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Learning 
Objectives

− Explain the current ways in which newborn 
screening policy is set across the United States; 

− Describe how you can find information about 
newborn screening policy in the Genetics Policy 
Hub; and

− Identify new and emerging policy trends in 
newborn screening



Webinar
Outline

− Overview of Newborn Screening Policy
− Newborn Screening Policy Information in GPH 

(NCC)
− Overview of NCC and GPH

− Policy Trends of Newborn Screening
− Q&A



NEWBORN SCREENING
 SETTING POLICY



WHAT IS POLICY?

Big ‘P’ PolicyP Little ‘p’ policy p
• Legislation
• Litigation
• Regulation

• Federal, state, or 
local level

• Protocols
• Procedure Manuals
• Organization/ 

Administrative Rules
• Guidelines



WHAT IS PUBLIC 
HEALTH POLICY?

• Refers to the decisions, actions, 
and strategies taken by 
governments or health 
organizations to achieve specific 
health care goals within a society.

• Policies are generally designed to 
promote and protect the health of 
communities.



PUBLIC HEALTH 
POLICY PROCESS 

https://www.cdc.gov/policy/polaris/training/policy-process/index.html



HEALTH IN ALL POLICY AND NEWBORN SCREENING

The “Health In All Policies” approach is one way to routinely consider the health impact of all public policies. 

And there are MANY policies that may impact the Newborn Screening System 



WHY IS POLICY IMPORTANT IN NEWBORN SCREENING?

• Newborn Screening programs are PUBLIC HEALTH programs
• Newbon Screening programs operate under QUASI-MANDATES

• Policies in Newborn Screening are often needed for:
• Providing increased funding to programs for expansion and 

improvement
• Adding new diseases/Removing diseases
• Addressing issues of access
• Addressing data and dried blood spot storage and use
• Defining program operations
• AND MUCH MORE….



LEGAL FOUNDATIONS OF NEWBORN SCREENING

Legal and Constitutional 
Foundations of Newborn 
Screening
 Tenth Amendment
 States have the power to regulate the 
receipt of medical care to protect public 
health

Common law doctrine of parens 
patriae
 Permits states to make decisions for the 
health and well-being of citizens who 
cannot speak on their own behalf

King JS, Smith ME. Pediatrics. 2016;137 Suppl 1(Suppl 1):S8-S15

Exemption Policies Number of States

No exemptions for religious or 
personal belief

1

Exemption for religious belief 
only

30

Exemption for religious or for 
personal/philosophical belief

15

Must inform parent of right to 
object

3

Must give parent reasonable 
opportunity to object

4



CHALLENGES TO NEWBORN SCREENING MANDATES

Legal and Constitutional Foundations of Newborn Screening
 Tenth Amendment
 Common law doctrine of parens patriae

King JS, Smith ME. Pediatrics. 2016;137 Suppl 1(Suppl 1):S8-S15

The above are not absolutes, and there are current challenges to NBS mandates

Medical procedures mandates must be weighed against the individual’s 
constitutionally protected interests in personal autonomy and bodily integrity. 
• Fourteenth Amendment protects parents’ fundamental right to make decisions about their minor child’s 

welfare, including consenting to their medical treatment.
• Fourth Amendment applies to government action that intrudes upon an individual’s reasonable 

expectation of privacy



HOW IS NEWBORN 
SCREENING-RELATED 
POLICY SET?

• Newborn Screening programs are STATE-
BASED

• Policies impacting Newborn Screening are 
usually set at the state-level through:
• Legislation
• Newborn Screening Advisory 

Committee
• Rules/Regulations/Administrative 

Code
• Internal procedures

• BUT… Federal Policies also can and do 
impact the Newborn Screening System



Genetics Policy 
Information in 

GPH



Mission

Funded by the Health Resources and Services Administration 
(HRSA), the Regional Genetics Networks (RGNs), the National 
Coordinating Center for the Regional Genetics Networks (NCC), 
and the National Genetics Education and Family Support Center 
(NGEFSC or Family Center) mission is to improve access to genetic 
services for underserved populations.



Core Focus Areas

Genetics and 
Genomics 
Education

Family 
Engagement 
and 
Partnership

Telegenetics

Genetics 
Policy Hub



Genetics 
Policy Hub

Background

With the passage of the Affordable Care Act, the NCC and 
regional system began to develop specific resources to help 
support the genetic service delivery system through the lens 
of policy.

Since 2017, NCC has been tasked by HRSA to accomplish the 
following related to genetics policy:

• Monitor, analyze, track, and report on national policy issues related 
to the genetics care service delivery system with a focus on finance 
and insurance coverage; genetics workforce; and emerging issues 
in the use of genetic testing and technologies. 

• Disseminate information on practices, policies, and resources 
related to the genetics care delivery system to states and 
stakeholders.



Genetics 
Policy Hub

Background

NCC has developed multiple resources over the years to 
meet this goal and recently compiled all resources in a new 
policy website, called the Genetics Policy Hub.

geneticspolicy.
nccrcg.org



Newborn 
Screening 

Policy Area

bit.ly/NBSPolicyArea



Newborn 
Screening 

Policy 
Statements

A
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H
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A
S
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H
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Proposed and 
Enacted

Legislation and 
Regulation 
Related to 
Newborn 
Screening

geneticspolicy.nccrcg.org/
legislative-policies/

— 7 enacted bills related to newborn screening 
in 7 states:
— AR, IL, LA, MT, SC, TX, VA

— 15 proposed bills related to newborn 
screening in 7 states:
− New York – 5
− Massachusetts – 4
− South Carolina – 2
− California, Hawaii, Kansas, Michigan



Sample
Enacted 

Legislation 
Related to 
Newborn 
Screening

bit.ly/AR-NBS-Bill

— Enacted April 5, 2023



Sample
Enacted 

Legislation 
Related to 
Newborn 
Screening

bit.ly/MT-NBS-Bill

— Enacted April 27, 2023



— NY A 7338 (Proposed)  - Relates to newborn screening for 
glucose-6-phosphate dehydrogenase deficiency

— NY S 6814 (Proposed) - Relates to newborn screening for 
duchenne muscular dystrophy

— SC H 3978 (Proposed) - Relating To Neonatal Testing Of 
Children, So As To Provide For The Notification Of The 
Child’s Primary Provider And A Qualified Pediatric Specialist 
Of Abnormal Newborn Screening Results In Certain 
Circumstances.

— SC S 525 (Proposed) - Relating To Required Neonatal 
Genetic Testing, So As To Include Fabry Disease Testing.

— MA S 1366 (Proposed) - An Act improving newborn 
screening tests
— Would add 6 conditions to state’s Newborn Screening 

panel. 

Sample
Proposed  

Legislation 
Related to 
Newborn 
Screening



Download 
Our 

Genetics 
Privacy 

Policy Brief

bit.ly/NBSPolicyOverview



NEWBORN SCREENING
 EMERGING TRENDS



WHAT TYPES OF POLICIES AFFECT NEWBORN SCREENING?

Newborn Screening-Specific/
RUSP Alignment

Genetic Privacy

Rare Disease/Access/Coverage

Therapy and Drug Development



NEWBORN SCREENING ADVISORY COMMITTEE VS 
RARE DISEASE ADVISORY COUNCIL

https://www.newsteps.org/resources/data-visualizations/newborn-screening-advisory-committees
https://rarediseases.org/policy-issues/rare-disease-advisory-councils/



POLICY TRENDS: DRIED BLOOD SPOT/DATA STORAGE & USE 

6 Main Categories of Uses:

Results can be repeated without needing another sample

Sample is available for other health-related testing

Sample available to help identify missing or deceased child

Quality control

Develop new tests

Do public health studies/research



POLICY TRENDS: NEW DISEASES/RUSP ALIGNMENT

https://everylifefoundation.org/newborn-
screening-take-action/support-legislation/#rusp-
bills



POLICY TRENDS: FUNDING

https://www.newsteps.org/resources/data-visualizations/newborn-screening-fees



POLICY TRENDS: FUNDING

• Costs to NBS programs go beyond the 
cost of reagents/testing and need to 
also cover:

• Facility infrastructure
• Equipment upgrades
• Laboratory and Follow-Up Staff
• IT
• Specialty center/vendor contracts
• Education and training activities

https://www.investigatetv.com/2023/05/22/tasked-with-critical-testing-newborn-screening-
programs-feel-pinch-funding-struggles/



POLICY TRENDS: GENETIC PRIVACY/DATA PROTECTIONS/ACCESS

https://blog.petrieflom.law.harvard.edu/2023/08/10/state-genetic-privacy-statutes-good-intentions-unintended-consequences/
https://www.eff.org/deeplinks/2023/08/montanas-new-genetic-privacy-law-caps-ten-years-innovative-state-privacy
https://www.aclu.org/news/privacy-technology/police-are-using-newborn-genetic-screening 

https://blog.petrieflom.law.harvard.edu/2023/08/10/state-genetic-privacy-statutes-good-intentions-unintended-consequences/
https://www.eff.org/deeplinks/2023/08/montanas-new-genetic-privacy-law-caps-ten-years-innovative-state-privacy
https://www.aclu.org/news/privacy-technology/police-are-using-newborn-genetic-screening


POLICY TRENDS: GENETIC PRIVACY/DATA PROTECTIONS/ACCESS

https://texaslawreview.org/americas-hidden-national-dna-database/



POLICY TRENDS: TELEHEALTH

https://www.newsteps.org/sites/default/files/resources/download/COOP_Telehealth.pdf

Rare Disease and Telehealth: By the Numbers

https://rarediseases.org/policy-issues/telehealth/

Telehealth Across State Lines:

• Varies by state licensure 
regulations

• Varies by which provider types 
can provide telehealth services



POLICY TRENDS: ACCESS TO DIAGNOSIS AND TREATMENT



POLICY TRENDS: MEDICAL FOODS & FORMULAS



NEWBORN SCREENING SAVES LIVES RE-AUTHORIZATION ACT

• In 2008, Congress passed the 
original Newborn Screening Saves 
Lives Act

• Established national newborn 
screening guidelines and 
helped facilitate 
comprehensive newborn 
screening in every state

• Was reauthorized in 2014, 
expired on September 30, 
2019 – and still has not been 
reauthorized



NEWBORN SCREENING POLICY MOVING FORWARD

People

Science

Policy
• Integration of People, Science, and Policy 

will continue to be hallmark of NBS 

• Policies affecting the Newborn Screening 
System are at the local, state, and federal 
level

• Not all policies affecting the Newborn 
Screening System clearly focus on or use the 
words ‘Newborn Screening’



THANK YOU!



Question and 
Answer



Connect With Us

www.nccrcg.org

www.geneticspolicy.nccrcg.org

www.phgw.org

@nccrcg

@nccrcg

@nccrcg

@nccrcg

@nccrcg
@geneticspolicy

Connect With Us
mcaisse@nccrcg.org
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