Notice of Proposed Rule

DEPARTMENT OF HEALTH
Division of Emergency Preparedness and Community Support
RULE NOS.:
RULE TITLES: 

64J-4.001
General and Definitions

64J-4.002
Application for Repository Participation or Withdrawal

64J-4.003
Eligible Donors and Donation Requirements

64J-4.004
Donated Drug Inspection and Recordkeeping

64J-4.005
Patient Eligibility and Dispensing Requirements

64J-4.006
Recalled Prescription Drugs

PURPOSE AND EFFECT: This rule chapter establishes the requirements for the department’s prescription drug donation repository program as created under section 465.1902, Florida Statutes.

SUMMARY: Definitions, repository application requirements and forms, eligibility requirements and forms for donors and patients, and requirements and forms for recordkeeping, inspections and recall of donated drugs or supplies.

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: Based on the SERC checklist, this rulemaking will not have an adverse impact on regulatory costs in excess of $1 million within five years as established in Section 120.541(2)(a), F.S.

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: 465.1902(13) FS
LAW IMPLEMENTED: 465.1902 FS
A HEARING WILL BE HELD AT THE DATE, TIME AND PLACE SHOWN BELOW: 

DATE AND TIME: October 7, 2021, 10:00 a.m. – 11:00 a.m. ET, or until the conclusion of the hearing, whichever occurs first.

PLACE: Please join the meeting from your computer, tablet or smartphone. Online: Click here to join the meeting or by phone (850)792-1375, Conf. ID: 829905233#. Pursuant to the provisions of the Americans with Disabilities Act, any person requiring special accommodations to participate in this workshop/meeting is asked to advise the agency at least 7 days before the workshop/meeting by contacting: Shannon Hughes, (850)41-8525; Shannon.Hughes@flhealth.gov.

THE PERSON TO BE CONTACTED REGARDING THE PROPOSED RULE IS: Shannon Hughes, (850)841-8525; Shannon.Hughes@flhealth.gov.

THE FULL TEXT OF THE PROPOSED RULE IS: 

64J-4.001 General and Definitions
(1) Participation in the Florida Prescription Drug Donation Repository Program is optional. Nothing in this chapter requires medical facilities or pharmacies licensed in this state to donate, accept, or dispense prescription drugs or supplies pursuant to this chapter. 
(2) For the purpose of this chapter, the words and phrases below are defined as follows:
(a) Medical facility: A health care practitioner office, a hospital with a closed drug delivery system, nursing home with a closed drug delivery system, or a free or nonprofit health clinic that dispenses drugs through a pharmacy or physician license. 
(b) Reverse distributor: Person(s) engaged in the handling, processing, and removal of expired or otherwise adulterated or unsuitable prescription drugs on behalf of licensed pharmacies, practitioners, wholesalers, or other persons authorized to possess prescription drugs. 
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
64J-4.002 Application for Repository Participation or Withdrawal
(1) To be eligible for participation as a repository in the prescription drug donation repository program, a medical facility or pharmacy must be in compliance with all applicable federal and state laws, including laws applicable to the storage and distribution of drugs and the appropriate licensure standards, and must hold active, nonrestricted, state-issued licenses or registrations in good standing.
(2) A medical facility or pharmacy must submit a completed DH9006-EPCS-07/2021 “Repository Participation or Withdrawal Form” which is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-___ to the department. 
(3) A repository may, after providing notification to the department, distribute donated drugs to another participating repository by using DH9007-EPCS-07/2021 “Transfer Form” which is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-___. Nothing in this paragraph will be construed to limit the transfer of drugs as otherwise permitted by law. 
(4) A repository may withdraw from participation in the program at any time by submitting a Repository Participation or Withdrawal Form to the department. 
(5) A repository who withdraws from the program will redistribute donated drugs or supplies to another participating repository by using a Transfer Form and must submit a copy of the form to the department. In the event that a redistribution of drugs is not possible, or medications are expired or otherwise compromised, a repository will properly destroy the medications in accordance with Rule 64J-4.006. 
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
64J-4.003 Eligible Donors and Donation Requirements
(1) Eligible donors, as defined by section 465.1902(5), Florida Statutes, may donate legally obtained prescription drugs or supplies to a repository if the drugs or supplies meet the requirements of this rule. 
(2) Donors cannot donate, and repositories cannot accept:
(a) Controlled substances or 
(b) Medications with an approved United States Food and Drug Administration risk evaluation and mitigation strategy that includes elements to assure safe use. 
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
64J-4.004 Donated Drug Inspection and Recordkeeping
(1) The inspecting pharmacist must complete DH9008-EPCS-07/2021 “Donation Form”, which is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-___, which verifies that the donor and prescription drug or supply meets the criteria of section 465.1902(5) and (5), Florida Statutes, and must attach the Donation Form to the inventory required in section 465.1902(7)(d), Florida Statutes.
(2) A repository that receives prescription drugs or supplies from another repository is not required to reinspect such drugs or supplies. 
(3) In the event that controlled substances are mistakenly received by a repository and it is not possible or practicable to return the controlled substances to the donor, such abandoned controlled substances must be documented and destroyed beyond reclamation pursuant to Rule 64B16-28.303. 
(4) A repository must maintain a physical or electronic record of all drug Donation and Transfer forms and submit copies of all forms for the previous month to the Department of Health by email at PrescriptionDrugDonationProgram@FLHealth.gov or mail to DOH Bureau of Public Health Pharmacy, Drug Donation Program, 104-2 Hamilton Park Dr., Tallahassee, FL 32304 by the 5th day of each month.
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
64J-4.005 Patient Eligibility and Dispensing Requirements
(1) A repository must collect from each eligible patient, a completed DH9005-EPCS-07/2021 “Patient Application and Dispensing Form”, which is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-___. 
(2) By participating in the program and receiving donated drugs or supplies, an eligible patient waives the requirements for child resistant packaging of the Poison Prevention Packaging Act. 
(3) The repository must maintain a physical or electronic record of each completed Patient Application and Dispensing form and submit copies of all forms for the previous month to the Department of Health by email at PrescriptionDrugDonationProgram@FLHealth.gov or mail to DOH Bureau of Public Health Pharmacy, Drug Donation Program, 104-2 Hamilton Park Dr., Tallahassee, FL 32304 by the 5th day of each month.
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
64J-4.006 Recalled Prescription Drugs
(1) A repository must destroy all donated prescription drugs or supplies that are recalled, expired, or unsuitable for dispensing. 
(2) A repository must complete a DH9004-EPCS-07/2021, “Destruction of Drugs Form”, which is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-___, for all destroyed drugs or supplies. 
(3) A repository must develop and implement a protocol for notifying patients about recalled drugs or supplies which may have been dispensed. The repository will provide a copy of any such protocol to the department upon request. 
Rulemaking Authority 465.1902(13), FS. Law Implemented 465.1902, FS. History–New _______.
NAME OF PERSON ORIGINATING PROPOSED RULE: Dr. Niaz Siddiqui
NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Scott A. Rivkees, MD, Surgeon General and Secretary
DATE PROPOSED RULE APPROVED BY AGENCY HEAD: September 09, 2021
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