Notice of Proposed Rule

DEPARTMENT OF HEALTH
RULE NO.:
RULE TITLE: 
64-9.001
Procedures for Opting Out of and Opting Into the Sickle Cell Registry

PURPOSE AND EFFECT: To implement a sickle cell registry for individuals that carry the sickle cell disease or trait by providing a process and forms for individuals and for parents or guardians of newborns and infants to opt out of the registry and for individuals and parents or guardians of newborns and infants to opt into the registry.

SUMMARY: This rulemaking adds a process and forms to implement the sickle cell registry created by section 383.147, Florida Statutes.

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 s.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: 383.147, F.S.

LAW IMPLEMENTED: 383.147, F.S.

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: Mr. Sean Isaac, 4052 Bald Cypress Way, Bin A-25, Tallahassee, FL 32399, Sean.Isaac@flhealth.gov, (850)245-4480.

THE FULL TEXT OF THE PROPOSED RULE IS:
64-9.001 Procedures for Opting Out of and Opting Into the Sickle Cell Registry.
(1) Parents or legal guardians of newborns and infants identified as having sickle cell disease or sickle cell trait through the newborn screening program as described in s. 383.14, F.S., may opt out of inclusion in the Sickle Cell Registry (Registry) by completing DOH Form – DH8006-CMS-07/2024, Florida Sickle Cell Registry Infant Opt-Out Form (effective 07/2024) which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-18994. A parent or guardian may also indicate his or her objection to having the infant included in the Registry by submitting the objection in writing to the department. The objection shall include, at a minimum, the name of the parent or guardian, the name of the infant, and the infant’s date of birth and must be mailed to Florida Newborn Screening Program, Division of Children’s Medical Services, Florida Department of Health, 4052 Bald Cypress Way, Bin A-06, Tallahassee, FL 32399-1707, Attn: Sickle Cell Registry. 
(2) Opting In: In addition to newborns and infants identified and included in the Registry pursuant to s. 383.147, F.S.,, individuals living in this state who have been identified as having sickle cell disease or carrying a sickle cell trait may choose to be included in the Registry by completing DOH Form – DH8001-OMH-11/2025, Florida Sickle Cell Registry Opt-In Form (effective 11/2025) which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-18995. 
(3) Opting Out (18+): Individuals who are included in the Registry and who are 18 years of age or older may opt out of the Registry by completing DOH Form – DH8000-OMH-11/2025, Florida Sickle Cell Registry Opt-Out Form (effective 11/2025) which is incorporated by reference and available at https://flrules.org/Gateway/reference.asp?No=Ref-18996. 
Rulemaking Authority 383.147 FS. Law Implemented 383.147 FS. History-New              .
NAME OF PERSON ORIGINATING PROPOSED RULE: Sean Isaac, Director of Operations, Office of Minority Health.

NAME OF AGENCY HEAD WHO APPROVED THE PROPOSED RULE: Joseph A. Ladapo, MD, PhD, State Surgeon General

DATE PROPOSED RULE APPROVED BY AGENCY HEAD: November 25, 2025

DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: February 13, 2025

