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

The Board of Pharmacy hereby gives notice: 

of the issuance of an Order regarding the Petition for Waiver or Variance, which was filed on October 5, 2022, by Shanel L. Fisher, PharmD, MS, BCOP, on behalf of Moffitt Cancer Center. The Notice of Petition for Waiver or Variance was published in Volume 48, Number 199, of the October 12, 2022, Florida Administrative Register. The Petitioner was seeking a waiver of the requirement of Rule 64B16-27.797, Florida Administrative Code, and the rule’s incorporated documents USP Chapter 797. The Petitioner is requesting to be able to use single dose vials (SDVs) with attached PhaSeal® closed system transfer devices (CTSDs) exposed to ISO 7 air quality when PhaSeal® CTSDs are attached to SDVs in ISO 5 air quality environment and 6 hour beyond use time use of that SDV with PhaSeal® CTSD is followed and drug with attached PhaSeal® CTSD is stored pursuant to temperatures outlined in the petition.

The Board considered the instant Petition at a duly-noticed public meeting held October 20, 2022, in Dania Beach, Florida. The Board’s Order, filed on November 10, 2022, granted the petition with the following terms and conditions: All licensees involved in compounding shall be properly trained as mandated by USP Chapter 797 and all licensees involved in utilizing the closed system drug transfer device outlined in the petition shall be trained on the proper use of the device. The Board found that Petitioner had established that the purpose of the underlying statute would be met by granting a variance or waiver from Rule 64B16-27.797, Florida Administrative Code. The Board further finds that Petitioner established that applying the requirements of the aforementioned rule to Petitioner’s circumstances would violate principles of fairness and impose substantial hardship.

A copy of the Order or additional information may be obtained by contacting: Traci Zeh, Acting Executive Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254.
