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Informational Briefing on Proposed Amendments to 105 CMR 130.000: Hospital Licensure, 105 CMR 140.000: Licensure of Clinics and 150.000: Licensing of Long-Term Care Facilities Regarding Provision of Information on Palliative Care and End-of-Life Options.
______________________________________________________________________

INTRODUCTION:    
The purpose of this memorandum is to inform the Public Health Council of proposed amendments to 105 CMR 130.000: Hospital Licensure, 105 CMR 140.000: Licensure of Clinics and 150.000: Licensing of Long-Term Care Facilities that implement the provisions of Section 103 of Chapter 224 of the Acts of 2012, which added Mass. G.L. c. 111, §227.  See Appendix A for full text of the law.  In accordance with this legislation, the Commissioner of the Department of Public Health, shall adopt regulations requiring that licensed hospitals, skilled nursing facilities, health centers
 and assisted living facilities provide information regarding the availability of palliative and end-of-life care options to appropriate patients.  The legislation directs the Department to consult with the Hospice and Palliative Care Federation of Massachusetts (“Hospice and Palliative Care Federation”) in developing educational documents, rules and regulations.  Department staff and members of the Hospice and Palliative Care Federation met on January 3, 2013, March 26, 2013 and April 18, 2013 to develop both the regulatory framework for these amendments as well as the educational materials to be distributed by licensed facilities. 
M.G.L. c. 227(b) requires that “licensed assisted living facilities” also distribute information regarding palliative care and end-of-life options.  Assisted living facilities are not regulated by DPH. The DPH has discussed the proposed regulations with Executive Office of Elder Affairs (“EOEA”) Secretary Ann Hartstein.  EOEA intends to amend their regulations (651 CMR 12.00) to address the distribution of information regarding palliative care and end-of-life options within assisted living facilities.  DPH will continue to work closely with that agency to ensure consistency between the two agencies’ regulations.
This memorandum includes a background discussion of the relevant legislative and policy initiatives regarding end-of-life care in Massachusetts, and an overview of the proposed amendments as they apply to licensed hospitals, clinics and long-term care facilities.  The proposed amendments to the hospital, clinic and long-term care facility licensure regulations are included as Exhibit B to this memorandum.

I.
BACKGROUND: 

In 2009, the Massachusetts Expert Panel on End of Life Care, established by the Executive Office of Health and Human Services (“EOHHS”), conducted a comprehensive review of the issues surrounding end-of-life care both nationally and in the Commonwealth. It concluded that Massachusetts residents nearing the end of their lives often do not receive the care that they want or need and are unaware of the full range of care options, including hospice and palliative care services.  The Expert Panel also found that even when patients are well-informed about their care options, their choices may not always be clearly communicated to family members and health care providers or honored across health care settings. 

In order to address these significant gaps, the Expert Panel recommended specific legislative, regulatory and policy initiatives designed to educate the public about the importance of advanced care planning and engaging in critical conversations between patients, family members and health care providers regarding the full range of end-of-life care options.
  In addition, the Expert Panel recommended state-wide implementation of Massachusetts Orders for Life-Sustaining Treatment (“MOLST”).  The MOLST process and medical order form were developed to ensure that persons with advanced illness will have their decisions regarding life-sustaining treatment known, communicated and honored across health care settings.
  

The proposed regulatory amendments advance the legislative and policy goals of ensuring that patients nearing the end of life understand the full range of care options available to them and that health care providers and systems develop policies to support patients’ treatment decisions.  
II.
PROPOSED AMENDMENTS:  

 
The Department is proposing to add identical amendments to 105 CMR 130.000: Hospital Licensure, 105 CMR 140.000: Licensure of Clinics and 105 CMR150.000: Licensing of Long-Term Care Facilities. The regulations require that licensed hospitals, long-term care facilities, and clinics provide information regarding palliative care and end-of-life options to a subset of patients who have been identified by their attending health care practitioner as “appropriate patients.”   An appropriate patient is defined as “a patient whose attending health care practitioner has:  (1) diagnosed a terminal illness or condition which can reasonably be expected to cause the patient’s death within six months, whether or not treatment is provided, or (2) determined that the patient may benefit from hospice and palliative care services.”  
The regulatory amendments require the licensed facility to have policies in place to identify appropriate patients and ensure that such patients receive an informational pamphlet that explains, at a minimum, advanced care planning and identifies available hospice and palliative care services.  In addition, the licensed facilities would be required to incorporate standards from forthcoming Department guidelines into the facilities’ informational pamphlets.  The guidelines will require information regarding MOLST processes; an explanation of the right to receive counseling regarding palliative care and end-of-life options by the attending health care practitioner in accordance with the provisions of M.G.L. c. 111, §227(c); and information about licensed hospice providers and home care within the Commonwealth. Facilities have the option to use the Department-issued pamphlet or create their own informational pamphlet that contains all the information required by the Department. Currently, Bureau staff members, in consultation with Hospice and Palliative Care Federation, are developing an informational pamphlet that will be made available to facilities for distribution.
In addition, each licensed facility would be required to inform all physicians and nurse practitioners who provide care within or on its behalf of their obligation to provide end-of-life counseling to patients with a terminal illness in accordance with the provisions of M.G.L. c. 111, §227(c).  Additionally, facilities must maintain proof of compliance with the regulations, and make that proof available to the Department upon inspection.
III.
PUBLIC HEARING 

The Bureau of Health Care Safety and Quality expects to hold a public hearing on the proposed amendments to 105 CMR 130.000, 105 CMR 140.000 and 105 CMR 150.000 in November 2013.
Appendix A 

Section 103 of Chapter 224 of the Acts of 2012, An Act Improving the Quality of Health Care and Reducing Costs through Increased Transparency, Efficiency and Innovation, added sections 227(a) through (d) to Mass. General Laws Chapter 111, as follows:  

(a) As used in this section the following terms shall, unless the context clearly requires otherwise, have the following meanings:

"Appropriate'', consistent with applicable legal, health and professional standards, the patient's clinical and other circumstances and the patient's reasonably known wishes and beliefs.

"Attending health care practitioner'', a physician or nurse practitioner who has primary responsibility for the care and treatment of the patient; provided that if more than 1 physician or nurse practitioner share that responsibility, each of them shall have a responsibility under this section, unless there is an agreement to assign that responsibility to 1 such person.

"Palliative care'', a health care treatment, including interdisciplinary end-of-life care and consultation with patients and family members, to prevent or relieve pain and suffering and to enhance the patient's quality of life, including hospice care.

"Terminal illness or condition'', an illness or condition which can reasonably be expected to cause death within 6 months, whether or not treatment is provided.

(b) The commissioner shall adopt regulations requiring each licensed hospital, skilled nursing facility, health center or assisted living facility to distribute to appropriate patients in its care information regarding the availability of palliative care and end-of-life options.

(c) If a patient is diagnosed with a terminal illness or condition, the patient's attending health care practitioner shall offer to provide the patient with information and counseling regarding palliative care and end-of-life options appropriate for the patient, including, but not limited to: (i) the range of options appropriate for the patient; (ii) the prognosis, risks and benefits of the various options; and (iii) the patient's legal rights to comprehensive pain and symptom management at the end-of-life. The information and counseling may be provided orally or in writing. Where the patient lacks capacity to reasonably understand and make informed choices relating to palliative care, the attending health care practitioner shall provide information and counseling under this section to a person with authority to make health care decisions for that patient. The attending health care practitioner may arrange for information and counseling under this section to be provided by another professionally qualified individual.

If the attending health care practitioner is not willing to provide the patient with information and counseling under this section, the attending health care practitioner shall arrange for another physician or nurse practitioner to do so or shall refer or transfer the patient to another physician or nurse practitioner willing to do so.

Nothing in this section shall be construed to permit a healthcare professional to offer to provide information about assisted suicide or the prescribing of medication to end life.
(d) The department shall consult with the Hospice and Palliative Care Federation of Massachusetts in developing educational documents, rules and regulations related to this section.
Appendix B – Proposed Regulatory Amendments to: 

105 CMR 130.000—Hospital Licensure

105 CMR 140.000—Licensure of Clinics

105 CMR 150.00—Licensing of Long-Term Care Facilities

HOSPITALS:

130.1900: Definitions 


The following definitions apply to 105 CMR 130.1901:

Appropriate patient means a patient whose attending health care practitioner has (1) diagnosed a terminal illness or condition which can reasonably be expected to cause the patient’s death within six months, whether or not treatment is provided, or (2) determined that the patient may benefit from hospice and palliative care services. 

Attending health care practitioner means a physician or nurse practitioner who has primary responsibility for the care and treatment of the patient within or on behalf of the hospital; provided that if more than one physician or nurse practitioner share that responsibility, each of them shall have a responsibility under this section, unless there is an agreement to assign that responsibility to one such person. 
Palliative care means health care treatment, including interdisciplinary end-of-life care and consultation with patients and family members, to prevent or relieve pain and suffering and to enhance the patient’s quality of life, including hospice care.

130.1901: Provision of Information on Palliative Care and End-of Life Options.

(A) Each hospital shall distribute to appropriate patients in its care, culturally and linguistically suitable information regarding the availability of palliative care and end-of-life options. This obligation shall be fulfilled by providing the patient with:

(1) A Department-issued informational pamphlet; or 

(2) A similar informational pamphlet that meets the specifications in 105 CMR 130.1901(B).

(B)At a minimum, the informational pamphlet shall include: 

(1) A definition and explanation of advanced care planning, hospice and palliative care services; and

(2) All other requirements as defined in guidelines of the Department. 

(C) Each hospital shall provide the information in 105 CMR 130.1901(A) in a timely manner, based on the needs of the individual patient.

(D) Each hospital shall have a policy for identifying appropriate patients and ensuring that they receive an informational pamphlet. Such policies shall be made available to the Department upon request. 

(E) Each hospital shall inform all physicians and nurse practitioners providing care within or on behalf of the facility of the requirements of M.G.L. c. 111, §227(c) to provide end-of-life counseling to patients with a terminal illness or condition.  

(F) The hospital shall make available to the Department proof that it is in compliance with 105 CMR 130.1901(A), (C), (D), and (E) upon request or at the time of inspection. 
CLINICS:  

140.1200: Definitions



The following definitions apply to 105 CMR 140.1201:

Appropriate patient means a patient whose attending health care practitioner has (1) diagnosed a terminal illness or condition which can reasonably be expected to cause the patient’s death within six months, whether or not treatment is provided, or (2) determined that the patient may benefit from hospice and palliative care services. 

Attending health care practitioner means a physician or nurse practitioner who has primary responsibility for the care and treatment of the patient within or on behalf of the clinic; provided that if more than one physician or nurse practitioner share that responsibility, each of them shall have a responsibility under this section, unless there is an agreement to assign that responsibility to one such person. 
Palliative care means a health care treatment, including interdisciplinary end-of-life care and consultation with patients and family members, to prevent or relieve pain and suffering and to enhance the patient’s quality of life, including hospice care.

140.1201:  Provision of Information on Palliative Care and End-of Life Options. 

(A) Each clinic shall distribute to appropriate patients in its care, culturally and linguistically suitable information regarding the availability of palliative care and end-of-life options. This obligation shall be fulfilled by providing the patient with:

(1) A Department-issued informational pamphlet; or 

(2) A similar informational pamphlet that meets the specifications in 105 CMR140.1201(B).

(B)At a minimum, the informational pamphlet shall include: 

(1) A definition and explanation of advanced care planning, hospice and palliative care services; and

(2) All other requirements as defined in the guidelines of the Department. 

(C) Each clinic shall provide the information in 105 CMR 140.1201(A) in a timely manner, based on the needs of the individual patient.

(D) Each clinic shall have a policy for identifying appropriate patients and ensuring that they receive an informational pamphlet. Such policies shall be made available to the Department upon request. 

(E) Each clinic shall inform all physicians and nurse practitioners providing care within or on behalf of the facility of the requirements of M.G.L. c. 111, §227(c) to provide end-of-life counseling to patients with a terminal illness or condition

(F) The clinic shall make available to the Department proof that it is in compliance with 105 CMR 140.1201(A), (C), (D), and (E) upon request or at the time of inspection. 

SKILLED NURSING FACILITIES:

150.022: Definitions 


The following definitions apply to 105 CMR 150.023:

Appropriate resident means a resident whose attending health care practitioner has (1) diagnosed a terminal illness or condition which can reasonably be expected to cause the resident’s death within six months, whether or not treatment is provided, or (2) determined that the resident may benefit from hospice and palliative care services. 

Attending health care practitioner means a physician or nurse practitioner who has primary responsibility for the care and treatment of the resident within or on behalf of the Level I or Level II Facility; provided that if more than one physician or nurse practitioner share that responsibility, each of them shall have a responsibility under this section, unless there is an agreement to assign that responsibility to one such person. 
Palliative care means health care treatment, including interdisciplinary end-of-life care and consultation with residents and family members, to prevent or relieve pain and suffering and to enhance the resident’s quality of life, including hospice care.

150.023: Provision of Information on Palliative Care and End-of Life Options. 
 (A) Each Level I and Level II Facility shall distribute to appropriate residents in its care, culturally and linguistically suitable information regarding the availability of palliative care and end-of-life options. This obligation shall be fulfilled by providing the resident with:

(1) A Department-issued informational pamphlet; or 

(2) A similar informational pamphlet that meets the specifications in 105 CMR 150.023(B).

(B)At a minimum, the informational pamphlet shall include: 

(1) A definition and explanation of advanced care planning, hospice and palliative care services; and

(2) All other requirements as defined in guidelines of the Department. 

(C) Each Level I and Level II Facility shall provide the information in 105 CMR 150.023(A) in a timely manner, based on the needs of the individual resident.

(D) Each Level I and Level II Facility shall have a policy for identifying appropriate residents and ensuring that they receive an informational pamphlet. Such policies shall be made available to the Department upon request. 

(E) Each Level I and Level II Facility shall inform all physicians and nurse practitioners providing care within or on behalf of the facility of the requirements of M.G.L. c. 111, §227(c) to provide end-of-life counseling to residents with a terminal illness or condition.
(F) The Level I and Level II Facility shall make available to the Department proof that it is in compliance with 105 CMR 150.022 (A), (C), (D), and (E) upon request or at the time of inspection. 
� The Department does not have a “health center” licensure category, and has therefore interpreted the term to mean clinics.  


� Patient-Centered Care and Human Mortality, The Urgency of Health Systems Reforms to Ensure Respect for Patients’ Wishes and Accountability for Excellence in Care,  Report and Recommendations of the Expert Panel on End-of-Life Care, October 2010.





� In April 2012, statewide implementation of MOLST processes began.  The DPH, the Boards of Registration in Nursing and Physician Assistants and the Board of Registration in Medicine have endorsed the use of the MOLST process and the medical order form as a standard of care for communicating patient preferences regarding life-sustaining treatment options.   See DHCQ Circular Letter 10-02-529 and � HYPERLINK "http://www.molst-ma.org" ��www.molst-ma.org� for further information about MOLST.   
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