Notice of Declaratory Statement

AGENCY FOR HEALTH CARE ADMINISTRATION
Health Facility and Agency Licensing
RULE NOS.:
RULE TITLES:
59A-1.003
Definitions
59A-1.004
Certification Procedure
NOTICE IS HEREBY GIVEN that the Agency for Health Care Administration has received the petition for declaratory statement from BioXtek, Inc, filed on July 23, 2026.The petition seeks the agency's opinion as to the applicability of Sections 765.541 and 765.542, Florida Statutes and Rules 59A-1.003 and 59A-1.004, Florida Administrative Code, as it applies to the petitioner.
The Petitioner asked the Agency, “Does Rule 59A-1.003(32), F.A.C., Rule 59A-1.004, F.A.C., or Sections 765.541 and 765.542, F.S., apply to an entity whose operations are strictly limited to the processing, storage, packaging, labeling, and distribution of birth tissue (e.g., amnion) obtained exclusively from living donors?” and “Is an entity that exclusively processes and handles birth tissue from living donors, and never handles, retrieves, or distributes cadaveric or post-mortem donor tissue, required to be certified or licensed by AHCA as a tissue bank in the State of Florida under Rule 59A-1.004, F.A.C.?” Except for good cause shown, motions for leave to intervene must be filed within 21 days after publication of this notice.
A copy of the Petition for Declaratory Statement may be obtained by contacting: Douglas D. Sunshine, Agency Clerk, Agency for Health Care Administration, by mail at 2727 Mahan Drive, Mail Stop 3, Tallahassee, Florida 32308, by email at Douglas.Sunshine@ahca.myflorida.com, or by phone at (850)412-3671.
