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Dear Commissioner Goldstein, Dr. Fitzgerald Lewis, and members of the Public Health Council,

Thank you for this opportunity for public comment and testimony on the proposed changes to the regulations to the provisions of M.G.L. c. 111, §§110D, and 110E, as updated by Chapter 285 of the Acts of 2024, An Act Relative to Treatments and Coverage for Substance Use Disorder and Recovery Coach Licensure (the Act). 

We are submitting this testimony on behalf of the Institute for Health and Recovery (IHR). Since 1989, IHR has worked with individuals and families impacted by substance use and trauma across Massachusetts. Through our direct service programs and our training and technical assistance work with providers, we see the profound and lasting ways in which regulatory changes impact the lives of children, families, and communities. We are grateful to work in partnership with the Department of Public Health and the Department of Children and Families, and proud to be part of the vital work of both agencies.

We are encouraged that the provisions of M.G.L. c. 111, §§110D, and 110E, as updated by Chapter 285 of the Acts of 2024, An Act Relative to Treatments and Coverage for Substance Use Disorder and Recovery Coach Licensure (the Act) establish a new framework for assessing and supporting infants with prenatal substance exposure and their families. We understand the Department is tasked with promulgating requirements for health care providers involved in the delivery of care of infants with prenatal substance exposure, and the standards are designed to advance health and wellbeing and ensure that infants with prenatal substance exposure and their families receive high-quality, trauma-informed care. Additionally, we understand this regulation will guide confidential data collection in a form and manner consistent with the reporting requirements under the federal Child Abuse Prevention and Treatment Act.

We have the following concerns and suggestions about the language of the proposed regulations:
· Clarification regarding Voluntary Participation in Family Care Plans
· Section 272.015 of the proposed regulation states that an Attending Clinician “shall ensure that a Family Care Plan is developed” when there is an indication of prenatal substance exposure. However, the regulation does not clearly state whether participation by the birthing person in the development or implementation of the Family Care Plan is voluntary. This creates the potential for inconsistent interpretation across providers and systems. In practice, families may experience the Family Care Plan as a non-voluntary and/or coercive process that may not even involve them. This is particularly concerning in hospital settings, where power dynamics and fear of consequences may already be heightened.
· We suggest including or changing the following language in the regulations:
1. Attending Clinician “shall ensure that a Family Care Plan is clearly explained and offered to any family impacted by prenatal substance exposure, and when/if accepted by the family, is developed and implemented in collaboration with the family and their chosen supports.”
· Transparency and Scope of Data Collection and Reporting
· The regulation requires that all identified infants with prenatal substance exposure be reported to the Department. However, it does not specify whether the data collected is identifiable or de-identified, nor does it define what data elements are included in the reporting process. While this proposed regulation states that data will be kept confidential and not considered public record, confidentiality alone does not address concerns about how information is collected, used, stored, or potentially shared across systems. If identifiable data is going to be collected and reported, we suggest the following: 1. Utilize rigorous standards for collecting and transferring personally identifiable health information (like those developed by the DPH internal review board for all human subject research activities) 2. Develop and offer consents that clearly outline the use and transfer processes of those identifiable health data 3. Require training on trauma informed, non-coercive informed consent approaches to any provider responsible for collecting/reporting personally identifiable information and/or engaging with families of infants with prenatal substance exposure, including those who may choose not to provide consent for collection and transfer of personally identifiable health information. 
· Absence of Informed Consent and Notification Requirements
· Concern:
The regulation does not require that birthing persons be informed that their information, and their infant’s information, will be reported to the Department of Public Health. Additionally, there is no requirement for consent or notification prior to this reporting. This lack of transparency risks undermining trust between families and providers. For many families, particularly those who have experienced involvement with state systems, the perception of information being shared can create fear, reluctance to disclose important health information, and disengagement from vital care. 
· Recommendation regarding consent: 
We understand that tracking the data around Family Care Planning is important to ensure successful implementation of the regulations, as well as to offer opportunities to track outcomes. We recommend that rigorous consent procedures be developed that detail data transfer pathways (similar to those developed and reviewed by the Department of Public Health’s Internal Review Board). Additionally, training about screening, engagement, family centered care planning, and data gathering and consenting procedures should be required for any provider engaging with families in Family Care Planning and in data collection/transfer activities.
· Concern: 
It is important to acknowledge that substance use during pregnancy is not identified or responded to uniformly across populations. Black and Brown families, as well as those already involved with child welfare or other state systems, are disproportionately impacted by surveillance and reporting practices. Without clear protections around voluntariness, transparency, and informed consent, this regulation risks reinforcing existing disparities and contributing to mistrust of healthcare and public health systems.
· Recommendation: 
Provide training and technical assistance to all providers participating in Family Care Planning: Training topics should include: ways to identify and minimize bias in screening; ways to ensure non-coercive engagement, avenues to promote culturally responsive, family-centered care, and following consenting procedures that offer families full transparency about how any personal health information data will be used and transferred. 


Thank you again for this opportunity to provide public testimony.


Sincerely,
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Valerie Gold
Executive Director
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