Spandex Advanced Instructions for Use

Intended purpose

To provide access to the oral cavity of the patient with lip and cheek retraction. To provide improved field of
view and contrastor effect for dental photography. For dental use only.

Description

Spandex Advanced is an auxiliary aid for clinical use which allows the working field to be accessed with ease and
comfort. It provides retraction of lips and cheeks during dental treatment, offers the clinician increased visibility
and accessibility and facilitates saliva and moisture control in the oral cavity.

The device, which features three dimensional flexibility and elasticity, ensures patient comfort and assists in
keeping the patient’'s mouth open and teeth together or open.

Indications

Flexible aid for full mouth access. Short term retraction (>30 min) of the lips and cheeks during diagnostic, pre-
ventive and therapeutic dental procedures as well as orthodontic procedures: e.g. diagnostics, professional teeth
cleaning, fissure sealing, tooth whitening, periodontal treatment, restorative procedures, cavity preparation,
impression taking physically or digitally, and cementation of restorations and orthodontic retention elements,
oral surgical and implantology procedures .

Contraindications
The use of Spandex Advanced is contraindicated if the patient is known to be allergic to any of the components
of Spandex Advanced.

Composition
PR 410/60 Silicone Rubber High Consistency Silicone Rubber (HCR). Spandex Advanced is latex-free.

Cleaning and Sterilizaton

Pre-Cleaning:

After each use the Spandex Advanced should be washed in warm water to remove any debris and thoroughly
dried prior to packaging for sterilization. Rinse with distilled or demineralized water if possible. Inspect device for
visual damage, wear and tear or deterioration. Discard if the retractor appears broken, defective, or worn-out.

Autoclave Instructions:

A wrapped Spandex Advanced can be steam sterilized using one of the below three options:
a. For 30 min at 250° F (121° C) in non vacuum autoclave.

b. For 15 min at 270° F (132° C) in non vacuum autoclave.

c. For4minat 270°F (132° C) in vacuum autoclave.

Recommended drying time of 15-30 minutes depending on the type of sterilizer being used:
https.//www.cdc.gov/infectioncontrol/ guidelines/ disinfection/tables/table7.html. Always follow your autoclave
manufacturer instructions and adhere to AAMI ST79 standards for safe practices. After sterilization, the retractor is
to remain in its sealed package and opened only at point of use.
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Spandex Advanced Instructions for Use

Ultrasonic cleaning: The Spandex Advanced can be processed in an ultrasonic bath with an appropriate
ultrasonic cleaning agent (subject to the manufacturer instructions for silicon products). Any chemical
disinfectant must be washed off and the retractor dried prior to packaging for sterilization. Retractors
damaged due to chemical residue are not covered under warranty.

Washer disinfector: The Spandex Advanced can be processed in a washer disinfector.

Disclaimer:- Hager Worldwide, Inc. believes the information in this document to be accurate as at the date of preparation, but,
to the maximum extent permitted by law, Hager Worldwide, Inc. accepts no responsibility for any loss or damage caused by any
person acting or refraining from action because of this information. The provision of this information should not be construed
by anyone as a recommendation to use this product. In particular, no one should use any product in violation of any patent

or other intellectual proprietary rights or in breach of any statute or regulation. Users should rely on their own knowledge and
inquiries and make their own determination as to the applicability of this information in relation to their particular purposes and
specific circumstances. Each user should read these instructions and consider the information in the context of how the prod-
uct will be handled and used in the workplace and in conjunction with other substances or products. These data are based on
our present knowledge. However, they shall not constitute a guarantee for any specific product features and shall not establish
alegally valid contractual relationship

Choosing Your Spandex Advanced Size:

The retractor is currently available in two sizes: standard (medium) and large. The sizes are indicated on the
packaging as well as marked on the side buccal flanges of the device."M"marking represents Standard
(Medium) and “L" represents Large.

The selection of the appropriate size should be guided by the distance between the corners of the mouth
when the mouth is in a relaxed smile position (i.e. with the lips closed or slightly open) and corners of the
mouth in a smile position. In order to ensure optimum function, we recommend inserting the largest possible
size that fits the patient’s mouth comfortably and securely.

Spandex Advanced - Standard (Medium)
The most common size. Mouth corner distance with lips closed or slightly open is 5cm-6cm

Spandex Advanced - Large

Taller and wider than the standard size. Mouth corner distance with lips closed or slightly open is 6cm-7cm. In
some instances, such as when large mouth openings are open wide, this size can provide better engagement of
the upper and lower lips for a better buccal corridor and view of the premolars and molars.
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How To Place The Spandex Advanced

Spandex Advanced may be inserted from both the 12 o’clock position with the patient lying down, or from the
8 o'’clock position with the patient sitting upright (or, the 4 o'clock position, if the clinician is left-handed).

The securely positioned Spandex Advanced improves the overall view and accessibility of the working field.

Lateral movements of the mandible and opening of the mouth or pulling of the margins of the Spandex Ad-
vanced to various degrees may provide additional space and access to the treatment area or for photography.

Anatomy of the Spandex Advanced

Front View Tangential View Rear View

A. Labial flange B. Flat edge at bottom C. Buccal flange (outer) D. Buccal flange (inner) E. Labial groove F.
Sulcus flange (upper) G. Sulcus flange

- Hold labial flanges (A)
- Keep flat border (B) at lower

- Flip folded buccal flange
(C) first over upper then

edge lower teeth
- Fold the buccal flanges (C) - Or first over lower teeth
to meet then upper

- Insert folded buccal flange
(C) behind upper and lower
teeth and let teeth sit in
labial groove

Video on how to place the
Spandex Advanced

Applications: Examinations, Photography, Orthodontics,
Restorative Procedures, Composites, Bonding, Veneer Placement,
Whitening, Digital Imaging, Hygiene, Periodontal Procedures
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How To Derive the UDI For The Spandex Advanced

1. Find the catalog name that is direct marked on the left side of your device. Depending on the model/
version you are using, your Spandex Advanced device will be direct marked with either the catalog
name “VisionButler Med S” OR “VisionButler Large”

2. Go to the FDA's Global Unique Device Identification Database (GUDID - https://accessgudid.nlm.nih.
gov/) and run a search for the catalog name.

3. Click on the correct listing to open and copy the Primary DI Number
4.The information can also be found below:

Spandex Advanced - Standard
Primary DI Number: D2486054580
Model/Version Number: 605458
Catalog Name: VisionButler Med S

Spanded Advanced -Large
Primary DI Number: D2486054590
Model/Version Number: 605459
Catalog Name: VisionButler Large

Spandex Advanced - Kit (1 Standard / 1 Large)
Primary DI Number: D2486054601
Model/Version: 605460

If after following this process, you are still unable to locate the device in GUDID, please contact Hager
Worldwide Customer Service 828-624-3301 or customerservice@hagerworldwide.com with your
purchase order number for additional assistance.
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