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May 21, 2026
William Anderson
Office of the General Counsel, Department of Public Health
250 Washington Street
Boston, MA 02108
 
Re: Comments regarding proposed 105 CMR 272.000
Dear Mr. Anderson,
Boston Medical Center Health System (BMCHS) was proud to partner with the Department of Public Health, the Department of Children and Families, the Office of the Child Advocate, and the Legislature to advocate for successful passage of reforms to the 51A statute concerning substance-exposed newborns, enacted in in Chapter 285 of the Acts of 2024. As the Healey-Driscoll Administration implements these changes, we appreciate the opportunity to provide comments on the Department of Public Health’s proposed regulations in response to this legislation.
 
[bookmark: _Int_4uPEqhM1]Boston Medical Center (BMC) has extensive expertise and experience caring for parents in recovery and their children. Project RESPECT is a comprehensive obstetrical and addiction recovery medical home that provides intensive individualized outpatient treatment and inpatient acute withdrawal management for pregnant and postpartum women with substance use disorders. The SOFAR (Supporting Our Families through Addiction and Recovery) clinic complements this work by serving as a pediatric medical home for children whose parents have substance use disorders, offering specialized developmental and mental health support to enhance child development and help families navigate the medical and community systems. Together, these clinics provide integrated, family-centered care across the lifespan for individuals and families affected by substance use disorders, with strong partnerships to community-based organizations and recovery resources. The BMC Child Protection Team is a multidisciplinary team comprised of physicians, social workers, and others with expertise in the area of child abuse and neglect. The Child Protection Team works closely with both Project RESPECT and SOFAR and reviews all reports filed from our hospital with DCF. These teams work together to provide comprehensive care for families affected by parental substance use. 
In 2021, BMC adopted a new clinical guideline advising clinicians to report suspected abuse or neglect to DCF only when there are tangible concerns about a parent’s ability to safely care for their child, rather than automatically filing DCF reports for all newborns with prenatal substance exposure (including those whose sole exposure is to prescribed medications for opioid use disorder).  Instead, each case of potential prenatal substance exposure is now assessed for child protective concerns by our multidisciplinary teams. Initial studies[footnoteRef:1][footnoteRef:2] demonstrated that the guideline change decreased DCF reporting rates for infants with prenatal opioid exposure born at BMC without impacting custody status at discharge or newborn length of stay. The largest reduction in DCF reporting was among newborns with exposure only to prescribed medications, such as medications for opioid use disorder, who did not have prenatal exposure to illicit opioids or other illicit substances. While further long-term research is needed, the BMC approach has provided early data to support the safety and feasibility of de-escalating DCF reporting for families in stable recovery without protective concerns. [1:  Khazanchi R, Wachman EM, Schiff DM, Modest A, Saia KA, Hsu HE. Mandatory Child Protective Services Reporting for Substance-Exposed Newborns and Peripartum Outcomes: A Difference-in-Differences Analysis. JAMA Pediatrics. 2024;178(7):719–722. doi:10.1001/jamapediatrics.2024.0903]  [2:  Khazanchi R, Schiff DM, Egan E, Preer G, Shafer PR, Austad K, Barber CM, Elansary M, Selcer R, Green K, Okopie T, Modest AM, Wachman EM, Hsu HE. Discretionary Child Protective Services Reporting for Infants with Prenatal Opioid Exposure. Pediatrics. 2026 (in press).] 

 
Based on this experience, below please find our comments and recommendations related to the proposed 105 CMR 272.000. These comments reflect and summarize extensive input from SOFAR, Project RESPECT, the Child Protection Team, the Legal Department and clinical experts from our Newborn Medicine Division, Pediatrics, OBGYN and the Grayken Center for Addiction. Overall, BMCHS is very concerned that all birthing people identified with prenatal alcohol or substance exposure are automatically required to have a Family Care Plan. The determination for whether a patient needs a Family Care Plan should include additional risk assessment and clinical evaluation. The low thresholds proposed for prenatal alcohol exposure and prenatal substance exposure may be appropriate for public health surveillance purposes, but on their own, are not appropriate to determine need for a Family Care Plan. Additionally, the amount of data required, some of which is identifiable data, risks compromising the patient-provider relationship by pushing clinicians to universally pursue conversations which may be clinically unnecessary and stigmatizing for many patients and families. One of the main goals of Chapter 285 was for the state to better support parents seeking substance use treatment and allow families who do not need government intervention to live without surveillance. We fear this focus is lost in the current proposed regulations. 
272.001:   Purpose

BMCHS recommends replacing the term “reporting” with “notification” here given that these regulations pertain to public health notifications and do not provide guidance on 51A reporting.

272.005:   Definitions

“Prenatal Alcohol Exposure (1,2)”

BMCHS recommends aligning these definitions with best practices or screening questionnaires. 

The proposed language seems to be partially aligned with the definition of prenatal alcohol exposure endorsed by the American Academy of Pediatrics (AAP) guidelines for diagnosis of fetal alcohol spectrum disorders.[footnoteRef:3] However, the AAP guidelines also clearly state that “assignment of documented prenatal alcohol exposure to any individual case requires the sound judgment of an experienced clinician.” The proposed regulations fail to explicitly include clinical judgement as an essential component of the diagnosis of prenatal alcohol exposure. This omission is concerning. [3:  Hoyme HE, Kalberg WO, Elliott AJ, Blankenship J, Buckley D, Marais AS, Manning MA, Robinson LK, Adam MP, Abdul-Rahman O, Jewett T, Coles CD, Chambers C, Jones KL, Adnams CM, Shah PE, Riley EP, Charness ME, Warren KR, May PA. Updated Clinical Guidelines for Diagnosing Fetal Alcohol Spectrum Disorders. Pediatrics. 2016 Aug;138(2):e20154256. doi: 10.1542/peds.2015-4256. Epub 2016 Jul 27. PMID: 27464676; PMCID: PMC4960726.] 


As the American College of Obstetrics & Gynecology emphasizes in their prenatal care guidelines, there is no safe level of prenatal alcohol exposure[footnoteRef:4]. As part of clinical care for all pregnant people, providers should universally screen patients for prenatal alcohol exposure, binge drinking, alcohol use disorder, or risky behavior associated with alcohol use. Routine screening for substance use disorder can be accomplished by way of validated questionnaires or conversations with patients. Routine laboratory testing of biologic samples is not required. [4:  https://www.acog.org/clinical/clinical-guidance/committee-opinion/articles/2015/06/alcohol-abuse-and-other-substance-use-disorders-ethical-issues-in-obstetric-and-gynecologic-practice] 


“Prenatal Alcohol Exposure (3)”

BMCHS does not routinely assess blood alcohol or phosphatidylethanol (PEth) levels during prenatal care or delivery hospitalizations unless there is an explicit clinical rationale for doing so. Similar to other types of toxicology testing, a single positive blood alcohol level in a pregnant person does not automatically indicate problematic use, alcohol use disorder, or elevated risk of fetal alcohol spectrum disorder. The department should clarify that laboratory testing is not necessary as a primary means of exposure identification (i.e., alcohol-related biomarkers, similar to toxicology tests for other substances, are not appropriate universal screening tests), but that if obtained, a positive biomarker may indicate the presence of alcohol exposure, requiring further clinical assessment.
“Prenatal Alcohol Exposure (4)”
BMCHS believes the results of a screening tool or self-disclosure should be assessed by a clinician before automatically determining prenatal alcohol exposure. We ask the department to clarify the regulations on this.  There is a scarcity of perinatal specific screening tools which are validated and demonstrate both high sensitivity and high specificity regarding screening for risk related to substance use. Most available tools were developed either for a non-perinatal population or for a different clinical purpose entirely, such as initiating conversations for prevention and early intervention. These tools are not appropriate on their own for identification of patients in need of Family Care Plans without further assessment by a clinician. For example, widely used tools like the 5P's Screening Tool are not formally validated and could generate high rates of false positive screens. 
“Prenatal Substance Exposure”
BMCHS is concerned that the inclusion of “at any time during pregnancy” captures one time or minimal use before a person knew they were pregnant. 
As stated above, BMCHS believes “self-disclosure or screening" results should be evaluated by a clinician before automatically being considered prenatal substance exposure.
“Prenatal Substance Exposure (2)”
BMCHS is concerned with the ambiguity of the inclusion of "presence of a Drug for the treatment of a Substance Use Disorder or other medical conditions requiring a drug that may result in neonatal opioid withdrawal syndrome." It is unclear whether this is only meant to imply that treatment with opioids for other conditions (e.g., sickle cell disease, chronic pain, cancer pain, etc.) constitutes prenatal substance exposure or whether it also implicates non-opioid treatments for other conditions (e.g., benzodiazepines, gabapentin, or SSRIs) that are known to potentiate neonatal opioid withdrawal symptoms in infants with prenatal opioid exposure. This ambiguity also raises additional questions regarding which patients will be mandated to have a Family Care Plan.
Further, “may result in neonatal opioid withdrawal syndrome” is too broad in this context. We suggest “has resulted in”, “does result in” or “has been proven to result in” as alternatives.
“Prenatal Substance Exposure (3) and (4)”
BMCHS is concerned with the inclusion of cannabis in both these clauses. Instead, we suggest the department create clearer guidance by separately defining “Prenatal Cannabis Exposure”. Given that alcohol and cannabis are both legal substances in Massachusetts which may pose perinatal risk, the assessment of prenatal cannabis exposure should be clarified further. Without additional guidance, a single use of cannabis during any point in pregnancy, including before a person is aware they are pregnant, would be considered prenatal substance exposure and require initiation of a Family Care Plan. We do not agree with this approach. 
“Substance Use”
Under the current definition, it seems as if tobacco and nicotine would be included under “other substances that can be consumed, inhaled,”. It is unclear whether that is the intention of the department, or whether prenatal tobacco and nicotine use would require initiation of a Family Care Plan. Further guidance or clarification is needed. 
Additional comments on definitions
As per 272.015, an IPSE notification and Family Care Plan are automatically required for all birthing people identified under the definitions of “prenatal alcohol exposure” and “prenatal substance exposure”. This requirement will mandate a Family Care Plan regardless of clinical appropriateness or patient desire and includes patients where substance use disorder or alcohol use disorder is not present (i.e. sub-clinical use, non-problematic use, or use occurring in the prenatal period prior to the birthing person becoming aware of pregnancy). Our clinicians disagree with this approach and believe that Family Care Plans should be encouraged in specific cases, with patient consent, and after additional clinical evaluations.
This new requirement will significantly increase the number of patients requiring a Family Care Plan. As will be discussed in more detail in our comments regarding 272.015 below, this is burdensome for staff, may present an unnecessary intrusion into the personal lives of some patients, and may misallocate limited resources away from families who truly need them in order to fulfill this requirement for a broader group. We also fear patients and providers could revert to poor screening practices to avoid needing a Family Care Plan, given the intrusion this process may present for families for whom it is not needed. 
272.010: Screening
BMCHS appreciates the inclusion of (B). Neither a positive screen nor a positive toxicology test is diagnostic of a substance use disorder. Both require additional clinical evaluation. As noted above, we recommend extending this point to include alcohol-related biomarkers within the scope of toxicology testing, if discussion of these biomarkers are retained in the Prenatal Alcohol Exposure definitions.
272.015:  Family Care Plan
Overall, BMCHS suggests creating a higher threshold to determine which patients truly need Family Care Plans instead of automatically requiring these plans for all patients who meet the current criteria of “prenatal alcohol exposure” and “prenatal substance exposure.” For example, these plans should only be required for patients who meet the clinical definition of “problematic use” or for patients demonstrating a pattern of risky behavior with associated diagnosis of a substance use disorder or alcohol use disorder. Specific risks include:
· Untreated or active substance use disorder
· Lack of control over substance use or ongoing negative consequences
· Inadequate follow-up or other signs of continued use
· Prior DCF involvement or loss of custody of other children
· Untreated psychiatric illness limiting parental capacity
· Behavioral patterns that compromise infant safety
Without this change, we fear care teams will not be able to handle the increase in patients that will require these plans, nor the number of elements newly required within each individual plan. The limited resources available to create Family Care Plans should be focused on those with problematic use that could impact parenting. We fear the proposed regulations will change a Family Care Plan from being closely tailored to the unique needs of a family into a less useful, standardized referral sheet. 
Moreover, if prenatal substance exposure is not identified prior to delivery or if a patient gives birth at a hospital or health system at which they did not receive prenatal care, there will be a significant burden on the delivery team to try and complete a Family Care Plan without context on a patient’s intention to engage in care or desired medical home.
A – BMCHS is concerned with the inclusion of “shall ensure that a Family Care Plan is developed”. In prior discussions with the department, it was our understanding that the development of a family care plan should be voluntary and optional for the birthing person. We suggest adjusting this language to "shall ensure a Family Care Plan is offered." There is also currently not a provision for patients to opt out or if patients refuse to participate in this process. It could be incredibly challenging to ensure all Family Care Plans are created and achieved, particularly due to the expansive proposed definitions of “prenatal alcohol exposure” and “prenatal substance exposure”.
Additionally, clarity is needed on the timing of assessment of prenatal substance use and the development of a Family Care Plan. Are providers meant to capture the full prenatal journey or the status of the family at the time of delivery? 
A (1,3,4) - While we do currently support other caregivers to the best of our ability, a requirement to evaluate the needs of, identify services for, and provide referrals for all other infant caregivers (potentially including partners, grandparents, aunts, uncles, and other family or community members) in addition to the birthing person creates a significant and unrealistic burden. These individuals may not be patients in our health system, raising concern and confusion about a health system’s responsibility for other caregivers. In addition, inclusion of “other caregivers” would require forced disclosure of birthing parent substance use, which may not be desired by the birthing parent. While this disclosure should be encouraged as a component of safety planning, it should not be required or forced. A birthing person’s desire to maintain privacy and autonomy should be honored.

B, C– In our current practice, the Plan of Safe Care (Family Care Plan equivalent) is a living document that is owned by the patient. The development of the plan is patient-led. It is the decision and responsibility of the patient, not the provider, to choose to share the plan with other members of the care team. To the best of our ability, we facilitate conversations with multiple providers or departments for patients. However, we do not have the resources should all patients request this. 
272.020:   Data Collection 
A - BMCHS recommends replacing the term “report” with “notify” for reasons as noted above.
In addition, BMCHS is concerned about the volume and type of data that the attending clinician will be responsible for collecting, in what manner, and on what platform. The proposed data requirements are outside the normal information a provider would collect in the usual course of clinical care, and it is unclear what, if any, benefit this data collection has to the patient or provider. The proposed information collected per patient is far more detailed and comprehensive than what was previously reportable to DCF. Additionally, and as previously discussed in our definition feedback, the proposed regulations seem to vastly increase the number of patients for which IPSE notification is required. Providers are already expressing concern about the vast amount of data being collected in no-risk situations. Research shows that screening without proper resource referrals can create mistrust with patients. [footnoteRef:5]￼  [5:  Loo, S.S., Ogden, S.N., Ospina, J. et al. Experiences of Social Risk Screening in the Safety-Net Among Patients with Mental Health Needs. J GEN INTERN MED (2026). https://doi.org/10.1007/s11606-025-10115-6] 

The amount of data required per patient and the increased number of patients captured under these proposed regulations will impact clinician workflow and the ability for data to be submitted in a timely fashion. Completing this evaluation and ensuring a Family Care Plan could unnecessarily increase length of stay, especially if a birthing person delivers at a hospital they do not have a prenatal history with or a hospital which is part of a health system of which they are not a patient.
B – As noted above, BMCHS recommends replacing the term “reporting” with “notification.”
In addition, BMCHS is concerned about the proposed notification timeline. We recommend the required data be collected prior to the newborn's discharge or transfer to another facility, rather than the birthing parent's discharge. Further, the department should allow IPSE notifications to be bulk uploaded monthly from the hospital’s electronic medical record system.  This is in line with other hospital reporting processes to the department. If IPSE notifications are only planned to be used for public health data tracking, this information should not need to be immediately submitted to the department as there is no time sensitivity.
272.025:   Obligations of Attending Clinicians

B – As noted above, BMCHS recommends replacing the term “reporting” with “notification.”
In addition, while we appreciate that 272.025(B) seems to permit a bulk upload option, this will not be feasible without also extending the timeline for sending IPSE notifications to the department. We recommend that the department frame bulk uploads as the primary means of notification. We also recommend the department base the data included in the notifications on information that is already ascertained and documented by clinicians as part of usual care rather than active data collection by the attending clinician beyond that which is obtained in the usual course of clinical care. The birthing hospital should then be responsible for batch uploading these data - rather than placing the responsibility on the attending clinician. Unfortunately, this workflow will not be feasible unless the proposed reporting timeline explicitly allows for monthly uploads. 
272.030 (B):   Confidentiality of Data Provided to the Department
BMCHS is strongly against requiring front-line clinicians to provide identifiable patient data as part of the new notification system.  Clinical teams are being asked to provide data to the department that is beyond the scope of what is usually collected in clinical care and does not have a clear link to additional resources for patients or providers. This has raised concern among providers and questions about informed consent obligations.
These data requirements have evoked significant concerns about how patients will respond, provider responsibility, and threats to the patient-provider relationship. For so many families, any type of reporting to any state agency, whether it be a public health or child welfare department, remains highly traumatizing. We anticipate patients are not going to feel comfortable sharing the vast amount of information the department is proposing with providers, particularly if it does not feel fully confidential. Providers are already expressing reluctance and hesitance about asking all questions in the screening process and the automatic requirement for a Family Care Plan as it feels like unnecessary state surveillance for many no risk families. These fears risk re-introducing a lack of trust between patients and providers. This is particularly concerning as this is counter to the goals of Chapter 285. 
Data related to substance use diagnosis and treatment is highly protected under federal law in 42 CFR Part 2. BMCHS wants to ensure that this sensitive data is handled appropriately. Is the department authorized to receive identifiable information that is federally protected in this way? Are providers allowed to disclose this data to the department with identifiable markers? 
Given the large amount of concern and confusion from patients and providers surrounding this topic, the department must provide additional guidance to providers on how to discuss this data collection with patients. At a minimum, guidance should be provided to address any additional disclosure or informed consent requirements needed, which data is identified, which data is de-identified, and the potential uses for this data.
Conclusion:
Thank you for the opportunity to offer comments regarding these proposed regulations. Should you have any questions about our input or would like further detail, please do not hesitate to reach out to me at melissa.shannon@bmc.org or Senior Manager of Government Advocacy, Andrea Pessolano at Andrea.Pessolano@BMC.org. 
Sincerely, 
 [image: Signature - Melissa Shannon]

Melissa Shannon 
Vice President for Government Advocacy
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