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Dual-Air™ ScopeReady™

Adjustable Oropharyngeal Airway

FULL INSTRUCTIONS FOR USE

REF DASR ¢ 70-110 mm ¢ 5 mm increments ¢ Single Use ¢ Non-Sterile ® Rx Only

Designed to facilitate bronchoscopy and other airway scoping procedures.

Adjustable from 70-110 mm in 5 mm increments with an integrated bite block, palatal arch, tongue deflector, ScopeReady™
access port, and securement openings.
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1. Device Description

The Dual-Air™ ScopeReady™ is a single-use, non-sterile, adjustable oropharyngeal airway (OPA). The airway length adjusts from
70 mmto 110 mmin 5 mm increments. The device incorporates an integrated bite block, palatal arch, tongue deflector,
ScopeReady™ access port, faceplate, and securement openings.

2. Intended Use

For use as an adjustable oropharyngeal airway to assist in maintaining airway patency. The ScopeReady™ access portis
designed to facilitate bronchoscopy and other airway scoping procedures when clinically indicated.

3. Contraindication

e Do notuse in patients with an intact gag reflex unless clinically indicated and appropriately managed.

4. Warnings and Precautions

e Foruse by trained healthcare professionals.

e Select the appropriate airway length before insertion. An improperly sized airway may be ineffective or contribute to airway
trauma.

e  Continuously monitor airway patency and patient status during use.

e Inspectthe device and package before use. Do not use if the device is damaged or the package integrity is compromised.

e Single patient use only. Do not reuse, reprocess, or resterilize.

e Do notforce ascope or other instrument through the ScopeReady™ access port.

e Use securement openings only with an appropriate securement method and avoid excessive tension on the faceplate.

5. Sizing / Measurement

Determine the appropriate airway length by measuring from the corner of the mouth to the angle of the mandible. Extend the
airway to 110 mm, align the faceplate with the corner of the mouth, adjust the distal tip to the angle of the mandible, then set
the desired length.
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MEASURE: CORNER OF MOUTH «— ANGLE OF MANDIBLE
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MEASURE FROM :

CORNER OF MOUTH
TO ANGLE OF MANDIBLE.

ADJUST DISTAL TIP TO THE ANGLE OF THE MANDIBLE
AND SET DESIRED LENGTH (70-110 mm).

Figure 1. Measure from corner of mouth to angle of mandible; set desired length (70-110 mm).
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6. Directions for Use

Measure and Adjust

1. Extendthe airwayto 110 mm.

2. Alignthe faceplate with the corner of the mouth.

3. Adjust the distal tip to the angle of the mandible.

4. Setthe desired length between 70 mm and 110 mm. The device adjusts in 5 mm increments.

Insert

Insert laterally.
Advance along the inside of the cheek.

5
6
7. Rotate 90° into position.
8. Seatthe faceplate.

9. Advance the tongue deflector as clinically indicated.
1

0. Confirm airway patency and appropriate positioning.

During Airway Scoping Procedures

11. After confirming airway placement and patency, introduce the scope through the ScopeReady™ access port when clinically
indicated.

12. Advance and manipulate the scope in accordance with the scope manufacturer’s instructions and the clinical procedure.

13. Confirm that airway position and patency are maintained throughout the procedure.

14. If securementis required, use the faceplate securement openings with an appropriate securement method.

After the Procedure / Removal

15. Continue airway monitoring while the device remains in place.

16. Remove the device when it is no longer clinically indicated or when the patient’s airway reflexes make continued OPA use
inappropriate.

17. Withdraw gently and inspect the device after removal.

18. Dispose of the used device according to facility procedures for single-use medical devices.

NuZone Medical LLC ¢ Portland, OR USA ¢ NuZoneMedical.com



Dual-Air™ ScopeReady™ | REF DASR

7. Device Features

Feature Function / Identification

Adjustment scale 70-110 mm in 5 mm increments.

ScopeReady™ Access Port Access for bronchoscopy and other airway scoping
procedures.

Integrated Bite Block Bite-bearing structure integrated into the airway.

Palatal Arch Supports airway positioning and airway-management
geometry.

Tongue Deflector Advanced as clinically indicated to assist airway positioning.

Faceplate External seating and positioning surface.

Securement Openings Permit securement of the airway when clinically indicated.

8. Storage and Handling

e  Storeinthe original package in a clean, dry environment.
e Protect from excessive heat, moisture, and physical damage.
e Do notuse if the package or device is damaged.

9. Symbols / Label Information

Refer to the product pouch for applicable standardized medical-device symbols, UDI/barcode information, lot/production
information, and other labeling specific to the production unit.

10. Manufacturer / Product Information

NuZone Medical LLC
Portland, OR USA
admin@nuzonemedical.com
NuZoneMedical.com

REF: DASR
U.S. Pat. Nos. 12,409,022 and 13,023,873
Additional U.S. and international patents pending.

Document status: Draft Full IFU for QR-linked electronic distribution
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