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INDICATIONS FOR USE:
· This product is to be used on the instruction of, or by a licensed dentist or other licensed practitioner. Diamond burs are single use invasive devices to be used sterile, and indicated for treatment of patients with dental disease such as caries, or hard tissue damage.
· SS WHITE DENTAL Burs are available in Sterile and Non-Sterile models under various trade names with numerous head diameters and working lengths.

INTENDED USE:
· SS WHITE DENTAL Burs are intended to fit into a dental handpiece, which provides the rotation, allowing the user to abrade hard structures in the mouth, e.g., teeth or bone. SS WHITE Diamond Burs can also be used to cut hard metals, plastics, porcelains and similar materials.

COMPOSITION:
· A DIAMOND dental instrument or disc is a rotary abrading device made of stainless steel which is coated with diamond particles on the working end.

CONTRA-INDICATIONS:
· This product may contain Nickel, a chemical known to the state of California to cause cancer, birth defects or other reproductive harm.
· Do not use on individuals with a known allergic sensitivity to this metal.

GENERAL DESCRIPTION:
· The SS WHITE DENTAL Diamond Instruments and Disc family includes Operative Diamond Instruments, Laboratory Diamond Instruments, and Diamond Discs. A DIAMOND dental instrument or disc is a rotary abrading device made of stainless steel which is coated with diamond particles on the working end, and which is designed to fit into a dental handpiece allowing the user to safely shape and debride tooth and restorative structures.
· Some varieties of SS WHITE Diamond Burs are available in pre-Sterile and Non-Sterile models under various trade names with numerous head diameters and working lengths. The devices provided as non-sterile can be sterilized using steam sterilization in an autoclave.

INSTRUCTIONS FOR USE:
· The instructions for use are also made available and kept up to date on SS White’s website. (www.sswhitedental.com)

Technical Knowledge, Experience, Education or Training of Intended User:
· General dentists and dental specialists worldwide are trained in the use of diamond burs.
Manufacturer recommendations for speed and torque are provided via product packaging.

GENERAL INSTRUCTIONS:
· Prior to use, sterilize the burs supplied as non-sterile in accordance with the validated procedures provided prior to first use.
· Select the correct handpiece matching the shank of the bur being used.
· Release the collet and fully insert the bur into the handpiece.
· Ensure that the device is secure before use.
· Do not force a bur into the handpiece. In case of difficult access, check both handpiece turbine and bur and refer to handpiece instructions for troubleshooting
· Always refer to the product packaging for the Maximum RPM. Use of the bur beyond the RPM range may cause the bur to break and result in patient or user harm.

WARNINGS:
· Although SS White products are single use devices, risk of reuse can include:
· Cross contamination
· Failure due to fatigue
· Devices marked as single use are not intended to be used on more than one patient. Use on more than one patient may lead to decreased cutting efficiency which could result in device failure or generation of undesirable heat and cause patient discomfort, tooth or tissue necrosis, or patient burns.
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WARNINGS: (Continued)
· The device is to be used on the instruction of, or by a dentist or other licensed practitioner.
· Attention should be paid to the speed of work (RPM)
· Always refer to the product packaging for the Maximum RPM. Use of the bur beyond the RPM range may cause the bur to break and result in patient or user harm.
· Operating a bur with too high of an RPM may generate undesirable heat and cause patient discomfort, tooth or tissue necrosis, or patient burns.
· Proper irrigation is required while using the device. Inadequate use of irrigation may generate undesirable heat and cause patient discomfort, tooth or tissue necrosis, or patient burns.
· Do not apply excessive pressure on the bur as this could cause undesirable heat or may cause the bur to fail and cause patient or user injury.
· DIAMOND Burs must be steam sterilized prior to the first use to prevent the risk of infection or cross-contamination.
· DIAMOND Burs labeled “Sterile” require no further action prior to first use .
· If the packaging for “Sterile” labeled devices is opened or damaged or is past its expiration date, the device must be thoroughly cleaned and steam sterilized prior to use prevent the risk of infection or cross-contamination.
· Do not use chemical or dry heat to sterilize SS WHITE DENTAL Burs, as these processes have not been validated for use. Use of these processes may be corrosive to the device and could result in premature device failure.
· Proper cleaning is required during use of the device. Failure to properly remove the accumulated debris may cause the device to break causing patient or user harm or may generate undesirable heat and cause patient discomfort, tooth or tissue necrosis, or patient burns.
· Use a rubber dental dam while using DIAMOND Burs to avoid possible aspiration or swallowing of the device.
· Always wear gloves when handling contaminated instruments to avoid possible infection/cross-contamination.
· Eye protection must be worn to protect against eject particles which could cause user injury.
· Surgical masks must be worn to avoid inhalation of any aerosol or dust generated that could cause possible infection/cross-contamination.
· Carefully read package labels to ensure use of the appropriate device. Failure to do so may cause procedural delays or patient or user injury.
· Failure to follow these instructions may cause the following: preparation site damage, injury to the patient or user, or possible aspiration or swallowing of the DIAMOND Burs.

PRECAUTIONS:
· Carefully read package labels and instructions to ensure safe use of the appropriate device.
· Always inspect the burs before use
· Use a rubber dental dam while using burs to avoid possible aspiration or swallowing of debris.
· Use of worn-out or dull burs could cause undesirable heat or may cause the device to fail.
· Use of bent burs could cause vibration that may cause patient discomfort or damage to the preparation site.
· Move the bur continuously when in use to avoid localized heating and/or damage to the bur. Undesirable heat generation can cause patient discomfort, tooth or tissue necrosis, or patient burns.
· Avoid removing the bur at too sharp an angle to avoid leverage and breakage which could cause patient or user injury.
· Maintain handpieces in good working condition to ensure maximum effectiveness of the device. Failure to properly maintain handpieces may lead to procedural delays or injury of the patient or user, aspiration or swallowing of the device or damage to the preparation site due to vibration of a worn chuck or turbine.
· Ensure the bur is fully seated and securely gripped in the handpiece collet prior to use. Failure to do so may cause the device to “walk out” of the handpiece and may lead to injury of the patient or user or aspiration or swallowing of the device.
· Never force a bur into a handpiece as this could cause damage to the handpiece collet which could result in procedural delays.
· SS WHITE DENTAL Bur Blocks used to hold the devices for storage and steam sterilization are not intended to maintain sterility of the device. Burs should be stored in the sterilization pouch to prevent cross-contamination.
· Do not force Burs into Bur Blocks as this could cause damage to the bur or cause it to become lodged in the Bur Block.

PERSONAL PROTECTION EQUIPMENT:
· Always wear STERILE gloves when handling STERILE and/or contaminated instruments.
· Eye protection must be worn to protect against potentially ejected particles.
· Surgical masks must be worn to avoid inhalation of any aerosol or dust generated.


UNDESIRABLE SIDE-EFFECTS:
· Device fracture/breakage.
· Infection – Do not use product if package is damaged or open due to risk of infection occurring.
· Complications usually associated with dental procedures include: Pain, Instrument fracture/breakage, soft tissue damage/bleeding.

DISPOSAL OF USED PRODUCT:
· After use, products should be disposed appropriately by user as biohazard material per local regulations.

STORAGE CONDITIONS:
· Diamond burs should be stored in an ambient operatory temperature/environment, away from sunlight and corrosive chemicals, in a clean, dry location.
· The Diamond Burs should be stored in the sterilization pouch (or instrument block) until required.

STERILIZATION INSTRUCTIONS:
Refer to IFU001 Storage and Sterilization validated instructions.

· If the package is not labelled Sterile, then the burs must be steam sterilized* before use.
· Non-sterile Diamond burs are to be sterilized in accordance with the validated procedures provided herein prior to use.
· Sterilized Diamond burs MUST be stored in their sealed, sterile barrier pouch to maintain sterility UNTIL USE.
· Sterile Diamond Burs do not require sterilization prior to use UNLESS the sterile barrier packaging is damaged. If the sterile barrier packaging is damaged, the burs must be inspected, cleaned and sterilized in accordance with the validated procedures provided in IFU001 prior to use.
· Diamond Burs are single use only and may be available pre-sterile via radiation (in sterile barrier packaging) and non-sterile models as labelled on the packaging.
· NOTE: Blocks used to hold the devices for storage and steam sterilization are not intended to maintain sterility of the device.

*Please see sterilization instructions included in this document.
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image3.png
mproved Efliciency
Cacter Practice Growth




image4.png
Dental




image5.png
Dental




image6.png




image7.jpeg




image10.jpeg
C€




image11.jpeg
C€




image12.png
LOT





image13.jpeg




image14.png




image15.png
REF





image16.jpeg




image17.png




image18.jpeg




image19.jpeg
134°C
1





image20.jpeg




image21.jpeg




image22.jpeg




image23.jpeg




image24.jpeg
MD





image25.png
ec | rep





image26.png




image27.png




image28.png




image29.png




image30.png




image31.png




image32.png




image33.jpeg




image34.jpeg




image35.png




image1.png
mproved Efficiency
C o cter Practice Growth




image8.png
Helter Patient Outcomes




image9.png
mproved Efficiency
C o cter Practice Growth




image2.png
Helter Patient Outcomes




