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64C-7.001 Definitions.

(1) “Care coordination services” and “care coordination” mean Healthy Start services that link Healthy Start participants and their families with other Healthy Start services and those supports and services that complement, supplement, and assure continued participation in prenatal and infant health care as specified in Rule 64F-3.001, F.A.C.

(2) “CMS Audiologist provider” means an audiologist who has been approved by CMS.

(3) “Congenital disorder” means a disorder existing before or at birth, regardless of cause, that is designated by the department.

(4) “Environmental risk factor” means a physical, social, or economic factor in an individual’s environment which places him or her at risk for having or developing a health or health-related problem. These would be factors such as those delineated in Section 383.14, F.S.

(5) “Healthy Start infant” means an infant, less than twelve months of age, whose parent or family agrees to participate in Healthy Start care coordination and who may be at increased risk for impairment in health, intellect, or functional ability due to environmental, medical, nutritional, behavioral, or developmental risk factors as determined by the department’s risk screening instrument as defined in subsection 64C-7.008(2), F.A.C., or as determined by factors other than the score at the time of screening or subsequent to the initial screen.

(6) “Healthy Start participant” and “participant” mean a Healthy Start pregnant or postpartum woman or Healthy Start infant as defined in this section.

(7) “Healthy Start pregnant woman” means a pregnant woman who has agreed to participate in Healthy Start care coordination and may be at increased risk of pregnancy complications or poor birth outcome due to environmental, medical, nutritional, behavioral, or developmental risk factors as determined by the department’s prenatal risk screening instrument as defined in subsection 64C-7.008(1), F.A.C., or as determined by factors other than the score at the time of screening or subsequent to the initial screen.

(8) “Healthy Start services” mean those services provided to participants that maximize access to and participation in comprehensive prenatal and infant health care such as client and participant identification (case finding), care coordination, childbirth education, parenting education and support, nutritional counseling, psychosocial counseling, smoking cessation counseling, breastfeeding education and support, and other services that optimize health and developmental outcomes and improve access to care. Home visiting is a strategy for providing Healthy Start services. In addition to the home, Healthy Start services can also be provided in the neighborhood, school, workplace, or clinic; wherever the concerns, priorities, and resources of the participant or family can best be met. Healthy Start Coalitions have the responsibility to assess the maternal and infant health needs and services neceesary to have the greatest impact on pregnancy, health and developmental outcomes in their geographic regions.

(9) “Hearing risk factors” means selected risk factors having the potential to result in late onset hearing loss which are: family history, low birth weight (less than 1500 grams), PPHN (persistent pulmonary hypertension of a newborn), ECMO (extra corporeal membrane oxygenation), and hyperbilirubinemia or exchange transfusion.

(10) “Hearing Screening Information” means the section of the specimen card for reporting screening results including the last hearing screen date, last hearing screen results by ear, the last test method used, hearing risk factors or reason hearing was not screened.

(11) “Hereditary disorder” means a particular disorder designated by the department in accordance with Rule 64C-7.008, F.A.C., that is genetically transmitted from parent to offspring.

(12) “Infant (postnatal) risk screening” means the use of selected risk factors to identify infants at increased risk for mortality and morbidity, as designated in accordance with Rule 64C-7.011, F.A.C.

(13) “Newborn screening disorder” means a disorder designated by the department which may have pathologic consequences at birth or later in life.

(14) “Newborn screening” means a procedure requiring the use of selected laboratory criteria capable of detecting the presumptive presence of disorders.

(15) “Prenatal risk screening” means the use of selected risk factors to identify pregnant women at increased risk for pregnancy complications or adverse outcomes, as designated in accordance with Rule 64C-7.011, F.A.C.

(16) “Presumptive positive screening result” means an abnormal screening result with a specific value for an analyte or disorder that must be referred to a designated referral center.

(17) “Pulse Oximeter” means a U.S. Food and Drug Administration approved instrument for use in newborns to measure the percentage of hemoglobin in the blood that is saturated with oxygen.

(18) “Risk factor” means an element associated with an increased risk of pregnancy complications or infant mortality and morbidity.

(19) “Risk screening instrument” means a tool developed by the department containing selected risk factors in accordance with Rule 64C-7.011, F.A.C.

(20) “Satisfactory blood specimen” means a dried blood spot on which an accurate laboratory analysis can be performed.

(21) “Scoring mechanism” means a method used to ascertain potential risk based on the risk factors contained on the risk screening instrument.

(22) “Screening test” means a non-diagnostic laboratory procedure that is capable of detecting the presumptive presence of those disorders incorporated by reference in subsection 64C-7.002(1), F.A.C.

(23) “Unsatisfactory blood specimen” means any of the following:

(a) A specimen card on which an insufficient quantity of blood is obtained.

(b) A specimen card on which an accurate analysis or interpretation cannot be performed due to improper collection, handling, or submission.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.01, Amended 12-5-84, Formerly 10J-8.01, Amended 3-29-92, 9-20-94, 8-14-95, 3-28-96, Formerly 10J-8.001, Amended 4-1-08, 3-26-15, 8-20-17.
64C-7.002 Collection Procedures for Newborn Screening.

(1) Each live born infant shall be screened for those core and secondary conditions listed in the “Newborn Screening Disorders” list, February 3, 2020, unless the parent or guardian objects to the screening in accordance with Section 383.14(4), F.S. The “Newborn Screening Disorders,” February 3, 2020 is incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-12063.
(2) The infant’s blood shall be collected on a specimen card, DOH Form DH 677, (Revised 9/16), which is titled “Newborn Screening Specimen Collection Card,” and incorporated by reference. The form is available at https://www.flrules.org/Gateway/reference.asp?No=Ref-08548. The form may also be obtained through the State Public Health Laboratory located at 1217 North Pearl Street, Jacksonville, FL 32202. Forms may be ordered through the DOH website at http://www.floridahealth.gov/programs-and-services/childrens-health/newborn-screening/_documents/order-form-for-DH677.pdf.
(3) The laboratory order for a newborn screen may be submitted via the specimen card, DOH Form DH 677, or electronically to the State Public Health Laboratory. It is the responsibility of the submitting entity to complete all data fields on the specimen card or the electronic order that are required for identification, testing, result interpretation/reporting and billing of the specimen and/or patient.

(4) When a live birth occurs in a hospital, or licensed birth center, the responsible physician or healthcare practitioner, must:

(a) Ensure a satisfactory blood specimen is collected prior to the infant’s discharge from care. The specimen shall be collected within 48 hours of birth, but no earlier than 24 hours after birth.
(b) If the infant is discharged from the hospital or birth center before 24 hours after birth, a blood specimen shall be collected before discharge and a second newborn screening specimen shall be repeated after 24 hours and no later than 5 days after birth. At or before discharge, the hospital or birth center administrator or designee must provide a written notice to the parents, guardian, or other legally responsible party of the requirements for the newborn to be tested again within 5 days after birth. The primary responsibility for assuring repeat testing remains with the hospital or birth center; and,
(c) A pulse oximeter device must be used to test the oxygen level in the right hand and either foot. Newborns must be at least 24 hours of age or prior to hospital discharge to obtain the oxygen level. Pulse oximetry screening results must be documented on a specimen card, DOH Form DH 677, or submitted electronically to the State Public Health Laboratory. Testing procedures must be consistent with the American Academy of Pediatrics current screening algorithm as referenced in paragraph (5)(b), below.

(5) When a live birth occurs in a location outside of a licensed birth center and the infant is not admitted to a hospital following the birth, the professional person in attendance at the birth must:
(a) Obtain a satisfactory blood specimen within 48 hours of birth, but no earlier than 24 hours after birth; and,
(b) A pulse oximeter device must be used to test the oxygen level in the right hand and either foot. Newborns must be at least 24 hours of age to obtain the oxygen level. Pulse oximetry screening results must be documented on a specimen card, DOH Form DH 677, or submitted electronically to the State Public Health Laboratory. Testing procedures must be consistent with the American Academy of Pediatrics screening algorithm as described in “Strategies for Implementing Screening for Critical Congenital Heart Disease,” in Figure 1, page e1262, effective November 2011, incorporated by reference and available at http://pediatrics.aappublications.org/content/128/5/e1259.full, and https://www.flrules.org/Gateway/reference.asp?No=Ref-08549.
Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.03, Amended 12-5-84, Formerly 10J-8.03, Amended 3-29-92, 9-20-94, 3-28-96, Formerly 10J-8.003, Amended 4-1-08, 3-26-15, 8-20-17, 11-22-18, 8-30-20.
64C-7.0025 Procedures for Newborn Screening Referral Centers.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 4-1-08, Repealed 3-26-15.
64C-7.0026 Administration of Newborn Hearing Screening.

(1) The hospital must record the latest hearing screening results on DOH Form DH 677, (Revised 11/07), which is titled “Infant Screening Metabolic Disorders” and incorporated by reference. 

(2) Hearing screen information shall be reported one time and not repeated on multiple blood specimen cards unless reporting different results.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 4-1-08.

64C-7.003 Criteria for Approved Laboratories.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.04, Amended 12-5-84, Formerly 10J-8.04, Amended 3-29-92, 3-28-96, Formerly 10J-8.004, Repealed 4-1-08.

64C-7.004 Designated State Laboratory.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.05, Amended 12-5-84, Formerly 10J-8.05, Amended 3-29-92, Formerly 10J-8.005, Amended 4-1-08, Repealed 3-26-15.
64C-7.005 Reporting of Newborn Screening Test Results.

(1) Within 5 calendar days after receipt of a specimen, the State Public Health Laboratory shall send a written report of the results of all newborn screening tests to the submitting entity. The report of the test results shall become part of the patient’s medical record.

(2) The submitting entity must forward a copy of the newborn screening results to the ordering physician.

(3) If the State Public Health Laboratory determines that a specimen is unsatisfactory for testing, the Laboratory shall immediately request a repeat specimen from the submitting entity. The submitting entity shall offer facilities for collecting the blood sample.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.06, Amended 12-5-84, Formerly 10J-8.06, Amended 3-29-92, 9-20-94, 3-28-96, Formerly 10J-8.006, Amended 4-1-08.

64C-7.006 Newborn Screening Records.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 10-25-79, Formerly 10D-76.07, Amended 12-5-84, Formerly 10J-8.07, Amended 3-29-92, Formerly 10J-8.007, Amended 4-1-08, Repealed 3-26-15.
64C-7.007 Criteria for Designating Disorders.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 12-5-84, Formerly 10J-8.08, Amended 3-29-92, Formerly 10J-8.008, Repealed 3-26-15.
64C-7.008 Objection to Prenatal and Infant (Postnatal) Risk Screening.

(1) The health care provider shall request any pregnant woman who objects to prenatal risk screening, after the purpose of the screening has been fully explained, to indicate her objection in writing on the screening instrument, and to sign the instrument. The screening instrument to be used is the Prenatal Risk Screen, DOH Form 3134, 01/15 (English version), or DOH Form 3134 H, 01/15 (Creole version), or DOH Form 3134 S, 01/15 (Spanish version), which are incorporated by reference. and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05157, https://www.flrules.org/Gateway/reference.asp?No=Ref-05158, or https://www.flrules.org/Gateway/reference.asp?No=Ref-05159. If the woman refuses to sign the instrument, this refusal shall be indicated on the patient’s signature line. The provider is to complete, sign, and date the form.

(2) The hospital provider shall request any parent or guardian who objects to infant (postnatal) risk screening of their child or ward, after the purpose of the screening has been fully explained, to indicate the objection in writing on the electronic birth record risk screening instrument.
(3) Out-of-hospital birth providers with access to the electronic birth record risk screening instrument shall request any parent or guardian who objects to infant (postnatal) risk screening of their child or ward, after the purpose of the screening has been fully explained, to indicate the objection in writing on the electronic birth record risk screening instrument. Out-of-hospital birth providers without access to the electronic birth record risk screening instrument shall request any parent or guardian who objects to infant (postnatal) risk screening of their child or ward, after the purpose of the screening has been fully explained, to indicate the objection in writing on Infant Risk Screen, DOH Form 3135, 01/15 (English version), or DOH Form 3135 H, 01/15 (Creole version), or DOH Form 3135 S, 01/15 (Spanish version), which are incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05160, https://www.flrules.org/Gateway/reference.asp?No=Ref-05161, or https://www.flrules.org/Gateway/reference.asp?No=Ref-05162. If the parent or guardian refuses to sign the instrument, this refusal shall be indicated on the patient’s signature line. The provider is to complete, sign, and date the form.

(4) Prenatal and infant (postnatal) risk screening shall not be conducted if the affected pregnant woman, parent, or guardian objects to the screening.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 3-29-92, Amended 8-14-95, 3-28-96, Formerly 10J-8.009, Amended 5-2-01, 9-11-01, 3-26-15.
64C-7.009 Risk Screening Procedures.

(1) Prenatal Risk Screening Procedures.
(a) The health care provider delivering prenatal services shall assure that a prenatal risk screening instrument is completed and risk status is determined at the pregnant woman’s initial visit.

(b) The health care provider shall use the prenatal risk screening instrument and scoring mechanism determined by the department.

(c) The health care provider shall assure that at the initial visit the pregnant woman receives an explanation of Healthy Start services and is informed of her risk status as determined by the prenatal risk screening instrument.

(2) Infant (Postnatal) Risk Screening Procedures.
(a) The health care provider shall assure that an infant (postnatal) risk screening is done and risk status is determined on each live birth infant.

(b) The health care provider shall use the infant (postnatal) risk screening instrument and scoring mechanism determined by the department.

(c) The health care provider shall assure that the parent or guardian is informed of the baby’s risk status as determined by the infant (postnatal) risk screening instrument.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 3-29-92, Amended 9-20-94, 8-14-95, 3-28-96, Formerly 10J-8.010.

64C-7.010 Prenatal and Infant (Postnatal) Risk Screening Records.

(1) Prenatal Risk Screening Records.
(a) The health care provider shall maintain a completed copy of the Prenatal Risk Screen in the pregnant woman’s medical record.

(b) The provider of care coordination shall initiate documentation on every Healthy Start pregnant woman. That documentation shall contain, at a minimum, a scored prenatal risk screening instrument and record of case disposition, except for participants who are referred based on other factors subsequent to the initial screen. For those participants, documentation in the record shall include documentation of the participant’s risk factors and the record of case disposition.

(c) The department shall maintain a confidential registry of the risk screening results on all pregnant women received from health care providers.

(2) Infant (Postnatal) Risk Screening Records.
(a) The health care provider shall assure that documentation of the infant’s risk screening factors is included in the infant’s medical record.

(b) The provider of care coordination shall initiate documentation on every Healthy Start infant. That documentation shall contain, at a minimum, the infant’s risk factors and the record of case disposition.
(c) The department shall maintain a confidential registry of the risk screening results on all infants received from the health care providers.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 3-29-92, Amended 9-20-94, 8-14-95, 3-28-96, Formerly 10J-8.012, Amended 5-2-01, 3-26-15.
64C-7.011 Criteria for Designating Risk Screening Factors.

The department shall designate each risk factor for inclusion in the prenatal and infant (postnatal) risk screening instruments and shall determine the weight of each risk factor. Each designated risk factor shall meet one or more of the following criteria:

(1) The factor is known to reflect an increased risk of pregnancy complications, infant mortality, or morbidity.

(2) The factor is associated with increased risk of impairment in health, intellect, or functional ability in a percentage of infants positive for that factor.

(3) The factor reflects health behaviors which have been associated with increased risk of poor birth outcomes.

(4) The factor reflects an environmental risk factor.

Rulemaking Authority 383.14(2) FS. Law Implemented 383.14 FS. History–New 3-29-92, Amended 8-14-95, Formerly 10J-8.013, Amended 5-2-01.

64C-7.012 Charging for Newborn Screening Services.

(1) The fee required pursuant to Section 383.14(3)(g)1., F.S., shall be assessed July 1st of each year.

(2) The calculation required by Section 383.14(3)(g)1., F.S., shall be accomplished as follows: The amount of the fee to be charged to each licensed hospital and to each birth center will be projected by the agency based upon the number of live births recorded by the Office of Vital Statistics during the previous calendar year. A reconciliation between the number of projected live births and the actual number of live births as recorded in the Office of Vital Statistics will be done during the second quarter of each fiscal year.

(3) The fee charged will be paid in equal amounts quarterly based upon statements generated and mailed by the agency.

(4) When a licensed hospital opens an obstetrical unit, and when a birth center opens, the Department shall be notified by the hospital or birth center in writing. For those licensed hospitals and birth centers which do not have statistical data for the prior calendar year on the number of live births as recorded in the Office of Vital Statistics, the agency shall project the amount of the fee to be charged based upon the number of live births recorded in the Office of Vital Statistics by licensed hospitals and birth centers of similar size and capacity.

(5) When a licensed hospital closes its obstetrical unit, or when a birth center closes, the Department shall be notified by the hospital or birth center in writing. Upon notification, billing shall be terminated at the end of the quarter in which the facility closed and reconciliation will be done within 90 calendar days.

Rulemaking Authority 383.14(3) FS. Law Implemented 383.14 FS. History–New 10-29-95, Amended 11-25-96, Formerly 10J-8.014, Amended 4-1-08.
