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Item 8.01 Other Items
On May 9, 2018, the U.S. Department of Justice filed an injunctive action, specifically United States of America v. U.S. Stem
Clinic, LLC, U.S. Stem Cell, Inc., Kristin C. Comella, and Theodore Gradel. The Complaint alleges, among other matters that the
defendants manufacture “stromal vascular fraction” (SVF) products from patient adipose (fat) tissue, which the companies then
market as stem cell-based treatments, and which U.S. Stem Cell Clinic, LLC administers to patients, without first obtaining what the
government alleges are necessary FDA approvals.
The U.S. and the defendants filed cross motions for summary judgment, each asking for a ruling in its favor. On June 3,
2019, the Court entered an order granting Summary Judgment for the government and denying the defendants’ motion for summary
judgment. The order focused on the defendants’ actions in providing and marketing SVF therapy. In an order dated June 4, 2019, the
Court granted the defendants’ request to allow it the opportunity to work out the language of the form of injunction with the
government, and if unsuccessful, to provide a status report to the Court by June 14, 2019, outlining areas of disagreement. The Court
further ordered that the defendants (U.S. Stem Clinic, LLC, U.S. Stem Cell, Inc., Kristin C. Comella, and Theodore Gradel) ‘not sell,
provide or otherwise engage in any SVF therapy or any other activities to be regulated by the FDA as explained in the Court’s Order
on the Parties’ Motions for Summary Judgment.”
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