Subject: Public Comment on Proposed Regulation: 105 CMR 272.000 - Standards Regulating the Care of Infants Identified as being Affected by Prenatal Substance Exposure. 

May 21, 2026
William Anderson
Office of the General Counsel, Department of Public Health
250 Washington Street
Boston, MA 02108

Dear Mr. Anderson:
I am commenting in my personal capacity and not as a representative of any organization. I am a resident in Massachusetts and have worked professionally in various areas of substance use and public health for over 25 years. I am submitting comment as there are many areas of concern in the proposed regulation. I do not feel that the regulation in the current version will achieve the intended goal of improving care for infants identified as being affected by prenatal substance exposure and will negatively impact both the infant and pregnant person at a time when women and pregnant people are having rights stripped away. 

272.001:   Purpose
· This section outlines ‘health care provider’ responsibilities without delineating who ‘health care providers’ include. This implies a broader definition of who is responsible than is articulated in 272.025.
· The purpose of this regulation seems disconnected from the title of the regulation ‘STANDARDS REGULATING THE CARE OF INFANTS IDENTIFIED AS BEING AFFECTED BY PRENATAL SUBSTANCE EXPOSURE.’ Requiring health care providers to meet ‘screenings, reporting, identification of treatment and service needs, and participation in a Family Care Plan’ does not consider the standards that should be utilized to provide better care for those infants with a prenatal substance exposure.  
· Clearly state perinatal substance use does not substantiate abuse and neglect.

272.005:   Definitions  
· The following terms, as defined, are problematic:
· Family Care Plan: reference should be made to the federal CAPTA ‘Plan of Safe Care’ to allow for consistency with federal requirements. The intent of this document should be better articulated. ‘…ensure safety and well-being’ is too broad and is inconsistent with what the intent of the document. ‘…an infant after delivery with Prenatal Substance Exposure’ needs to be reworded.
· Health Care Providers: In order to support families, the definition needs to be expanded beyond licensed providers. For example, Recovery Coaches, Patient Care Navigators, Doulas embedded within perinatal settings can work collaboratively to achieve goals of completing and supporting birthing people to access care and support to meet the care needs of the newborn. It is unlikely that only licensed professionals will have the capacity to complete a lengthy Family Care Plan and this does not acknowledge the need for licensed providers to work to the ‘top of their license’. An analysis of consistency of terminology should be done to articulate and differentiate exactly who is included in the care team and how the services are expected to be delivered. 
· Perinatal Period: this is a modified definition from what is commonly accepted in the literature as the perinatal period.
· Perinatal Period | Topics | Harvard T.H. Chan School of Public Health
· ‘The perinatal period—from 20 completed weeks of pregnancy to 28 completed days after childbirth—is a critical time for both mother and baby. This period comes with increased risk of maternal and perinatal mortality, making research in this area imperative and impactful.’
· Perinatal Period - an overview | ScienceDirect Topics
· ‘The perinatal period is defined as the time starting at 22 completed weeks of gestation and extending to 7 days after birth. It encompasses the critical phase just before and just after birth, relevant for studying maternal and newborn health outcomes.’
Intention to apply the regulation to this expanded period from the time of conception to one year after birth should be articulated in a way that is not confused.
· Prenatal: reconsider the definition as written. This has implications given that pregnancy is counted prior to conception (starts at estimated ovulation) and also consider that this definition could have implications with regard to fetal personhood arguments as it is currently written.

· Prenatal Alcohol Exposure: This definition is arbitrary and not aligned with any commonly accepted definition in the literature or clinical practice. To my understanding, there is no safe amount of alcohol use that is safe in pregnancy and this definition is inconsistent with known impacts of alcohol on fetal development. Creating such a benchmark for one legal substance is misguided and inequitable. Stating a higher threshold for alcohol and having a zero tolerance threshold for other substances, including cannabis, will result in inequitable response to ‘prenatal exposure’ upholding historical biases related to substance use. Use the medical literature and a more representative consensus opinion to assess limits for all substances based upon actual harms that result from use. Also, ‘SUD or substance use risk that will lead to abuse or neglect’ needs to be defined more clearly given the distinction that perinatal substance use does not substantiate abuse and neglect.
· Prenatal Substance Exposure: this definition applies inequitable definitions and bias through historically inaccurate assumptions about impacts of substance use. A more thorough, intentional definition needs to applied if the intention of this regulation is to provide better care for infants. For example, tobacco use is excluded and nicotine is a known teratogen with lifelong impacts on the child. Other prescribed medications with known fetal impacts are excluded, but may have lifelong impacts. The zero threshold applied here is inconsistent with the intent. Use is different than use categorized as use disorder. This definition needs to be refined to differentiate what does in fact get categorized as prenatal substance exposure and what does not.     
· Referral: as defined, this uses a very narrow definition that does not reflect the array of individuals (licensed or unlicensed that may support a connection to care). Health Care Provider needs to be changed to another term that represents a broader staffing with capacity and support for these types of services. There should also be a distinction between referral for assessment, referral for treatment, referral for support, etc.
· Screening: this is inconsistent with the commonly accepted definition of screening. It should also include intent (i.e., screen for risk, screen for use disorder). The intent of the screening is unclear as the tools available for use in the perinatal period do not collect information outlined in the definition of perinatal substance exposure. There is no inclusion of screening to require diagnostic elements (as mentioned in sections below with references to substance use disorder).
· Substance Use: this definition is inconsistent with the literature and incorporates inaccurate and judgmental terms. This does not align with an equitable and non-stigmatizing approach.
272.010:   Required Screenings for Substance Use and Substance Use Disorder   
· The regulation needs to better distinguish substance use, substance use disorder, physical dependence, illegal substance use, and withdrawal symptoms due to prenatal drug exposure. This regulation should not treat all of these categories the same.
· A) change the wording from ‘attending clinician shall ensure’. This is not a feasible requirement and does not consider multidisciplinary team care. Define the intent of screening for substance use. Define the intent of screening for substance use disorder (note that the screening definition does not include provisions for diagnosing substance use disorder).
· B) define what it would mean to ‘change clinical management.’ For example, there needs to be more information about addressing medical conditions such as neonatal abstinence syndrome, as this is a medically treatable condition that can result from many different exposures. Include a provision requiring a qualified professional who has clinical expertise in interpreting toxicology results to be involved in all cases of toxicology testing. 

272.015:   Family Care Plan 
· A) reconsider this blanket requirement of any substance exposure. This is not a good use of time and resources, especially as designated to be done by an ‘Attending Clinician’. This section is paternalistic and not aligned with the intent of the regulation (as conveyed by proponents of the regulation in public forums).  
· A.1.) A Family Care Plan is not an evaluation. It is a patient centered document that is meant to support the individual in accessing what they prioritize and ask for in terms of support. 
· An opt out statement must be articulated. 
· The Family Care Plan should incorporate other areas that impact care of an infant if this is truly meant to support individuals during the perinatal period and out through a year post delivery. Postpartum Psychosis was a poignant example of screening and support needed in this period. Behavioral Health concerns should be assessed if the intent is kept as a wide net (i.e., any substance use rather than just a process to identify and support those birthing parents with substance use disorder).
· B) this point is confusing. The distinction between ‘Health Care Provider’ and ‘Attending Clinician’ in terms of roles and responsibilities is unnecessarily confusing and unrealistic. 
· C) The Family Care Plan is supposed to be guided by the individual. This needs to be reworded to take this out of the paternalistic reporting lens.
272.020:   Data Collection 
· A) this does not acknowledge clinical team management and reporting realities. The reporting portal sounds to be a robust and time consuming task with no allocation of funds evident. Other public health reporting is accomplished through system integration and aggregation at an organization level. These specifications are not written in a way that acknowledges how healthcare finance and administration works.
· B) this is non-specific and likely not feasible from a healthcare finance and administration perspective. This timeline does not align with other public health reporting requirements. Real time reporting is not necessary when the data collection is not connected to any provision of care or clinical service.  
272.025:   Obligations of Attending Clinicians  
· A) Birthing Facility policy may not align with the current regulations. Policy that conflicts with this regulation should be addressed in the updated regulation. Responsibilities of attending clinicians should not be addressed in this regulation. They should be incorporated into licensing.
· B) this point is very confusing. This needs to be clarified as it conflicts with sections above.
272.030:   Confidentiality of Data Provided to the Department
· This section does not sufficiently address the confidentiality concerns. The regulation needs to outline use and protections more specifically.
· There has not been a compelling argument made as to why identifiable data is required. It has been stated in public forums that no services will be connected to this data report to DPH. Identified data is not required for CAPTA reporting. 
· This section needs to specify which data are being used to satisfy CAPTA and how the data will be transferred to ensure confidentiality in the transmission out of the data warehouse to DCF and from DCF to federal entities.
Additional comments: 
· The State has authority to decide how it satisfies CAPTA (as is evident from the wide variety of state implementation across the country) and how it guides best practice care for dyads and their support networks. More work should be done to consider how MA will satisfy CAPTA requirements.
· Statewide infrastructure and funding is needed for this regulation to have an impact.
· Unfunded mandates often do not have impact as they are unenforceable and incredible hard to implement.
· The general tone and approach of this legislation does not promote autonomy, does not set up intentional sharing of power in vulnerable clinical encounters, does not require accommodation for supports needed to improve outcomes- particularly for those with disabilities, and does not follow non-judgmental, non-paternalistic strategies that are proven to drive better perinatal engagement and outcomes. 

Respectfully submitted for consideration,
Alissa Cruz, MPH
27 Pagoda St
Milton, MA 02186

