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Internal Memorandum

From: Biocompatibility and Toxicology
Date: July 7, 2023

Re: TED Stockings California Proposition 65 Labelling Assessment.

The T.E.D.™ Anti-Embolism Stockings are meant to be used by adult patients that are non-ambulatory in
the hospital, alternative care, or home setting. T.E.D.™ Anti-Embolism Stockings are used to reduce the
risk of deep vein thrombosis (DVT), which can extend up to six weeks after hospitalization. Anti-embolism
stockings are reported to function by reducing the overall cross-sectional area of the limb, increasing the
velocity of venous flow, reducing venous wall distention, and improving valvular function. The suppliers of
this product indicated that during the production process, minute residues of N, N-Dimethylacetamide

(DMAC), a Proposition 65 listed compound, could be present on the device.

The purpose of this memo is to provide biocompatibility support regarding our previous recommendation
that a Proposition 65 warning label is not necessary for this device. The Office of Environmental Health
Hazard Assessment, California Environmental Protection Agency (California Proposition 65) (OEHHA)
has set clear guidelines regarding evaluation of products containing any of the Proposition 65 listed
compounds. Typically, an exposure assessment is conducted and compared to a pre-determined safe
harbor level. This safe harbor level can be derived by toxicology experts in the absence of established
limits by OEHHA.

A toxicological risk assessment was conducted, and it was determined that total exposures to DMAC in
TED stockings were below projected thresholds for proposition 65 labeling. Therefore, these products will
not require a warning label for the identified compound as per Office of Environmental Health Hazard

Assessment, California Environmental Protection Agency.

References

1. California Office of Environmental Health Hazard Assessment overview, accessed at -
https://oehha.ca.gov/proposition-65.

2. Derivation methodology for projection of safe harbor levels for MADL and NSRL limits, The California
Environmental Protection Agency’s Office of Environmental Health Hazard Assessment
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