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The purpose of this memorandum is to provide the Public Health Council (PHC) with information on proposed amendments to 105 CMR 270.000 – Blood Screening of Newborns for Treatable Disease and Disorder.
 
I. Introduction 

State System

This regulation implements the provisions of G.L. c. 111, §110A which requires every infant born in Massachusetts to be tested for treatable genetic or biochemical disorders or treatable infectious diseases which may be determined by testing as specified by the commissioner, with exceptions only for religious reasons.   
 
The mandated newborn screening tests are specified in the regulation. There are currently 32 disorders on the mandatory screening panel (this will increase to 40 when the revised regulations are approved). The regulation also describes optional newborn screening, or pilot studies, for those diseases and disorders that do not currently meet the criteria for mandated newborn screening, but evidence suggests the potential that they would meet these criteria in the future. There are currently three disorders that are pilot screening studies The statute also establishes a Newborn Screening Advisory Committee (NBSAC) to advise the Commissioner on mandated screening tests. Newborn blood screening specimen handling, retention, hospital fees, and confidentiality are also addressed in this regulation.   
 
The University of Massachusetts Chan Medical School (UMMS) is designated as the agent of the Department to implement the Massachusetts Newborn Screening Program. UMMS operates the New England Newborn Screening Program, which provides newborn screening for Maine, New Hampshire, Rhode Island and Vermont, in addition to Massachusetts.    
 
This regulation was last amended in 2016.  
 
Federal System 

At the federal level, the Advisory Committee on Heritable Disorders in Newborns and Children (ACHDNC) reviews evidence and makes recommendations to the Secretary of Health and Human Services about which conditions should be included on a uniform newborn screening panel.  The Recommended Uniform Screening Panel (RUSP) (published by the Health Resources and Services Administration, HRSA) is a list of disorders recommended to be part of states’ newborn screening programs. Disorders are added to the list by the ACHDNC, only after evidence-based vetting involving a two-step nomination process to evaluate conditions.  
 
The ACHDNC was disbanded in April 2025 by the Trump administration. This has caused concern across the country as this crucial role in recommending which conditions should be included in newborn screening panels has been eliminated. The expert members of the Massachusetts NBSAC, including pediatricians, public health officials, neonatologists, obstetricians, researchers specializing in newborn diseases and disorders, clinical geneticists, laboratory professionals, medical ethicists, and parents and other stakeholders allow   Massachusetts to maintain a science- and evidence-based newborn screening program.   

 II. Proposed Amendments 
 
Overview 

The proposed revisions to 105 CMR 270.000 will implement amendments to G.L. c. 111, §110A, made by Chapter 186 of the Acts of 2025 – the “Maternal Health Bill,” to add an additional disorder - Duchenne Muscular Dystrophy (DMD) - to the mandatory newborn screening list and to define the number of yearly meetings of the NBSAC.  
 
The proposed amendments also add seven additional disorders to the mandated newborn screening list:  
1. Mucopolysaccharidosis type I (MPS-I)
2. Glycogen Storage Disorder-II (GSD-II aka Pompe Disease)
3. X-linked adrenoleukodystrophy (X-ALD)
4. Spinal Muscular Atrophy (SMA)
5. Krabbe Disease (globoid cell leukodystrophy) (KD)
6. Metachromatic Leukodystrophy (MLD)
7. Guanidinoacetate Methyltransferase (GAMT)
 
These additions are based on recommendations of the NBSAC that were approved by the Commissioner.  
 
If these proposed amendments are promulgated, the MA newborn screening program will be screening for all the disorders listed on the national RUSP (four of these RUSP disorders are pilots) and for five additional disorders, not currently listed on the RUSP. 
 
The proposed amendments also provide updates, clarify language, and incorporate policy provisions that were previously specified in sub-regulatory guidance.   

Detail 

The proposed amendments include the following changes: 
 
270.001: Purpose - The Department proposes amending this section to clarify the conditions under which disorders are added to the mandated screening panel.   
 
270.004: Definitions - The Department proposes amending this section to: 
· Add new definitions that were previously in sub-regulatory guidance:  
· Approved Research  
· Institutional Review Board  
· Newborn Blood Screening Information or Data  
· Research  
· Revise existing definitions for clarity: 
· Health Care Provider 
· Health Care Provider Attending a Newborn 
· Newborn Blood Screening  
· Add a new definition based on the clinical nature of proposed additional mandatory disorders: 
· Early Childhood
· Add a new definition not previously included in this regulation: 
· Treatment. 
 
270.005:  Newborn Blood Screening Advisory Committee 
· New language to clarify the authority of the Commissioner. 
· New language to clarify the role of the NBSAC to include review of mandated newborn blood screening and optional newborn blood screening.  
· Addition of language calling for the Committee to meet not less than twice per year based on amendments to G.L. c. 111, §110A.  
 
270.006:  Diseases and Disorders Included in Newborn Blood Screening 
· Adds an additional disorder to the mandated screening list required by amendments to G.L. c. 111, §110A - Duchenne Muscular Dystrophy (DMD).  
· Adds seven additional disorders to the mandated screening list based on recommendations from the NBSAC and approval by the Commissioner - Mucopolysaccharidosis type I, (MPS-I); Glycogen Storage Disorder-II (GSD-II aka Pompe Disease); X-linked adrenoleukodystrophy (X-ALD); Spinal Muscular Atrophy (SMA); Krabbe Disease (globoid cell leukodystrophy) (KD) Metachromatic Leukodystrophy (MLD) and Guanidinoacetate Methyltransferase (GAMT). 
· Updates language and categorization of disorders.  
· Clarifies text concerning by-product conditions.   
 
270.007:  Collection and Submission of Newborn Blood Specimens - Clarifies the responsibilities of health care providers attending to a newborn.   
 
270.008:  Newborn Blood Screening Fees - Explains that the fees charged to hospitals include all components of the MA Newborn Blood Screening Program.  

270.010:  Follow-up of Newborn Blood Screening – Proposed amendments describe the timeframe for the health care provider to report on long-term outcomes and any additional relevant information once requested by the MA Newborn Screening Program.   
 
270.011:  Confidentiality of Newborn Screening Test Results and Information 
· Clarify the confidentiality protections of newborn blood screening results or follow-up information. 
· Additional text identifies the legal circumstances under which this information may be released, including the request of a state or local child fatality review team, the local district attorney, or the Office of the Chief Medical Examiner.   

270.012:  Storage and Use of Residual Specimens 
· Clarify the storage, authorized uses and timeframe for destruction of residual specimens. 
· Require written authorization by a parent or guardian for use or sharing. 
· Describe the uses authorized by law including an investigation of a child death by a state or local child fatality review team, the request of the local district attorney, or the Office of the Chief Medical Examiner.   
· State the notifications necessary should the MA Newborn Blood Screening Program receive a court order.   

270.013:  Severability - This is a proposed new section, as the current regulation does not contain a severability clause.   
 
The redline of the regulation attached to this memo also includes detailed comments throughout explaining these proposed amendments. 
 
III. Stakeholder Engagement and Anticipated Response

DPH consulted interested stakeholders about these changes, including members of the Newborn Screening Advisory Committee, which includes medical providers, advocates, and parents/guardians of children with conditions/disorders that may be identified through newborn blood screening.   
 
In 2025, the Massachusetts Newborn Screening Program also added a Newborn Blood Screening Condition Nomination Form, to further facilitate recommendations from interested stakeholders relative to conditions/disorders included on the Massachusetts mandatory newborn blood screening panel. The form was designed in consultation with members of the NBSAC.    
 
The Department does not anticipate any opposition to these proposed amendments by  
stakeholders. 
 
IV. Next Steps 
 
The Department intends to conduct a public comment period and hearing and will then return to the PHC to report on testimony and any recommended changes to the proposed amendments.  Following final approval by the PHC at a future meeting, the Department will file the final amendments with the Secretary of the Commonwealth.  
 
The proposed amendments to 105 CMR 270.000 are attached to this memorandum.  
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