Notice of Change/Withdrawal

AGENCY FOR HEALTH CARE ADMINISTRATION
Health Facility and Agency Licensing
RULE NO.:
RULE TITLE:

59A-3.248
Pediatric Cardiac Programs

NOTICE OF CHANGE

Notice is hereby given that the following changes have been made to the proposed rule in accordance with subparagraph 120.54(3)(d)1., F.S., published in Vol. 47 No. 47, March 10, 2021 issue of the Florida Administrative Register.

The following sections of the proposed rule will be changed to read:

 

59A-3.248 Pediatric Cardiac Programs

(1) Licensure. No hospital may provide pediatric cardiac services without first obtaining a license pursuant to this rule, and Chapters 395, Part I, and 408, Part II, F.S.
(a) A hospital authorized to provide pediatric cardiac catheterization and angioplasty, and pediatric open heart surgery prior to July 1, 2019 shall be licensed to provide pediatric cardiac services as of the effective date of this rule and must comply with the meet all provisions of this rule within one year from the effective date.
(b) through (c) no change. 
(2) Quality of Care.
(a) No change.
(b) As a condition for biennial licensure renewal, a hospital providing pediatric cardiac services must meet or exceed minimum volume requirements for pediatric cardiac and adult congenital procedures.  Hospitals providing pediatric cardiac services may include adult congenital heart disease patients to meet volume requirements.
1. At least 100 cardiac catheterization procedures annually, averaged over a 2-year period, of which 50 procedures must be interventional, excluding myocardial biopsies.  Reportable cardiac catheterization procedures are defined as single sessions with a patient in the hospital’s cardiac catheterization procedure room(s), irrespective of the number of specific procedures performed during the session.
2. At least 30 electrophysiology procedures annually, averaged over a 2-year period, of which 18 are ablations.
3. At least 50 stress tests annually, averaged over a 2-year period.
4. At least 100 cardiac surgical procedures annually, averaged over a 2-year period.  Reportable cardiac surgical procedures are index procedures, defined as single sessions with a patient in the hospital’s cardiovascular operating suite(s), irrespective of the number of specific procedures performed during the session, and may include permanent epicardial lead placement.
(c) through (f) redesignated (b) through (e) No change.
(3) Personnel. 
(a) No change.
(b) Medical Staff. The medical director(s) must ensure trained and qualified physician members of the organized medical staff are available at all times to meet the needs of patients.
1. through 2. No change
3. At least one pediatric cardiovascular surgeon member of the organized medical staff must be board certified or eligible by the American Board of Thoracic Surgery, specialty certification in congenital cardiac surgery.
4. No change.
5. A physician who is not board certified, or who is not eligible due to foreign training or similar circumstances may provide pediatric cardiac services, including as physician-in-charge of a cardiac catheterization procedure, physician-in-charge of electrophysiology procedures, or pediatric cardiovascular surgeon upon documentation of education, training, or alternative certification acceptable to the medical director and hospital’s governing board or designated credentialing committee.
6. through 8. no change.
(c) through (d) no change. 
(4) through (7) no change.
(8) Enforcement. 

Enforcement of these rules shall follow procedures established in rule 59A-3.253, and 59A-35.120, F.A.C., and Chapters 395, Part I, and 408, Part II, F.S., including suspension, revocation or denial of the pediatric cardiac program license. 
(a) The Agency may conduct or cause to be conducted an inspection to determine compliance with the requirements of this rule.
(b) The Agency shall notify the facility of the findings and provide a timeframe in which to provide a plan of correction related to any identified deficient practice.
(c) A program that fails to maintain an overall risk-adjusted observed to expected operative mortality ratio, whose lower limit of the 95% confidence interval is less than or equal to 1, shall provide an assessment to the Agency of the quality assurance data described in Rule 59A-3.248(7)(a)13, F.A.C., every month until the requirement is met.
(9) No change.
Rulemaking Authority 395.1055, 408.036, 408.0361 FS. Law Implemented 395.1055, 408.0361 FS. History–New ___________.
