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January 1, 2022

To Whom It May Concern:
Subject: PolyCo FDA Registration & Device Listing

PolyConversions, Inc. manufactures and markets PolyWear® Disposable Gowns and
VR® Personal Protective Wear intended for use in health care facilities with barrier
protection levels identified as Class | and non-surgical PolyWear® Disposable Gowns
with barrier protection levels identified as Class 1l [OSHA Bloodborne Standard
Protective Gowns cleared by FDA under a 510(k) number K925077].

All VR Personal Protective Wear and PolyWear Disposable Gown products marketed
for use in health care facilities are listed devices under FDA’s “Establishment
Registration & Device Listing” for PolyConversions, Inc., Registration Number 1423205.

Sincerely,

William B. Smith
Vice President



