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Pennsylvania 

Newborn Genetic Testing & Surveillance System 

State Statute/Rule Language Specific to Genetic 

Testing and Surveillance System 
Exemption Research 

Authority 
Consent 

Required? 
Dissent 

Allowed? 
PA STATUTE: 

P.S. Title 35  

Chapter 3, 

Section 623 

 

RULE: 

PA CODE 

Title 28, 

Chapter 28 

 

 

§ 623. Newborn Child Screening 

and Follow-up Program (a) In 

order to assist health care providers 

to determine whether treatment or 

other services are necessary to avert 

mental retardation, permanent 

disabilities or death, the department, 

with the approval of the Newborn 

Screening and Follow-up Technical 

Advisory Committee, shall establish 

a program providing for: 

 

(1) The screening tests of newborn 

children for the following diseases: 

(i) Phenylketonuria (PKU). (ii) 

Maple syrup urine disease (MSUD). 

(iii) Sickle-cell disease 

(hemoglobinopathies). (iv) 

Galactosemia. (v) Congenital 

adrenal hyperplasia (CAH). (vi) 

Primary congenital hypothyroidism. 

 

§ 623. Section 3. 

…(c) No screening 

test shall be 

performed if a parent 

or guardian dissents 

on the ground that the 

test conflicts with a 

religious belief or 

practice. 

 

 

 

 

 

 

 

 

 

 

 

 

§ 28.11. Informing 

§ 28.5. Confidentia

lity. (a) A health 

care provider, 

testing laboratory, 

the Department or 

any other entity 

involved in the 

newborn screening 

program may not 

release any 

identifying 

information relating 

to any newborn 

child screened in the 

newborn screening 

program to anyone 

other than a parent 

or guardian of the 

newborn child or 

the health care 

provider for the 

newborn child 

NO YES 
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(2) Follow-up services relating to 

case management, referrals, 

confirmatory testing, assessment 

and diagnosis of newborn children 

with abnormal, inconclusive or 

unacceptable screening test results 

for the following diseases… 

 

(b.1) All laboratories performing 

the screening tests for newborn 

children shall report the results to 

the department for follow-up 

activities. 

 

(d) The department…shall 

establish, by periodic publication in 

the Pennsylvania Bulletin, changes 

to the lists under subsection (a)(1) 

and (2) of those diseases for which 

newborn children shall be screened 

and laboratory screening results 

reported. 

 

 

 

 

 

 

 

the parent or 

guardian. Prior to 

specimen collection, 

the health care 

provider shall provide 

the pregnant woman, 

prior to the infant’s 

birth, or the mother 

or guardian, after the 

infant’s birth, with a 

pamphlet supplied by 

the Department to 

explain the nature of 

the newborn 

screening blood tests 

for the diseases in 

§28.2 (relating to 

newborn diseases 

listed). 

           

                

§ 28.12. Religious 

objections. (a) A 

health care provider 

designated by a 

parent or the 

guardian except as 

follows: 

(1) As may be 

necessary to provide 

services to the 

newborn child.                        

(2) With the consent 

of the newborn 

child’s parent or 

guardian.          

(3) With the child’s 

consent when the 

child is 18 years of 

age or older, has 

graduated from high 

school, has married 

or has been 

pregnant. 
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(f) Test results for genetic diseases 

listed in this section and any 

diseases subsequently added by the 

department under subsection (d) 

shall be subject to the 

confidentiality provision of the 

“Disease Prevention and Control 

Law of 1955.” 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

may not collect or 

cause to be collected, 

a specimen from a 

newborn child if the 

parent or guardian of 

the newborn child 

objects on the ground 

that the specimen 

collection conflicts 

with religious beliefs 

or practices held by 

the parent or 

guardian.              

 

 

 

 

 

(b) Only the 

Department will 

have the authority to 

release or authorize 

the release of 

nonidentifying 

information 

concerning the 

newborn screening 

program. 

From “Pennsylvania 

Screening Services 

for NEW BORN 

BABIES,” PA Dept. 

of Health 

brochure,(no date, 

accessed online 

1/4/09): 

 

“By Pennsylvania 

law, your baby’s 

blood filter paper 

test cannot be used 

for scientific 

research by any 

laboratory without 

your signed 

permission.” 
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§521.15 Confidentiality of reports 

and records [Disease Prevention 

and Control Law of 1955] State and 

local health authorities may not 

disclose reports of diseases, any 

records maintained as a result of 

any action taken in consequence of 

such reports, or any other records 

maintained pursuant to this act or 

any regulations, to any person who 

is not a member of the department 

or of a local board or department of 

health, except where necessary to 

carry out the purposes of this act. 

State and local health authorities 

may permit the use of data 

contained in disease reports and 

other records, maintained pursuant 

to this act, or any regulation, for 

research purposes, subject to strict 

supervision by the health authorities 

to insure that the use of the reports 

and records is limited to the specific 

research purposes. 

 

 

 

 

 

 

(b) If the parent or 

guardian of the 

newborn child objects 

to the collection of 

the specimen for 

screening on the 

ground that the 

specimen collection 

conflicts with 

religious beliefs or 

practices held by the 

parent or guardian, 

the health care 

provider shall ensure 

that the recorded 

objection of the 

parent or guardian is 

entered into the 

medical record of the 

newborn child. The 

entry shall include a 

written statement of 

the objection signed 

by the parent or 

guardian. 

“Pennsylvania and 

Nebraska require 

written consent 

from parents for any 

medical research 

use of these blood 

spots…” –“ 

Informing the 

Debate, Stored 

Blood Spots,” 

Leonard M. Fleck 

et. al, Michigan 

State University 

2008 
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§ 28.41 Recordkeeping 

requirements. A health care 

provider offering maternity and 

newborn services shall collect and 

forward data semiannually to the 

Department on the number of 

patients for whom specimens for 

newborn disease testing have been 

collected and the number of patients 

for whom the specimens have not 

been collected, together with the 

reason in each instance for the 

failure to collect.  

 

 

 

 

 

 

 


