Notice of Variances and Waivers

DEPARTMENT OF HEALTH
Board of Pharmacy
RULE NO.:
RULE TITLE:

64B16-27.797
The Standards of Practice for Compounding Sterile Products

NOTICE IS HEREBY GIVEN that on November 10, 2025, the Board of Pharmacy, received a petition for variance or waiver filed by Serafin Gonzalez, PharmD, RPh, CPh., on behalf of University of Miami Hospital & Clinics – Bascom Palmer Eye Institute. The Petitioner is seeking a waiver of the requirement of subsection 64B16-27.797(2), F.A.C., regarding minimum standards. Petitioner states that due to the constraints of the current facility, they are unable to fully comply with certain facility requirements for the controlled environment as described in the current USP 797/800. Comments on this petition should be filed with the Board of Pharmacy/MQA, 4052 Bald Cypress Way, Bin #C08, Tallahassee, Florida 32399-3258; within 14 days of publication of this notice.

A copy of the Petition for Variance or Waiver may be obtained by contacting: Traci Zeh, Executive Director, Board of Pharmacy, (850)245-4474; or at info@Floridaspharmacy.gov.
