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August 28, 2020

Tissue Regeneration Technologies, LLC
& Jenmifer Daudelin

Official Correspondent

M Squared Associates, Inc.

575 Eighth Avenue, Suite 1212

New York, New York 10018

Re: K200526
Trade/Device Name: OrthoGeold 100
Regulation Number: 21 CFR 8784685
Repulation Name: Extracorporcal Shock Wave Device for Treatment of Chronic Wounds
Regulatory Class: Class lI
Product Code: PZL
Dated: August 26, 2020
Received: August 27, 2020

Dear Jenmfer Daudelin:

We have reviewed vour Section 510(k} premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
cnactment date of the Medical Device Amcendments, or to deviees that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Acl) that do nol require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at hitps:/'www.accessdata.fda. pov/scripts/edrh/cfdocs/cfpmn/pmn.cfim identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties, We
remind you, however, that device labeling must be truthful and not misleading,

If your device is classified (see above) into either class IT (Special Controls) or class 11l {(PMA), it may be
subject to additional controls. Existing major regulations atfecting vour device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898, In addition, FDDA may publish further announcements
concerning your device m the Federal Register,
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