The Commonwealth of Massachusetts

Executive Office of Health and Human Services

Department of Public Health

250 Washington Street, Boston, MA 02108-4619

Tel: 617-624-5000

Fax: 617-624-5206

www.mass.gov/dph

	DEVAL L. PATRICK
GOVERNOR

JOHN W. POLANOWICZ
SECRETARY

CHERYL BARTLETT, RN
COMMISSIONER


[image: image1.png]___-E





TO:

Commissioner Cheryl Bartlett 

FROM:
Madeleine Biondolillo, M.D., Associate Commissioner


Deborah Allwes, Director, Bureau of Health Care Safety and Quality
DATE:

November 14, 2014
RE:
Approval of Final Amendments to 105 CMR 130.000: Hospital Licensure, 105 CMR 140.000: Licensure of Clinics and 105 CMR 150.000: Licensing of Long-Term Care Facilities Regarding Provision of Information on Palliative Care and End-of-Life Care Options.
_________________________________________________________________

I. Introduction:   
The purpose of this memorandum is to request final promulgation of proposed amendments to 105 CMR 130.000: Hospital Licensure, 105 CMR 140.000: Licensure of Clinics and 105 CMR 150.000: Licensing of Long-Term Care Facilities implementing the provisions of Section 103 of Chapter 224 of the Acts of 2012, which added M.G.L. c. 111, §227
.  In accordance with the 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 final regulations, with the proposed changes, are included at the end of this memorandum as Attachment 1.

II. Public Hearing Process:
On November 21, 2013, the Department held a public hearing on the proposed regulations and received testimony (both written and oral) from representatives of the following  entities:  Community Voices in Medical Ethics; Honoring Choices Massachusetts; The Conversation Project; Cancer Action Network; Health Care for All; Hospice & Palliative Care Federation of Massachusetts; Hospice of the Greater North Shore & Greater Boston; Director, Palliative Care Programs of Beth Israel Deaconess Medical Center (BIDMC); Dana-Farber Cancer Institute; Massachusetts Hospital Association (MHA); Atrius Health; Sturdy Memorial Hospital Patient Care Services; Lahey Hospital & Medical Center;  Home Care Alliance of MA; MOLST Project; and LeadingAge MA.  All commentators expressed support for the regulations as a means of ensuring that patients are made aware of the full range of available care options at the end of life.  A chart summarizing the public testimony is included at the end of this memorandum as Attachment 2.  
III. Comments Related to Proposed Regulatory Changes:

Definition of Palliative Care:


The definition of “palliative care” originally proposed is identical to the one set forth in M. G. L. c. 111, §227(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.

The majority of commentators objected to this definition because it includes “hospice care” as a subset of “palliative care.” They noted that there is a great deal of confusion among patients and family members regarding these terms and that clarity is needed to highlight the fact that palliative and hospice services represent two distinct stages in the care continuum.  In sum, palliative care can include curative or life-prolonging treatment and is not defined by life-expectancy.  Conversely, hospice care does not include life-prolonging treatments and is utilized during the final months of life.  

Staff Response:  Staff recommends amending the definition of palliative care as follows:
the attempt to prevent or relieve pain and suffering and to enhance the patient’s quality of life, and may include, but is not limited to, interdisciplinary end-of-life care and consultation with patients and family members.

In addition, the final regulations include a definition of “hospice care services.”   Staff believes that these revisions are consistent with the legislative intent and will serve to clarify the available care options.  
Definition of “Appropriate Patient”:

The proposed regulation defines “appropriate patient” 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. 
A majority of commentators recommended that subsection (2) be amended to clarify that an “appropriate patient” is one that can benefit from either palliative care or hospice care.  Some commentators requested that the reference to “six months” in subsection (1) be expanded to “12 months” in order for providers to begin identifying patients who would benefit from palliative care.   
Staff Response:  Staff agrees with the concerns expressed regarding subsection (2) and proposes the following amendment:
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, provided that the attending health care practitioner determines that discussion of palliative care services is not contraindicated; or (2) determined that discussion of palliative care services is consistent with the patient’s clinical and other circumstances and the patient’s reasonably known wishes and beliefs. 

Staff does not recommend that subsection (1) be changed because extending the time period to 12 months conflicts with the definition of “terminal illness” in M.G.L. c. 111, §227(a). 
Other Definitions Proposed:
One commentator proposed adding a definition of “End-of-Life Counseling” in order to ensure that providers’ conversations are sensitive to cultural or religious differences and focus on the patient’s values and goals.  Another commentator proposed that the Department specify that the clinician who offers “end-of-life counseling” be qualified by experience and/or training.   Staff does not recommend these changes because regulations regarding the provision of end-of-life counseling are beyond the scope of the Commissioner’s statutory authority.  Further guidance and/or regulations regarding end-of-life counseling by the patient’s attending physician or nurse practitioner as set forth in M.G.L. c. 111, §227(c) are within the purview of the Board of Registration in Medicine and Board of Registration in Nursing.

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

The proposed regulations require that licensed hospitals, clinics, and long-term care facilities provide information regarding palliative and end-of-life care options to a subset of patients who have been identified by their attending health care practitioner as “appropriate patients” and that such information be provided in a timely manner. See 105 CMR 130.1901(A) and 1901(C).  Several commentators proposed amending the above-referenced sections to require that hospitals “make available to its clinicians to distribute to appropriate patients and that each hospital “provide its clinicians with the information required [by subsection A] so that they can distribute it to their appropriate patients in a timely manner.”
Staff Response:  Staff believes that the statutory requirement places the requirement on the health care facility, rather than the practitioner, to distribute the information to appropriate patients. However, staff understands that from a practical perspective this obligation will likely be met through the attending health care practitioner or other individual, so recommends clarifying this section as follows:     

(A) Each hospital shall distribute to appropriate patients in its care, directly or through professionally qualified individuals, 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).

…..
(C) Each hospital shall provide its attending health care practitioners the information in 105 CMR 130.1901(A) for distribution to appropriate patients in a timely manner. based on the needs of the individual patient.  

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


…..
(F) Where the patient lacks capacity to reasonably understand and make informed decisions, the information in 105 CMR 130.1901(A) shall be provided to the person with legal authority to make health care decisions for that patient. 

Comments related solely to long-term care facilities: 

LeadingAge of Massachusetts, a state-wide association for non-profit providers of housing and health care for the aging, recommended that the long-term care facility regulations be applicable to levels III and IV, not just “skilled nursing facilities”--levels I and II). Staff agrees with this recommendation.  Although the statute refers only to “skilled nursing facilities,” the Department regulates “long-term care facilities,” including Supportive Nursing Care Facilities (Level III) and Resident Care Facilities (Level IV) (rest home settings).  Including levels III and IV will maintain consistency, avoid confusion and further the legislative intent to require licensed health care facilities to provide this critical information to appropriate patients in their care. 
Conclusion:

Accordingly, Department staff requests approval for promulgation of the regulations with the amendments as noted.  Following Commissioner approval, the Department will file the amendments with the Secretary of the Commonwealth for final promulgation and thereby make permanent changes to 105 CMR 130.000, 105 CMR 140.000, and 105 CMR 150.000 as set forth herein.

ADDENDUM: M.G.L. c. 111
Section 227. (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. 

� A copy of M.G.L. c. 111, §227 is included as an addendum to this memorandum.


� The Department interprets the term “health centers” to mean clinics because there is no “health center” licensure category. The Department also interprets the term “skilled nursing facilities” to apply to the four (4) levels of long-term care facilities governed by 105 CMR 150.000 (Intensive Nursing and Rehabilitative Care, Skilled  Nursing Care, Supportive Nursing Care, and Resident Care).  The Department does not regulate assisted living facilities. The Executive Office of Elder Affairs intends to amend their regulations (651 CMR 12.00) to address the distribution of information regarding palliative and end-of-life care options within assisted living facilities. 


    


� The proposed amendment to subsection 2 incorporates the statutory definition of  “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”.  M.G.L. c. 111, §227(a).





� Consistent with the statutory language, subsection (E) of the regulations has been amended to read: (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 offer to provide end-of-life counseling to patients with a terminal illness or condition.  
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