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Introduction

An informational briefing was provided to the Public Health Council on August 12, 2015, regarding amendments to 105 CMR 164.000: Licensing of Substance Abuse Treatment Programs, as required by Chapter 258 of the Acts of 2014. 

The proposed amendments require any corporate entity treating more than 300 patients for opioid dependency, that is not already regulated as a hospital or clinic by the Department, to be licensed. The amendments also require all licensed substance abuse treatment programs to integrate best practices, such as overdose prevention, coordination of care, patient protection, and family support services. 

Background

In March 2014, the opioid overdose epidemic in Massachusetts was declared a public health emergency. The Public Health Council then met in an emergency session and authorized the Commissioner of the Department of Public Health to take necessary actions to combat the epidemic. The Public Health Council also voted on a number of other emergency measures intended to address this problem. Subsequently, the legislature unanimously passed Chapter 258 of the Acts of 2014, “An Act to Increase Opportunities for Long Term Substance Abuse Recovery.”  The legislation requires the Department to promulgate regulations for the licensure of large office based opioid treatment (buprenorphine services) and for comprehensive and coordinated treatment services with the goal of increasing engagement in treatment and decreasing overdoses. 
The licensure of large office based opioid treatment entities (OBOTs) would ensure patient safety, patient rights, and diversion control as it relates to buprenorphine prescribing. Buprenorphine is an opioid agonist medication approved by the federal Food and Drug Administration (FDA) for the treatment of opioid addiction. The Drug Addiction Treatment Act of 2000 (DATA 2000) was enacted following the FDA approval of buprenorphine and regulates the prescription of buprenorphine. DATA 2000 established that buprenorphine may be prescribed in an office-based setting by physicians who receive mandated training and a DEA waiver of a separate registration requirement to prescribe medication for this purpose. DATA 2000 allowed DEA-waived physicians to treat up to 30 patients in the first year of their waiver and up to 100 patients in subsequent years. The intent was to encourage the integration of opioid treatment into primary care, mental health, and psychiatric office based settings. While DATA 2000 does recommend that buprenorphine providers have the ability to refer persons to behavioral health care, it does not require it. DATA 2000 also does not contain any patient protections related to treatment access, discharge, coordination of care, the use of drug screening, or diversion control measures. This legislation remedies this situation by requiring the Department to promulgate these regulations that would require large OBOTs, not currently licensed by the Department, to be licensed. 

Proposed Amendments

The Department is proposing amendments to 105 CMR 164.000 consistent with the legislative mandate under Chapter 258, which requires that all corporate entities treating more than 300 patients for opioid dependency in the form of agonist therapy obtain a license from the Department. The proposed regulatory amendments require that these entities obtain a license every two years following the initial six-month provisional license that will be issued to new programs demonstrating substantial compliance.
Chapter 258 also directs the Department to ensure the integration of best practices for client safety, medication diversion, coordination of care, relapse prevention, family support services, and discharge planning. As a response to the mandate, the following were the major areas included in the amendments: 
· Report unsafe conditions to authorities with relevant jurisdiction.
· Conduct a DCF screen prior to hiring an employee serving persons under the age of 18 or families with children under the age of 18. 
· Attend training on how to educate patients on the risks and benefits of medication assisted treatment, and of not receiving treatment, with opioid agonist or partial agonist.
· Include assessment of risk of overdose and coordination of care, including referrals to community based overdose prevention services and discharge planning. 

· Implement random call backs and random drug screening to assist clinical interventions of patients not adhering to treatment goals.

· Use the Prescription Monitoring Program (PMP) at admission and periodically throughout the course of treatment. (Note that because the medication provided by an OTP is administered on site and not dispensed in a pharmacy, dispensing of these medications does not appear in the PMP.)
· Demonstrate and document coordinated care, integrated care, and engagement with family and social supports at intake, throughout treatment and at discharge. Coordination of care for individuals leaving care will include a risk assessment for overdose and referrals to community based overdose prevention services.

· Ensure that staff members receive training on coordinating care internally, with other health and social service providers, and with family and community supports.

· Engage family in treatment and provide information on family support services to the individual and her or his family.

The Department also included the following clarifications to the existing regulations: 

· Amend definitions to more accurately describe personnel and services.

· Amend the section on written policies for licensees, including client rights and a clarification of non-discrimination requirements.

· Revise language throughout from “opioid agonist” medication to “FDA-approved” medication to encompass current and future FDA-approved medications for treatment of opioid dependence.
· Add a requirement that licensees inform clients about what constitutes discharge, along with the right to grieve the decision, and about client rights to care coordination and information about determination of fees.

Public Comment

A public hearing was held on September 22, 2015, and the comment period was open until September 25, 2015. Three individuals testified in person. The three individuals also provided written testimony. There were five submissions of written testimony in total. The following entities provided testimony: 
· Community Health Care, Inc. doing business as Community Substance Abuse Centers (oral and written)
· The Association for Behavioral Healthcare (ABH) (oral and written)
· MA Recovery Home Collaborative (RHC) (oral and written)
· North Charles, Inc. 

· Spectrum Health Systems, Inc.

The testimony submitted and comments received, along with responses from BSAS, are summarized in the chart in attachment “A.” Major comments or concerns were the following:
· Support regulatory oversight for large OBOTs.

· Support the delivery of comprehensive and coordinated care, but are concerned that the additional requirements create an unfunded mandate for licensees and recommend BSAS create a payment structure to offset the additional costs.

· Request detail for the operationalization of DCF screens for staff working with individuals under the age of 18; training of staff and education of clients in the benefits and risks of MAT; and of coordination of concurrent substance abuse, mental health, primary care, and family supports.
Conclusion

BSAS acknowledges the recommendations, concerns, and requests for clarification raised by the commenters. Many of the recommendations and comments were outside of the scope of this process but will be reviewed as part of the Department’s regulations review process. Others have been addressed as described in Attachment A. The Department now requests final approval from the Public Health Council to promulgate the regulatory amendments as described herein. 
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