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 Shamara Davis, PharmD, CPH, on behalf of University of Miami Sylvester Cancer Fort Lauderdale. Although no specific rule or statute is mentioned in the petition, it appears that the petition seeks the agency opinion as to the requirement of Rule 64B16-27.797, F.A.C., which requires the standards of practice for compounding sterile products. Petitioner is unable to comply with the requirements for the controlled environment, specifically sections 4.1.5, due to the lack of presence of an ante room or buffer room and the physical layout of the pharmacy, combined with specific issues such as space limitations and absence of proper ventilation. Regarding USP 800, Petitioner has faced obstacles with hazardous drug handling processes and storage requirements due to the lack of designated separate hazardous drug storage. 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.
