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RE:
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__________________________________________________________________________
I.
Introduction

The purpose of this memorandum is to provide the Public Health Council (PHC) with information about proposed amendments to 105 CMR 140.000, Licensure of Clinics. 
The Bureau of Health Care Safety and Quality (BHCSQ), within the Department of Public Health (DPH), drafted these amendments to update the regulations as part of the regulatory review process, mandated by Executive Order 562, which requires DPH, and all other state agencies, to undertake a review of each and every regulation currently published in the Code of Massachusetts Regulations under its jurisdiction.

The proposed amendments to this regulation improve readability by updating the language, and updating definitions where necessary, remove duplicative reporting and physical plant requirements, and provide greater flexibility for mental health clinic services.  In addition, we have included in these regulations the regulations for birth centers.  

II.
Proposed Regulation
Updated language and references 
The proposed amendments update the language throughout.  In the definitions section, new definitions are added to reflect the addition of birth centers.  In addition, definitions are added for mobile and portable care, which allow clinics to operate vehicles to supplement care in rural and underserved areas.

The proposed amendments also add a definition for urgent care that reads in part: “a model of episodic care delivery that is primarily the immediate diagnosis, treatment, management or monitoring of acute and chronic disease, generally provided on a walk-in basis, and not intended as the patient’s primary care provider. Urgent care shall not be a separate service, and shall not mean surgical services, dental services, physical rehabilitation services, mental health services, substance abuse services, birth center services or limited services as defined in 105 CMR 140.020: Specific Service (1) through (9), which require a separate licensure designation; or Emergency Service or Satellite Emergency Facility as defined in 105 CMR 130.020 Hospital Licensure.” This definition will reduce confusion to operators of urgent care centers and the public, by clarifying that urgent care is not a service, but a health care delivery model, and that urgent care clinics require licensure as such.  
Licensure 
To protect against confusion by the public, we propose adding language in 105 CMR 140.103 to prevent clinics from having misleading names, and requiring them to seek approval from DPH prior to changing their names.  

In addition, we propose adding specific timelines for submitting applications for renewals (90 days prior to the expiration of the license) and for notifying DPH of a proposed change in name or location of the facility (30 days prior to the proposed change), to ensure a timely change. In addition, any clinic proposing a change of ownership must provide DPH with sufficient notice for DPH to conduct a suitability review and any other necessary review prior to the change.  

Clinic Facilities
The proposed amendments provide flexibility for clinics providing only mental health services and small clinics with no more than two examination rooms, by exempting them from physical plant requirements for clean storage and soiled workroom areas that do not apply to them.  In addition, both limited service clinics and mobile or portable units that are on the premises of another entity may share toilet and handwashing facilities with that entity as long as the facilities meet other sanitary requirements. 
The proposed amendments also update the requirements for having the space accessible to people with disabilities at 105 CMR 130.209, and clarify that these rules apply to all clinic space, including satellites, mobile/portable units and mental health outreach sites.  

Medical Records at Urgent Care Clinics
We have added a requirement that urgent care clinics must provide a copy of the medical record of a visit to a patient at the end of that visit and, with the patient’s consent, provide a copy to the patient’s primary care provider, if any.  
Reporting of Serious Complaints, Serious Reportable Events, Serious Adverse Drug Events, and Healthcare Acquired Infections
The requirements for reporting serious complaints and incidents were updated to align with other state and federal requirements for reporting.  In addition, we have added reporting for serious adverse drug events to comply with statutory requirements that these be reported to DPH.  Finally, the reporting requirements for healthcare-acquired infections were also updated to align with federal requirements.  
Dental Surgery
The proposed amendments add a section, 105 CMR 140.405, requiring that a clinic that performs dental surgical procedures, including but not limited to procedures requiring general anesthesia, advanced oral maxillofacial surgery, removal of a large tumor, or major surgery to the mandible or maxilla such as reduction of a fractured jaw, must be licensed to provide surgical services.
Mobile Sites
The proposed regulations add provisions for mobile services, at 105 CMR 140.451 through 140.453.  These provisions add host sites for mobile services to include long-term care facilities, assisted living facilities, corporate or business locations, community centers, social service agencies, and churches, but not commercial office space rented by the licensed clinic.  In addition, clinics may not store medications at any host site or store medications overnight in a mobile or portable unit.  

Allowing additional siting of mobile services will provide flexibility for clinics seeking to reach out to rural and underserved communities, and regulating the storage of medications will ensure the safety of patients and prevent medication diversion.
Mental Health Services
The proposed amendments add flexibility for clinics providing mental health services.  This includes recognizing that the appropriate evaluation and diagnostic services vary depending on the patient’s chief complaint or problem, and for patients receiving brief treatment, a briefer assessment and treatment plan may be appropriate.

This section also removes the cap on mental health outreach visits and eliminates the current limit on outreach clients of less than a majority of the clinic’s patients. This removes a barrier to mental health treatment for an underserved population by allowing clinics to deliver services at sites in the community, without limitations on the number of patients that can be served at these sites. 

Birth Center Services
The proposed amendments incorporate the requirements for free-standing birth centers operated by clinics that are now included in a free-standing regulation, 105 CMR 142.000, which we propose rescinding.  Birth centers operated by clinics were required to comply with all applicable regulations in 105 CMR 140.000 and also the separate birth center regulations, creating duplicative and confusing regulations.  This change eliminates the duplication and incorporates the remaining requirements for birth centers operated by clinics into the clinic regulations. The regulations, starting at 140.901, include the necessary protocols for health and safety policies, staffing requirements, necessary specialized equipment, and specialized requirements for medical records, off-hour coverage, and a referral system for necessary transfers to hospitals. 
V.
Summary

Staff intends to conduct the public comment hearing in September and hopes to return to the PHC shortly after that to report on testimony and any recommended changes to the proposed amendments.  Following final action by the PHC, the Department will be able to file the final amendment with the Secretary of the Commonwealth.
The proposed amendments to 105 CMR 140.000 are attached to this memorandum.
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