Notice of Change/Withdrawal

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

59A-3.249
Neonatal Intensive Care Units

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. 45 No. 61, March 28, 2019 issue of the Florida Administrative Register.

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

59A-3.249 Neonatal Intensive Care Units.  Each hospital with an obstetrical department as described in Rule 59A-3.244(2), F.A.C. shall have a neonatal nursery to provide Level I neonatal services.  Level I neonatal services means well-baby care services including sub-ventilation care, intravenous feedings, intravenous medications, and gavage to neonates, as needed. Services in a Level I neonatal nursery are restricted to neonates born at 35 weeks gestation or later and who are considered low risk and physiologically stable. Ventilation assistance shall not be provided except for resuscitation and stabilization. Upon beginning ventilation, the hospital shall implement a patient treatment plan which shall include the transfer of the neonate to a hospital providing Level II, III, or IV NICU services at such time that it becomes apparent that ventilation assistance will be required beyond the neonate’s resuscitation and stabilization. A hospital only providing Level I neonatal services shall establish a triage procedure to assess the need for transfer of obstetrical patients to hospitals providing Level II, III, or IV NICU services prior to their delivery where there is an obstetrical indication that resuscitation will be required for their neonates.
(1) A hospital may not provide NICU neonatal intensive care services prior to obtaining licensure of NICU beds as evidenced by the bed type appearing on the face of the hospital’s license. A hospital authorized to provide NICU neonatal intensive care services as of July 1, 2020 shall be licensed to provide the same level of care for NICU services neonatal intensive care servies as of the effective date of this rule, but and must meet all of the requirements of this rule within one year from the effective date. However, This does not preclude a hospital is not precluded from qualifying for a higher level during the year.
(a) A hospital establishing NICU neonatal intensive care services must apply for licensure of Level II, III, or IV NICU beds by submitting a hospital licensure application as specified in subsection 59A-3.066(2), F.A.C.
(b) A hospital providing Level II, III, or IV NICU neonatal intensive care services must have, directly or by contract, an emergency 24-hour neonatal transportation system in accordance with Rule 64J-1.006, F.A.C. administered by the Department of Health. Hospitals providing Level II NICU neonatal intensive care services must have a written transfer agreement with a hospital providing Level III or Level IV NICU neonatal intensive care services and hospitals providing Level III NICU neonatal intensive care services must have a written transfer agreement with a hospital providing Level IV NICU neonatal intensive care services.  A hospital which is part of a health system with more than one hospital under common ownership is not required to have a written transfer agreement with hospitals within the same system.
(c) A hospital providing Level III or Level IV neonatal intensive care services may utilize any licensed NICU bed up to at the hospital’s highest licensed level of NICU neonatal intensive care services required to meet the patient’s needs if the staffing, equipment, and supplies required by this rule for the level of service is met.

1. A Level II NICU may only provide Level II NICU services.  Level II NICU services may be provided to any neonate who no longer requires Level III or Level IV NICU services.
2. A Level III NICU may provide Level II and Level III NICU services.
3. A Level IV NICU may provide Level II, Level III, and Level IV NICU services.
(2) Level II NICU Neonatal Intensive Care Services.  A hospital providing Level II NICU services shall have a physically and functionally distinct NICU for neonates born at greater than or equal to 32 weeks gestation, weighing greater than or equal to 1,500 grams birth weight, and/or who have physiologic immaturity or are moderately ill, but are expected to recover rapidly and not require any subspecialty services. All neonates born earlier than 32 weeks gestation or weighing less than 1,500 grams birth weight and requiring one or more of the Level III or Level IV NICU services shall be transferred to a hospital providing Level III or Level IV NICU services. Level II NICU services may be provided to neonates pending transport to a hospital with Level III or IV NICU services. Hospitals that are licensed for Level II NICU beds, but not Level III or Level IV NICU beds may perform only Level II Neonatal Intensive Care Services.
(a) No change.
(b) Each Level II NICU must have available, on-site or on an on-call basis for consultation within 30 minutes, members of the organized medical staff with neonatal intensive care privileges granted pursuant to Rule 59A-3.272, F.A.C. The following staff, either directly or by contract, must be available on-site, or on an on-call basis for consultation on-site or via telephone or telemedicine within 30 minutes to provide emergency care as needed:
1. Physicians with expertise in the treatment of neonates;
2. Pediatric hospitalists; or
3. Neonatologists;
(c) Each Level II NICU must have neonatal nurses, respiratory therapists, radiology technicians and clinical laboratory personnel continuously available.

1. Neonatal nurses. The nursing staff must be under the supervision of a registered professional head nurse with experience and training in neonatal intensive care nursing. The head nurse must be a registered professional nurse. Nurses must be trained to provide administer cardio-respiratory monitoring, assist with in ventilation, administer intravenous fluids, provide pre-operative and post-operative care of patients requiring surgery, manage patients being transported, and provide emergency treatment of conditions such as apnea, seizures, and respiratory distress;

I. No change 

II. There must be at least one nurse for every three patients receiving Level II NICU neonatal intensive care services;

2. No change.
(d) Each Level II NICU unit must be capable of providing continuous positive airway pressure or mechanical ventilation up to 24 hours, as needed, and provide:

1. Continuous positive airway pressure;
2. Mechanical ventilation up to 24 hours, as needed;
3.1. On-site, on a 24-hour basis, x-ray, and neonatal ultrasound, and clinical laboratory services. Clinical laboratory services must include blood gas analysis, and have the capability to perform microstudies;

4. Clinical laboratory services including blood gas analysis and the capability to perform microstudies;
2. renumbered 5. No change.
6.3. Nutritional services, as required by Rule 59A-3.240, F.A.C. including having aA dietician or nutritionist available as needed to provide information on patient dietary needs and to provide the patient’s family instructions or counseling regarding the appropriate nutritional and dietary needs of the patient after discharge;

4. through 6. renumbered 7. through 9. No change.
(e) through (f) No change.
(3) Level III NICU Neonatal Intensive Care Services.  Neonates born less than 32 weeks gestation, weighing less than 1,500 grams birth weight, and/or have a critical illness regardless of gestational age or birth weight require Level III NICU services. Hospitals providing Level III NICU services must meet the staffing, equipment, and service standards required of Level II NICUs in addition to the standards noted within this subsection. Hospitals providing Level III NICU services may perform Level II and Level III NICU services, Neonatal Intensive Care Services whole body hypothermia treatments, and complex neonatal surgery excluding pediatric cardiac services.

(a) Each Level III NICU must be directed by a full-time, board certified neonatologist. Hospitals with Level III NICUs must maintain the staff required of Level II NICUs and have the.  The following specialists must be available on-site, or on an on-call basis for consultation on-site or via telephone or telemedicine within 30 minutes: 

1. Pediatric medical subspecialists, including pediatric intensivists;
2. through 5. No change.
(b) Neonatal nurses. There must be at least one nurse for every two patients receiving Level III NICU neonatal intensive care services. Patients requiring complex neonatal surgery or multi-system support must have one nurse for every patient during the immediate preoperative, intraoperative, and immediate postoperative periods.

(c) A Level III NICU must be capable of life support as needed.  Level III NICUs must have the equipment and services required of a Level II NICU and the following equipment and services must be continuously available:

1. through 2. No change.
3. Imaging services capable of advanced imaging with interpretation on an urgent basis, including computed tomography, magnetic resonance imaging; and echocardiography Laboratory and imaging services; 
4. Laboratory, nNutrition, and pharmacy, social services; and
5. Social services;
5.6. Pastoral care; and
7. Advanced imaging with interpretation on an urgent basis, including computed tomography, magnetic resonance imaging; and echocardiography.

(4) Level IV NICU Neonatal Intensive Care Services. Hospitals providing Level IV NICU services must meet the staffing, equipment, and service standards required of Level III NICUs in addition to the standards noted within this subsection. Hospitals providing Level IV NICU services may perform Level II, Level III and Level IV NICU Neonatal Intensive Care sServices. 

(a) General hospitals providing Level IV NICU services must provide obstetric services for women with high-risk pregnancies on-site on site, on a 24-hour basis.

(b) Hospitals providing Level IV NICU services must:

1. Maintain continuous availability of pediatric medical and surgical specialists on-site, or on an on-call basis to be on-site and ready within 30 minutes, to provide Level IV NICU services complex neonatal surgery, including pediatric cardiac services (e.g., congenital cardiac malformations that require cardiopulmonary bypass with or without extracorporeal membrane oxygenation); 

2. through 4. No change.
5. Maintain continuous availability of pediatric specialists and staff to provide services to include extracorporeal membrane oxygenation and whole body hypothermia treatments, as needed.
(5) No change.
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