Notice of Proposed Rule

DEPARTMENT OF HEALTH
Board of Pharmacy
RULE NOS.:
RULE TITLES: 

64B16-28.702
Modified Class II Institutional Pharmacies

64B16-28.750
Class III Institutional Pharmacies.

64B16-28.820
Sterile Products and Special Parenteral/Enteral Compounding

64B16-28.860
Special Pharmacy - Parenteral/Enteral Extended Scope Permit

PURPOSE AND EFFECT: The Board proposes the rule amendment for Rule 64B16-28.702, F.A.C. to update language regarding sterile compounding for modified class II institution pharmacies. The Board proposes the rule amendment for Rule 64B16-28.750, F.A.C. to update sterile compounding for Class III pharmacies. The Board proposes the rule amendment for Rule 64B16-28.820, F.A.C. to update language regarding special parenteral/enteral compounding. The Board proposes the rule amendment for Rule 64B16-28.860, F.A.C. to update language regarding sterile compounding.

SUMMARY: For Rule 64B16-28.702, F.A.C. language will be updated regarding sterile compounding for modified class II institution pharmacies. For Rule 64B16-28.750, F.A.C. to language will be updated regarding sterile compounding for Class III pharmacies. For Rule 64B16-28.820, F.A.C. language will be updated regarding special parenteral/enteral compounding. For Rule 64B16-28.860, F.A.C. language will be updated regarding sterile compounding.

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 Board meeting, the Board concluded that this rule change will not have any impact on licensees and their businesses or the businesses that employ them. The rule will not increase any fees, business costs, personnel costs, will not decrease profit opportunities, and will not require any specialized knowledge to comply. This change will not increase any direct or indirect regulatory costs. Hence, the Board determined that a Statement of Estimated Regulatory Costs (SERC) was not necessary and that the rule will not require ratification by the Legislature. 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: Traci Zeh, Acting Executive Director, Board of Pharmacy, 4052 Bald Cypress Way, Bin C08, Tallahassee, Florida 32399-3258 or by email at info@Floridaspharmacy.gov.

THE FULL TEXT OF THE PROPOSED RULE IS:
64B16-28.702 Modified Class II Institutional Pharmacies.

(1) through (7) No change.

(8) A Modified Class II institutional pharmacy may contract with a Special Parenteral/Enteral Extended Scope pharmacy for the pharmacy services provided for by Rule 64B16-28.860, F.A.C.

(a) Special Parenteral/Enteral Extended Scope pharmacies and institutional pharmacy permits shall create and comply with Policy and Procedure Manuals that delineate duties and responsibilities of each entity including the following provisions: 

1. The institutional pharmacy permit shall maintain records appropriate to ensure the provision of proper patient care.
2. The institutional pharmacy permit designee shall inspect and log in all medicinal drugs provided by the Special Parenteral/Enteral Extended Scope pharmacy. 

(b) Such Policy and Procedure manuals shall be made available to the Board or Department upon request. 

Prior to contracting for such services, the institutional pharmacy shall ensure that the Special Parenteral/Enteral Extended Scope pharmacy is licensed under the provisions of Rule 64B16-28.860, F.A.C.

(9) A Modified Class II institutional pharmacy engaged in sterile compounding for immediate use only is exempt from the permitting requirements set forth in Rule 64B16-28.802 F.A.C., except for USP 800, NIOSH table 1 compounded sterile products, as referenced by USP 797 and incorporated into Rule 64B16-27.797. F.A.C. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.019(2)(c), 465.022 FS. History–New 4-22-82, Amended 11-5-85, Formerly 21S-1.37, Amended 4-16-86, Formerly 21S-1.037, Amended 7-31-91, Formerly 21S-28.702, 61F10-28.702, Amended 9-4-96, Formerly 59X-28.702, Amended 10-15-01, 7-14-14, 3-15-16,                                     . 

64B16-28.750 Class III Institutional Pharmacies. 

(1) through (7) No change. 

(8) A Class III institutional pharmacy engaged in sterile compounding for immediate use only is exempt from the permitting requirements set forth in Rule 64B16-28.802 F.A.C., except for USP 800, NIOSH table 1 compounded sterile products, as referenced by USP 797 and incorporated into Rule 64B16-27.797. F.A.C. 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 456.0635, 465.019(2)(d), 465.022 FS. History–New 10-10-18, Amended 8-27-23,             . 

64B16-28.820 Sterile Products and Special Parenteral/Enteral Compounding.

(1) No change. 

(2) Pharmacy Environment. The compounding and dispensing of sterile products and parenteral/enteral prescription preparations within a special sterile products and parenteral/enteral compounding pharmacy shall be accomplished in a pharmacy environment subject to the pharmacy permit laws of this state and in accordance with those requirements set forth in Rule 64B16-27.797, F.A.C. The Standards of Practice for Compounding Sterile Products. for the safe handling of drugs. The environment for this practice shall be set apart, and designed, and equipped to facilitate controlled aseptic conditions. Aseptic techniques shall prevail in this practice to minimize the possibility of microbial contamination. 

(3) General Requirements. 

(a) No change. 

(b) A special sterile products and parenteral/enteral compounding pharmacy shall provide special handling and packaging of compounded parenteral and enteral preparations when delivering from the pharmacy to the patient or institution as required to maintain stability of the preparations. All such preparations shall include the time and/or date of expiration on the label. Delivery from the pharmacy to the patient shall be made within a reasonable time. A special sterile products and parenteral/enteral compounding pharmacy shall provide telephone accessibility to its pharmacist(s) for its patients at all hours. 

(c) No change. 

(d) A Policy and Procedure Manual shall be prepared and maintained at each special sterile products and parenteral/enteral compounding pharmacy, and be available for inspection by authorized agents of the Board of Pharmacy and the Department. The Policy and Procedure Manual shall set forth in detail the objectives and operational guidelines of the permittee. The Policy and Procedure Manual shall include a Quality Assurance Program which monitors personnel qualifications, training and performance, equipment facilities, and random production sampling consistent with recommended standards for compounding and dispensing intravenous admixtures as set forth by the Joint Commission on Accreditation of Health Organizations, the National Coordinating Committee and Large Volume Parenteral, and as provided by the Florida Board of Pharmacy. 

(e) Compounding shall be conducted within an annually certified laminar air flow (LAF) hood, except in the existence of a Class 100 certified compounding environment, or certified mobile isolation chamber, in which case compounding may be conducted without the use of a certified laminar air flow hood. All cytotoxins must be compounded in a certified vertical laminar air flow hood or certified mobile isolation chamber. The use of a Type A or Type B LAF hood used shall be dependent upon the volume of work anticipated. All certifications shall be performed following manufacturer specification. 

(f) Protective garb: gloves, face and eye, and gowns should be provided and used. 

(g) Proper aseptic procedures must be used at all times to prevent bacterial contamination of the product as well as chemical contamination of the operator. 

(h) All unused cytotoxic agents and material must be disposed of properly in accordance with accepted professional standards and applicable law. 

(4) An applicant for a special sterile products and parenteral/enteral compounding pharmacy permit shall provide the Board of Pharmacy with the following: 

(a) Completed Board of Pharmacy permit application form (Form DH MQA 1220 01/2018 DPR/PH/107/9-88). 

(b) No change. 

(c) Permit fee as provided in Rule 64B16-26.1022 64B16-28.121, F.A.C. 

(5) Current Published References Minimum Requirements for Space, Equipment, Supplies and Publications. 

(a) To ensure compliance with the general requirements as set forth, the following minimum requirements for space, equipment, supplies and publications shall be met by a pharmacy which operates under the special permit of a sterile products and parenteral/enteral compounding pharmacy. These requirements are in addition to the minimum requirements for space and equipment required of other types of pharmacies when applicable. The minimum permit requirements are set forth as follows: 

(b) Space: 

1. The area for preparing sterile prescriptions as provided for by this rule referred to as the sterile admixture room shall be set apart from general work and storage areas. The room shall be adequately air conditioned or shall be under positive pressure. 

2. The sterile admixture room shall provide space for a minimum of one laminar flow hood. Additionally, the space shall be of adequate size to accommodate other equipment as provided herein and sufficient space to allow pharmacists and other employees working therein to adequately, safely, and accurately fulfill their duties related to prescriptions. 

(c) Equipment: 

1. Laminar Air Flow Hood(s): 

a. Horizontal; and/or 

b. Vertical. 

2. Refrigerator/freezer convenient to the clean room. 

3. Sink and wash area convenient to the clean room. 

4. Appropriate waste containers for: 

a. Used needles and syringes. 

b. All cytotoxic waste including apparel. 

(d) Supplies: 

1. Gloves, masks and gowns. 

2. Needles and syringes of various standard sizes. 

3. Disinfectant cleaning agents. 

4. Clean towels. 

5. Handwashing materials with bactericidal properties. 

6. Vacuum containers and various transfer sets. 

7. “Spill kits” for cytotoxic agent spills. 

(e) Current References: 

(a)1. No change. 

(b)2. No change. 

(c)3. No change. 

(d)4. No change. 

(e)5. United States Pharmacopeia and National Formulary, or Remington Pharmaceutical Sciences, or the United States Dispensatory (along with the latest supplements), or The Handbook of Injectable drugs by the American Society of Health Systems Pharmacy or an equivalent thereof sufficient in scope to meet the professional practice needs of the pharmacy, and a current authoritative therapeutic reference. 

6. Handbook of Injectable Drugs by American Society of Hospital Pharmacists. 

7. “Practice Guidelines For Personnel Dealing With Cytotoxic Drugs.” 

Rulemaking Authority 465.005, 465.022 FS. Law Implemented 465.018, 456.0196 FS. History–New 4-26-84, Formerly 21S-1.40, Amended 7-27-86, Formerly 21S-1.040, Amended 7-31-91, 10-14-91, Formerly 21S-28.820, 61F10-28.820, Amended 3-11-96, 6-4-97, Formerly 59X-28.820, Amended 7-1-02, 1-29-03, 6-4-14,                          . 

64B16-28.860 Special Pharmacy – Parenteral/Enteral Extended Scope Permit. 

(1)(a) No change. 

(b) Special Parenteral/Enteral Extended Scope pharmacies and institutional pharmacy permits shall create and comply with Policy and Procedure Manuals that delineate duties and responsibilities of each entity, including the following provisions: 

1. through 3. No change. 

4. A pharmacist for the Class II institutional pharmacy shall provide drug utilization review and shall review each prescription order prior to transmission to the Special Parenteral/Enteral Extended Scope pharmacy. 

5. No change. 

(c) No change. 

(2) Facilities obtaining this permit may also provide services described in paragraph 64B16-28.820(1)(a), F.A.C., without obtaining an additional permit. Pharmacy services and parenteral/enteral products provided by a Special Parenteral/Enteral Extended Scope pharmacy shall be limited to the compounding and/or dispensing of sterile:

(a) Preparations for parenteral parental therapy, parenteral nutrition; and/or 

(b) through (c) No change.

(3) No change. 

(4) Pharmacy Environment. The compounding and dispensing of sterile parenteral/enteral prescription preparations within a Special Parenteral/Enteral Extended Scope pharmacy shall be accomplished in a pharmacy environment subject to the pharmacy permit laws contained in Chapter 465, F.S., and in accordance with those requirements set forth by Rule 64B16-27.797, F.A.C. The Standards of Practice for Compounding Sterile Products. for the safe handling of drugs. Special Parenteral/Enteral Extended Scope permittees shall comply with the requirements contained in subsections 64B16-28.820(3) through (4), F.A.C., and the following: 

(a) Shall include an active and ongoing end product testing program to ensure stability, sterility, and quantitative integrity of finished prescriptions. 

(b) Shall insure each compounding process undergoes an initial and thereafter annual sterility validation utilizing media fill to ensure the integrity and validity of the compounding process. 

(5) Records. 

(a) Special Parenteral/Enteral Extended Scope pharmacies shall comply with the record maintenance requirements as contained in Rule 64B16-28.140, F.A.C. and compounding record requirements set forth by 64B16-27.797 The Standards of Practice for Compounding Sterile Products. 

(b) Special Parenteral/Enteral Extended Scope pharmacies dispensing medicinal products to patients under the provisions of paragraph 64B16-28.820(1)(a), F.A.C., or to patients of Modified Class II institutional pharmacies under the provisions of Rule 64B16-28.860, F.A.C., shall comply with the records, utilization review, and patient counseling requirements of Rules 64B16-27.800, 64B16-27.810 and 64B16-27.820, F.A.C. 

(c) Special Parenteral/Enteral Extended Scope pharmacies dispensing medicinal products to patients of Class II institutional pharmacies under the provisions of Rule 64B16-28.860, F.A.C., shall be exempt from the records, utilization review, and patient counseling requirements of Rules 64B16-27.800, 64B16-27.810 and 64B16-27.820, F.A.C.

(d) Compounding records shall be organized in such a manner as to include: lot number traceability of components used during compounding, documentation of any equipment used during compounding, documentation of staff performing compounding, and records recording ultimate dispensing of the compounded product. 

Rulemaking Authority 465.005 FS. Law Implemented 465.0196, 465.022 FS. History–New 9-4-96, Formerly 59X-28.860, Amended 7-17-05,           . 

NAME OF PERSON ORIGINATING PROPOSED RULE: Board of Pharmacy

NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Board of Pharmacy

DATE PROPOSED RULE APPROVED BY AGENCY HEAD: October 16, 2024

DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: December 13, 2024
