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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 130.000, Hospital Licensure. 
The Bureau of Health Care Safety and Quality (BHCSQ), within DPH, drafted these amendments to update the regulations as part of the regulatory review process, mandated by Executive Order 562, which requires the Department of Public Health (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 update terminology, centralize generally applicable definitions, and use plain language to make the regulation easier to read and understand. In addition, the proposed amendments delete unnecessary or outdated regulations and include new statutory obligations on hospitals. 
II.
Proposed Regulation
Updated language and references 
The proposed amendments update the language throughout and remove outdated requirements, such as requirements in 105 CMR 130.375 with deadlines that have already passed.  In addition, in order to make the regulations easier to use, where practicable we have moved definitions into the main definition section in the front of the regulation and we have eliminated provisions in105 CMR 130.617, 130.618, and 130.626, relating to requirements for laboratories, environment, and infection control because those requirements are already addressed by general requirements applicable to the entire hospital. 
Updated Requirements for Licensure
The proposed regulations update numerous licensure requirements, including the following: 

· 105 CMR 130.101, Application for License, was updated to require that applications for initial licensure or transfer of ownership be submitted at least 60 days in advance of the proposed change.  Previously the regulation did not include a timeline for submission, which resulted in transactions being delayed.  
· 105 CMR 130.104, Evidence of Responsibility and Suitability, to more closely track the statutory requirements in M.G.L. c. 111, §51. 
· In 105 CMR 130.108, the amended regulations require that applicants for licensure submit a community benefits plan to the Department, and that hospitals comply with all state and federal laws applicable to health care.  This will ensure that hospitals comply with the Attorney General’s Community Benefits requirements.  
· The proposed amendments add 105 CMR 130.109, Transfer of Ownership or Location,  These amendments ensure that the hospital regulations align with the Determination of Need requirements and provide, for the first time, regulatory support for the transfer of ownership or location process required by the Department. Until now, this process has been provided through subregulatory guidance and the licensure application form, but has not been in regulations, causing confusion to stakeholders who were not familiar with the process.  
· 105 CMR 130.110, Issuance of a License, was moved to improve clarity because the next several sections presuppose licensure. 

· In 105 CMR 130.124, we removed language related to issuing a provisional license, because M.G.L. c. 111, §51 does not provide for a provisional license.  
· The proposed amendments eliminate duplicative review by the Division of Health Care Facility Licensure and Certification for hospitals offering substance abuse services already approved by the Bureau of Substance Abuse Services, thereby reducing confusion and delay in the opening of new and expanded services. 
Licensed Bed Capacity and Closure of Essential Services 
The proposed amendments update 105 CMR 130.121 and 130.123 to eliminate outdate bed reporting requirements which were removed from M.G.L. c. 111, §51 through the Acts of 2014, Chapter 402.  Additionally, 105 CMR 130.122 was updated to require that employees are notified of an essential services closure at least 90 days prior to closure of the service, which is the same time period in which hospitals must report such closure to the Department, and the proposed regulations require public notice to the Health Policy Commission, the Center for Health Information and Analysis (CHIA), the Attorney General’s Office, and the Executive Office of Labor and Workforce Development.  
Removal of Outdated and Unnecessary Sections 
The proposed amendments remove several sections which are no longer required or are unnecessary.  Among them:
· Removed 105 CMR 130.201, Special Requirements for Psychiatric Services, specifically compliance with the psychiatric services requirements of the Medicare Conditions of Participation. This section is not necessary because 105 CMR 130.200 already requires that hospitals comply with the Medicare Conditions of Participation, which for hospitals with a psychiatric service would include that condition. It is unnecessary to separate out one specific condition of participation.
· Removed 105 CMR 130.207, County Hospitals – Assuring Visitation and 105 CMR 130.208, Visitation Privileges – Conditions, because county hospitals no longer exist.  

· Eliminated references to the Advocacy Office established under 105 CMR 131 because this regulation is being rescinded. The patient advocacy work is done on the federal level, not by the state.  

· Removed language from several sections requiring the Department to establish advisory committees. In each case, there is no statutory requirement for an advisory committee, the committees have not been meeting on a regular basis, and the Department can request input from stakeholders and subject matter experts when needed.  The pediatric advisory committee established in 105 CMR 130.710, the diversion status system committee established in 105 CMR 130.841, and the sharps injury advisory committee establish in 105 CMR 130.1008 were all eliminated.  
ICU Nurse Staffing
To comply with M.G.L. c. 111, §231, the nurse staffing ratios in Intensive Care Units were updated to require either 1:1 or 1:2 nurse coverage, depending on the acuity of the patient, rather than the 1:4 ratio currently in the regulations. CMS requires a minimum of 1:2 nurse staffing, so this change also brings the state regulations into better alignment with the federal conditions of participation. 
Reporting of Serious Incidents, Serious Reportable Events, and Serious Adverse Drug Events
Reporting requirements were updated to comply with statutory requirements, to be consistent with other health facilities licensure regulations, and to conform to federal requirements.  
105 CMR 130.332 was updated to ensure that the Department’s requirements for Serious Reportable Events aligned with the National Quality Forum’s requirements  The regulations were also updated to add reporting of Serious Adverse Drug Events, which are now required by M.G.L. c111, §51H.
Discharge Planning
This section was updated to remove the preamble, thereby eliminating unnecessary language in that section.  We propose moving discharge requirements that were located within the preamble into the body of the subsection, for greater clarity. We also propose removing language that was specific to Medicare patients because the requirements apply to all hospital patients.  

Hematopoietic Progenitor/Stem Cell Transplantation Program Requirements
The proposed amendments update the Hematopoietic Progenitor/Stem Cell Transplantation Program requirements, including updating the name of the accrediting organization and clarifying the types of program hospitals might operate.  

Birth Center Services
The proposed amendments incorporate the requirements for free-standing birth centers operated by hospitals that are now included in a free-standing regulation, 105 CMR 130.142, which we propose rescinding.  Birth centers operated by hospitals were required to comply with all applicable regulations in 105 CMR 130.000 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 hospitals into the hospital regulations. The regulations, starting at 130.810, 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. 
Maternal and Newborn Services
The proposed amendments update the maternal and newborn services sections of the regulations and reorganize and consolidate duplicative sections. The proposed amendments remove overly prescriptive language that could limit a hospital’s ability to develop new and innovative approaches to patient care based upon current standards of practice.  
As part of the work of restructuring this section, starting at 105 CMR 130.630, each level of maternal and newborn service adds to the one below, so that Level II services must include all Level I services.  
The proposed regulations amend 105 CMR 130.615, Patient/Family Services, to better reflect that hospital services should develop policies that reflect the needs of their community, rather than dictating specific obligations to all hospitals.   
This section also redrafts the physical plant requirements to align with other health facility licensure regulations and with the Facility Guideline Institute requirements.  

Finally, we propose removing prescriptive data reporting requirements from 130.628, Data Collection and Reporting Systems, and instead requiring maternal and newborn services to comply with any reporting requirements the Department may request through guidelines, giving the Department more flexibility and not requiring hospitals to report data that is no longer relevant.  
Cardiac Surgery and Cardiac Catheterization Services
The proposed amendments update and consolidate the cardiac catheterization service regulations for clarity and to reduce duplication, and update the regulations to reflect medical advances and changing national standards for the provision of service.

The proposed amendments also add a licensure process for hospitals that seek to provide cardiac catheterization services. The Department will review applications and determine whether the hospital meets the regulatory standards and quality and access requirements, in accordance with guidelines based upon standards issued by the American College of Cardiology, American Heart Association, and Society for Cardiac Angiography and Interventions, necessary to operate a cardiac catheterization service. The application process will also permit hospitals to seek approval to operate each of the following services: diagnostic catheterization, diagnostic and interventional catheterization, pediatric catheterization, and electrophysiology (see 105 CMR 130.975).  Rather than requiring that a hospital be approved to provide diagnostic catheterization services first, Department guidance, based on those national standards, will provide the qualifications necessary to provide each service.  
The proposed amendments remove all references to specific volume minimums for physician operators of cardiac catheterization. Instead, the regulations direct the hospital to establish criteria for granting privileges, and require the hospital to ensure that its staff is appropriately trained and competent to perform the service.  

In addition, in order to reflect changes in national standards for quality, the proposed amendments remove the specific volume minimums required for each facility, as set out in 105 CMR 130.935, and instead move the standards to Department guidelines, which are based on the guidelines and standards issued by the American College of Cardiology, American Heart Association and Society for Cardiac Angiography and Interventions.
Finally, we propose removing all references to mobile cardiac catheterization. There are currently no mobile cardiac catheterization programs in Massachusetts and the Department does not anticipate the need to add any new mobile services.  
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 130.000 are attached to this memorandum.
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