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Nole: Chapter HSS 115 was created as an emergency rule effective November 1, 1992. 

H '. 115.01 Authori l}' llnd purpose. This chapter is promulgated under 
th authority of ·s. 253.13 ( 1) and 227.11 (2), Stats., to specify !.he con­
genital and metabolic disorders for which n wborn infants are to be 
screened by means of a sample of blood taken [roman infant shortly after 
birth and Lesls performed on thal sample by the state laboratory of 
hygiene. 

HiHlori·: Cr. Register, May, 1993, No. 449, eff. 6-1-93; correction made under s. 13.93 (2m) 
1b1 7., Stats., Register, July, 1995, No. 475. 

II 'S 115.02 Applicubility. This chapter applies to the att nding physi­
cian licensed under ch. 448, Stats., nw·se-midwife certified under s. 
441.15, Stats., or other attendant at th birth of an infant born in Wis­
consin, to the i.nfan and the infant's parents or guardian, and to the 
state laboratory which carries out tests on the sample oi blood taken 
from the infant. 

HiHlory: Cr. Register, May, 1993, No. 449, e.ff. 6-1-93. 

HSS l IS.03 Definitions. In this chapter: 

( 1) "Congenital disorder" means a disorder present at birth, either in­
herited or due to an influence occurring during gestation up to birth. 

(2) "Department" means the Wisconsin department of health and so­
cial services. 

(3) "ICD-9-CM" means the International Classification of Diseases, 
9th Revision, Clinical Modification, October l, 1991. 

(4) "Medical consultant" means a physician licensed to practice 
medicine or osteopathy under ch. 448, Stats., who has expertise in treat­
ment of one or more of the conditions listed under s. HSS 115.04. 

(5) "Metabolic disorder" means a disorder of the chemical processes 
that take place in the body. 

(6) "Screening" means checking each member of a population to iden­
tify presumptive medical conditions that indicate that diagnostic testing 
for congenital or metabolic disorders is needed. 

(7) "State laboratory" means the state laboratory of hygiene under s. 
36.25 (11), Stats. 

History: Cr. Register, May, 1993, No. 449, eff. 6-1-93. 

HSS 115.04 Congenital and metabolic disorders. Blood samples taken 
from newborns as required under s. 253.13 ( 1 ), Stats., shall be tested by 
the state laboratory for the following conditions: 
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(1) Phenylketonuria (PKU), ICD-9-CM 270.l; 

(2) Galactosemia, ICD-9-CM 271.1; 

( 3) Congenital hypothyroidism, I CD-9-CM 243; 

(4) Sickle cell disease and related hemoglobin abnormalities, ICD-9-
CM 282.6; 

(5) Biotinidase deficiency, ICD-9-CM 266.9; 

(6) Congenital adrenal hyperplasia, ICD-9-CM 255.2; and 

(7) Cystic fibrosis, ICD-9-CM 277.0. 
Hi•lory: Cr. Register, May, 1993, No. 449, elf. 6-1-93; emerg. am. (5) and (6), er. (7), elf. 1-

31-95; correction in (intro.) made under s. 13.93 (2m) (b) 7., Stats., Register, July, 1995, No. 
475; am. 151and161, er. (7), Register, July, 1995, No. 475, elf. 8-1-95. 

HSS 11 5.05 L.ahorutory te:-:ls. (1) PROCEDURE$. The state laboratory 
shall stablish procedures, with the approval of the department, for ob­
taining blood specimens ror the testing required under s. 253.13 (1 ) , 
Stats., and this chapter, £erformi.ng tesls and reporting resu lts or tests 
p rformed to the infants physician and the departmenl as required 
under s. 253.13 ( 4 }, Stats. 

(2) ADDITIONAL TESTS FOR RESEARCH AND EVALUATION PURPOSES. The 
department may direct the state laboratory to ·perform other tests on 
specimens for research and evaluation purposes related to congenital and 
metabolic disorders or laboratory procedures. ln directing ihai addi­
tional te ·ting be performed, ih department sha ll ensur that all applica­
ble lawi; relating to protection of human subjects of r search are 
observed. 

Hi•lory: Cr. Register, May, 1993, No. 449, elf. 6-1-93; corrections in (1) made under s. 
13.93 iZml ibi 7., Stats., Register, July, 1995, No. 475. 

HSS J l(i.116 ' rilerfa for utlding or dclc>ting conditions. ln del rmining 
which disorders are to be added or deleted Trom s. HSS 115.04, the de­
partment shall seek the advic and guidance or medical consulLants, staff 
of the stat laboratory and other persons who have expertise and experi-

nce in dealing with congenilal and metabolic disorders. Orit.eria Lo l>e 
considered in add ing or deleting disorder.5 shall include: 

( 1) Characteristics of the specific disorder, including disease incidence, 
morbidity and mortality; 

(2) The availability of effective therapy and potential for successful 
treatment; 

(3) Characteristics of the test, including sensitivity, specificity, feasi­
bility for mass screening and cost; 

( 4) The availability of mechanisms for determining the effectiveness of 
test procedures; 

( 5) , haracteristics of t he screening program, including the ability to 
collect and analyz specimens reliably and promp ly, the ability to re­
porl test results quickly and accurately and the existence of adequate 
folJow-up and management programs; and 

( 6) The expected benefits to children and society in relation to the risks 
and costs associated with testing for the specific condition. 

Hi,tory: Cr. Register, May, 1993, No. 449, elf. 6-1-93. 
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