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November 21, 2013

Cheryl Bartlett

Commissioner

Department of Public Health

250 Washington St.

Boston, MA 02108-4619
RE:
Proposed Regulations Hospital Licensure, Information on Palliative Care and End-of-Life Options - 105 CMR 130.1900 
Dear Commissioner Bartlett: 

The Massachusetts Hospital Association (MHA), on behalf of our member hospitals and health systems, appreciates this opportunity to comment on the proposed rule to amend Hospital Licensure Regulations 105 CMR. 130.1900 (Palliative Care and End-of-Life Options).  MHA and its members remain committed to informing Massachusetts residents about their end-of-life options and commend the Department of Public Health for taking an active role in developing rules that would improve communicating this important information to our patients.

For the past several years, MHA has been an active supporter of a patient’s right to be informed of and choose from palliative care and end-of-life options.  We have willingly participated in numerous advisory committees, including as a member of the expert panel on end of life care, working alongside the state and other key stakeholders to guarantee such choices are available and well-known.   Section 103 of Chapter 224 of the Acts of 2012 takes this to the next level by requiring providers to inform patients about their options and offer written information that outlines the particulars.   
While we are supportive of the principles of the law and the proposed regulations, we request that the Department consider the following comments and suggestions to improve the regulations to meet our shared goal. 

1. The final regulations should more broadly define palliative care to include services other than simply hospice. 

The final regulations should more broadly define palliative care to include services that are provided other than just hospice.  To our hospitals, palliative care is a type of care that includes attempts to relieve pain and suffering, one of which includes end-of-life care consultations and options.  Our hospitals strive every day to provide palliative care to all patients and thus regulations should not simply be limited to end-of life care.  We believe that the true intent of the law as written was not only to accomplish this, but for there also to be an overall commitment to a generalized type of palliative care offered by all types of providers.   Thus, we urge the Department in its regulations to consider amending the definition of palliative care (105 CMR 130.1900 – Palliative Care) as follows:

means health care treatment to prevent or relieve pain and suffering and to enhance the patient's quality of life, which may include but is not limited to interdisciplinary end-of-life care and consultation with patients and family members, including but not limited to hospice.

Even if a patient does not elect to pursue hospice care, they can and should still receive palliative care.  Additionally, even patients pursuing therapy designed with curative intent can and should receive palliative care.  The medical standard should be to ensure we are providing and the patient is receiving appropriate palliative care.

2. Palliative care services have potential benefits for patients starting much earlier than the last 6 months of life, based on the determination of the attending healthcare practitioner, and therefore should be discussed earlier.
Palliative care services have potential benefits for patients starting much earlier than the last 6 months of life, as determined by the attending healthcare practitioner, and therefore should be discussed earlier.  Regulations that focus attention on palliative care services offered in the last 6 months of life mischaracterizes palliative care as only intended for patients with terminal conditions, and leave out other patients that might benefit.  Even though the law requires clinicians to consider terminal illnesses or conditions that can reasonably be expected to cause the patient’s death within six months, whether or not treatment is provided, we think this does not address those patients that would benefit from this counseling well before an arbitrary date for two reasons.  First, the calculation of life expectancy is very difficult and is often incorrect.  Second, patients do not wish to think in terms of specific life expectancy, therefore framing requirements of information in terms of a specific life expectancy risks is inconsistent with a patient-centered approach.

Although the law sets a shorter time frame, we do not feel there is any legal reason that the time cannot be expanded, for the best interest of the patient, to consider a 12 month period for the attending healthcare practitioner to determine the appropriate time to discuss such options with their patent.  Such an extended time would allow providers a larger opportunity to begin and conduct the series of conversations that comprise advance care planning, including developing the rapport necessary to accurately elicit the patient’s wishes and beliefs.  It would reduce the amount of stress and urgency to introduce palliative care before it is appropriate and in the face of “impending death in only a few months.”  There would be less confusion about the meaning and intent of palliative care versus hospice.  Finally, it would allow an improved identification rate of those who may benefit from earlier initiation of palliative care.  Even those patients that do not choose palliative care services may benefit from knowing that such services exist at early points.

Therefore we urge the department to consider amending the definition of “appropriate patient” (105 CMR 130.1900 – Appropriate patient) to be informed in detail about these “palliative care services” would be:

a patient whose attending health care practitioner has (1) diagnosed a terminal illness or condition which would likely cause death within twelve months, whether or not treatment is provided, or (2) determined that the provision of palliative care services is consistent with the patient's clinical and other circumstances and the patient's known wishes and beliefs.

3. Regulations should ensure that all types of health care facilities’ clinicians and all appropriate patients are aware of the availability of palliative care services and how to access them. 

Regulations should ensure that all types of health care facilities’ clinicians and all appropriate patients are aware of the availability of palliative care services and how to access them.   Two types of awareness for patients and providers exist – general awareness and more detailed awareness. A general awareness is the knowledge that palliative care services at the facility exist and both clinicians and patients should know this.   A more detailed awareness includes awareness of the nature of palliative care services and their potential benefits to that patient and should be known by all clinicians and most patients and families. 

In order to allow for such a process, 105 CMR 130.1901(A) should follow the law as written and be amended as follows:

Each hospital shall make available to its clinicians to distribute to appropriate patients in their 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; 

2. Similar information that meets the specifications in 105 CMR 130.1901(B); or

3. Documented verbal counseling of information that meets the specifications in 105 CMR 130.1901(B)
4. Regulations should make clear that the role of clinicians should be to identify which of their patients are appropriate for more detailed awareness, and subsequently offer them counseling and access to services in a way they feel is best suited for their patients.  

Allowing providers the ability to identify appropriate patients and provide the correct counseling and access to services will foster the intent of this law and raise awareness.  Therefore we believe the proposed regulations need to be amended to specifically allow the treating healthcare provider, based on their medical determination of their patient, the most appropriate times to discuss these options.  What we are concerned with is, as drafted, the proposed regulations could force clinicians to discuss palliative care or hand out an externally-mandated and standardized pamphlet; which may not be well-suited to the patient’s clinical and other circumstances.  Therefore, we urge the Department to amend 105 CMR 130.1901(C) to be consistent with the law as written and the proposed intent of the regulations as follows:

Each hospital shall provide to its attending healthcare practitioner the information in 105 CMR 130.1901(A) so that they might distribute it to their appropriate patients in a timely manner.

We also urge the Department to clarify potential confusion as to which providers should be required to communicate with patients.  Specifically we urge the Department to remove the words “or on behalf of” in the definition of the “Attending healthcare practitioner” and within 105 CMR 130.1901(E).  This language is not included in the law and creates confusion as to which specific providers (e.g., those employed or only having privileges) are impacted by the regulations.  We do not think the law as written makes this distinction and therefore we urge that this language be removed so that those providers that are providing care within the hospital are the ones required to meet the provisions of the law.  
5. The Department must develop a comprehensive stakeholder group to discuss the elements and information providers should use in informing patients about palliative care options, which may or may not necessarily be a standardized pamphlet. 

In order for the regulations to be successful, it is necessary for the Department to develop a stakeholder or advisory committee, composed of healthcare providers, to assist with developing information on palliative and end-of-life care.  This group can also be coordinated with efforts to develop operationally how facilities and clinicians can best educate and counsel their patients about palliative care options. 

As we have stated above in our request to amend 105 CMR 130.1901(A), it is not appropriate to develop a one-size fit all pamphlet regarding palliative care.  It would be more effective for DPH to specify broad elements of information that hospitals and other facilities can use and incorporate in documents as the facility finds appropriate to communicate with their patients.  Currently, there is not yet one established agreement about the most effective way to educate and counsel patients about palliative care options. In some instances, a pamphlet passively conveying information about end-of-life care options may not be an effective method, and at worst it could undermine patient-provider relationships, especially if done outside the context of an appropriate conversation.  Even in the context of an appropriate conversation, clinicians may feel that a “one-size-fits-all” pamphlet with the information proposed by DPH is not appropriate for their patients for a variety of valid reasons.  The most important element in advance care planning is not the written information provided to patients, families and providers, but the conversations between them.  Therefore, we urge the Department to amend 105 CMR 130.1901(D) as follows: 
Each hospital shall have a policy to guide its attending healthcare practitioners to identify appropriate patients and ensure that they receive an informational pamphlet or verbal counseling. Such policies shall be made available to the Department upon request.

6. The Department must clarify any inherent discrepancies in following the provisions of the regulations as they may differ from the law as written. 
As drafted we believe there is an inherent conflict in the regulations which would lead to increased administrative burdens on providers that would require them to provide conflicting communication and information to appropriate patients.  Specifically, 105 CMR 130.1901(E) and (F) both require the hospitals to communicate with clinicians certain information or pamphlets developed by the department as well as requires the hospitals to provide information that conforms with the provisions of the law (MGL Chapter 111, section 227(c).  As drafted, these regulations would place an in appropriate administrative burden on hospitals to develop at least two different forms of information and materials to meet both the regulations and the law.  Therefore, we urge the Department to amend 105 CMR 130.1901(E) as follows:

Each hospital shall inform the attending healthcare practitioner providing care within the hospital of the specifications in 105 CMR 130.1901(B).

As the Department considers the generic information and process for communicating palliative care services and resources to patients (whether through a standard pamphlet or other), it can incorporate the criteria outlined in section 227(c) of Chapter 111.  This more appropriately allows the providers to focus on developing one set of materials and developing it communication process with clinicians in a consistent manner with the regulations or the Department’s guidelines.  
Thank you for the opportunity to provide comments on these proposed regulations.  Should you have any questions, please contact me at pnoga@mhalink.org or 781-262-6045.

Sincerely,

Patricia Noga, Ph.D., R.N.

Vice President, Clinical Affairs
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