vibrating mesh nebulizer configuration.”

BiWaze Clear Use

BiWaze Clear therapy is typically prescribed for approximately 10-minute treatments, often twice daily. The breathing circuit,
including the Aerogen Solo nebulizer, is intended for single-patient use for up to 30 days or 90 treatment sessions, whichever comes
first .8

The handset and patient interface can be cleaned either with mild dishwashing detergent and warm, clean water and/or by soaking
in 70% isopropyl alcohol for 5 minutes. This cleaning method of soaking has been recommended by the Cystic Fibrosis infection
prevention guidelines as a cold disinfection option.®
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