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Tristel ULT — approved for sale

Notification received 3 June 2023 from FDA:

De Novo request for classification of Tristel ULT has been approved as a
class Il foam/gel chemical sterilant/high level disinfectant for the
reprocessing of transvaginal and transrectal ultrasound probes and skin
surface transducers that may contact non-intact skin during use.

As a result of this order, we may immediately market our device.
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FDA, EPA, Health Canada:
Foundation stones laid

1) EPA and FDA, Washington
2) Parker Laboratories Inc., New Jersey

3) Health Canada, Ottawa & Innova
Medical Ophthalmics, Toronto

4) Tristel Inc., Massachusetts
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Ultrasound technology
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Segmenting the ultrasound market

The Spaulding Classification
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SEMI-CRITICAL NON-CRITICAL
Endocavity ultrasound probes Skin surface ultrasound transducers
Contact with mucous membrane or non-intact skin. Contact with intact skin.

High-Level Disinfection (HLD) Intermediate or Low-Level Disinfection (ILD/LLD)
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USA- FDA USA- EPA
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INTERMEDIATE LEVEL DISINFECTION

Endocavityprobes, and skin surface transducers Skin surface transducers
that may contact nonrintact skin during use and ultrasound console
FDA APPROVAL EPA APPROVAL
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