Notice of Proposed Rule

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

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

PURPOSE AND EFFECT: The Board proposes the rule amendment to update the rule to comply with the revised Standards of Practice for Compounding Sterile Products, Chapters of the United States Pharmacopeia, standards related to Outsourcing Facilities (aka 503b facilities), and the incorporated and adopted current good manufacturing practices found in 21 C.F.R. Parts 210 and 211.

SUMMARY: The rule amendment will comply with the revised Standards of Practice for Compounding Sterile Products, Chapters of the United States Pharmacopeia, standards related to Outsourcing Facilities (aka 503b facilities), and the incorporated and adopted current good manufacturing practices found in 21 C.F.R. Parts 210 and 211.

SUMMARY OF STATEMENT OF ESTIMATED REGULATORY COSTS AND LEGISLATIVE RATIFICATION:

The Agency has determined that this will not have an adverse impact on small business or likely increase directly or indirectly regulatory costs in excess of $200,000 in the aggregate within one year after the implementation of the rule. A SERC has not been prepared by the Agency.

The Agency has determined that the proposed rule is not expected to require legislative ratification based on the statement of estimated regulatory costs or if no SERC is required, the information expressly relied upon and described herein: During discussion of the economic impact of this rule at its Committee meetings and Board meetings, the Board, based upon the expertise and experience of its members, determined that a Statement of Estimated Regulatory Costs (SERC) was not necessary and that the rule will not require ratification by the Legislature. Specifically, the Board determined any impact is a direct result of state (§465.016(1)(e), Fla. Stat.) and federal law (21 U.S.C. §353a, as amended by Public Law Number 113-54 (November 27, 2013) and not a result of the rule. Further, the Board considered that all institutional pharmacies are already mandated to comply with the compounding provisions that are being clarified in order to obtain certain accreditation. The Board considered that having to come into compliance with laws that are already effective is not an economic impact that is applicable for consideration for this proposed rule amendment. No person or interested party submitted additional information regarding the economic impact at that time.

Any person who wishes to provide information regarding a statement of estimated regulatory costs, or provide a proposal for a lower cost regulatory alternative must do so in writing within 21 days of this notice.

RULEMAKING AUTHORITY: 465.005, 465.0155, 465.022 FS.
LAW IMPLEMENTED: 465.0155, 465.022 FS.
IF REQUESTED WITHIN 21 DAYS OF THE DATE OF THIS NOTICE, A HEARING WILL BE SCHEDULED AND ANNOUNCED IN THE FAR.

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Allison Dudley, Executive Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin C08, Tallahassee, Florida 32399-3258 or by email at Allison.Dudley@flhealth.gov.

THE FULL TEXT OF THE PROPOSED RULE IS:

64B16-27.797 The Standards of Practice for Compounding Sterile Products.
The purpose of this section is to assure positive patient outcomes through the provision of standards for 1) pharmaceutical care; 2) the preparation, labeling, and distribution of sterile pharmaceuticals by pharmacies, pursuant to or in anticipation of a prescription drug order; and 3) product quality and characteristics. These standards are intended to apply to all sterile pharmaceuticals, notwithstanding the location of the patient (e.g., home, hospital, nursing home, hospice, doctor’s office, or ambulatory infusion center).

(1) No change.
(2) Minimum Standards: Notwithstanding subsection (1) above, beginning on                   (effective date of rule) all sterile compounding shall be performed in full compliance with the minimum practice and quality standards of state and federal law. Section 465.016(1)(e), F.S., mandates that those licensed pursuant to Chapter 465, F.S., must comply with ss. 21 U.S.C. 301-392, known as the Federal Food, Drug, and Cosmetic Act (FD&C Act). Section 503A of the FD&C Act, codified at 21 U.S.C. 353a, requires compliance with minimum practice and quality standards for compounding sterile drug products pursuant to a valid prescription for an identified patient When compounding pursuant to this provision of the Act, the Act requires that sterile compounding must be done in compliance with all Chapters related to compounding found in the current United States Pharmacopeia. The Board, until November 2025, shall not take disciplinary action for failing to compound pursuant to the minimum practice and quality standards of this subsection as long as the compounding was done in compliance with the minimum practice and quality standards subsection (1).  The minimum practice and quality standards of the USP are adopted as the minimum standards to be followed when sterile products are compounded. However, nothing in this rule shall be construed to prevent the compounding of sterile products in accordance with standards that exceed the USP. 

(3) Current Good Manufacturing Practices: The Board deems that this rule is complied with for any sterile products that are compounded in strict accordance with Current Good Manufacturing Practices per 21 U.S.C. 353(b) adopted and incorporated herein by reference, available at https://www.flrules.org/Gateway/reference.asp?No=Ref-04436 and 21 C.F.R. Parts 210 and 211 (2013), adopted and incorporated herein by reference, available at http://www.flrules.org/Gateway/reference.asp?No=Ref-04437.
(4) Registered Outsourcing facilities: For any pharmacy registered as an outsourcing facility, the minimum standards of practice for sterile compounding shall be the current good manufacturing practices as mandated by Section 465.016(1)(e), F.S. and Section 503B of the FD&C Act, codified at 21 U.S.C. 353b.  as adopted in subsection (3).
(5) The board finds that the production of sterile compounded products prepared with a process that includes the lyophilization of the sterile product may not be adequately regulated under the provisions of subsection (1) or (2). Sterile compounded products prepared using a process that includes lyophilization shall, in addition to all applicable provisions of USP Chapter 797, be subject to the following additional requirements:

(a) through (k) No change.

(l) Laboratory testing.

1. No change.

2. Finished product testing for all batches shall include sterility testing with methods described in USP Chapter 71 unless an alternative method has been validated and shown to be equivalent or better. Diluents for reconstituting the vials for testing shall be preservative free. Lyophilized products released with beyond use dates within USP Chapter 797 standards guidelines shall, in lieu of sterility testing, conduct viable air, surface, and personnel (gloves and sleeves) sampling for each batch.

3. through 6. No change.

(6) Clarifications, Variances, or Exceptions to the United States Pharmacopeia:  The provisions of this subsection shall only apply when the compounding is being performed pursuant to the minimum practice and quality standards of subsection (1). 
(a) through (d) No change.
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