Notice of Declaratory Statement

DEPARTMENT OF HEALTH
Board of Pharmacy
RULE NO.:
RULE TITLE:
64B16-28.108
All Permits - Labels and Labeling of Medicinal Drugs
NOTICE IS HEREBY GIVEN that Board of Pharmacy has received the petition for declaratory statement from Petra Estep, PharmD, MHA, BCPS, CPh, filed on July 26, 2023.The petition seeks the agency's opinion as to the applicability of Sections 381.887(3)(b) and 465.019(4), Florida Statutes and Rule 64B16-28.108, F.A.C., as it applies to the petitioner.
Petitioner seeks a Declaratory Statement from the Board regarding Sections 381.887(3)(b) and 465.019(4), Florida Statutes and Rule 64B16-28.108, F.A.C. and asks the following questions: (1) Is dispensing of an emergency opioid antagonist pursuant to 381.887, F.S., an exception to the dispensing restriction set forth in 465.019, F.S.? (2) Do emergency opioid antagonists dispensed pursuant to 381.887, F.S. require all labeling elements outlined in Rule 64B16-28.108, F.S.? (3) If question (1) is answered with “yes”, can more than a 24-hour supply be dispensed by the Class III institutional pharmacy? Further, can the Class III institutional pharmacy dispense an emergency opioid antagonist to someone that is not a patient of the institution pursuant to a nonpatient-specific standing order? Except for good cause shown, motions for leave to intervene must be filed within 21 days after the publication of this notice.
A copy of the Petition for Declaratory Statement may be obtained by contacting: Allison Dudley, Executive Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin C08, Tallahassee, Florida 32399-3258 or by email at info@floridaspharmacy.gov.
