Notice of Proposed Rule

DEPARTMENT OF HEALTH
Division of Disease Control
RULE NO.:
RULE TITLE: 

64D-3.048
COVID-19 Vaccine Reporting Requirements

PURPOSE AND EFFECT: This rule sets forth the reporting requirements for all practitioners and other enrolled COVID-19 vaccine providers administering COVID-19 vaccines.

SUMMARY: COVID-19 vaccine administration reporting

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: 381.003(2), 381.0031(8), 381.005(3) FS
LAW IMPLEMENTED: 381.0011(3), (4), 381.003(1), 381.0031, 381.005(1) 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: Leah Bass at Immunization@FLHealth.gov or (850)245-4342.
THE FULL TEXT OF THE PROPOSED RULE IS:

64D-3.048 COVID-19 Vaccine Reporting Requirements
(1) All health care practitioners licensed under Chapters 458, 459 or 464, F.S., and all other enrolled COVID-19 vaccine providers, must report the following vaccination data elements in Florida SHOTS within 72 hours of administration to an individual of any dose of a COVID-19 vaccine that has been approved by or received Emergency Use Authorization from the U.S. Food and Drug Administration. 
(a) Administered at location: facility name/ID
(b) Administered at location: type
(c) Administration address (including county)
(d) Administration date
(e) CVX (Product)
(f) Recipient race
(g) Recipient ethnicity
(h) Lot number: unit of use and/or unit of sale
(i) MVX (manufacturer)
(j) Recipient address
(k) Recipient date of birth
(l) Recipient name
(m) Recipient sex 
(n) Sending organization
(o) Vaccine administering site (on the body)
(p) Vaccine expiration date
(q) Vaccine route of administration
(2) This rule will be reviewed and repealed, modified, or renewed through the rulemaking process five years from the effective date.
Rulemaking Authority 381.003(2), 381.0031(8), 381.005(3) FS. Law Implemented 381.0011(3), (4), 381.003(1), 381.0031, 381.005(1) FS. History–New 

.
NAME OF PERSON ORIGINATING PROPOSED RULE: Leah Bass
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 2, 2021
DATE NOTICE OF PROPOSED RULE DEVELOPMENT PUBLISHED IN FAR: July 19, 2021
