64C-7.002 Collection Procedures for Newborn Screening.

(1) Each live born infant shall be screened for phenylketonuria, congenital hypothyroidism, galactosemia, congenital adrenal hyperplasia, hemoglobin sickle beta-thalassemia, hemoglobin sickle cell disease, sickle cell anemia, 3-methylcrotonyl-CoA carboxylase deficiency, 3-OH 3-CH3 glutaric acuduria, arginosuccinic acidemia, mitochondrial acetoacetyl-CoA thiolase (betaketothiolase) deficiency, citrullinemia, glutaric acidemia type I, homocystinuria, isovaleric acidemia, long-chain L-3-OH acyl-CoA dehydrogenase deficiency, maple syrup urine disease, medium chain acyl-CoA dehydrogenase deficiency, methylmalonic acidemia, propionic acidemia, tyrosinemia type I, very long-chain acyl-CoA dehydrogenase deficiency, carnitine/acylcarnitine translocase deficiency, carnitine palmityl transferase deficiency type I, carnitine palmityl transferase deficiency type II, multiple acyl-CoA dehydrogenase deficiency, short chain acyl-CoA dehydrogenase  deficiency, tyrosinemia type II, biotinidase deficiency, carnitine uptake defect, methylmalonic acidemia (mutase deficiency), multiple carboxylase deficiency, trifunctional protein deficiency, and cystic fibrosis, as recommended by the American College of Medical Genetics after consultation with the Genetics and Newborn Screening Advisory Council in accordance with Rule 64C-7.007, F.A.C., unless the parent or guardian objects to the screening in accordance with Section 383.14(4), F.S.

(2) The infant’s blood shall be collected on a specimen slip, DOH Form DH 677 (Revised 11/07), which is titled “Infant Screening Metabolic Disorders” and incorporated by reference. The form may be obtained through the State Public Health Laboratory located at 1217 North Pearl Street, Jacksonville, FL 32202. Forms may also be ordered through the DOH website at http://www.doh.state.fl.us/Lab/PDF_Files/OrderForm_for_DH677.pdf. 

(3) When a live birth occurs in a hospital, the responsible physician must obtain a satisfactory blood specimen prior to the infant’s discharge from the hospital. The specimen shall be collected not earlier than 24 hours after birth and not before the infant has been on a protein diet for at least 24 hours. If the infant is discharged from the hospital before 24 hours after birth, or before being on a protein diet for 24 hours, a blood specimen shall be collected regardless, but collection shall be repeated after 24 hours and no later than 5 days after birth. At or before discharge, the hospital administrator or a designated representative must provide a written notice to the parents, guardian, or other legally responsible person of the requirements for such newborn to be tested again prior to 5 days after birth. The primary responsibility for assuring repeat testing remains with the hospital.

(4) When a live birth occurs in a facility other than a licensed hospital, the professional person in attendance at the birth must obtain a satisfactory blood specimen prior to the infant’s discharge from the facility. The specimen shall be collected not earlier than 24 hours after birth and not before the infant has been on a protein diet for at least 24 hours. If the infant is discharged from the facility before 24 hours after birth, or before being on a protein diet for 24 hours, a blood specimen shall be collected regardless, but collection shall be repeated after 24 hours and no later than 5 days after birth. At or before discharge, the facility administrator or a designated representative shall provide a written notice to the parents, guardian, or other legally responsible person of the requirements for such newborn to be tested again prior to 5 days after birth. The primary responsibility for assuring repeat testing remains with the facility.

(5) If a newborn requires neonatal intensive care services, the responsible physician must obtain a satisfactory blood specimen on admission to the Neonatal Intensive Care Unit (NICU), prior to any blood transfusion, and again at seven days of age or just prior to discharge from the NICU, whichever is sooner. If the newborn stays in the NICU for 21 days or longer, a third specimen shall be obtained prior to discharge. If a satisfactory blood sample is not collected prior to receiving a blood transfusion, then a repeat screening specimen must be collected 3-4 months after the last blood transfusion.
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