(F309) 42 CFR 483.25 Quality of Care

Each resident must receive and the facility must provide the necessary care and services to attain or maintain the highest practicable physical, mental, and psychosocial well-being, in accordance with the comprehensive assessment and plan of care.

Review of a Resident at or Approaching End of Life

Assessment and Management of Care at End of Life – In order to meet the physical, mental and psychosocial needs when the resident is approaching the end of life, the facility and the practitioner, to the extent possible:
· Identify the resident’s prognosis and the basis for it, and initiate discussions/considerations regarding advance care planning and resident choices to clarify resident goals and preferences regarding treatment at the end of life (e.g.,  controlling pain and other symptoms; maintaining mental, physical and psychosocial function; treating acute illness; and hospitalization);
· Recognize and advise the resident and/or the resident’s legal representative when the resident is approaching or has reached the end of life and, if the resident is not already receiving palliative care, when care might appropriately shift to a palliative focus; and
· Provide and periodically review resident care, services, and support that accommodate and honor the resident’s choices and rights, manage pain and other physical and psychosocial symptoms and attempt to meet the resident’s psychosocial, social and spiritual needs (consistent with current standards of practice and state law). 

Definitions Related to Care at End of Life 
· “Advance care planning” is a process used to identify and update the resident’s preferences regarding care and treatment at a future time including a situation in which the resident subsequently lacks the capacity to do so; for example, when life-sustaining treatments are a potential option for care and the resident is unable to make his or her wishes known.
· “Complementary and alternative medicine” (CAM) is a group of diverse medical and health care systems, practices, and products that are not presently considered to be a part of conventional medicine.
 

· “Hospice” refers to a public agency or private organization or subdivision of either of these that is primarily engaged in providing an array of care and services necessary for the palliation and management of the terminal illness and related conditions.
   

· “Imminently dying” indicates that death is anticipated within hours to a week or two at most, because there are no treatments or interventions to prolong life or because the resident has declined to undergo treatment that could potentially prolong life. 

· “Palliative care” is an approach that strives to improve the quality of life of the resident by providing relief from pain and other distressing symptoms, integrating the psychological and spiritual aspects of patient care, and offering a support system to help the resident and his or her family cope with serious, prolonged, or terminal illness.
· “Reasonable person concept” refers to the principle of using what a reasonable person, in a similar situation to the resident’s position or condition, would expect or request when the resident’s needs or wishes cannot be determined directly from the resident (e.g., when the resident is unable to make decisions or voice his or her needs because of severe cognitive impairment).

· “Terminally ill” indicates that the resident has a life-limiting or life-threatening condition that results in a life expectancy of six months or less if the illness runs its normal course.

Overview Addressing End of Life Care
As the U.S. population ages, a greater number of older individuals may be admitted to and experience the dying process in nursing homes. It is projected that by 2030 half of the 3 million persons projected to be in a nursing home will die there.
 
According to the Centers for Disease Control,
 the most frequent causes of death in America (other than trauma) were diseases common among nursing home residents such as heart disease, stroke, diabetes mellitus, cancer, and Alzheimer’s disease. Many factors (such as a resident’s age, overall condition and comorbidities, unexpected acute illness, and treatment choices) in addition to specific diagnoses influence when death may occur. However, certain markers, such as major changes in existing conditions or onset of certain new conditions may signal a terminal situation. 

Dying is often a process, rather than a single event, with death being the endpoint. Providing appropriate care related to dying involves recognizing, assessing, and responding to the resident’s needs and goals. As a resident becomes unstable, experiences increased symptoms, or is identified as nearing the end of life, he or she may be an appropriate candidate for care focusing on palliation rather than cure. Palliative care may be appropriate regardless of how near he or she may be to the end of life. 
Studies have identified various factors that are considered important for a “good death”
, 
 including exercising control of decision-making and selection of a decision maker; adequately managing pain and other symptoms; trusting one’s physician; avoiding intrusive, unnecessary procedures and a prolonged death; being kept clean; being comfortable with the staff providing the care; knowing what to expect regarding the physical condition; strengthening relationships with loved ones; having someone to listen and to be present; and maintaining one’s dignity. Studies suggest that institutions vary in the extent to which they meet the needs of dying individuals.
  

The ABCDE mnemonic
 is an example of an approach that can be adapted for use to manage symptoms and meet the resident’s physical and emotional needs at the end of life:
· A:
Ask the resident or his or her legal representative about (and screen for) pain and other symptoms related to end-of-life status on admission and periodically thereafter;  

· A:
Assess regularly and systematically for symptoms (such as dyspnea, fatigue, declining function, anorexia/eating difficulties/weight loss, pain, loneliness, anxiety/apprehension, depression, constipation, and delirium) and their impact on the resident;

· B:
Believe the individual’s report of pain or other symptoms, what precipitates it or makes it worse, and what relieves it;

· C:
Choose symptom control options that are appropriate for the resident;

· D:
Deliver interventions in a timely, logical, and coordinated manner;

· E:
Empower the resident to participate in defining the goals of treatment and planning the interventions to the extent possible; and 

· E:
Evaluate the effectiveness of the chosen interventions.

Various challenges to supporting death with dignity have been identified. These include, but are not limited to, resident, staff, and physician discomfort in dealing with death; family expectations; resident and/or family denial of the resident’s condition or lack of knowledge of disease progression and eventual outcome; constraints related to limited staff time; cultural and ethnic diversity; and inadequate communication and coordination among various participants and agencies providing aspects of palliative care at the end of life. Since many residents lack alegal representative to speak for them
and many cannot readily make their needs and goals known, it is important for facility staff to apply the “reasonable person” concept to certain aspects of care for these individuals.  

The facility, with the input of the medical director, develops, implements, and modifies (as needed) policies and procedures to identify, assess and manage potential palliative care conditions, including pertinent interventions that are consistent with current standards of practice.
Resources Related to Care at End of Life
Although end-of-life and palliative care is evolving and research is ongoing, many recognized clinical resources address end-of-life care and issues, including:  

· Academy of Hospice and Palliative Medicine at www.aahpm.org;

· A Guide to End-of-life Care for Seniors by Rory Fisher, Margaret M. Ross, and Michael J. MacLean (eds.), Regional Geriatric Program of Toronto website at: www.rgp.toronto.on.ca;

· Caring Connections: A National Consumer Engagement Initiative to Improve Care at the End of Life funded by Robert Wood Johnson Foundation at www.caringinfo.org; 
· Center to Advance Palliative Care (CAPC):  Provides health care professionals with the tools, training and technical assistance necessary to start and sustain successful palliative care programs in hospitals and other health care settings.
www.capc.org;
· Centers for Medicare & Medicaid Services, Sharing Innovations in Quality at http://siq.air.org;
· Institute of Medicine Consensus Report: Approaching Death: Improving Care at the End-of-life available to read free at the National Academies Press website at www.nap.edu/readingroom/books/approaching;
· National Consensus Project for Quality Palliative Care, Clinical Practice Guidelines for Quality Palliative Care (2004), at http://www.nationalconsensusproject.org;
· National Hospice and Palliative Care Organization at www.nhpco.org;
· Robert Wood Johnson Foundation at www.rwjf.org; and
· Toolkit of Instruments to Measure End-of-life Care at http://www.chcr.brown.edu/pcoc/toolkit.htm.
NOTE:
References to non-CMS sources or sites on the Internet are provided as a service and do not constitute or imply endorsement of these organizations or their programs by CMS or the U.S. Department of Health and Human Services. CMS is not responsible for the content of pages found at these sites.  URL addresses were current as of the date of this publication.

Assessment

Although it is difficult to predict exactly when someone will die, it is important to consider prognosis at the time of admission and periodically thereafter (e.g., whether death is imminent or is likely to occur within approximately six months). Ongoing assessment can identify changes that may indicate the resident is approaching the end of life. Since many nursing home residents die within six months of admission, it is essential that each resident’s decision-making capacity, values, goals, and social support systems be assessed on admission.  
Dying should be considered a life process, not just a medical event; therefore, the goal of palliative care is to plan for and provide the resident who has an incurable illness with the greatest possible peace, comfort, control, respect, and dignity throughout the course of the dying process. Assessment of a resident at the end of life focuses on identifying ways to maximize comfort and relieve suffering rather than on curing or managing disease or restoring a previous level of functioning. Information obtained by assessing the resident is used to develop comprehensive care plans related to identifying remediable symptoms and managing the dying process. The nurse aide and others (e.g., family members) who are most familiar with the resident’s habits, preferences, and symptoms of pain or discomfort (e.g., anxiety, confusion, agitation, nausea/vomiting) can provide information about the resident to help identify pertinent interventions.  The assessment of the resident at the end of life includes areas such as:

· History of present illness, co-morbid medical and psychiatric disorders, and summary of current interventions;

· Physical, cognitive, and functional status (e.g., ability to communicate and ADL capacity); symptoms needing management; and whether there are any potentially remediable causes of a resident’s current condition that would improve the symptoms and/or prognosis or maximize his/her comfort;
· Psychological, emotional, and spiritual and environmental issues that may affect the resident’s physical and/or psychological comfort (e.g., unresolved interpersonal and family issues; anxiety about dying alone and loss of independence or control; or high noise levels);  
· Goals for care and treatment; resident strengths and available supports; and

· Other diagnostic tests and measures, as necessary [e.g., pain scales, blood tests, the Functional Alzheimer’s Screening Test (FAST), or the Mini Mental Status Exam (MMSE)].
Management of Care at the End of Life
As age or illness progress, and cure or rehabilitation are not realistic expectations, care focuses increasingly on palliation. The goal of palliative care is to relieve suffering and provide the best possible quality of life for the resident and his or her family. Ongoing discussions amongst the resident, family, and the attending physician or primary healthcare practitioner help clarify the goals of care. 
Advance Directives

Federal and state law provide for an individual’s rights to make advance directives and refuse treatment, and offer criteria or guidelines for selecting a legal representative (also called a “proxy,” “surrogate/substitute decision-maker,” “legal representative,” or “agent”).  In order for a resident to exercise his or her right to make knowledgeable choices about care and treatment or to decline treatment, the physician and facility staff provide information (in a language and terminology that the resident understands) to the resident and/or his/her legal representative regarding the resident’s health status, treatment options, and expected outcomes.  

The physician and facility staff identify and work with the primary decision-maker (either the resident or another individual on behalf of the resident) to facilitate advance care planning. This may be the resident, if he or she is capable of making decisions, or someone the resident  has already designated in case of the resident’s subsequent incapacity.  In some cases, the facility may need to identify an appropriate substitute decision-maker based on applicable laws and regulations. 

Once the resident has provided directions (written or oral) for his or her care and treatment goals at the end of life, or a decision has been made by the resident’s legal representative, in accordance with state law, it is essential that the physician and facility staff know and honor the wishes of the resident or the resident’s legal representative regarding other potential interventions (e.g., artificial nutrition and hydration, mechanical ventilation, and acute hospital transfer). 

Whether or not a resident has an advance directive, the facility is responsible for giving treatment, support, and other care that is consistent with the resident’s condition and applicable care instructions. For example, the resident’s wish not to have cardiopulmonary resuscitation (CPR) does not, by itself, necessarily imply that the resident has also declined other appropriate treatment and services prior to cardiopulmonary arrest (For example, a “do not resuscitate” order only indicates that the resident should not be resuscitated if respirations and/or cardiac function cease).

Care Plan 

A resident’s goals and preferences for care, which should be identified upon admission and updated periodically, provide the basis for selecting and implementing care and services at the end of life.  Regardless of whether he or she is imminently dying, every resident who is nearing the end of life should receive palliative care and services as needed.  In general, palliative care focuses on symptom relief and comfort and limits diagnostic, preventive, or curative interventions that do not contribute to the resident’s comfort or well-being. Additionally, palliative care services support the family as well as the resident. 
When the resident is nearing the end of life, it is important that the physician and interdisciplinary team review or update the prognosis with the resident and/or the resident’s legal representative and review and revise the care plan as necessary to address the resident’s situation, including expectations and management of specific symptoms and concerns. For a resident receiving hospice care, the nursing facility coordinates care planning with the hospice service. The resident’s quality of care and life is enhanced by focusing on comfort, relief of symptoms, and meeting residents’ emotional, spiritual, and social needs (e.g., by facilitating use of the call bell, adjusting lighting, reducing noise, or allowing the family to spend the night).

Activities of Daily Living (ADLs).  The resident who is approaching the end of life may require more support in performing ADLs.  Rather than restoration of a previous level of independence, care planning at this stage emphasizes support for activities of daily living to enhance the resident’s comfort and dignity (e.g., assistance with bowel and urinary function for the individual who can no longer toilet and appropriate adjustments in the frequency of turning, getting out of bed, and dressing).
Hygiene/Skin Integrity.  Ongoing, consistent oral care helps to maintain comfort and prevent complications associated with dry mucous membranes and compromised dentition. Interventions related to skin integrity and personal hygiene should strive to minimize pain and anxiety, and should consider the resident’s underlying illnesses and progressive decline. The resident receiving palliative care at the end of life may require adjustments in the frequency and intensity of measures such as turning and positioning, as well as the use of additional or alternative interventions to enhance comfort (e.g., pressure reducing mattress). Efforts should continue to address the risk of skin breakdown (such as support of extremities) or to manage existing wounds (e.g., wound treatment, debridement, or dressing changes) to the extent possible, or documentation should indicate the clinical rationale for why customary preventive and treatment measures were not feasible or were unlikely to be effective.  

Medical Treatment.  Decisions about medical treatment at the end of life, such as the following, should be consistent with the resident’s choices and reflect, to the extent possible, the goals of palliative care:

· Diagnostic tests and monitoring.  Although tests may help confirm an individual’s prognosis or guide treatment decisions, decisions about diagnostic tests and medical procedures should be related to the resident’s prognosis, values and goals, as well as comfort and dignity.  It is often appropriate to discontinue or greatly reduce the frequency of routine tests and monitoring and to use the least intrusive tests possible.  

· Treatments.  Palliative care treatment at the end of life focuses on symptom management (e.g., controlling nausea, vomiting, uncomfortable breathing, agitation, and pain).  Simple cause-specific interventions may sometimes provide effective palliation (e.g., resolving abdominal pain by reducing doses of medications with high anticholinergic properties that are causing ileus). 

· Medications/Drugs.  Use of medications should be consistent with the goals for comfort and control of symptoms and for the individual’s desired level of alertness. Routes of administration of medications may need to be modified.  Medication doses may need adjustment to attain desired symptom relief, while still considering whether side effects such as sedation and nausea are tolerable and consistent with the resident’s wishes or those of the family or a substitute decision maker.   

NOTE:
Attempted dose reduction of medications that are helping to manage pain and other symptoms may not be appropriate, unless the medications or doses are causing distressing adverse consequences such as severe nausea or abdominal pain.  

Nutrition and Hydration.  Weight loss and fluid imbalance/dehydration at the end of life are common and may be a consequence, rather than a cause, of the dying process.  End of life palliative care situations may not be compatible with maintaining normal nutritional parameters. A resident receiving palliative care at the end of life may become anorectic or have difficulty eating or swallowing. Therefore, it is important to provide desired food and fluids in the form and frequency that best enable the resident to consume them. Previous dietary restrictions may be unnecessary for the resident.  Studies suggest that dying individuals may not experience hunger or thirst near the time of death.
  

The determination of whether to use feeding tubes, when a terminally ill resident’s condition has progressed to the point where he or she may no longer chew or swallow his or her food, should be made by the resident, the resident’s family and/or the resident’s legal representative, consistent with applicable state law and regulation. The use of a feeding tube has not been shown to prevent aspiration pneumonia, limit suffering or promote the quality or extension of life, especially for a resident who is cognitively impaired.
 The interdisciplinary care team may provide the information to these parties to help them make an informed decision.
Activities. The activities offered should respect the resident’s interest, level of energy, and ethnic and cultural traditions associated with death and dying (e.g., visits from spiritual leaders and other individuals of the same religious/ethnic background; special spiritual ceremonies; reading or sharing information about the resident’s culture). As death approaches, activities that help provide comfort and symptom relief and those that require less conscious participation, rather than group or interactive activities, may be most appropriate. It is often helpful to involve the family in such activities, if possible.  

Psychosocial Needs.  The care plan may also identify interventions that are pertinent to the psychosocial needs of the dying resident (e.g., treatment for depression, delirium, anxiety, loneliness, restlessness or bereavement) and approaches to providing support to the resident (e.g., visits by family and others expanding visiting hours and providing desired privacy).
 
The facility provides the needed social services, for example, to give the resident or the resident’s legal representative information on available services such as support groups and bereavement services or to assist in settling the resident’s affairs (e.g., disposition of the resident’s belongings, organ donations, or funeral arrangements).
The care plan may also provide interventions that are consistent with the resident’s personal beliefs, culture or spiritual values including those regarding the deceased.  The facility makes or supports appropriate referrals and contacts (e.g., clergy and religious/spiritual resources, and cultural communities familiar with resident’s background and beliefs). 
,
  

Monitoring
Individualized care is enhanced by monitoring and reassessment. Close monitoring of a dying individual’s symptoms helps assess the effectiveness of the plan of care and also helps identify possible adverse consequences associated with medications.  
Monitoring can enhance the quality of palliative care in other ways; for example, checking the resident’s hearing aids to be sure that the individual can hear comforting voices and sounds; or recognizing that a resident’s condition has stabilized or improved enough to benefit from having a favorite food or drink. As the resident’s status changes, the facility and the resident and/or the resident’s legal representative should revisit the resident’s values, goals, and treatment choices, and revise the care plan as necessary. 

Election of Hospice Benefit
The facility is not required to provide hospice care or to contract with a hospice for services. However, the statute allows a resident with a terminal illness and a prognosis of six months or less to elect the hospice benefit. If a resident requests hospice care, and the facility does not offer or contract for it, the facility must arrange with a hospice to provide care to the individual resident or help the resident and/or the resident’s legal representative arrange for a transfer of the resident to a facility that provides the hospice care and/or services the resident desires.
When a resident elects to remain in the facility and receive hospice benefits, the facility remains his/her primary care provider.

NOTE:
Although hospice regulations use the term “patient,” the term “resident” is used in this section. 

Coordinated Care Plan

Where hospice services are involved, the facility and hospice are jointly responsible for developing a coordinated plan of care based upon their assessment and the resident’s needs and goals.  The facility must continue to meet all long-term care requirements for residents receiving hospice care in the nursing home. The facility has ultimate responsibility for providing a resident’s overall care and comfort, including, for example, assisting with ADLs, administering medications, giving personal care, providing activities, if desired, and maintaining the cleanliness of the resident’s room.

The care plan should incorporate the hospice philosophy of care, include instructions and orders for managing pain and other uncomfortable symptoms, and be revised and updated as necessary to reflect the resident’s current status. Procedures should be in place to assure that the resident receives timely, pertinent non-pharmacologic and pharmacological interventions for optimal palliation. The hospice and facility need to collaborate to train facility staff to manage the resident's symptoms and utilize any special equipment.  

The hospice program is also responsible for meeting the psychological, emotional, and spiritual needs of the resident and his/her family. When these issues are identified in the hospice interdisciplinary team care plan, hospice team members, including the social worker, provide counseling and support. Hospice can also make extensive use of trained volunteers to provide additional practical and emotional support. 

The facility is also responsible for notifying the hospice when the resident experiences a change in condition or is experiencing uncontrolled, increased or breakthrough pain or other distressing symptoms (e.g., nausea, air-hunger, anxiety) that cannot be readily addressed by the facility staff in conjunction with the attending or covering physician.  

As needed, the coordinated plan of care identifies the disciplines and provider who are responsible for various interventions, and ensures that a service will be provided consistently. In order to ensure that each provider meets their responsibilities, the facility and hospice should have a means to resolve issues such as timely and effective symptom management, personal care, supplies, medications, and DME that may be needed to manage the resident’s care at the end of life.

The hospice designates a Registered Nurse (RN) to work with the nursing home to monitor the effectiveness of interventions to address pain and other symptoms and to identify and address any undesirable adverse consequences of treatment that may affect resident comfort.  
ENDNOTES

INVESTIGATIVE PROTOCOL

QUALITY OF CARE:  
ASSESSMENT AND MANAGEMENT OF CARE AT END OF LIFE 

Objectives

· To determine if the facility provided the resident and/or the resident’s legal representative with sufficient information about his/her health status to allow the resident to make informed decisions about treatment goals, care and services at the end of life; and
· To determine if the facility provided appropriate care and services at the end of life that are or were consistent with the resident’s needs, wishes, current standards of practice, and state requirements.

Use 

Use this protocol for a sampled resident:

· Who is identified by the facility as receiving end-of-life, hospice, palliative, comfort, or terminal care; or

· Whose diagnoses, assessment, and/or care plan indicate that he/she may be at the end of life.
Procedures 

Briefly review the assessment, care plan, orders, and related documentation.  Gather information about the resident’s mental, physical, functional, and psychosocial status and the interventions identified in the care plan, as the basis for further review. Verify observations by gathering additional information from record review, interviews with the resident or his or her legal representative, relevant staff and practitioners, and/or additional observations.

NOTE:  
Determine whether the resident is also receiving care from another entity such as a Medicare-certified hospice.  

1.  Observation

Observe the resident during various activities, shifts, and interactions with staff. Use the observations to determine:

· Whether staff accommodated the resident’s needs and goals (such as comfort, independence and level of functioning during end of life), including, but not limited to:

· Interventions used if the resident exhibits or verbalizes pain or other symptoms of distress such as apprehension, restlessness, withdrawal, or lashing out at others;

· Use of supportive and assistive devices/equipment such as commodes and positioning devices;

· Privacy, dignity, calming reassurance; and

· The resident’s preferences for bathing, toileting, sleep schedules, activities, food and drink, etc; and
· Whether staff consistently implemented the care plan according to the resident’s goals.  Note and/or follow up on significant deviations from the care plan and compatibility with clinical standards of practice and state requirements.
2.  Resident/Representative Interviews  

Interview the resident, family, or responsible party, to the degree possible, to identify:

· Whether the facility discussed advance directives, the right to make treatment choices (including refusing treatment), available resources and state-required documents related to end-of-life care or substitute decision making;

· Whether the resident is currently having or has been having symptoms (e.g., pain, anxiety, depression, breathing difficulties), the extent of relief provided by various interventions, and whether the symptoms have been addressed to his/her satisfaction and consistent with preferences and choices;

· Whether the resident or his or her legal representative were involved in care plan development and if the care plan accommodates the resident’s needs and goals; and
· If interventions were declined, whether information about alternatives and consequences of such refusal was offered.
3. Staff Interviews

Direct care staff.  Interview direct care staff on various shifts to determine: 
· Whether staff are aware of the resident’s goals for care and treatment at the end of life;
· How staff determine whether, when and which intervention is necessary; and
· How staff monitor for effectiveness of the intervention.

Interviews with health care practitioners and professionals.  These individuals, by virtue of training and knowledge of the resident, should be able to provide information about the evaluation and management of a resident’s physical/psychosocial symptoms and needs related to palliative care. Depending on the issue, ask about:

· The basis for a determination that a resident is in an end-of-life situation;
· Whether there has been a discussion with the resident and/or the resident’s family about a determination of an end-of-life situation and to ascertain the resident’s preferences and wishes (e.g., orders for medical care and interventions, advance directives, other expressed wishes);
· When and how the resident’s preferences regarding end-of-life (including advance directives, if applicable) are communicated to the care team;

· How the chosen interventions were determined to be appropriate;
· How interventions are monitored for continued effectiveness and adjusted as necessary;

· Whether the staff has been communicating with the physician regarding the resident’s condition and response to interventions; and
· For a resident who has been receiving part of his or her care from hospice, how the facility and the hospice have been coordinating the resident’s care. 

4.  Record review

Assessment.  Review the resident’s records for assessments related to end of life care including physician orders, hospice orders, consultant and other progress notes to determine whether they:

· Provide the basis for the conclusions that the resident is in an end of life situation;

· Identify the resident’s overall physical, mental and psychosocial needs; underlying factors affecting the resident’s comfort, cognition, pain, and functional status;  and values, wishes, choices, and goals (e.g., advance directives or other directions for interventions regarding hospitalization, acute illness or injury, artificial nutrition approaches, and respiratory and cardiac status);   
· Whether the staff implemented interventions to minimize or manage symptoms and whether the interventions address the pain and potential pain, distress, and/or other symptoms (such as constipation, nausea, and vomiting), consistent with the resident’s goals and the facility’s clinically pertinent appraisal of factors causing or influencing those symptoms; and
· Whether the facility monitors the resident’s subsequent condition including any changes in status.
Care Plan.  Review the care plan to determine: 

· If it is consistent with the resident’s specific needs, condition, values, wishes and goals and progress as identified by the assessment;

· Evidence that the facility’s care plan has been coordinated with others in providing some aspects of care including hospice as appropriate. 
If the resident refuses or resists staff interventions to manage symptoms and the needs identified in the assessment, determine if the record reflects efforts to seek alternatives. 

NOTE: 
If the resident has elected the Medicare hospice benefit and concerns were identified with coordinated plan of care or management of the resident’s care, verify that the hospice was advised of the concerns.  After verifying that the hospice was advised of concerns by the facility and failed to resolve issues related to the management of a resident’s care, coordination of care or implementation of appropriate services, file a complaint with the State Agency responsible for oversight of hospice programs, identifying the specific resident(s) involved and the concerns identified.

Review of Facility Practices

Related concerns may have been identified that would suggest the need for further review of facility policies and procedures related to end-of-life care. If the defined interventions or care provided appear to be inconsistent with the resident’s preferences or applicable recognized standards of practice; the interventions were not implemented as defined; the resident experienced unanticipated negative outcomes; or the resident’s symptoms were not adequately controlled, interview one or more health care practitioners and professionals as necessary (e.g., physician, hospice nurse, facility charge nurse, social worker, or director of nursing). 
DETERMINATION OF COMPLIANCE (Task 6, Appendix P)

Synopsis of regulation (F309)

The requirement of Quality of Care with regard to the provision of care and services at the end of life has a number of aspects, including aspects of various other related requirements. The facility must:

· Identify the resident’s prognosis and the basis for it, and initiate discussions regarding advance care planning and resident choices to clarify resident goals and preferences regarding treatment at the end of life;

· Recognize and advise the resident and/or the resident’s legal representative when the resident is approaching or has reached the end of life and, if the resident is not already receiving palliative care, when care might appropriately shift to a palliative focus; and

· Provide resident-directed care, services, and support that accommodate and honor the resident’s choices and rights, manage pain and other physical and psychosocial symptoms and attempt to meet the resident’s psychosocial, social and spiritual needs (consistent with current standards of practice and state law and regulation). 
Criteria for Compliance 

42 CFR 483.25 F309, Quality of Care, the facility is in compliance in the area of care at the end of life, if staff has: 
· Identified the resident’s prognosis and the basis for it and  initiated discussions regarding advance care planning and resident choices to clarify resident goals and preferences regarding treatment at the end of life;
· Defined and implemented care and treatment interventions at the end of life consistent with the resident’s needs and goals, assessed clinical condition, risk factors, preferences, and recognized standards of practice; and
· Monitored and evaluated the impact of the interventions provided to address the resident’s end of life condition and revised the approaches as appropriate.
If not, cite at F309.
Noncompliance with F309

After analyzing the data to determine whether or not noncompliance with the regulation exists, a clear understanding of the facility’s noncompliance with requirements (i.e., deficient practices) and how the deficient practice(s) relate(s) to the actual harm or potential for harm to the resident must be established before determining severity.

Non-compliance is failure to do the following:

· Identify the resident’s prognosis and the basis for it and to initiate discussions regarding advance care planning and resident choices to clarify resident goals and preferences regarding treatment at the end of life;

· Define and implement interventions consistent with the resident’s needs and goals at the end of life and recognized standards of practice;

· Provide care relevant to the resident’s end-of-life situation consistent with the resident’s assessed clinical condition, risk factors and preferences; and

· Monitor and evaluate the impact of the interventions provided to address the resident’s end of life condition and revise the approaches as appropriate.
NOTE:
Most deficiencies related to end-of-life care and services can be cited at other regulations (e.g., assessment, care planning, accommodation of needs, and physician supervision). Surveyors should evaluate compliance with these regulations and cite deficiencies at F309 only when other regulations do not address the non-compliance.  

Potential Tags for Additional Investigation

During the investigation of care and services provided at the end of life, the surveyor may have identified concerns with related structure, process and/or outcome requirements. If an additional concern has been identified, the surveyor must investigate the identified concern.  Do not cite any related or associated requirements before first conducting an investigation to determine compliance or non-compliance with the related or associated requirement. Some examples include, but are not limited to, the following:

42 CFR 483.10(b)(3), (d)(2), F154, Notice of Rights and Services

· Determine if the resident has been fully informed of his/her health status (including medical condition) and received information to make health care decisions, including changes in his/her medical condition, the benefits and risks of treatment, and reasonable alternatives. 

42 CFR 483.10(b)(4), F155, Notice of Rights and Services

· Determine if the resident has: 

· Declined treatment and, if so, whether his/her wishes have been honored; and

· Been advised of his/her right to formulate an advance directive.  

42 CFR 483.10(b)(8), F156, Notice of Rights and Services

· If the resident has executed an advance directive, determine if the facility has complied with and/or has implemented procedures to comply with the resident’s directives (and with State law regarding advance directives) and has educated staff about their written policies.

42 CFR 483.10(b)(11), F157, Notification of Changes

· Determine if staff:

· Consulted with the resident’s physician about significant changes in the resident’s condition or failure of the treatment plan; and

· Notified the resident and resident’s legal representative (if known) of significant changes in the resident’s condition.

42 CFR 483.10(j), F172, Access and Visitation Rights

· Determine whether the facility provided the family (or others providing social, emotional, spiritual or other support) with reasonable access to the resident, especially during the end stages of life.  
42 CFR 483.12(a)(2), F201, Transfer and Discharge Requirements

· If the resident was transferred to the acute care hospital prior to death, determine whether the transfer was necessary for the resident’s welfare because his/her needs could not be met in the facility.

42 CFR 483.15(e), F246, Accommodation of Needs

· Determine if the facility made reasonable accommodation of the resident’s individual palliative care needs and preferences at the end of life.
42 CFR 483.15(f)(1), F248, Activities

· Determine if the facility evaluated the resident for, and provided, activities that would support the resident’s palliative care needs at the end of life. 
42 CFR 483.20(b)(1), F272, Comprehensive Assessments

· Determine if the facility comprehensively assessed the resident’s physical, mental, and psychosocial needs and risk factors.

42 CFR 483.20(k), F279, Comprehensive Care Plans

· Determine if the facility developed a care plan that:

· Was consistent with the resident’s specific conditions, risks, needs, goals, and preferences and current standards of practice; and 

· Included measurable objectives and specific interventions/services. 

42 CFR 483.20(k)(2)(iii), 483.10(d)(3), F280, Comprehensive Care Plan Revision

· Determine if the:

· Resident participated in care planning and was consulted about care and treatment changes; and

· Care plan was periodically reviewed and revised as necessary.
42 CFR 483.25(k)(6), F328, Special Needs: Respiratory Care
· If the resident experienced respiratory distress or dyspnea, determine if the resident received necessary respiratory care (e.g., oxygen, inhalation therapy, pulmonary care, humidifiers) for palliation as appropriate. 

42 CFR 482.30(a), F353, Sufficient Staff  

· Determine if the facility had qualified nursing staff in sufficient numbers to provide necessary end of life care and services, based upon the comprehensive assessment and care plan.

42 CFR 483.40(a), F385, Physician Supervision

· Determine if the physician has assessed and developed a treatment regimen relevant to the resident’s condition and preferences and has responded in accordance with current standards of practice, clinical practice guidelines, etc. if notified of changes in condition.

42 CFR 483.75(i)(2), F501, Medical Director

· Determine whether the medical director, in collaboration with facility staff, developed and implemented policies for end-of-life care based on current standards of practice, clinical practice guidelines, etc; and, whether the medical director intervened as requested on behalf of the resident if the attending physician was unavailable or failed to do so. 

V.  DEFICIENCY CATEGORIZATION (Part V, Appendix P)
Once the survey team has completed its investigation, analyzed the data, reviewed the regulatory requirements, and determined that noncompliance exists, the team must determine the severity of each deficiency, based on the harm or potential for harm to the resident. The key elements for severity determination for F309 Quality of Care regarding Assessment and Management of Care at End of Life are as follows:

1.  Presence of harm/negative outcome(s) or potential for negative outcomes because of lack of appropriate treatment and care.  Actual or potential harm/negative outcome for F309 End-of-life Care may include but is not limited to:

· Failure to inquire about, document, and implement measures or orders related to a resident’s advance directives or other written or stated wishes resulting in a resident receiving unwanted tests or treatment; and
· Persistent physical discomfort or psychological distress related to the facility’s failure to assess the resident and address pertinent symptoms or to explain why it was not possible to do so.

2.  Degree of harm (actual or potential) related to the noncompliance.  Identify how the facility practices caused, resulted in, allowed, or contributed to the actual or potential for harm.  

· If harm has occurred, determine if the harm is at the level of serious injury, impairment, death, compromise, or discomfort; and

· If harm has not yet occurred, determine how likely the potential is for serious injury, impairment, death, or compromise or discomfort to occur to the resident. 

3.
The immediacy of correction required.  Determine whether the noncompliance requires immediate correction in order to prevent serious injury, harm, impairment, or death to one or more residents.  

The survey team must evaluate the harm or potential for harm based upon the following levels of severity for tag F309.  First, the team must rule out whether Severity Level 4, Immediate Jeopardy to a resident’s health or safety exists by evaluating the deficient practice in relation to immediacy, culpability, and severity. (Follow the guidance in Appendix Q.)   

Severity Level 4 Considerations: Immediate Jeopardy to resident health or safety

Immediate Jeopardy is a situation in which the facility’s noncompliance with one or more requirements of participation:

· Has allowed, caused, or resulted in, (or is likely to allow, cause, or result in) serious injury, harm, impairment, or death to a resident; and 

· Requires immediate correction, as the facility either created the situation or allowed the situation to continue by failing to implement preventative or corrective measures.

NOTE:
The death or transfer of a resident, who was harmed as a result of facility practices, does not remove a finding of immediate jeopardy.  The facility is required to implement specific actions to correct the deficient practices which allowed or caused the immediate jeopardy.

Examples may include but are not limited to:

· Several residents were transferred to the hospital and received aggressive medical interventions despite wishes to the contrary because the facility failed to develop and implement a process to inquire about, document, or implement orders related to advance directives or other resident statements of wishes; or  

· The resident suffered severe or persistent distress because the facility repeatedly failed to implement interventions that were ordered or failed to obtain orders to implement interventions to address identified needs.

NOTE:
If immediate jeopardy has been ruled out based upon the evidence, then evaluate whether actual harm that is not immediate jeopardy exists at Severity Level 3 or the potential for more than minimal harm at Level 2 exists.

Severity Level 3 Considerations: Actual Harm that is not Immediate Jeopardy

Level 3 indicates non-compliance that resulted in actual harm, and may include, but is not  limited to, clinical compromise, decline, or the resident’s ability to maintain and/or reach his/her highest practicable well-being.  Examples may include, but are not limited to: 

· The resident experienced prolonged nausea; recurrent vomiting; or daily, prolonged, or repeated moderate to severe pain as a result of the facility’s failure to consistently implement interventions in accordance with the doctor’s orders and care plan;

· The resident experienced significant distress or potentially avoidable adverse consequences (e.g., painful bowel ileus or excessive sedation relative to the desired level) related to medications used to treat end of life symptoms, as a result of the facility’s failure to monitor for, recognize, and address the adverse consequences; or 
· Despite documented wishes to accept partial pain control in order to be more alert, the resident was so repeatedly lethargic or somnolent because of medication related to treating end-of-life symptoms that he/she was unable to relate to visitors.
NOTE:
If Severity Level 3 (actual harm that is not immediate jeopardy) has been ruled out based upon the evidence, then evaluate as to whether Level 2 (no actual harm with the potential for more than minimal harm) exists.

Severity Level 2 Considerations: No Actual Harm with potential for more than minimal harm that is Not Immediate Jeopardy 

Level 2 indicates noncompliance that resulted in a resident outcome of no more than minimal discomfort and/or has the potential to compromise the resident's ability to maintain or reach his or her highest practicable level of well being. The potential exists for greater harm to occur if interventions are not provided.  Examples may include, but are not limited to:

· A resident received some end-of- life care from a hospice program and there was no evidence in the resident’s record of care coordination between the facility and the hospice, but the resident did not experience adverse consequences; or

· There was insufficient evidence that the facility informed a resident of the right to make advance directives related to life-sustaining treatments or to document the resident’s wishes related to the use of life-sustaining treatments at the end of life, but no life-sustaining treatments were used prior to the resident’s death.
Severity Level 1: No actual harm with potential for minimal harm

The failure of the facility to provide appropriate care and services to a resident at the end of life is more than minimal harm; therefore, a deficient practice would not be cited at or assigned a Level 1 severity.[image: image1][image: image2][image: image3]
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