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Document No. 2518

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

CHAPTER 61

Statutory Authority:  1976 Code Sections 44-7-250, 44-7-260(A), and 1-23-120(I)

R.61-16, Standards for Licensing Hospitals and Institutional General Infirmaries

Synopsis:


The Department proposes to revise Sections 607 through 610 of Regulation 61-16 in entirety.  These sections of Regulation 61-16 establish the licensing standards for perinatal services in South Carolina hospitals. This revision will update standards to reflect current practice and will result in more consistency with national standards.  The revision will specifically create a Level II Enhanced facility designation.

Discussion of Revisions:  

SECTION 607 describes the specific requirements for designations of those hospitals which provide perinatal services and the requirement for documented relationships with regional perinatal centers.

SECTION 608 describes specific personnel requirements of each level of perinatal hospital and that these substantially meet the recommendations outlined in the Guidelines for Perinatal Care, fourth edition.

SECTION 609 requires that physical facilities, obstetrical and neonatal care, neonatal resuscitation, and inter-hospital transport of patients meet the recommendations outlined in national guidelines.

SECTION 610 describes the requirements for policies and procedures regarding the evaluation of perinatal care.
Instructions:

Replace Sections 607 through 610 of Regulation 61-16 in entirety by this amendment.

Text:
SECTIONS 61-16.607 THROUGH 610: 

SECTION 607.  ORGANIZATION (II)

A.  Each hospital providing perinatal services shall be designated as a Level I, II, II Enhanced (IIE),  III perinatal hospital, or regional perinatal center (RPC) by the Department, and shall request such designation by letter to the Department.  The Department shall include such designation on the face of the license when the requesting hospital meets the requirements specified below.  Such determination shall be made by the Department based upon a hospitals ability to meet regulatory requirements to be determined by a special inspection by the Department following the initial request for designation and as an integral part of subsequent license renewal procedures.

B.  Each Level I, II, IIE, and III hospital shall maintain and document a relationship with its designated RPC for consultation, transport and continuing education.  All patients shall be transferred to the appropriate RPC when medically appropriate, if beds are available.  This agreement/relationship shall include the ability to share data, as appropriate, related to these functions. 

607.1.  Intrapartum: Labor and Delivery Process (II)

Labor and delivery shall occur in a hospital capable of meeting the expected needs of both the mother and the neonate.  Ongoing risk assessment shall occur to determine the appropriate level of care.

607.2.  Designation of Inpatient Perinatal Care Services (I)

A.  Community Perinatal Center (Level I).  Provides services for uncomplicated deliveries and normal neonates.  The hospital shall have the capability to manage normal pregnant women and uncomplicated labor and delivery of neonates who are at least 36 weeks of gestation with an anticipated birth weight of greater than 2000 grams.  When it is anticipated or determined that these criteria will not be or have not been met, consultation and a plan of care shall be initiated and mutually agreed upon with the RPC. Hospitals must be able to manage a perinatal patient with acute or potentially life-threatening problems while preparing for immediate transfer to a higher level hospital. Management shall include emergency resuscitation and/or stabilization for both maternal and neonatal patients in preparation for transfer/transport for more specialized services. Hospitals at this level shall not provide care or services which are designated only for higher level hospitals.
B.  Specialty Perinatal Center (Level II).  In addition to Level I requirements, provides services for both normal and selected high-risk obstetrical and neonatal patients.  This level of neonatal care includes the management of neonates who are at least 32 weeks of gestation with an anticipated birth weight of at least 1500 grams.  A board-eligible pediatrician shall be in the hospital or on site within 30 minutes, 24 hours a day.  The hospital shall have at least a written consultative agreement with a board-eligible neonatologist.  Neonates shall be without acute distress or complex management requirements and shall not be in need of ventilatory support for more than six cumulative hours.  Neonates shall not require high-frequency ventilation support.  When it is anticipated or determined that these criteria will not be or have not been met, a plan of care will be developed in consultation with the RPC and documented in the patient’s medical record. These hospitals shall manage no less than an average of 500 deliveries annually, calculated over the previous three years. This calculation shall include the number of maternal transfers made prior to delivery to higher level perinatal hospitals. A Level II hospital shall not admit outborn neonates into its nursery without prior concurrence with the RPC.  Hospitals at this level shall not provide care or services which are designated only for higher level hospitals.
C.  Enhanced Perinatal Center (Level IIE).  In addition to Level II requirements, provides services for both normal and selected high-risk obstetrical and neonatal patients. Level IIE hospitals may be located only in areas of the state which are no closer than 60 miles from a South Carolina Regional Perinatal Center. This level of neonatal care includes the management of neonates who are at least 30 weeks of gestation with an anticipated birth weight of at least 1250 grams, as determined by estimations based upon best professional judgement, ultrasound, and/or other available medical technology and instruments. A board-eligible neonatologist shall be in the hospital or on site within 30 minutes, 24 hours a day.  Neonates shall not be in need of ventilatory support for more than 24 cumulative hours.  When it is anticipated or determined that any of the preceding criteria relating to gestation, weight and length of ventilatory support will not be or have not been met, the neonate may remain at the Level IIE facility, pursuant to a plan of care developed in consultation with, and agreement to by, the RPC. Such plan of care shall be documented in the patient’s medical record. Neonates shall not require high-frequency ventilation support. These hospitals shall manage no less than an average of 1200 deliveries annually, calculated over the previous three years. This calculation shall include the number of maternal transfers made prior to delivery to higher level perinatal hospitals. A Level IIE hospital shall not admit outborn neonates into its nursery without prior concurrence with the RPC.  Hospitals at this level shall not provide care or services which are designated only for higher level hospitals.

D.  Subspecialty Perinatal Center (Level III).  In addition to Level IIE requirements, provides all aspects of perinatal care, including intensive care and a range of continuously available subspecialty consultation as recommended in the fourth edition of the Guidelines for Perinatal Care (GPC) by the American Academy of Pediatrics (AAP) and The American College of Obstetricians and Gynecologists.  A board-eligible neonatologist shall be in the hospital or on site within 30 minutes,  24 hours a day.  A board-certified maternal-fetal medicine specialist (perinatologist) shall be available for supervision and consultation, 24 hours  a day.  In addition to the Level II and IIE capabilities, Level III hospitals shall have the staffing and technical capability to manage high-risk obstetric and complex neonatal patients, including neonates requiring prolonged ventilatory support, surgical intervention, or 24-hour availability of multispecialty management.  Hospitals with Level III designation shall manage no less than an average of 1500 deliveries annually, calculated over the previous three years, or at least an average of 125 neonate admissions who weigh less than 1500 grams each, require ventilatory support, or require surgery. This calculation shall include the number of maternal transfers made prior to delivery to higher level perinatal hospitals. Hospitals at this level shall not provide additional care or services designated only for RPCs.

E. Regional Perinatal Center (RPC). In addition to the Level III requirements for management of high-risk obstetric and complex neonatal conditions, the RPC shall provide consultative, outreach, and support services to Level I, II, IIE and III hospitals in the region.  The RPC shall manage no less than an average of 2000 deliveries annually, calculated over the previous three years, or at least an average of 250 neonate admissions who weigh less than 1500 grams each, require ventilatory support, or require surgery.  Personnel qualified to manage obstetric or neonatal emergencies shall be in-house.  A board-certified maternal-fetal medicine specialist (perinatologist) shall be in the hospital or on site within 30 minutes for supervision and consultation, 24 hours a day.  The RPC shall participate in residency programs for obstetrics, pediatrics, and/or family practice.  Continuing education and outreach education programs shall be available to all referring hospitals, and physician-to-physician consultation shall be available 24 hours a day.  The RPC shall provide a perinatal transport system that operates 24 hours a day, seven days a week, and return transports neonates to lower level perinatal hospitals when the neonates condition and care requirements are within the capability of those hospitals.

SECTION 608.  PERSONNEL (I)

608.1. Support Services

Detailed components of support services and medical, nursing and ancillary staffing for each level shall meet the recommendations outlined in the fourth edition of the Guidelines for Perinatal Care, fourth edition.

608.2.  Medical Specialists

The following medical specialists and subspecialists shall have medical staff credentials and/or written consultative agreements as follows:

A.  Level I 




1. Membership:  physician designated as physician-in-charge of obstetric services,  physician designated for supervision of newborn care,  anesthesia personnel with credentials to administer obstetric anesthesia available within 30 minutes, 24-hours a day, one person capable of initiating neonatal resuscitation available at every delivery.

2.  Consultation:  obstetrician, pediatrician, surgeon.


B. Level II, in addition to Level I requirements:



1. Membership: general surgeon, pathologist, radiologist, obstetrician, pediatrician, and anesthesiologist;

2.  Consultation: maternal-fetal medicine specialist, neonatologist, and pediatric surgeon.



C. Level IIE, in addition to Level II requirements:

1. Membership:  board-certified neonatologist designated as physician-in-charge of neonatal services, cardiologist, urologist, neurosurgeon, and hematologist;

2. Consultation: cardiac surgeon, medical geneticist, pediatric cardiologist,  pediatric radiologist, obstetrician or radiologist with special interest and competence in maternal disease and its complications, endocrinologist, pediatric neurologist, and pulmonologist.



D. Level III and RPC, in addition to Level IIE requirements:




1. Membership: maternal-fetal medicine specialist, obstetrician or radiologist 

with special interest and competence in maternal disease and its complications, pediatric radiologist, anesthesiologist with perinatal training and/or experience; pathologists with special competence in placental, fetal, and neonatal disease, and pediatric surgeon; 

2. Consultation: pediatric subspecialists in hematology,  medical genetics, endocrinology, nephrology, gastroenterology, infectious diseases, pulmonology, immunology, and pharmacology.  Pediatric surgical subspecialists, to include cardiovascular, neurosurgery, orthopedics, ophthalmology, urology and otolaryngology.


608.3.  Neonatal Intensive Care Nurse Staffing  

Neonatal intensive care nurse staffing is required if any of the following conditions exist:

A.  Any advanced support therapy, e.g., extracorporeal membrane oxygenation, nitric oxide, high frequency ventilation, peritoneal dialysis;

B.  Acute pre- or post-operative surgical conditions, except for minor surgical procedures such as inguinal hernia repair;

C.  Ventilatory support required for more than six cumulative hours duration (with the exception of do-not-resuscitate situations and chronic ventilator-dependent conditions);

D.  Less than 32 weeks of gestation and less than 1500 grams on the first day of life;

E.  Chest tubes required;

F.  Cardio-pulmonary resuscitation required in the previous 24 hours;

G.  Vital signs required every hour or more frequently;

H.  Three or more intravenous sites required;

I.  Pressor agent (excluding initial stabilization) or inotropic support required, e.g., dopamine (doses for renal perfusion maintenance excluded);

J. Complex diagnostic/assessment support required;

K.  Evidence of seizure activity/unstable neurologic status.

SECTION 609.  GENERAL FACILITY AND CARE REQUIREMENTS
609.1.  Physical Facilities (II)

Environment, equipment, supplies, and procedures utilized in the care of perinatal patients shall meet the recommendations outlined in the fourth edition of the GPC.

609.2.  Obstetrical Care  (II)

In each hospital providing obstetrical services, written policies and procedures shall be established and implemented through cooperative efforts of the medical and nursing staffs.  These policies and procedures shall outline the process, providers, and methods of providing risk-appropriate care to the obstetrical patient, and shall include, but not be limited to:

A.  Admission criteria and documentation;

B.  Preterm labor;

C.  Maternal transfer to another hospital;

D.  Induction and augmentation;

E.  Analgesia and anesthesia;

F.  Labor process;

G.  Capability to perform cesarean delivery within 30 minutes of the decision to do so;

H.  Immediate neonatal care/resuscitation;

I.  Recovery room care;

J.  Postpartum care.

609.3.  Neonatal Care (II)


Specific policies and procedures for the care of the neonate shall follow the recommendations outlined in the fourth edition of the GPC.

609.4.  Neonatal Resuscitation (I)

A.  Personnel, equipment, supplies, and medications as recommended by the 2000 edition of the American Heart Association and AAP Textbook of Neonatal Resuscitation shall be readily available in every hospital providing perinatal services.

B.  In order to meet the potential need for resuscitation of every neonate, at least one person who has a current provider-designation, as defined by completion of the AAP Neonatal Resuscitation Program, shall be on site.

C.  Personnel trained and qualified to perform neonatal resuscitation must be immediately available and not responding from an area removed from the delivery or nursery area.

D.  Equipment, supplies, and medications for neonatal resuscitation must be immediately available to the delivery and nursery areas at all times.

609.5.  Inter-hospital Care of the Perinatal Patient (Transport) (II)

Each hospital providing perinatal services shall establish and implement a written plan which outlines the process, providers, and methods of providing risk-appropriate stabilization and transport of any high-risk perinatal patient requiring specialized services.  This plan shall be updated in conjunction with the designated RPC on an annual basis, and shall include, but not be limited to, procedures outlining:

1.  Communication between referring hospitals and the RPC, transport teams and medical control, and perinatal providers and families;

2.  Indications for both acute phase and return transport between perinatal hospitals, to include essential contact persons and telephone numbers for referral and transport;

3.  A list of all medical record copies and additional materials to accompany each patient in transport.

B.  Equipment, supplies, and procedures used in preparation and support of transport of maternal patients shall be based upon the fourth edition of the GPC.  Equipment, supplies, and procedures used in the transport of a neonate shall be based upon the 1999 edition of the AAP Guidelines for Air and Ground Transport of Neonatal and Pediatric Patients.

SECTION 610.  EVALUATION OF PERINATAL CARE (II)
A.  Review of maternal and neonate mortality and morbidity shall be conducted at least every three months by the medical staff or designated committee, regardless of the size or designation of the perinatal service.  A perinatal mortality and morbidity review committee composed of representatives from the pediatric, obstetrical, and nursing staffs, with additional participation from other professionals, depending upon the cases to be reviewed, shall be established at Levels II, IIE, and III, and RPCs.

B.  In all perinatal centers, selected case reviews shall include, but not be limited to:

1.  Analysis of total perinatal mortality with identification of deaths attributable to various categories of complication; 

2.  Analysis of perinatal morbidity and related factors.

C.  Each hospital providing perinatal services shall review all live births or fetal/neonatal deaths in which the neonate weighed less than 1500 grams, utilizing the Departments Very Low Birthweight Self-monitoring Tool. Each completed self-monitoring DHEC form shall be retained by the facility and a copy made available to the Department as specified in the self-monitoring tool.

D.  Each event shall be evaluated for potential opportunities for intervention with the intervention and follow-up described, if applicable.  Written minutes of committee meetings shall be maintained.



E.
Each perinatal center shall annually review and document the findings from these case reviews with its designated RPC.

Fiscal Impact Statement:


Additional costs to the state and its political subdivisions are expected.

Statement of Need and Reasonableness:
This statement of need and reasonableness was determined by staff analysis pursuant to the S.C. Code, Section 1-23-115(C)(1)-(3) and (9)-(11).

DESCRIPTION OF REGULATION:  Regulation 61-16, Standards for Licensing Hospitals and Institutional General Infirmaries.

Purpose of Regulation Amendment: This amendment will revise/update the perinatal sections of the regulation in entirety.   See Preamble above and Determination of Need and Reasonableness below.

Legal Authority:  Sections 44-7-250, 44-7-260(A), and 1-23-120(I) of the S.C. Code.
Plan for Implementation:  The proposed amendment will take effect upon publication in the State Register following approval by the General Assembly.  The proposed amendment will be implemented by providing the regulated community with copies of the regulation.  It will be enforced through inspections by the Departments Division of Health Licensing.
DETERMINATION OF NEED AND REASONABLENESS OF THE PROPOSED REGULATION AMENDMENT BASED ON ALL FACTORS HEREIN AND EXPECTED BENEFITS:

Regulation 61-16 was last amended in 1992.  Section 1-23-120 of the S.C. Code (Administrative Procedures Act) requires state agencies to perform a review of its regulations every five years and update them if necessary. 

 As a result of the review of this regulation, statutory mandates, and need to update the regulation specifically pertaining to perinatal care, the proposed amendment is needed and reasonable.  The proposed amendment will revise/update the perinatal sections standards in entirety. 

DETERMINATION OF COSTS AND BENEFITS:  Additional costs to the state and its political subdivisions are expected.  It is anticipated that there will be additional costs to the regulated community. 

UNCERTAINTIES OF ESTIMATES: None.
EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: There will be no effect on the environment.  The revision will promote public health by updating standards related to perinatal care.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION AMENDMENT IS NOT IMPLEMENTED:  If the revision is not implemented, clinical perinatal standards will be less consistent with current national standards resulting in continued difficulties related to compliance.
