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Phitadelphia, PA 18102
Phone: 877.882.7822
Fax: 2152821588

Passionate for the Appropriate Use of kedication

July 26, 2005

Mark B. McClellan, M.D., Ph.D.
Administrator

Center for Medicare and Medicaid Services
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: Comment on the Proposed Medicare Condmons of Participation for Hospice, published May 27,
2003, File Reference No. CMS-3844-P

Dear Dr. McClellan, ;

E
Thank you for the opportunity 1o submit commexﬁ;s in response to the proposed rule, published in the
Federal Register on May 27, 2005, revising the existing hospice conditions of participation {COPS).

excelleRx, Inc. is a Philadelphia-based prospective medication therapy management (PMTM) company
that contracts with over 500 of the nation’s hospice programs. The approximately 50,000 hospice
patients we serve per month represent over 30% of the total hospice patient population. We have
developed peer-reviewed, literature-referenced, evidence-based medication use guidelines for
management of 47 symptoms and/or syndromes associated with terminal illness. As a company, we
advocate for the patient’s right to appropriate medication therapy. Our PMTM model achieves that goal
in hospice through the active participation of palliative-care-trained pharmacists in medication care
planning, supporting appropriate prescribing, moenitoring patient symptoms and quality of life
outcomes, and reporting endpoints and outcomes of therapy to the hospice interdisciplinary group.
Application of our evidence-based guidelines assures that the pharmacotherapy is both efficacious and
cost-effective. As proof of concept, physician acceptance rate of our pharmacists’ therapy
recommendations is 96%, and our partner hospices have documented reduction in time to palliation,
avoidance of hospitalization, as well as a reduchon in direct and indirect costs associated with
pharmacotherapy. :

Given our expertise in pharmacotherapy and experience in the hospice market, our comments focus on
those requirements most pertinent to medication therapy and medication management. As you are well
aware, the current hospice COPS were promulgated on December 16, 1983 —well over 20 years ago.
Since then, new medications have been m‘troduccd and new preparations of standard medications have
been developed. Some innovations, such as long- actmg opioid preparations and convenience packaging
of medications that enables rapid access during a symptom crisis, have produced significant symptom
management improvements. At the same time, many new medications and modified preparations of
standard medications have merely fueled the cost 6f pharmacotherapy without adding measurable
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clinical benefit. According to National Hospice and Palliative Care Organization (NHPCO) data, the
hospice spend on medications and biologicals, as a proportion of total reimbursement, has increased
from 3% to 17% in just 10 years. Many hospice programs struggle to remain fiscally viable under the
pressures of nursing shortages, declining length of stay on hospice, and increased costs for labor and
contract services. The combined challenges of acuity of illness at the time of hospice admission and the
rising costs of care make appropriate and cost-effective pharmacotherapy more important now than at
any other time in the history of the industry.

While medication therapy has always been a core component of symptom management in palliative and
end-of-life care, the introduction of new medications and medication classes has elevated the
importance of medication selection and monitoring. Unfortunately, as proposed, the COPS do not |
adequately address medication therapy as a critical component of hospice care. Accordingly, our
conuments are intended to provide a framewaork for integrating current hospice-specitic medication |
therapy management practices into the COPS and to strengthen and clarify regulatory language as 1t
pertains to medication use. Our comments were gmded by the following core principles:

1. Hospice care must be paInenlbcentewd
Assessment, care planning, and treatment must be mterdlsmplmary and reflect curvent
industry best practices with respe:ct o palliation, pain management, and symptom
control.
As far as practicable, patient care standalds should be consistent across care settings.
COPS must be clear, consistent, and not overly burdensome, and
Quality improvement programs must be data-driven and reflect hospice special needs
and challenges.

bW

Our specific comments are set forth in detail below.

1. Standards for Pharmaceutical Services should be consistent across care settings, except when
consistency is impractical, infeasible or unnecessary.

ISSUE: Section 418.110 provides a standard for pharmaceutical services that addresses many
important aspects of medication management including dispensing accuracy, assessment and evaluation
of appropriate therapy, monitoring for adverse medication events, and consultant pharmacy services.
The standards set forth in Section 418.10, however, only apply to hospices that provide inpatient care
directly. '

RECOMMENDATION: CMS should provide a single standard for a pharmaceutical service that is
consistent across all of the hospice’s care seftings. Such a standard should provide that the hospice
provide or arrange for

{A) Medication management care planning and consultative services that:
(1) Assure appropriate medication selection, based on relevant evidence-based guidelines,
(2) Ensure appropriate prescribing,
(3) Ensure accurate dispensing,
{4) Provide ongoing evaluation of a patient’s response to medication therapy services and
adjustments to therapy that ensure quality patient outcomes,

20f10

vy excelleRx.com




(5) Monitor actual and potential adverse medication events,
(6) Recommend appropriate medication care plan adjustments, and
(7) Document initial and periodic assessments and patient outcomes of medication therapy.

RATIONALE: As CMS is aware, the majority of hospice services are provided in patients’ homes. We
believe that high-quality pharmacy services provided to patients in any setting where they receive
hospice care reduces suffering and increases quality of life for patients and their caregivers. Because
medication therapy is such an important component of hospice services, and the right to receive
effective pain management and symptom control is not limited to patients receiving inpatient hospice
care, the COPS should ensure access to a defined set of pharmacy services, regardless of care settings
where patients receive hospice services. Of course, we recognize that the standard would also need to
be consistent with the SNF and hospital COP so that providing care under arrangements would
continue to be feasible.

2. PATIENT RIGHTS

ISSUE 1: Hospice care is patient centered. This means that providers seek to treat patients with respect
and dignity and with the highest regard for personal choices. In many non-hospice care settings, both
the Congress and CMS have given voice to a patient’s right of self-determination by providing clear
patients’ or residents’ rights provisions in the COPS. As proposed, the hospice COPS clearly require
hospices 1o provide the patient with notice of rights, and clearly provide that the patient has a right to
exercise his or her rights as a patient of the hospace but there is no clear, comprehensive enumeration
of what those rights are.

RECOMMENDATION: To promote consistency and clarity, we strongly recommend that CMS
enumerate the rights of hospice patients. Specifically, rights that should be specifically enumerated
include: (1) the right of each hospice patient to be fully informed about palliative care and treatment
options, to make informed decisions, and to participate in care and treatment planning, and (2) the right
of each patient to refuse care or treatment.

RATIONALE: Federal COPS for hospitals, nursing facilities, home health, and ICF/MR all provide a
clear statement of rights that include the rights of a patient/resident to be informed about treatment of
options, to participate in care planning, and to refuse treatment. These core civil rights are no less
important in the hospice environment where patients receive end-of-life care.

ISSUE 2. Information regarding medication disposal policies — Proposed 42 C.F.R. § 418.52 provides
that “[t]he hospice must provide the patient or representative with verbal and written notice of the
patient’s rights and responsibilities.. .during the initial evaluation visit in advance of fumishing care”
and that “t]he hospice must inform the patient and family of the hospice’s medication policies and
procedures, including the policies and procedures regarding the tracking and disposing of controlled
substances.” 42 C.F.R. § 418.106 (b) requires that the hospice’s policies regarding the use and
disposal of controlled substances must be discussed with the patient and the patient’s family during the
initial hospice assessment.” '

RECOMMENDATION: If it is CMS’s intent that the hospice provide the patient and family with
information about disposal of controlled substances during the initial evaluation visit prior to
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Jurnishing care, then we recommend that this requirement be modified to require hospices to provide
written information about the disposal of controlled snbstances during the initial evaluation visit and
discuss these polices and procedures during the four day assessment period following hospice
enrollment.

RATIONALE: We fully support policies and procedures to reduce, and hopefully, eliminate the
potential for diversion of controlled substances in the community. However, we believe that patient and
family understanding of and compliance with policies for medication disposal that will generally take
place at the time of the patient’s death is more likely if they are approached when the issue has direct
relevance. This change in regulatory language will reduce the burden of information assimilation
during a highly stressful time (i.e., when the patient and family are hearing about hospice care for the
first time). Our position is consistent with and fully supports the position of the National Hospice and
Palliative Care Organization (NHPCO).

ISSUE 3 - Right to Pain Management, 42 C.F.R. § 418.52(c), provides that “[t]he patient has the right
to receive effective pain management and symptom contro]l from the hospice.”

RECOMMENDATION: To ensure that this right can be realized, specific language addressing
medication therapy must be incorporated into the standards for assessment and care planning processes,
and in the quality assurance/performance 1mprovement standards. We refer you to our comments
pertaining to the following sections:

1) Comprehensive Assessment of the Pament [42 C.F.R. § 418.54 {c)(1)(1)];

2) Interdisciplinary Group Care Planmngland Coordination of Services [42 C.F.R. § 418.56

{eXD)];
3) Quality Assessment and Performance !Improvemem [42 C.F.R. § 418.38 (a)(1)];

RATIONALE: While we emphatically support the paﬁem’s right to timely and effective pain
management, that right cannot be realized if the COPS that address care planning, assessment,
treatment, and quality assurance fail to clearly incorporate standards regarding the assessment,
monitoring, and active management of medicaﬁon:ther‘apies 1o address pain and symptom control.
Medication therapy is a key component of pain management and symptom control. Effective pain
management and symptom contro] at the end of life requires thorough evaluation and assessment of the
patient’s medical condition, history, and response to therapy. Specific reference to medication therapy
should, therefore, be incorporated into the standards for assessment, care planning, and treatment.
Effective pain management and sympiom relief also requires the specialized knowledge and expertise of
pharmacists with experience in end-of-life care. While consultant pharmacy is required for inpatient
hospice settings, we are recommending that medication management care planning by a pharmacist be
carried over into all hospice patient care settings, regardless of venue. Finally, to promote compliance
with the hospice patient’s right 1o effective pain management and symptom control, we are
recommending that pain management be included as an integral element within the standards for
quality assurance and quality improvement programs.
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3. COMPREHENSIVE ASSESSMENT OF THE PATIENT.

ISSUE: We agree that “[t]he hospice must conduct and document in writing a patient-specific
comprehensive assessment that identifies the patient’s need for hospice care and services, and the
patient’s need for medical, nursing, psychosocial, emotional and spiritual care. This care includes, but
is not limited to, the palliation and management of the terminal illness and related medical conditions.
However, this standard does not go far enough to identify the elements needed to assess medication
therapies, a critical aspect of modern hospice treatment.

3

RECOMMENDATION: We recommend that this requirement be expanded 1o include a thorough
assessment of the patient’s prior, current, and ongoing pharmacotherapy or medication care plan.
Specifically, we recommend that proposed 42 C.F.R. § 418.54{c){1){11) be amended to include the
critical elements of medication therapy management. The CMS proposed language and our proposed
amendments are depicted in the following table.

Comprehensive Assessment
42 C.F.R §418.54 (c) (1{i))

CMS proposed language (Vay 27, 1 -exce'ﬁﬂeRx’s recommended revisioas
280S) |

(1)) Drug therapy. A review of the patient’s ‘ (i1) Medication therapy. A thorough review and
! prescription and over-the-counter drag profile, | assessment of the patient’s prescription and over-
including but not limited to identification of the-counter medication profile, including but not

the following — limited to identification of the following —
{A) Tneffective drug therapy; {A) Ineffective medication therapy;
{B) Unwanted drug side and toxic {B) Medication therapy deemed
effects; and " unmecessary and/or not consistent with
{C) Drug interactions. ‘' the patient’s goals of therapy; \
{C) Medication therapy requiring dosage |
optimization; ‘

{D}) Therapy that is inappropriate according
| © o evidence-hased gaidelines;
{E) Duplicate medication therapy;
(F) Missing medication therapy necessary
7 to prevent or address & symptom
" experienced by the patient;
1 {G) Medication therapy requiring
' laboratory monitering and evidence ',
- that the monitoring is being performed
. {e.g., warfarie and INR);
{H) Unwanted medication side and toxic
- effects; and
{I) Actual or potential medicative
© interactions.

RATIONALE: Medication-related problems {MRP) are significant in the hospice population, possibly
leading to increased morbidity, decreased quality of life, unnecessary hospitalization, and even
premature death. In March of 20035, we examined the prevalence of medication-related problems in a
sample of 250 hospice patients {excelleRx, Inc.; company data on file). We found that 37% of patients
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had been prescribed at least one inappropriate therapy (potential for drug-disease interaction; drug-drug
interaction, drug-age interaction, or the medication was not the best choice for other clinical reasons);
30% had one or more indications for therapy without appropriate therapy prescribed; 32% of patients
required dose adjustments (prescribed dose was too high or too low); 10% exhibited potential or actual
adverse drug reaction; and 5% were receiving a medication with no discernable indication. Based upon
our experience in hospice care, we believe that the above eight elements of medication therapy
assessment represent the minimum standard that should be applied in the hospice seiting to assure the
safety and efficacy of medication therapy.

4. INTERDISCIPLINARY GROUP CARE PLANNING AND COORDINATION OF
SERVICES

ISSUE 1. — Composition of the interdisciplinary group. The proposed rule at 42 C.F.R § 418.56 omits
mention of the important role played by pharmacists in the care planning and coordination process.

RECOMMENDATION: While we are not recommending that the COPs reguire that a pharmacist is
included in the interdisciplinary group, we strongly recommend that CMS urge hospices to include in
their care planning process a pharmacist who can provide expert medication therapy management in
palliative pharmacotherapy. '

RATIONALE: As new pharmacotherapy options have become available during the past two decades,
hospice clinicians have been challenged 1o stay abreast of new developments along with myriad other
changes in the industry, including applied pharmacogenomics. Pharmacists are a logical and necessary
addition to the hospice interdisciplinary team. While pharmacists are not mentioned in the statute
pertaining to hospice services, neither is the spiritual counselor, another cornerstone of comprehensive
hospice care. CMS has the authority to recognize necessary participation of additional professionals on
the hospice interdisciplinary team who will improve patient cuicomes. Because of the importance and
complexity of appropriate medication care plans in achieving positive outcomes, it is vital to integrate a
pharmacist onto the IDG so as to provide pharmaceutical consultative services early in the process,
before treatment regimens are finalized. '

ISSUE 2. — Plan of Care. We support CMS language in 42 C.F.R § 418.56{c) that “the hospice must
develop a written plan of care for each patient that reflects prescribed interventions based on the
problems identified in the initial comprehensive and updated comprehensive assessments, and other
assessments.” As noted below, we recommend specific language change regarding required elements of
the care plan.
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RECOMMENDATION: The CMS proposed language and our proposed amendments to 42 C.F.R. §
418.56(c)(1) are depicted in the following table.

Interdisciplinary Group Care Planning and Coordination of Services
42 C.F.R. § 418.56(c)}(1)
CMS proposed language excelleRx’s recommended revisions
(May 27, 2005)
{c)...The plan of care must include, but notbe | (c)...The plan of care must mclude, but not be limited
limited to — to—
(1) Interventions to facilitate the (1) Medications and nen-pharmacologic
management of pain and symptoms. interventions necessary for effective pain
management and symptom relief.

RATIONALE: This change is consistent with our recommendations to strengthen and clarify care
planning requirements to address medication issues, to ensure consistency with the patient’s right to
effective pain management and symptom relief, and to ensure access to high quality pharmaceutical
services for all hospice patients regardless of care setting.

5. QUALITY ASSESSMENT AND PERFORMANCE IMPROVEMENT (QAPI)

ISSUE: As advocates of evidence-based clinical care, we fully support CMS’s expansion of the hospice
conditions to include a quality assessment and performance improvement focus. However, we do not
believe CMS has gone far enough to identify required elements of an effective QA program.

RECOMMENDATION: We are recommending that hospice track data around certain core elements
related to medication therapy and outcomes of that therapy. Specifically, 42 CFR § 418.58 (2) should
be amended to read as depicted in the following table.

QAPT.
42 CFR § 418.58 (a)
CMS proposed language excelleRx’s recommended revisions
{May 27, 2005) §-
{1) The program must be at least capable of (1) The program must be at least capable of showing
| showing measurable improvement in indicators | measurable improvement in indicators for which there

| for which there is evidence that improvement | is evidence that improvement in those indicators will |
in those indicators will improve palliative | improve palliative outcomes and end-of-life support |
| outcomes and end-of-life support services. | services including, but not limited to, pain relief,
! and adverse patient events, including adverse
{2) The hospice must measure, analyze, and medic_ation events such as avoidable medication-
track quality indicators and other aspects of related hospitalizations.
performance that enable the hospice to assess
processes of care, hospice services and {2) The hospice must measure, analyze, and track
operations. such quality indicators and other aspects of

performance that enable the hospice to assess
processes of care, hospice services and operations.
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RATIONALE: Our recommendation promotes compliance with the patient’s right to effective pain
management and symptom relief and is consistent with promoting a single, consistent standard for
pharmaceutical care across all hospice care settings. Pain relief is recognized within the industry as one
of the key measures related to symptom outcomes. While we believe that CMS should require hospices
to track pain relief, hospices should have flexibility ih choosing the methodology. As one methodology
to achieve that standard, we support the CMS recommendation that hospices adopt the NHPCO End
Result Outcomes measures. Secondly, we believe that hospices should track adverse patient and
medication events. Hospice patients as a group are uniquely vulnerable to medication related problems
{MRPs) and adverse medication events (also known as adverse drug events, or ADEs), secondary to
medication therapies on the one hand, and under-treatment of symptoms that leads to prolongation of
unnecessary suffering on the other. With our hospice partners, we have developed and deployed short,
easily administered questions and data collection strategies to document patient self-reported outcomes:
the gold standard for symptom and guality-of-life assessment. These strategies are being used today to
track outcomes for over 50,000 hospice patients per month. By tracking adverse patient events,
including adverse medication events, we have significantly enhanced patient outcomes, such as time
to palliation, and reduced adverse outcomes that can lead to increased suffering and higher costs.

ISSUE 2: The term “adverse patient event” is not defined.

RECOMMENDATION: 42 C.F.R. § 418.3 Definitions should be amended to inchude the following
definitions:

Adverse patient event means an unanticipated, non-therapeutic response or injury
including an adverse medication event.

Adverse medication event means a patient injury or avoidable medical intervention
resulting from medication therapy

6. CLINICAL RECORDS

ISSUE: In the preamble to the proposed rule, CMS requests comments on the following:

1) What are the components of an electronic health record (EHR)? What are the advantages or
disadvantages of using EHR in a hospice setting?

{2) Should an EHR include a personal health record, which is accessible to the patient?

What are the positive and negative consequences of personal health records?

{3) What are the barriers {technical and clinical) to implementing an EHR system in hospice?

M8 expressed interest in knowing about hosplce experience thus far and how EHRs have
impacted patient care and outcomes.

RESPONSE: excelleRx has developed and has been using an electronic medication record for every
hospice patient we have served since 2001, Currently we have over 45 million patient-days worth of
data including demographic, diagrosis, pharmacotherapy, and clinical outcomes. These data enable us
to both ensure the most appropriate care for individual patients and to track their progress
longitudinally. We also mine this data to generate clinical insights and make our Medication Use
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Guidelines more robust. All patient records are available via a secure Internet-based platform to our
client hospices. excelleRx has also had success in interfacing with other clinical software providers so
that clinicians can share data needed to treat and manage the patients we serve. The push for EHR
within Medicare is encouraging and consistent with the general direction of the healthcare industry.

In our experience, electronic medication records enable us to reduce errors; provide multiple access
points for both data entry and information retrieval {Internet, interactive voice response (IVR) and fax
scanning); collect, analyze, and report data at both the patient level and macro-level more easily and
cost-effectively; conveniently access records regardless of time or place; and reduce clinical time
required for documentation and research.

At the same time, some of the challenges associated with using electronic health records include a cost
burden to hospices and access to the data online being constrained by the bandwidth available to the

USer.

7. SECLUSION AND RESTRAINT

ISSUE: We appreciate that CMS has addressed the critically important issues of seclusion and restraint
in the revised COPs. However, we are concerned that the requirements set forth reflect insufficient
consideration of the unique patient care issues that are present in hospice care.

RECOMMENDATION: CMS should convene a task force of experts to examine the issues around
chemical restraint in end of life care and provide evidence and consensus-based recommendations to
CMS. Given our expertise and experience with the administration and management of medications,
including opicid analgesics, in hospice care, we would welcome the opportunity to participate on such
a Task Force. We further recommend that guiding principles for this work group should include:

(1) The appropriate selection, use, monitoring, and titration of psychotropic medications to
manage symptoms in terminally il] patients should be based on clinical assessment;

(2) Response 1o therapies must be monitored and adjustments based on clinical assessment;

(3) Criteria should be established for use of palliative sedation for those patients with such
severe end-of-life symptoms that conventional interventions (pharmacologic and/or non-
pharmacologic) have been exhausted and documented such by the palliative care team.

RATIONALE: Hospice patients are unique in several important ways. First, their illness trajectory is
such that, even with optimal symptom management, their symptoms are likely to progress as they
approach the end of life. Medications such as opioids and psychotropic medications that might be
inappropriately applied to restrict patients’ movement or manage their behavior in other settings are
regularly and appropriately applied, often in escalaiing doses, to manage symptoms and increase
patient comfort as the end of life approaches. We believe that the proposed regulatory language,
inchuding the definition of a medication restraint, does not reflect a sufficient understanding of the
appropriate use of sedating and analgesic medications in the hospice setting. We are gravely concerned
that if these regulations are finalized, they will negatively impact on patient comfort, increasing their
suffering when they are most vulnerable and most dependent on their professional caregivers to ease
their pain and symptoms so that they can die comfortably. The proposed regulation will act as a
deterrent to appropriate symptom management in much greater proportion to any reduction in
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inappropriate patient restraint, as clinicians will hesitate to use medications that have become a
mainstay of palliative pharmacotherapy in doses necessary to relieve treatable symptoms.

We believe, therefore, that it is premature to adopt regulatory language that has the risk of increasing
patient suffering at the end of life without evidence of a problem that needs improvement. Given the
critical role that medications play in pain relief and symptom management in hospice, CMS should
await recommendations of an expert Task Force before finalizing these regulations. We understand that
CMS has used similar approaches when developing restraint regulations for other care settings such as
residential psychiatric settings and nursing homes. Further, we believe that with the recommendations
made herein to assure that a pharmacist is involved in the medication care planning process, including
the monitoring of adverse events, the risk of an inappropriate therapy for use as a ‘restraint’ is
minimized.

We thank you again for the opportunity to provide you with comments on the proposed hospice COPS.
We welcome the opportunity to engage in further d(SCUSSlOD and to work collaboratively with CMS to
resolve outstanding issues.

Sincerely,

Calvin H. Knowlton, PhD, MDiv, RPh
Chief Executive Officer

excelleRx, Inc.

1601 Cherry Street, Suite 1701
Philadelphia, PA 19102

215 282 1601 {Office)

215 282 1599 (Fax)
cknowlton@excellerx.com
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July 25, 2005

Honorable Mark B. McClellan, M.D., Ph.D. = ~
Administrator 'lgfz A
Centers for Medicare and Medicaid Services hy =
Department of Health and Human Services o 5
Room 445-G o !
Hubert H. Humphrey Building N 2
200 Independence Avenue, SW - @

Washington, D.C. 20201

| K
) ) _
RE: Medicare and Medicaid Programs; Hospice Conditions of Participation

Proposed Rule CMS-3844-P |

1

|

Dear Dr. McClellan: ‘

On behalf of the Providence Health System, I want to thank you for the opportunity to
provide our comments on the changes proposed by the Centers for Medicare and
Medicaid Services (CMS) to the Conditions of Participation for hospice agencies. that are
certified to provide Medicare or Medicaid services. CMS published these changes as part
of its Notice of Proposed Rule Making in! the Federal Register on May 27, 2005. The
Providence Health System is a faith-based, non-profit health system that operates eight
certified hospice agencies in Washmgton State, Oregon, and California along with
hospitals, physician groups, home health agencies, assisted living, senior housing, PACE
programs, and a health plan. In 2005 the Providence Health System provided 895,392

hospice and home health visits. }
B

As a Catholic health care system striving to meet the health needs of people as they
journey through life, Providence is comrmtted to improving the quality of life for those it
serves — including the experience of dymg for terminally ill patients. Providence has a
longstanding history of providing supportive care to the terminally ill and their families
that predates the Medicare program’s coverage of hospice as a benefit. For example,
Providence Hospice of Seattle is the Northwest’s oldest hospice agency having just
celebrated its thirtieth year of service and one of Providence’s hospice agencies in
Portland was among the initial 26 demonstration sites chosen by the ‘Health Care
Financing Administration in 1979 to assess the cost effectiveness of hospice care and to
help determine what a hospice care shoulld include as a benefit under the Medicare
program. As a result of these and similar efforts Providence has been recognized
nationally as a leader in hospice care. In 2003 Providence was a recipient of the
prestigious Circle of Life Award for its innovative programs in palliative and end-of-life
care and Providence is a founding member of “Supportive Care of the Dying: A Coalition
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for Compassionate Care;” an organization that has greatly contributed to improved
understanding of how best to meet the needs of the terminally ill. It is with this
perspective and understanding that Providence provides its comments and
recommendations to CMS on the proposed rule.

Before commenting on specific issues, Providence would like to commend CMS for its
proposal While many of the proposed: regulations are consistent with current and
emerging standards of practice — particularly for those agencies operated by Providence
and others that are already accredited by the Community Health Accredltatlon Program
[CHAP] or the Joint Commission for the Accreditation of Healthcare Orgamzatlons
[JCAHO] - the proposal is a marked 1mprovement over the ex1st1ng regulatory text and
framework. However, because these rules provide the minimum standards for all
certified hosp1ce agencies Providence believes that the standard of care belng advanced in
this proposal is worthy of adoption after due consideration of comments that are
submitted as part of this rulemaking process Particularly noteworthy are the prov1s1ons
that recognize the importance of patient rlghts (42 CFR §418.52) and the “cycle of care”

framework that facilitates continuous rntegratlon of the patient assessment, care planning,

care delivery, and care evaluation processes (42 CFR §418.54, 418.56, and 418.58).

Once final rules are adopted Providence would note that it is equally important for CMS
to modify its survey processes (along with obvious modifications to the interpretative
guidelines) to reflect these changes and the expressed regulatory philosophy that
underlies the entire proposal: The survey process can either facilitate or frustrate the
ability of CMS to achieve its articulated vision of a “patient and family centric”
regulatory policy that stresses actual patient outcomes; especially if the agency intends to
achieve these worthy goals while facilitating “flexibility in how a hospice meets
performance expectations.” Providence is committed to further working with your
agency to accomplish this end. However, notwithstanding its overall assessment and
support of the direction set forth by CMS, there are a number of areas where Providence
believes changes or clarification would serve to improve the proposed revisions. These
changes are discussed in the text that follows.

42 CFR §418.52 Patient’s Rights

As noted previously, as an organization with a core value of respect Providence agrees
that each patient has the right to be informed of their rights and that the hospice must
protect and promote the exercise of these rights. With regard to the provision in 42 CFR
§ 418.52(a) [“Notice of Rights™] Providence believes that the following two clarifications
will make the regulatory expectations more coherent:

e As written, the text in 42 CFR § 41;’8.52(a)(1) requires that in addition to receiving
verbal notice of their rights each beneficiary has a right to receive a written copy
in_a language that the patient understands. Taken literally, this albeit well-
intentioned provision goes beyond the requirements established by the Office of
Civil Rights for services provided: to those with limited English proficiency and
would impose significant cost burdens on many agencies serving a disparate
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Property and Person™] set forth a number of explicit rights for individuals receiving
hospice services and create correspondmg obligations incumbent upon an agency to
respect those rights. While we can find no fault with the proposed text enumerating the
rights, Providence is concerned that the language in subsections 42 CFR §
418.52(b)(4)(ii) and (iii) could erroneously suggest that it is within the abrllty and the
responsibility of the agency to immediately investigate and take corrective action in every
situation where an alleged violation of irights has occurred. To be sure, hosplce
beneficiaries are often vulnerable and unable to fully protect their own rrghts Thus, it is
only reasonable to require that the agency at a minimum report even suspected violations
as required by 42 CFR § 418.52(b)(4)(i). | However, it has been the experlence of our
agencies that most situations rnvolvrng mistreatment, neglect, |abuse, and
misappropriation of property described in the regulation are often perpetrated by a family
member or authorized patient representatlve In such cases, beyond estabhshmg the
affirmative obligation for an agency to report these concerns to (more) appropriate
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investigative agencies, there are very real limits as to what a hospice can do in these
situations: Often they are first observed by a home health aide or homemaker aide in the
patient’s home where the alleged perpetrator is present and there are concerns about the
safety of the patient and caregiver alike. Because of the prevalence of these type of fact
situations Providence believes the final regulations must take these instances into
consideration and not impose an obligation upon a hospice beyond that of reporting
found in 42 CFR § 418.52(b)(4)(i). Of course, distinctions can obviously be made for
those unfortunate situations where the 1nd1v1dual who may have been involved in
violating the rights of a patient is an employee of the agency or actmg under
arrangement with the hospice. In these circumstances the additional respons1b111t1es of
the agency enumerated in the proposed text are clearly appropriate. We would further
note that this recommended approach is cons1stent with the regulatory expectations of a
home health agency under 42 CFR § 484. l(l)(b)(S)

42 CFR §418.54 Comprehensive A’ssessment

As the first step in the cycle of care a hospice must conduct and document in writing a
patient-specific comprehensive assessment that identifies the patient’s need for hospice
care and services, and the patient’s need for medical, nursing, psychosocial, emotional,
and spiritual care. This care includes, but is not limited to, the palliation and management
of the terminal illness and related medical jconditions. The comprehensiveassessment is
continuously updated and is a critical element that provides the foundation for subsequent
care planning, care delivery, and care evaluation processes. As noted previously,
Providence is extremely supportive of this |t)verall Condition.

{
Subsection 42 CFR § 418.54(a) further requires that a registered nurse must make an
initial visit within 24 hours of receiving a physician’s order for care as part of an “Initial
Assessment.” Providence would offer the following comments concerning this specific
requirement: 5
e It has been our experience that the prlmary presenting needs of the patient
should govern the choice of a specific discipline to make this initial visit. For
example, it may be that the most important issue needing resolutlon is the choice
of a residence for the patient. In these cases an initial visit conducted by a social
worker may be more responsive to' the immediate needs of the patlent than a visit
conducted by a registered nurse | as the proposal is currently drafted The
regulatory text should be amended to permit this flexibility. Of course, the
requirements concerning the comprehensive assessment appropnately recognizes
the interdisciplinary nature of hosplce care planning and delivery.
¢ Providence would recommend that the reference to a “physician’s admission
order for care” as the event that initiates the initial assessment be clarified.
As Providence’s administrative and clinical leadership for hospice care reviewed
this text it was presumed that ithis order was referencing the physician’s
certification of the patient’s terminally ill status. In any event, given the
important time-sensitive actions (which are triggered by this event a more

appropriate description should be incorporated into the final regulation.
I

|
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e Finally, as drafted the initial assessment visit must be completed within 24 hours
of receiving this order unless ordered otherwise by the physician. Providence
supports a requirement for a timely and effective response and the 24-hour
standard is appropriate in most circumstances. However, Providence would
recommend that another exception be added to this standard to take into
account those situations where additional time is requested by the patient or
their Representative. Often these types of visits are delayed at the patient’s
request because the patient wants their family to be present. As CMS
appropriately moves to create a more patient and family-centric approach to its
regulations, this is but one example of where the typical regulatory approach of a
single hard and fast standard needs to accommodate the preferences of the patient
and their family in order to not frustrate these essential relationships.

1

Subsection 42 CFR § 418.54(b) establishes the time frame for completion of the
comprehensive assessment.  As drafted; this assessment must be completed by the
hospice interdisciplinary group — in consultation with the patient’s attending physician -
within four calendar days of when the patient elected the hospice benefit. While the
completion of the comprehensive assessment is a key element in the cycle of care and it
would be highly desirable to complete it within the proposed time frame. However,
notw1thstand1ng our commitment to pr0v1d1ng care twenty-four hours a day, seven days a
week it is our experience that the proposed four-day requirement is unrealistic.
Providence recommends that a more appropriate standard of seven days be
established. This is especially important for the first comprehensive assessment as it is
more important to get a thorough assessment completed rather than a fast one.
Providence would note that the first five-day assessment required by Medicare for
patients in a Part A stay can extend up to day eight using the concept of “grace days.”
While Providence is certainly not argulng for an extension of the regulatory framework
for skilled nursing facilities to hospice care, this notion of “grace days” may provide a
helpful approach to the regulatory requlre]ments for completing the first comprehenswe
assessment for hospice patients. }

While Providence fully supports the contlnued involvement of the patlent s attending
physician in the patient’s ongoing hosplce care unfortunately that is often not the case.
For example, many patients first elect the hospice benefit after deciding not to pursue
chemotherapy or participate in a clinical trlal recommended by their attendmg physician
who is a medical oncologist. Once the hosplce benefit is elected the physman may in
turn elect not to follow the patient. Howeyver, this very common situation appears not to
be permitted by subsection 42 CFR § 418 54(b): That text requires the comprehenswe
assessment to be completed in consultatlon with the attending physician. It is impractical
for CMS to hold the hospice accountable for the performance of the attending physician
in these situations. Consequently, Providence would recommend that the text be
changed to require that the hospice seek to promote the continued involvement of
the patient’s attending physician in the completion of the comprehensive assessment
as evidenced by the physician’s written approval of the assessment. In situations
where this level of involvement is not f(f)rthcoming the hospice should document its
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efforts to engage the physician in the patient’s assessment. Providence will discuss
similar concerns with respect to the language set forth in 42 CFR § 418.56(a).

42 CFR §418.56 Interdisciplinary Group Care Planning and
Coordination

As proposed, this Condition would require that the hospice designate an interdisciplinary
group which, in consultation with the patient’s attending physician, must prepare a
written plan of care for each patient. The plan of care must specify the hospice care and
services necessary to meet the patient and family-specific needs identified in the
comprehensive assessment as it relates to the terminal illness and related conditions.
Subsection 42 CFR § 418.56(a) establishes the interdisciplinary approach to service
delivery that has been a longstanding characteristic of hospice care. We would
particularly commend the agency for 1ts recognition of the need for an increased
emphasis on the coordination of care, the continuous assessment of the patient and
family’s needs, and for ongoing evaluatlon; of the implementation of the care plan. These
efforts will be greatly enhanced by the provision calling for the appointment of a licensed
health care professional who is designated by the interdisciplinary team as being
responsible for these activities. Many !of our agencies have had found that their
comparable case management models have been an important element to ach1ev1ng these

outcomes. ’

i
|
|

In describing the composition of the interdisciplinary team charged with the development
of the patient’s plan of care, the proposed 'regulation states that the physician serving on
that group - typically the hospice medical director - cannot be the patient’s attending
physician. However, for the reasons noted'in our commentary at 42 CFR § 418.54(b), the
medical director often becomes the dzefault attending physician for the patient.
Consequently, the prohibition proposed in 42 CFR § 418.56(a)(i) will complicate the
hospice’s ability to engage even their own medical director to serve on the
interdisciplinary team. If CMS accepts the revised language Providence recommends in
42 CFR § 418.54(b) and the hospice agency is able to secure the contlnued engagement
of the patient’s attendlng physician then thlS issue will become moot. However in the
more likely scenario that the hospice med1ca1 director becomes the default attending
physician for the patient then the prohlbltlon is unworkable. For these reasons
Providence recommends that the phrase “who is not the patlent’s attending
physician” found at 42 CFR § 418. 56(a)(l) be deleted.

In advancing this recommendation Prov1dence would stress that such an outcome is not at
odds with the best interests of the patient. | Fortunately, many physicians are beginning to
recognize the special skills and knowledge held by a doctor who is credentialed in
palliative care. Consequently they acknowledge that it is often in the best interest of a
patient to be seen by the medical director/attending physician who specializes in this type
of care; much in the way a primary care physician appropriately refers a patient with
significant cardiac issues to a cardiolo gist.f At the very minimum the regulation should be
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amended to at least allow the patient to elect to have the hospice medical director serving
on the interdisciplinary group also serve as their attending physician.

Section 42 CFR § 418.56(b) also states that the plan of care must be developed in
consultation with the patient’s attending physician. Again, as desirable as that standard
may sound the proposal is often not workable. Quite frankly, it is Providence’s
experience that increasingly many physicians are unwilling to see any Medicare patients,
much less a patient with the complex medical management needs typical of most hospice
beneficiaries. Providence would recommend that the language already proposed in
42 CFR § 418.56(d) requiring the collaboration of the attending physician in the
updating of the care plan only “to the extent possible” be incorporated into the text
at 42 CFR § 418.56(b). '

As noted previously, Providence supports a patient-specific comprehensive assessment
that identifies the patient’s need for hospice care and services, and the patient’s need for
medical, nursing, psychosocial, emotional; and spiritual care; including care that is not
limited to the palliation and management of the terminal illness and related medical
conditions. A comprehensive assessment should not be narrowly construed. However,
the language found in section 42 CFR § 418.56(c) states that the written plan of care must
be based upon the problems identified in the comprehensive assessments. As written,
the language could have the unintended consequence of broadening the responsibility of
the hospice to engage in comprehensive care planning far beyond the condition that gave
rise to the patient’s decision to elect the benefit.  The practical effect of such an
interpretation would be to expand the scope of services that a hospice is obligated to
provide and even run counter to the longstanding tradition and care philosophy that
hospice represents. For these reasons it is essential that clarifying language be added.
Providence would recommend that CMS make explicit in the final rule that while
the comprehensive assessment should identify the totality of the patient’s and
family’s needs, the interdisciplinary care plan is not required to address all of these
issues but rather focus on those interventions necessary to facilitate the management
of pain and symptoms related to the palliation and management of(the patient’s
terminal illness and related medical conditions.

42 CFR §418.58 Quality Assessment and Performance Improvement

Before offering its comments Providence would note that this area Eis worthy of
commendation as it represents a 51gn1ﬁcant improvement over the current regulations
found at 42 CFR §418.66. For agencies that are accredited these new elements are nearly
identical to the standards of practice mandated by these accreditation orgamzatlons
However, it is worth noting that an unaccredited agency will not be able to demonstrate
compliance with a typical effective date of 60 days following publication of the final rule
in the Federal Register. Consequently, without delaying the implementation of these
improvements unnecessarily, if CMS elects to move quickly in adopting the
proposed regulatory framework at 42 CFR §418.58 then Providence would
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recommend an implementation approach for this specific section that provides
additional time for the effective date of this requirement.

Furthermore, as drafted 42 CFR §418.58(a)(2) mandates the tracking of “adverse patient
events”. Providence fully supports the tracking of certain significant negative events but
would note that the inclusion of the word “adverse” may in fact cause unintended
confusion. As CMS is well aware that phrase has a specific and well-defined meaning
when used by the CHAP program just in the same way that JCAHO has reserved the use
of the phrase “sentinel events.”  Rather than use either term Providence would
recommend that CMS borrow heavily from these definitions and establish a clear
threshold delineating the types of events that require special tracking and
consideration. '

42 CFR §418.102 Medial Director

Overall responsibility for the direction of the Quality Assessment and Performance
Improvement [QAPI] program is affixed with the hospice medical director under
language proposed in section (c) of 42 CFR §418.102. Providence finds ne fault with
creating a standard requiring the “active involvement” of the medical director in
this program but cannot support a mandate that they actually be responsible for
‘directing it. :

In offering this comment Providence would note that oversight and responsibility for
ensuring that the QAPI program reflects the complexity of patients served and scope of
the services provided by the hospice is properly established at the governance level (see
the statement of the Condition at 42 CFR §418.58). Specifying that the program
direction must be placed with the medical director may actually distort this intended
scope and focus of the QAPI program by reflecting a more medical orientation.
Providence believes that responsibility for direction of the QAPI program should
more appropriately be assigned to the interdisciplinary group as this body is more
aligned with the desired approach for the QAPI program and can have the greatest
impact on actual patient outcomes. ‘

42 CFR §418.104 Clinical Records

Section (e) of 42 CFR §418.104 requires that a hospice provide a copy of the patient’s
clinical record and the discharge summary (plan of care, physician orders, any other
relevant information to assist in continuity of care) to a facility where the patient is
transferred and to the attending physician if the patient revokes their election. Providence
has a longstanding commitment to furthering a vision of a continuum of care within the
delivery and even financing of health care services. Rather than treating each patient’s
discharge as an end to our responsibility, we view these events more appropriately as
transitions in an ongoing process of care. The benefits of this approach are perhaps best
demonstrated in our two PACE programs: Notwithstanding this orientation, we believe
that the documentation to be provided to' the new provider is excessive in most cases.
Instead Providence would recommend that the hospice be obliged to provide to those
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who need to know for treatment purposes, only that relevant clinical information
necessary to promote ongoing continuity of care in a safe and effective manner for
the patient.

42 CFR §418.106 Drugs, Controlled Drugs and Biologicals, Medical

Supplies, and Durable Medical Equipment
Section (b) of 42 CFR §418.106 requires a hospice to track, collect, and dispose of

controlled medications in the home. Further text in the regulatory preamble states that
the hospice retains primary responsibility for these controls. While no one can argue
with the desirability of maintaining appropriate controls over these medications —
especially in the case of controlled substances — there are very real limits to the hospice’s
ability to control for all of these issues when (1) the medications are owned by the patient
and (2) they are most often stored and administered by others in the patient’s home
environment. The hospice has no standing to track and often we are not able to collect
unused medications: While the hospice can and should advise patients and their families
on safe disposal there is often no effective way to enforce or monitor this expectation.
Obviously this is not to assert that a hospice should not be otherwise responsible for
monitoring the patient’s medication regimen and Providence has even had to discharge
patients from its care when the patient or their family member are knowingly diverting
these medications. However, the current regulatory language found at 42 CFR
§418.96(b) [“Controlled Drugs in the Patient’s Home”] should be retained in lieu of
the proposed text as it represents a more realistic appraisal of what can be expected
of the hospice: The hospice should have a policy and notify the patlent and the
family of their rights and responsibilities under it.

Finally, Providence would express a concern with the language contained in 42 CFR
§418.106(b) concerning the uses and dangers of controlled substances. The comments
that follow should not be construed as anything less than a complete appreciation for the
importance of informed consent. However, hospices have often struggled to overcome
the misconceptions concerning the appropriate role of these medications in the
management of pain and other symptoms related to the patient’s terminal illness.
Providence would encourage some modification to the text that would ac]knowledge
these pre-existing concerns while recognizing that a proper discussion of these issues
would of necessity speak to the beneficial effects of these medications i m addressing
the needs of the patient and family identified in the comprehensive assessment.
Otherwise the effect of the text as proposed along with the discussion of this issue in the
preamble may be to create an unintended barrier for the patient’s effective symptom and
pain management. ‘

Another area where this approach should also be incorporated is in the discussion of
“drug restraints” as they are defined in 42 CFR 418.3. As CMS is well aware,
hospices quite often appropriately utilize' psychotropic medications for the symptom
relief of terminal agitation rather than a presenting psychiatric condition. The use of
these medications is palliative in nature and not intended as a restraint, yet the regulation
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as drafted has incorporated a litany of requirements based upon the presumption of
restraint as its intended use. To lose access to these effective interventions - the probable
end result — would be a disservice to the patients who could knowingly benefit from this
use. This outcome is most likely if the patient is in a facility as that organization will
want to avoid the potential liability associated with the use of “drug restraint™ especially
given the negative connotations associated with such measures and the real resource
requirements to meet the stated standards.

CONCLUDING REMARKS

Notwithstanding the recommended changes noted above, Providence appreciates the
efforts of CMS to improve these regulatory provisions and select an approach that fosters
improved quality of care and quality of life for those patients electing the hospice benefit.
In general, we urge CMS to move forward with many of the proposed changes as
modified by the comments Providence has provided. Thank you again for the
opportunity to comment on this proposal and for your thoughtful consideration of our
remarks. If you have any questions, please contact Chuck Hawley, Vice President of
Government Affairs, at (206) 464-4237 or via e-mail at chuck.hawley@providence.org.

Sincerely,

%/ﬁ, mp

John Koster, M.D.
President/CEO
Providence Health System
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" Centers for Medicare and Medicaid Services

Department of Health and Human Services
Attention: CMS-3844-P

PO Box 8010

Baltimore, MD 21244-8010

Re: Comments on Proposed Hospice Condltlons of Participation
42 CFR Part 418 o
File Code CMS-3844-P i

Dear CMS Hospice Staff:

Kaiser Foundation Hospitals, Inc. (“Kaiser”) operates 14 hospices in California and one hospice
in Oregon. As such, Kaiser is a key provider of hospice services and is profoundly invested in
ensuring a high quality of care for hospice patlents Kaiser hereby submits a summary of its
review of and comments on the proposed revisions to the Medicare hospice Condmons of
Participation (“CoPs”) to the Centers for Medlcare & Medicaid Services (“CMS”). !

General Thoughts on Proposed Rules for Hosp_lceCOPs:

In general, Kaiser notes that the proposed revisions to the COPs fit well within the current
hospice practice of JCAHO accredited programs. ' ' We are encouraged by CMS’ empha31s on
quality and outcomes for patient care, instead of focusing solely on monitoring of processes that
may not result in improved quality of care. Also, we notice that the proposed regulauons are
moving towards implementing current standards 1mposed by the industry on itself or using home
health agency standards as CMS’ model for hosplce In some cases, the regulations propose the
same standards as the home health COPs. However, in some cases, the proposed regulations
unnecessarily exceed the home health requlrémerits ‘We are in agreement with the basic
philosophy, but believe that CMS must be reallsuc about the practlcal application and feasibility
of some of these proposed requirements. - J‘
Kaiser also-believes that the CMS estimates of tlme and cost to implement these new COPs are
too low, especially the requirements under Comprehenswe Assessment, QAPI and Care for
Facility-Based Residents. These proposed regulatlons will have a significant ﬁnanc1al impact on
Hospice. ' | -

[

Comment #1: PATIENT’S RIGHTS — Section ?4_18.52_
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Standard (b) — Exercise of Rights and Respect for Property. This standard should include the
patient’s right to refuse treatment. '

Standard (b)(4). The reporting rule for “alleged” violations of abuse seems excessive. This
proposed regulation states that hospices must report all alleged violations to the state survey
agency within 5 working days “of the incident.” Kaiser notes that the timing of this requirement
is vague, since the “incident” may have occurred long before it is actually reported to hospice
staff. Kaiser further notes that it is unclear whether this requirement applies only to incidents
involving hospice staff or whether it apphes to any alleged abuse, etc., that may be reported that
involves the patient’s family or caregivers. Kaiser also notes that some of the alleged incidents
are proven to be without basis through internal investigations. Kaiser believes it would be more
appropriate to require the investigation of all alleged incidents and the reporting of actual,
investigated, actionable violations to the survey agency. In addition, hospices should be reqmred :
to comply with any other state reporting reqmrements for elder abuse, etc. .

Comment #2;: COMPREHENSIVE ASSESSMENT OF PATIENT.

Sections 418.54(a) and (b)

The proposed rule regarding the comprehensnve assessment of the patient will drastxcally
increase the administrative requlrements of the hospice and set standards that are vague and
unrealistic. The proposed rules require that the Initial Assessment be completed within 24 hours
of care and that the Comprehensive Assessment be completed within four calendar days (not
business days). The Comprehensive Assessment must be updated every 14 days. -

The proposed hospice COPs for comprehenSive assessment is unnecessarily more onerous that
the similar COP for home health agencies. The Home Health COPs, Section 484. 55 require an
assessment to be completed every 60 days (rather than the 14 days proposed for hosplce), or-
more frequently where there is a beneﬁc1a.ry elected transfer, a significant change i 1n condition
resulting in a change in the case-mix assignment, or a discharge and return to the same HHA
during the 60-day episode. The initial home health assessment is required to be completed within
48 hours of referral (rather than the 24 hours for hospice) and the comprehensive home health
assessment is required to be completed within five days (rather than the four days proposed for
hospice). Agency professional staff is also required to promptly alert the physician to any

changes that suggest a need to alter the plan of care.

Kaiser is confused with the vagueness and mterpretatmn of the time periods and seeks
clarification regarding the time frames as they will be used practically. For the initial assessment,
24 hours is too short a time frame. Many times the physician has ordered the hospice care, but
the patient has not accepted the care and the physman has not completed the Certificate of
Terminal Illness. It is unclear whether the hospice will be held to 24 hours from the date the
physician faxed the order to the hospice, even though the patient has not accepted the order for
hospice and/or the hospice has not accepted the patient for hospice care either. The hospice may
not be able to be equipped to provide care to that patient and may not be able to accept that
patient. As the proposed rules are currently worded, it is not clear when the clock starts ticking
and, in any case, 24 hours is too short a time period to finalize this process. In addition, it is

f
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important to note that often the patient and/or family do not wish to have a visit within 24 hours
of the time the hospice receives the physician certificate of terminal 1llness or “order” for hospice

services.

Kaiser recommends the following suggestions listed below:
Request for Change of Proposed Rule for Assessments

We agree that there should be timelines on the initial assessment, comprehensive assessment and
updates of the comprehensive assessment. However, we do not agree with the ttmeﬁ'ames
suggested in the proposed rule. We would suggest that the time frames should mimic home
health time frames or the standards of practice in the industry, which is longer than 24 hours. We
ask to accommodate all the changes and nuances of staxtmg care that the proposed rule for initial
care is re-written to state: :
|
a) “A registered nurse will make an initial assessment visit to determine the patient’s immediate
care and support needs within 24 48 hours aﬁer the hospice has recelved the physicians order
and the patient and family have signed on or accepted hospice service, or later, as requested
by the patient/family or physician.” | :
b) We also ask that the four calendar days to complete the comprehenswe assessment be
lengthened to seven days, as the Interdisciplinary Group (IDG) meet weekly and this will
result in hospices being able to comply with thls requirements.

¢) We ask that the 14 day comprehensive assessment update be less frequent that every 14 days
and be more in-line with the 60 day home health requirement. If the assessment update is
required at the end of each certification penod then the assessment results will be more
useful for recertification purposes. The rule should include that the assessment. update can
and should be done more frequently if the pat1ents condition changes. We understand the
urgency and more dynamic nature of a hosplce patient’s health, who.is terminally ill, versus a -
patient under home health requires a more ﬁ'equent update to care than 60 days: However, we
want the patients’ needs to be met and not spend unnecessary time and energy on just -
administrative paperwork. The IDG should he focused on meetmg the plan of care needs
should they change the rule should include references to require more frequent ; assessments
when there are changes in the patients condmon including psychosocial, emouonal etc.-

Comment #3: PLAN OF CARE or COORDINATION OF SERVICES
Section 418.56 ;

Standard (b) Plan of Care — This proposed rule; should be changed to clearly state that only one
POC is required and that a separate POC is not requlred for the-family.

Standard (C ) Content of the plan of care — The proposed regulatlon should be changed to
require that the hospice IDG must document patlent and family understanding and involvement
with the plan of care. The word agreement should be- deleted

|
Page 3 0f 13
~o




During the NAHC Teleconference, Mary Rossi-Coajou and Danielle Shearer (from CMS)
presented the concept of the Comprehensive assessment in ways that seemed to indicate it was a
combination of Assessment and Plan of Care. This needs to be clarified for all aspects of
compliance to the Assessment COP and the Medical Record COP. It is significant as it pertains
to content of the POC, versus content of the assessment; the timeframes and the content
requirements seem to overlap. Are they one in the same document? There were many questions
relating to this, but the answers did not clarify the difference. For example, Section 418.54(¢)
states the comprehensive assessment must include the data elements. Section 418.56 states the
content of the POC must include measurable outcomes, but no reference to the data elements
Section 418.104(a) states the content of the POC must include the data elements. It is unclear
where CMS expects the data elements to be documented

Standard (e)(4). Kaiser requests clarification of the type of “system” CMS is expecting for  *
communication with outpatient settings/contract services. Would this be above and'beyond the
normal documentation of telephone communication and case conferences? The COP mandating
the IDG review the patient care every 14 days would accomplish this. How does CMS expect to
see compliance demonstrated to the requirement to have a “system?”

Comment #4: Quahg Assessment Performance Improvement (QAPI) - Proposed Section

. 418.58 [User Term in Comments: “QAPI”

The regulation would require that a hospice to create a Quality Assessment Performance
Improvement Program (“QAPI”), which include no specific data elements and no requirements
for reporting to improve palliative care outcomes and access to end of life suppomve services.
The hospice is allowed develop their own data elements and measurement process as part of its
quality assessment and performance improvement program or could use the suggested NHPCO
measures and must focus on high risk, high volume problem areas and track adverse patient
events, analyze their causes, and implement preventive actions that include feedback and
learning and to demonstrate how staff contribute to the quality improvement program, and must
performance improvement projects and to measure and document these projects. The hospice-
governing body would be responsible for the QAPI program and the specific requirements of
monitoring the quality of care. Additionally, in a'later part of the proposed rule, under Medical
Director, 418.102, it requires the Medical Dlrector or the physician designee to be responsible
for the QAPIL

Kaiser has three concerns with the QAPI proposal as described above and in the rule and
requests three changes to correspond to these concerns. The concerns are:

a) The future intent of the QAPI for a mandatory assessment tool;
b) The requirement of the Medical Director to be responsible for the AQPI.
¢) The vagueness of the QAPI and the application to survey;

General Comment on the QAPI Proposal: '

Kaiser extremely concerned about the eventual mandatory 1mplementat10n of a tool like the
Outcome Assessment Information Set (OASIS) for hospice. The OASIS tool has failed the
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patient and home health by turning it into an academic tool that is largely unusable for home
health care and is instead focused on “getting paid.” In hospice, it will harm providers who take
patients where they only will get to provide them 2-3 services and then death will result. It will
bring down their scores and make it a disincentive to provide care to the very sick seeking
hospice care at the end stages of life — which is what most hospice care is for non-home health
agency hospices. Also, it is also unclear what would be considered an “adverse event” in
Hospice. Without prescribing a defined element, this requirement seems difficult to monitor in a
meaningful, consistent method across the industry.

Kaiser also has some concern that there is a requirement to create data sets and collect outcomes
without a valid and reliable common set of measures in the industry. This is especially onerous
considering the concept that CMS may require specific data measures in the future that may
cause Hospices additional burdens of changing systems, documentation and processes to convert
to a prescribed system, not mandated now. Kaiser requests that CMS either delete these
proposed requirements or specifically define for the hospice industry the standards that CMS will

~ require to measure outcomes-based performance.

Request for Change of Proposed Rule for QAPI:

1) Kaiser requests that CMS either delete these proposed requirements or specifically define for
the hospice industry the standards that CMS will require to measure outcomes-based
performance. We would ask that the proposed rule indicates that any future dlscussmns of
developing a set of measures will occur as a result of industry wide input to come up with
outcome management program that is based on compassionate care (rather than developed in an
academic setting such as Home Health’s OASIS and OBQI) and will include provider
stakeholders from across the nation and will outreach to state associations representing home
health and hospice to enlist their membership to participate.

2) We would also request that the Medical Director or the physician designee not be responsible
for the QAPI, as the proposed rule references in Section 418.102. The proposed rule charges the
Hospice Govemmg Body with oversight. However, the reference to the Medical Director as the
responsible entity is in conflict with the proposed rule in the QAPI Section, 418.58 (e), which
states that the Governing Body is responsible. Additionally, it is in conflict with current COPs,
Section 418.52, indicates: “A Hospice must have a governing body that assumes full legal
responsibility for determining, implementing and monitoring policies governing the hospices’
total operation. The governing body must de51gnate an individual who is responsible for the day
to day management of the hospice program. The governing body must also ensure that all
services provided are consistent with accepted standards of practice.” Therefore, we recommend
that the proposed rules strike the reference to the Medical Director of the Hospice bemg
responsible for the QAPI program, as the governing body will be responsible and, per current
regulations, is allowed to select an individual to oversee the body. The hospice should have the
option of having the Medical Director review it. However, it should not be required that the staff
for this requirement be the Medical Director.

3) We would like to go on record regarding the \;/agueness of the QAPI program and the
application to certification surveys. When an agency is surveyed, it should be written clearly in

i
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the interpretive guidelines that surveyors use to probe that the Hospice should have to show their
policy and procedures on the QAPI program, but that it is specific to the hospice, as the
indicators are not set. The survey mechanism should be lenient and not stringent, as oﬁen occurs
in surveys. :

Standard (e) - Governing Body - We recommend referring to JCAHO Home Care Standards
for Leadership 1.20 elements I through 7 in this regulation.

Comment #5: NON-CORE SERVICES — PHYSICAL THERAPY, OCCUPATIONAL

THERAPY, AND SPEECH-LANGUAGE PATHOLOGY - Proposed Sections 418 72 and
418.74

Kaiser does not believe that it is necessary to have PT, OT and SLP services available on a 24 _
hour basis. Hospice patients seldom need rehabllltatlon services and when they are needed, these ' )
can be provided on a non-urgent basis. Common patient and family needs are instruction in use’

of mobility devices (e.g. use of walker) or in assisting with patient transfers. These are basic

skills that nurses do or should have. It would be more practical to requxre that Hospices assure

RN competency in these areas and avallablllty of RN intervention in these areas 24 hours/day

than to continue with the rehab service (PT, OT, and SLP). Kaiser requests that this ‘standard be
changed to waive this requirement for all hosplces without requmng a waiver process.

We also recommend adding dieticians to this sectgon as a non-core service

Comment #6: SUPERVISION OF HOME HEALTH AIDES - Proposed: Section 418.76 (h)

Under current Medicare hospice law, Section 418.94 (a) of the Conditions of Participation state,
“A registered nurse must visit the home site at least every two weeks when aide services are
being provided, and the visit must include an asséssment of the aide services.” The current
hospice requirements do not include a joint visit. Current Medicare home health agency law
requires a supervisory non-joint visit every 14 days for patients receiving skilled care and
supervisory joint visits every 60 days if the services performed are provided to a person not
receiving skilled care. Joint is only required for the skilled care when the home maker/home
health aide is getting a performance evaluation. :

The proposed rule would expand the rule to requjre a joint supervisofy,visit once a month. This
would be an entirely new requirement that exceeds the home health joint visit requirement which
is every 60 days and/or during performance evaluations.

The proposed rule would require Certified Home Health Aide providing care to a patient
receiving no skilled services to be more frequent;than 60 days.

Important Note: The proposed rule background in the paragraph two of the third column on
page 30852, indicates that the new 14 day requirement would relieve the requirement of a joint
supervisory visit required in Section 484.36(d)(2). A joint visit is currently not a requirement for
a CHHA. This is only a requirement if they are performing a performance evaluation of the
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 CHHA. Therefore this is inaccurate. California Regulations, Title 22, Section 74709, (a) (2)
provides even more detail of this federal law as it is modeled afler it.

Under current Medicare home health agency law, home health aide supervision for patients
receiving skilled care is required every 14 days and is not a joint visit, unless part of
performance evaluation is occurring. Current law requires that beneficiaries receiving non-
skilled care are required to have a joint supervised visit every 60 days.

Request for Change of Proposed Rule for Joint Visits every 28 days:

Current requirements for hospices are nurse visits every two weeks and assessment of the
services, but are not joint visits. We agree with the logic that there should be a periodic joint
visit, which is not required currently. However, we ask that the hospice COP for joint aide visits
mirror the current Federal Home Health COPs, vahlch require a joint visit every 60 days.

Additionally, we ask that CMS clarify that the superv1smn is not by a specific person, but may be
performed by either a nurse or therapist (under tﬂe conditions in which they apply). The wording
in the proposed regulation is vague regarding supervxsor and infers that it can only be done by
the aide’s immediate supervisor. We would ask that it be clarified and re-worded to' say that the
supervision may be conducted by either a nurse (if patlent is receiving skilled. nursmg care), or
the appropriate therapist, if recelvmg another skilled service and that it is not required to be
performed by a specific supervisor. : :
Comment #7: Section 418.64 - CORE SERVICES

Standard 418.64(d): Bereavement Servicess =

We do not feel that the hosplce should be responsnble for services to the employees of a facility
as part of our core services. ‘
-

Comment #8: ORGANIZATION AND ADMINISTRATION"— Section 418.100
Standard 418.100(f). The definition of “satelhte locations” needs to be clarified. Does the
definition include staffing locations or locations where staff pick up supplies and drop off

' paperwork” : _ ;

Comment #9: Initial/Recertification Certifi catlon of Terminal Illness - Proposed: Section
418.102 — “MEDICAL DIRECTOR”.

This proposed regulation would add new requlrements ‘for how physicians make decisions on
terminal illness and require them to include more information to prove the six month terminal
illness quallﬁcanon and would require the medical director of physician designee to complete a
clinical review and a written certification of termma] illness in order to begin hosplce care (initial
certification). Subsequent certifications would also require review of clinical and the patient and
family’s expectations and wishes for hospice care on an ongoing basis and before each updated
assessment every 14 calendar days and at the tlme of recertification. The rule also makes the
medical director of physician designee responsible for the hospice’s quality assessment and
performance improvement program (which we addressed in the QAPI section and will address

below). ;
|

-
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Our concemns in this section are as follows:

1) Certification and Recertification Content Requirements

2) Integration of Recertification Content Requirements into new Assessment requirements
every 14 days

'3) Medical Director or Physician Designee Respons1b111ty for QAPI .

General Comment: Current law, 418.22 (a) indicates what hospice personnel can certify the
terminal illness, the time periods of certification, as well as the requirement for written
certification “content” for terminal illness definitions to qualify for hospice care. The content
requires that the prognosis for life expectancy must be 6 months or less. No other content is
required to certify the terminal illness. Under the proposed rules, the Medical Director would
have to review the clinical information and provide written certification. The proposed rule does
not specify what the clinical review entails and what written certification means. .

Request for Change of Proposed Rule for Medical Dlrector

1) We request that the current certification and content requirement stay the same for the initial
certification and recertification of terminal illness diagnosis. Each Medical Director is
different in how they make their decision on terminal illness. We do not need to place new
burdens on current Medical Directors, but need to examine placing federal requirements on
Doctor curriculum that includes classes and rotatlons on end-of-life care that include
understanding how to make a terminal diagnosis and the important questions and methodologies
to use to make that important assessment for terminal dlagnoses

2) This new initial and re-certification requlrements are included every 14 days at the time of
each update of the comprehensive assessment (and visa versa with each recertification the
assessment is updated). This new rule will have unintended consequences and will likely result
in a disincentive for referral to hospice care as the medical director must prove each time when a
patient is clearly terminal. Our providers are already experiencing many barriers to getting
patients referred to hospice when they need hospice care. We do not want new regulations that
create new barriers and disincentives to make it more difficult for the terminally ill to get hospice
care. Therefore we request that you leave the initial and recertification process as is and remove
it from the proposed 14 day comprehensive assessment update.

We take exception with the timeline of 14 day assessment, as required in 418.24 (d), Home
Health COPs, Section 484.18(b) requires an assessment to be completed every 60 days, or more
frequently where there is a beneficiary elected transfer, a significant change in condition
resulting in a change in the case-mix assignment, or a discharge and return to the same HHA
during the 60-day episode. Agency professional staff promptly alerts the physician to any
changes that suggest a need to alter the plan of care. We agree that there should be timelines on
the initial, comprehensive and update of the comprehensive. However, we do not agree with the
timeframes suggested in the proposed rule or all of the content included in the assessment,
including the recertification content.

3) We would also request that the Medical Director or the physician designee to not be
responsible for the QAPI, as the proposed rule references in Section 418.102. The proposed rule
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charges the Hospice Governing Body with oversight. However, the reference to the Medical
Director as the responsible entity is in conflict with the proposed rule in the QAPI Section,
418.58 (e), which states that the Governing Bodyv is responsible. Additionally, it is in conflict
with current CoPs, Section 418.52, indicates: “A Hospice must have a governing body that
assumes full legal responsibility for determining, implementing and monitoring policies
governing the hospices’ total operation. The governing body must designate an individual who is
responsible for the day to day management of the hospice program. The governing body must
also ensure that all services provided are consistent with accepted standards of practice.”
Therefore, we recommend that the proposed rules strike the reference to the Medical Director of
the Hospice being responsible for the QAPI program, as the governing body will be responsible
and, per current regulations, is allowed to select an individual to oversee the body. The hospice
should have the option of having the Medical Director review it. However, it should not be
required that the staff for this requirement be the Medical Director. This would be a'substantial
increase in responsibilities for the medical director. Currently, it is difficult to obtain a medical
director. This would make it even more difﬁ‘ctxlt JWith unrealistic responsibilities being required.

Comment #10: RECERTIFICATION - Sectlon 418 102(b) —1Itis recommended that the

phrase “patient/family expectations and wishes” for hospice care must be reviewed. This should
be changed to “hospice goals and POC must be rev1ewed by patient/family”.

Comment #11: CLINICAL RECORDS - Sectlon 418 104 :

Standard (b) Authentication - The proposed regulauon states that “All entries must be signed and
the hospice must be able to authenticate each handwritten...signature...”. This is not realistic.
Examples that would present compliance problem include contracted nursing home and facility
staff and infusion vendors who provide hospices| with progress notes.

Standard (e): Discharge or transfer of care |

We do not feel that a complete record should be sent to another hospice or to a physician. This is
a time intensive and expensive process that doesnot-add value for the patient nor will the
physician or hospice use this on a regular basis. ‘A discharge summary should be sufficient.

Comment #12: CONTROLLED DRUGS IN PATIENT HOME Pro osed Section 418.106
(b) - [DRUGS, SUPPLIES, and DME| - ,_* ,

1

This proposed regulation adds a new requlrement for a hosplce to track, collect and dispose of
controlled substances. : L I
General Concern: Hospice agencies have no responsibility for and control over the medication
when they are not in the home and this requires the hospice to take on a responsxblhty that they
can not feasibly be responsible over in a person’s home. Also, the medications are - the property
of the patient, not the hospice. Making a hospice responsible for this care will put them at risk
for scenarios and situations that they can not control. CMS can not require a hospice agency to
plck up the medications for the patients and not all hospices dispose of controlled substances. It
is also dangerous for staff to carry controlled substances anywhere for disposal. Also, if the
family refuses to dispose of them at the time of death hospices do not want staff in a position of
being required to take them from the home and dispose of them.

|
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It would be helpful to have the intent of the drug control standard specified in the COPS. This is
an area of conflict between local medical examiners and hospice’s. It should be clearly defined
what Hospice’s are and are not responsible for. For example we are responsible for
patient/family/caregiver education regarding drug disposal and safety but not disposal of the
drugs or control of the drug inventory in the home. The words “tracking” and “colléctmg”
suggest more of an enforcement role than an educational one by the hospice. The drugs are the
property of the patient and family and we feel that the role of the hospice is. educatron not

enforcement.

Additionally, the CMS discussion of this item states, “Durmg the initial assessment, the hospice
policy regarding the use and disposal of controlled drugs would be required to be discussed with
the patient and family.” We take exception to the hospice having to cover this durrng the initial’
assessment with the family and the patient. The patient is in pain and until the patient has an
order for drugs, then it should not be necessary to review a policy and procedure that is not
relevant to the patient and family. During the initial assessment, the family and patient should
not be overwhelmed with technical details that are not relevant.

Request for Change of Proposed Rule for Drujgs Supplies and DME

1) We would like the entire section requiring a hospice to be responsible for tracking, collecting
and disposing of controlled substances to be deleted from the proposed regulation.

2) The hospice must discuss the use of controlled drugs with the patient and family, but it
should not be required to collect, track or dispose. It should only have this discussion once
the patient has an order for drugs and not before that time.. -

Comment #13 - DME MANAGEMENT REPAIR - Proposed 418.106 (c) — DME
Management Repair

The new regulation requires a hospice to be responsible for the maintenance of equipment and
supplies, and to ensure adequate training and mstructron (“the how and when”) to family
regarding the equipment and supplles

Concerns: This proposed rule does not take into consideration the differences between states.
This regulatlon implies that hospices have their own equrpment In California, home health
agencies and hospices do not oversee the use of the DME and, in fact, can not bill for DME or
supplies. They contract with licensed DMEs to supply the product and service. DMEs are
required to be licensed through Department of Health Services, Food and Drug Depanment and
are required to get Medical Device Retailers License, which have strict requirements. The
hospice doesn’t have anything to do with the DME Therefore, it does not make sense to make
hospices responsible for this care as they are not supplying the DME. Requiring this will only
result in problems and confusion for California hosprce providers. '

Request for Change of Proposed Rule for DME Management Repair

The proposed rule indicates that *“the hospice may carry out this responsibility through a
contractual arrangement with others, but would continue to maintain primary responsibility.” We
ask that this section is changed to adequately deal with states where hospices do not own and/or
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provide the DME equipment to the state and rely on professional DME companies. We suggest
that the sentence is clarified as such: “The hospice may use persons under contract and those
persons would maintain primary responsibility for the services and the care.

Comment #14: SHORT TERM INPATIENT CARE - Section 418.108. This Condition
should be rewritten to also allow this level of care for psychosocial/family crisis.

Comment #15 — Hospice Care in a Facility — Proposed 418.112 - “RESIDENTS RESIDING

The new regulation expands the role of the Hospice Medical Director and expects them to play
an expanded role in providing medical supervision to the hospice interdisciplinary group and
overall coordination of the patient’s plan of care. The medical director must now also
communicate with all facility physicians and the attending physician for the patient. This would
result in a barrier to patients receiving care and could result in a delay of services or no services
because of a lack of compliance, and therefore, hosplces not taking patients who need facility
level care. This does not take into cons:deratxon that, most of the time, the Medical Director of
the Hospice is the attending physician, and that the Medical Director of the SNF is different from
SNF to SNF. This requirement takes only into conSIderatlon the SNF approach. The Hospice
approach is that the Hospice has the profess1onal judgment of the Hospice. The proposed rule
seems to suggest that CMS is requesting the Hosplce to take on more and more of the SNF role,
when the hospice is not on site for 24 hours a day By making the Medical Dxrector of the
Hospice responsible to consult with

The proposed rule indicated the following, “We are preparing a separate regulatory document to
address long-term care facility obligations regardmg residents receiving hospice services.” We
suggest that the Hospice CoPs do not include regulatlons regarding residents res1d1ng ina fac111ty
UNTIL the report regarding long-term care fac111ty obligations regarding hospice services is
complete. This will allow us to adequately respond to this section of the proposed rules which
include added new requirements for hospices in: SNF s, because we will know what CMS will be
requiring of SNFs.

|
Concern: Jf
With more hospice recipients needing hosplcc services in the community and not in the home,
this added requxrement on the Medical Director.could lead to major issues and disincentives to
getting a patient in one of these types of institutjonal settings. Part of the proposed rule, which
states, “The medical director of the must commpmcate with all facility physicians'and the
attending physician and other professmnals involved in developing and/or implementing the
patient’s plan of care” is of great concern for hospices. The concern is specifically related to the
reality of the request. Currently, hospices also prov1de care to the hospice patient. ‘Asking the
Hospice Medical Director to consult with all Doctors is unrealistic because, often times, the
Medical Director of the SNF is the attending phys1c1an for the patient.

\
Request for Change of Proposed Rule for Resndents Resxdmg in a Facility
We would suggest that the proposed rule is changed to require notification of the Medical
Dxrector of the SNF regarding the update of the plan of care. However, it should not be
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mandatory to talk with all physicians at the SNF and require it in order to do a plan of care. It
should be optional and encouraged, especially when there is a development. With the plan of
care being required, under the ASSESSMENT TIME FRAMES, Proposed Rule 418.54, for
every 14 days, this requirement is impractical and unfeasible for real world scenarios. While
CMS is hoping to encourage a lively and thorough discussion for the patient to help them
achieve the best outcomes, it will result in the opposite. It will result in either non-compliance or
physicians of hospices and nursing homes developing a quick check off ability. We should
ensure that physmans are encouraged to communicate with each other penodlcally at important
time points to examine 1mportant outcomes for the patient.

As this proposed rule is shifting much of the burden and responsibility onto a hospice to deliver

care, even though the SNF or facility has responsibility for non-terminal care as well, it becomes

more illogical to require the Hospice Medical Director to consult even more ﬁ'equently with a
SNF as they are to provide less care than before under this proposal.. _ ,

We would also agree with language that stated, The Hospice Medical Director shallinotify in
writing or verbally the SNF facility physicians regarding the POC every 30 days to confer
regarding the patients overall coordination of care.

Needing a written agreement per patient with consent and specific clarification per care plan for
which services the hospice will provide, and which the facility will provide will increase the
amount of time needed to admit, document, and provide oversight for facility residents.
Especially significant is that the hospice may only use the facility nursing personnel for those
tasks which would ordinarily have been done by a resident’s family in implementing a care plan.
How does that impact SNF licensed caregivers needing to provide care as needed?

Comment #16 - HOSPICES THAT PROVIDE INPATIENT CARE DIRECTLY - Section
418.110.

Standard (f) Patient rooms — Agree that patlent rooms must provide at least 80 square feet with
no more than 2 beds to a room requirement.

Comment #17 - PERSONNEL QUALIFICATIONS Section 418.114

The proposed rule asked for comments on the i issue of changing the current requirement of a
bachelor’s degree for a social worker under Hospice to a Masters level. We would advise that
this not occur. Currently, our state and federal requirements for a social worker in a home health
setting requires a Master’s Degree from a school of social work accredited by the Council of
Social Work Education, with one year of social work experience in a health care setting. This has
limited provider’s abilities to be able to find social workers. A Masters in Social Work should be
required OR a baccalaureate degree from a school of social work accredited by the Council of
Social Work AND a least one year experience in a health care setting.

Request for Change of Proposed Rule for Soc%ial_ Work Definition
We would advise that CMS keep the Bachelor’s degree requirement and additionally add a social
work assistant as a type of social worker in a hospice. Adding the social work assistant to the
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~ Gina M. Reese

rules would open up the opportunity for a hospice to attract caring candidates who are suitable
for hospice care services who have studied related disciplines (psychology; sociology; other
social work related field) without penalizing potential employees who have already finished their
bachelor’s degree. Additionally, we would also ask that the regulations pattern the assistant
social worker for persons with doctorates in fields that are not social work, such as psychology.
We have heard of providers who could not hire a PhD in Psychology who was interested in the
social worker position at a hospice because he had changed his focus in life and wanted to work
in hospice, but could not because of the current regulatlons The regulations need to be flexible
to allow for PhDs in other fields, as well.

Standard (d) — Criminal background checks — Strongly recommend keeping this new

- standard.

|
Comment #18 - ELECTRONIC RECORDS |

Regarding CMS’s request for comments regardiu'g electronic records we can add the following:

Benefits ’ g
e Facilitates improved coordination of care, especmlly with nurses on different shifts
e There are numerous challenges/hmltatlons in Hospice’s ability to make changes in
software to meet regulatory requirements and quality initiatives. Paper records are more
flexible, easier to adapt to changes.

Disadvantages ‘
e Cost y
Often decreases in staff productlve adding to cost and reducing time spent with
patients
e When computers fail (hardware or software) information is not accessible.
Patient care and business processes revolve around the information system, if the
computer is not accessible patient care, intake and referral can become paralyzed
|

Patients should be able to access at least some pfar(s of their records (e.g. medication list, test
results, plan of care). 1deally, this would occur through a secure internet site.

f

It is concerning to thmk that it might be mandated in future regu]anons -The cost may be
prohibitive for smaller hosplces :

Sl,?cerely,

W '

Senior Counsel

GMR:jaw z #289304
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Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services -
Room 309-G

Hubert H. Humphrey Building

200 Independence Avenue, S.W.
Washington, D.C. 20201

Attn: File Code CMS-3844-P

Re: Comments on Medlcare and Medicaid Programs
Hospice Conditions of Participation, Federal Reglster
Volume 70, No. 102, Friday May 27, 2005, CMS
Reference #CMS-3844-P

Dear Dr. McClellan:

AseraCare, Inc. has hospice locations in sixteen (16) states. All AseraCare agencies are
Medicare/Medicaid certified. We are pleased to offer comments on CMS’ proposed
changes to 42 CFR 418. .

Initially, AseraCare would express our support of and assent to, the comments to be
provided by the National Association for Home Care (NAHC). AseraCare i is an active
member of both NAHC and the National Hosplce and Palliative Care Assocation
(NHPCO). AseraCare partlclpated in the recent CMS/NAHC conference call and have
joined with NAHC in preparing the comments they will be presenting on behalf of the
hospice industry. We would encourage you to give careful consideration to the
comments of these organizations. :,

In addition to supporting NAHC comments ion the proposed regulations, we would offer
the following comments and specific observations by AseraCare staff in hopes they are
helpful to you in analyzing the impact the ptoposed regulations would have on hospices
operating across the country. Our comments are organized by reference to the
regulations amended under the Federal Reglster notice, followed by the comments of
AseraCare, noted in bold type below the particular regulation being amended We would
be glad to further explain or discuss the comments, and to answer any quest1ons you may
have. Thank you for your attention to the concerns of AseraCare, Inc.

42 CFR §418.3 Definitions ‘

Drug restraifit means a medication used to control behavior or to restrict the patient’s
freedom of movement which is not a standard treatment for a patient’s medical or

psychiatric condition. ,
!
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AseraCare would support NAHC’s recommendation that the language “within a
| hospice program” be added aftér the words “psychiatric condition” in the proposed
} definition above, to recognize the use of drugs in hospice for specific symptoms not
commonly used as treatment for the same symptoms by other healthcare providers.

42 CFR §418.52 Patient Rights

The hospice must provide the patient or representative with verbal and written notice of
the patient’s rights and responsibilities in a language and manner that the patient
understands during the initial evaluation visit in advance of furnishing care.

AseraCare would support NAHC’s recommendation that it be permissible to ensure
the patient understands his/her rights through an interpreter (family member or
other). !

42 CFR §418.54(a) Initial assessment :

The hospice registered nurse must make an'initial assessment visit within 24 hours after
the hospice receives a physician’s admissiojn order for care (unless ordered otherwise by
the physician), to determine the patient’s irr?xmediate care and support needs.

AseraCare supports NAHC’s recommenaation;‘that the assessment visitjbe made
within 24 hours of receipt of the Medicare certification, as opposed to the
physician’s order. We would further suggest that CMS give consideratibn to
permitting other disciplines, such as social workers, to perform the initial

| assessment. |

42 CFR §418.54(b) Time frame for comlefion of the initial assessment

The hospice interdisciplinary group in consultation with the attending physician, must
complete the comprehensive assessment no later than 4 calendar days after the patient
elects the hospice benefit. \

AseraCare supports an expansion of the requirement, and that the comprehensive
assessment be completed no later than 7 éalendar days after election, and supports
NAHC’s additional comments to this requirement adding language that the
attending physician be included if he or she desires.

CFR §418.54(e)(1) Patient outcome measures

The comprehensive assessment must include data elements that allow for measurement of
outcomes. The hospice must measure and document data in the same way for all

patients. The data elements must take into consideration aspects of care related to
hospice and palliation. |

AseraCare supports the development of standard patient outcome measures to
improve the delivery of hospice care and dervices. AseraCare utilizes NHPCO
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quality measures, and other internal data collection tools for benchmarking in our
quality improvement program.

CFR §418.56(b)(6) Plan of care

‘The interdisciplinary group’s documentation of patient'and family understanding,

involvement, and agreement with the plan of care, in accordance with the hospice’s own
policy, in the clinical record.

AseraCare supports NAHC’s comments that the word “agreement” in this context
could be problematic if the patient and/or family disagreed on what was appropriate
for the plan of care. This could be especially difficult to administer in light of the
myriad of existing advance directive and substituted decision making laws in the
various states.

CFR §418.56(d) Review of the plan of care

The medical director or physician designee and the hospice interdisciplinary team (in
collaboration with the individual’s attendlng physician to the extent possible) must
review, revise, and document the plan as necessary at intervals specified in the plan but
no less than every 14 calendar days. .

AseraCare suggests that the specific reference to the medical director or physician
designee is unnecessary and repetitive, smce this individual is already a member of
the interdisciplinary team. :

CFR §418.58(b)(1) Program data
The program must utilize quality indicator data including patient care, and other relevant
data, in the design of its program.

As stated earlier, AseraCare supports the movement toward national standards for
benchmarking quality indicator data. We suggest that this process be implemented
in phases, first with the implementation -df QA/QI outcomes, then in the future, once
a recognized standard system is selected, that hospices move to begin more defined
adverse event tracking and reporting. We would further recommend that at that
point, CMS specify what would be the acceptable data source and benchmark as the
outcomes standards are further defined. Thls approach would allow hospice
programs to first install the quality data initiative while benchmarking is being
further identified and standardized for tﬁe industry.

CFR §418.58(c)(2) Program activities
Performance improvement activities must track adverse patient events, analyze their
causes, and implement preventive actions and mechanisms that include feedback and
learning throughout the hospice.

|
x

AseraCare would assert that hospices are"not prepared at this time to meet this
requirement. We suggest that CMS first begm to implement QA/QI processes,
before moving toward collection of adverse event data. We suggest that this process




be implemented in phases, first with the implementation of QA/QI outcomes, then in
the future, once a recognized standard system is selected, that hospices move to
begin more defined adverse event tracking and reporting. We would further
recommend that at that point, CMS specify what would be the acceptable data
source and benchmark as the outcomes standards are further defined. This
approach would allow hospice programs to first install the quality data initiative
while benchmarking is being further identified and standardized for the industry.

CFR §418.58(d)(2) Performance improvement projects

The hospice must document what quality improvement projects are being conducted, the
reasons for conductmg these projects, and the measurable progress achieved on these
projects.

AseraCare recommends that CMS adopt a phased-in approach to implementing this
requirement. This will permit CMS to achieve its goal of understanding more about
hospice quality improvement projects, while not placing an undue burden on the
agency staff and the delivery of hospice services. We suggest that this process be
implemented in phases, first with the implementation of QA/QI outcomes, then in
the future, once a recognized standard system is selected, that hospices move to
begin more defined adverse event tracking and reporting. We would further
recommend that at that point, CMS specify what would be the acceptable data
source and benchmark as the outcomes standards are further defined. This
approach would allow hospice programs to first install the quality data mltlatlve
while benchmarking is being further 1dent1ﬁed and standardized for the industry.

If this provision is retained, consideration is needed to allow the hosplce to first
install the addition to the QA/QI outcome data gatherlng and adverse event
collection. This will create a burden on the hospice if a phased in approach is not
allowed for implementation.

CFR §418.58(e)(2) Executive responsibilities

The hospice’s governing body is responsiblé for ensuring . . . [TThat the hospice-wide
quality assessment and performance improvement efforts address priorities for improved
quality of care and patient safety, and that all improvement actions are evaluated for
effectiveness. . :

\

AseraCare would point out that this will fequire a significant commitment of time
by the governing body to accomplish this ‘task The governing body is comprised of
hospice staff members with significant additional responsibilities in addition to
serving on the governing body. We understand the importance of QA standards,
but suggest that the governing body already has overall responsibility for everything
in the program, and this specific focus on QAPI is not necessary. -

42 CFR §418.64(d)(2) Nutritional counseling

Nutritional counseling, when identified in the plan of care must be performed by a
qualified individual, which include dlet1t1ans as well as nurses and other individuals who
are able to address and assure that the dletary needs of the patients are met.

»
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AseraCare supports NAHC’s ¢omments to this prOVigibn, and believe that it
provides flexibility to the hospice without compromising care of its patients.

42 CFR §418.76(j) Homemaker qualifications

A qualified homemaker is a home health aide as described in §418.76 or an individual
who meets the standards in §418.202(g) and has successfully completed hospice
orientation addressing the needs of and concerns of patients and families coping with a
terminal illness.

AseraCare supports this clarification of homemaker qualifications with regard to
their completion of hospice orientation.

42 CFR §418.76(g)(2) Home health aide a§signments and duties
A home health aide provides services that are (1) ordered by the physician ot nurse
practitioner. . : [ -

AseraCare supports NAHC’s comments flthat as the aide’s services are included in
the IDG plan of care, there should not be a need for a separate physician’s order for
this care. Such language is redundant could become confusing.
[

42 CFR §418.76(h)(1) Supervision of homé health aides

. A registered nurse or qualified therap1st must make an onsite visit to the location
where the patient is receiving care in order to observe and assess each aide while he or
she is performing care no less frequently than every 28 days.

AseraCare would suggest that the supervisory requirement frequency be extended
from every 28 days to every 60 days. We believe that this would fit in more easily
with existing staffing patterns in hosplces while not compromising patlent care.
42 CFR §418.100(a)}(2) Serving the h@aicgpatient and family
The hospice must ensure . . . that each patient experience hospice care that is consistent
with patient and family needs and desires. '

i
AseraCare agrees with NAHC’s recommendation that the language “desires” is
inappropriate in this setting. Rather, AseraCare would suggest that the hospice be
required to provide care that is consistent with patient and family needs “as set out
in the plan of care”. The family participates in the plan of care, and tying this
standard back to the plan of care ensures: that hospices and surveyors are not
confused by implementing care patient consistent with vague language such as
“desires”.

42 CFR §418.100(e) Professional ma@gemjent responsibility

A hospice that has a written agreement with'another agency, individual, or organization
to furnish any services under arrangement, must retain administrative and financial
management, and supervision of staff and serv1ces to ensure the provision of quality care.




Arranged services must be - . . (2) furnished in a safe and effective manner by personnel
having at least the same qualifications as hospice employees.

AseraCare and NAHC would suggest that the word “supervision” be replaced with
“oversight” as the supervision would be conducted by the actual contracted
employee. Also the language “at least the same qualifications as hospice employees”
could be problematic and should be replaced with “by qualified personnel”.

42 CFR §418.100(f)(1) Hospice satellite locations
(1) All bospice satellite locations must be approved by CMS before providing
hospice care and services to Medicare patients. The determination that a satellite
location does or does not meet the definition of a satellite location, as set forth in
this part, is an initial determination, as set forth in §498.3. (2) The hospice must
continually monitor and manage all services provided at all of its locations to
ensure that services are delivered in a safe and effective manner and to ensure that

each patient and family receives the necessary care and services outlined in the
plan of care.

AseraCare joins NAHC in their praise of CMS’ efforts to clarify this issue. We have
no problem with the language proposed in this standard, but would ask for
additional clarification of the distinction between “satellite locations” and “alternate
sites”. These terms are used in the industry, and clarification from CMS of the
different standards applied to each would clear up some confusion among the
various states.

42 CFR §418.102(b) Recertification of the terminal illness
Before the recertification period for each patient, as described in §418.21(a), the medical

director or physician designee must review. . . (2) the patient’s and family’s expectations
for the continuation of hospice care.

AseraCare would assert that it is unclear what is meant by patient/family
“expectations” for care. Retaining such vague language sets the hospice up for
failure both in determining and meeting those “expectations”. Rather, AseraCare
would suggest that the medical director review information provided by the IDG,
including the patient and family’s response to the hospice plan of care on a ongoing
basis and before each updated assessment

42 CFR §418.102(¢) Coordination of medical care
The medical director or physician designee is also responsible for directing the hospice
quality assessment and performance improvement program.

Asseracare suggests that this requirement would be very difficult and may not be
appropriate. The day to day duties of the QAPI program can and should be
assigned the appropriate hospice leadership such as the Director of Clinical
Services, as in other programs (i.e., nursing facilities, home health), with the medical
director maintaining oversight. The Medical Director is active participant on the



team, but can’t be responsible for directing the day to day responsibilities for the
QAPI program. Retaining this requirement could affect ability of hospices to
recruit medical directors. In addition, the hospice should designate an alternate
medical director, because of the vital nature of this role.

42 CFR §418.104 Clinical records
.. The clinical record may be maintained electronically.

EHRs would improve coordination of care, however, one barrier that we currently
have in hospice is lack of standardized plans of care, and certifications of terminal
illness. The ability of multiple providers to access EHRs would require additional
technology and effort. Hospice today has no standardized system for
documentation of the plan of care. Everyone uses different forms. AseraCare
suggests that we move slowly to implement such a requirement.

42 CFR §418.104(b) Authentication

All entries must be legible, clear, complete, and appropriately authenticated and dated
All entries must be signed, and the hospice must be able to authenticate each handwritten
and electronic signature of a primary author who has reviewed and approved the entry.

AseraCare and NAHC agree that the origin of this requirement is from hospital
COPs, and the nature of hospice care is much broader than that provided in an
acute care setting. The application of this standard is unclear with respect to
certain individuals and classes of provider, e.g., all consulting or covering
physicians, all contracted nursing home and facility staff who care for hospice
patients, and contracted infusion vendors who provide hospices with progress notes.

42 CFR §418.104(d) Retention of records
Patient clinical records must be maintained for 5 years after the death or dlscharge ofa
patient, unless State law stipulates a longer perlod of time.

We suggest that the retention be changed to 6 years to mirror the requirement
under HIPAA.

42 CFR 418.104(e)(1) Discharge or transfer of care

If the care of a patient is transferred to another Medicare/Medicaid approved facility, the
hospice must forward a copy of the patient’ s clinical record and the hospice discharge
summary to that facility. :

Like NAHC, AseraCare suggests that other providers will not want the complete
clinical record, and a copy of the discharge summary will be adequate coupled with
the option for the receiving facility or MD to be able to request additional
information from the hospice. This change will enable appropriate documentation
and information to follow the hospice patient upon discharge, without unreasonably
burdening either the transferring facility or the facility accepting the patient.



42 CFR 418.106(b) Controlled drugs in the patient’s home

The hospice must have a writteni policy for tracking, collécting, and disposing of
controlled drugs maintained in the patient’s home. During the initial hospice assessment,
the use and disposal of controlled substances must be discussed with the patient and
family to ensure the patient and family are educated regarding the uses and potential
dangers of controlled substances. ‘The hospice nurse must document that the policy was
discussed with the patient and family.

The word “collecting” in this standard is problematic. A better substitute would be
the word “monitoring”. Further, use of the words, “potential dangers of controlled
substances” could influence acceptance of narcotics necessary to make the patient
comfortable. The hospice patient’s family’s focus is and should be on the control of
the patient’s pain. While it is important to educate the patient and family members,
the language of these regulations must be sensitive to this focus. We believe that
deletion of the words “and potential dangers” would balance the need to educate the
family on the safe delivery, disposal, and appropriate use of controlled substances in
the patient’s home with the focus remaining on the control of pain.

42 CFR §418.106(c) Use and maintenance of equipment and supplies

(1) The hospice must follow manufacturer recommendations for performing routine and
preventive maintenance on durable medical equipment. The equipment must be safe and
work as intended for use in the patient’s environment. Where there is no manufacturer
recommendation for a piece of equipment, the hospice must develop in writing its own
repair and routine maintenance policy. The hospice may use persons under contract to
ensure the maintenance and repair of durable medical equipment. (2) The hospice must
ensure that the patient, where appropriate, as well as the family and/or other caregiver(s)
receive instruction in the safe use of durable medical equipment and supplies. The
patient, family, and/or caregiver must be able to demonstrate the appropriate use of
durable medical equipment to the satisfaction of the hospice staff.

AseraCare and NAHC agree that this provision should be rewritten to state that
when DME is provided under contract, the vendor is responsible. This maintains
the appropriate focus on the role of the hospice to provide “professional
management” for oversight of contracted services. Hospices do not have the
expertise to do what the medical equipment experts are trained to do. The DME
company must be held primarily responsible for delivering safe and appropriate
equipment and supplies.

42 CFR §418.108 Short term inpatient care .
This proposed regulation would eliminate existing requirements at §418.100(a)(2)
requiring RN to provide direct patient care on each shift.

Due to the anticipated timeline for implementing the new hospice COPs, we request
consideration from CMS to issue a specific memorandum to give inmediate relief to
the existing standard for 24 hour RN coverage, similar to earlier memorandums

providing relief for staffing contracting with extenuating circumstances. AseraCare




applauds CMS for recognizing the stafﬁng shortages giving rise to the necessity of
providing relief to the 24 hour RN requ1rement However, we would emphasize the
need for immediate relief from this requirement, and would state that we do not
believe patient care would be threatened by isolating this requirement by making
the relief it would provide immediately available to hospice providers.

42 CFR §418.110(1) Meal service and menu planning

The hospice must furnish meals to each patient that are — (1) Consistent with the patient’s
plan of care, nutritional needs, and therapeutic diet; (2) Palatable, attractive, and served at
the proper temperature; and (3) Obtained, stored, prepared, distributed, and served under
sanitary conditions.

AseraCare joins NAHC is applauding CMS for this language, which is significant
for what it omits. We support removinglanguage requiring the hospice to serve 3
meals at regular times with no more than 14 hours between the breakfast and
evening meals. Doing so respects the needs of the patient, rather than forcing the
patient to adhere to rigid and artiﬁeially;established meal timées.
42 CFR §418.110(0)(1) Seclusion and restraints

. A drug used as a restraint is a medlcatlon used to control behavior or to restrict the
pat1ent s freedom of movement and is not a standard treatment for a patient’s medical or
psychiatric condition. . \

AseraCare would join NAHC in calling ¢MS’ attention to the fact that hospice
programs commonly use drugs for treatment of terminal restlessness which are
viewed in other settings as chemical reStl‘?aints. We would urge CMS to confine the
definition of drug restraint to medication used to control behavior or restrict
patient’s freedom of movement and whlch are not a standard treatment fora
medical or psychiatric condition within a hospice program.

42 CFR §418. 112(d) Medical director

The medical director and physician des1gnee of the hospice must provide overall
coordination of the medical care of the hosplce resident that resides in an SNF NF, or
other facility. The medical director and physman designee must communicate with the
medical director of the SNF/NF, the patient’s attending physician, and other physicians
participating in the provision of care for thej: terminal and related conditions to ensure
quality care for the patient and family.

AseraCare joins NAHC in suggesting it would be best for the IDG to be responsible
for this function and continue the current practice of assigning a 'l"egiste;red nurse to
coordinate the care. If the facility medical director is also the hospice patient’s
attending physician, it would then be approprlate to communicate with the facility
medical director. w




42 CFR §418.114(c)(7) Social worker

A person who has a baccalaureaté.degree from a school of social work accredited by the
Council on Social Work Education.

AseraCare strongly believes that a BSW should continue as the standard for social
work qualification for hospice social workers. BSWs have the needed skills for
providing for the needs of hospice patienits. Imposing a requirement for MSWs will
increase hospice staffing difficulties without providing significant benefit to the
patient. '

42 CFR §418.114(d) Criminal background checks
The hospice must obtain a criminal background check on each hospice employee and
contracted employee before employment at:the hospice.

-

AseraCare agrees with the need for obtaining background checks on hospice
employees prior to employment, but disagrees with a requirement that this process
be followed for contracted employees. Hbspices should be required to ensure that
background checks on contracted employees have been obtained, but should be able
to accomplish this through a written agreement rather than maintaining primary
responsibility for doing so directly. "

Sincerely,

Do Ky

Chris Roussos ' {
President !
AseraCare
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Hospice and Palliative
Nurses Association

Penn Center West One, Suite 229 e Pittsburgh, Pennsylvania 15276

July 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3844-P

P.O. Box 8010

Baltimore, MD 21244-8010

Dear Sirs:

The Hospice and Palliative Nurses Association (HPNA) is submitting their comments in
response to the Federal Registry Part II 42 CFR Part 418 Medicare and Medicaid
Programs: Hospice Conditions of Participation; Proposed Rule.

HPNA represents nearly 8,000 nurses throughout the United States who deliver hospice
and palliative care to Medicare and Medicaid recipients. Our comments reflect our
desire to assure the delivery of nursing care meets expectations of the Department of
Health and Human Services.

We thank DHHS for allowing us the opportunity to provide documentation for the need
for clarification and expansion in the roles of the nursing team in providing hospice care
as we move forward to the future.

Sincerely, ‘

Judy Lentz, RN, MSN, NHA
Chief Executive Officer

(412) 787-9301 e fax (412) 787-9305 * email: HPNA@hpna.org
http:/ /www.HPNA.org




 HOSPICE AND PALLIAT:IVE NURSES ASSOCIATION

RECOMMENDATIONS IN RESPONSE TO THE RECENTLY PUBLISHED

CONDITIONS OF PARTICIPATION

FEDERAL REGISTRY VOL. 7 NUMBER 10

NUMBER' | PROPOSED CoP CONCERN
418.3 Definitions . Clarifications needed with several
For the purposes of this part— definitions as noted below
418.31 Attending Phystcwn means a— Ask that Nurse Practitioner be
(1) (i) Doctor of medicine or osteopathy legally authonzed | replaced with “Advanced Practice
to practice medicine and surgery by the State in which Nurse” ‘
he or she performs that function or action; or ‘
(ii) Nurse practitioner who meets the training, education
and experience requirements as the Secretary may
prescribe; and .
(2) Is identified by the individual, at the time he or she
elects to receive hospice care, as having the most
significant role in the determination and delivery of the
individual’s medical care.
Drug restraint means a medication used to control behavior | Clarification is needed. Some medications
or to restrict the patient’s freedom of movement, which is that may be viewed as a chemical restraint in_
not a standard treatment for a patient’s medical or some instances may be normal patient care
psychiatric condition. protocol in hospice.

Fkkdkk Nursing services Should be defined to include the fact that
No definition noted. Should be defined as the nurses may delegate duties to LPN/VN or
nursing care, including dietary counseling, provided | unlicensed personnel such as nursing
by a Registere d Nutse, who meets the ttaining, asssmtants. This should be consistent with

. . .1 tate Laws.
education and requirements and is licensed by the
state. This care may be delegated as allowed by
individual state laws.
418.52 Patient’s rights.

The patient has the right to be informed of h]S or her
rights, and the hospice must protect and promote the
exercise of these rights.

(a) Standard: Notice of rights.

(1) The hospice must provide the patient or
representative with verbal and written notice of
the patient’s rights and responsibilities in a
language and manner that the patient
understands during the initial evaluation visit
in advance of furnishing care.

(2) The hospice must comply with thé
requirements of subpart I of part 489 of this

_ chapter regarding advance directives. The




hospice must inform and distribute written
information to the patient concerning its
policies on advance directives, including a
description of applicable State law.

(3) The hospice must inform the patient and family
of the hospice’s drug policies and procedures,
including the policies and procedures regarding
the tracking and disposing of controlled
substances.

(4) The hospice must maintain k

documentation showing that it has
complied with the requirements of this
section and that the patient or
representative has demonstrated an
understanding of these rights.

We believe it is too overwhelming to
require information of the hospice’s
drug policies be presented at the time
of admission. Too much information
is given at that time. It is also not
always possible to waste medication at
the time of death. It is NOT the
property of the hospice. It is NOT
legally appropriate and violates many
state and federal laws regarding
hazardous waste. We recommend
this be removed completely. Staff will
be in jeopardy.

418.54

Comprehensive assessment of the patient.

The hospice must conduct and document in writing a
patient-specific comprehensive assessment that identifies
the patient’s need for hospice care and services, and the
patient’s need for medical, nursing, psychosocial,
emotional, and spiritual care. This care includes, but is not
limited to, the palliation and management of the terminal
illness and related medical conditions.

i
1

(a) Standard: Initial assessment. The hospice registered
nurse must make an initial assessment visit within 24 hours
after the hospice receives a physician’s admission order for
care (unless ordered otherwise by the physician), to
determine the patient’s immediate care and support needs.

Need to clarify. Request you not ask
for an order for admission. If you
need an order, not a certification,
then an Advanced Practice Nurse
should be included. If you ask for
“certification for care”, then it should
be the physician. More time may be
needed if the family has a preference.
The comprehensive assessment is not
necessarily done by a nurse. The
initial physical assessment should be
done within 24 hours of admission to
a hospice program, NOT after receipt
of an order or certification. Some
portions of the admission may be
done by other members of the
interdisciplinary team.

(b) Standard: Time frame for completioh of the

Request this be changed to a




comprehensive assessment. The hospice interdisciplinary
group in consultation with the individual’s attending
physician must complete the comprehensive assessment no
later than 4 calendar days after the patient elects the hospice
benefit.

“tr;aximum of 3 days. The role of the
attending physician should be at the
discretion of the attending physician.

418.64

Core services.

A hospice must routinely provide substantially all core
services directly by hospice employees. These services
must be provided in a manner consistent with acceptable
standards of practice. These services include nursing
services, medical social services, and counseling. The
hospice may contract for physician services as specified in
§ 418.64(a). A hospice may, under extraordinary or other
non-routine circumstances, enter into a written arrangement
with another Medicare certified hospice program for the
provision of core services to supplement hospice
employee/staff to meet the needs of patients. Circumstances
under which a hospice may enter into a written arrangement
for the provision of core services include: Unanticipated
periods of high patient loads, staffing shortages due to
illness or other short-term temporary situations that
interrupt patient care; and temporary travel of a patient
outside of the hospice’s service area.

(a) Standard: Physician services. The hospice medical
director, physician employees, and contracted physician(s)
of the hospice, in conjunction with the patient’s attending
physician, are responsible for the palliation and management
of the terminal illness, conditions related to the terminal
illness, and the general medical needs of the patient.

(1) All physician employees and those under
contract, must function under the supervision
of the hospice medical director.

(2) All physician employees and those under
contract shall meet this requirement by either
providing the services directly or through
coordinating patient care with the attending
physician. _

(3) If the attending physician is unavailable, the
medical director, contracted physician, and/or
hospice physician employee is responsible for
meeting the medical needs of the patient.

(b) Standard.: Nursing services.

(1) The hospice must provide nursing care and
services by or under the supervision of a
registered nurse. Nursing services must ensure
that the nursing needs of the patient are met as
identified in the patient’s initial comprehensive
assessment and updated assessments.

(2) If State law permits nurse practitioners (NPs)
to see, treat and write orders for patients, then
NPs may provide services to beneficiaries
receiving hospice care. The role and scope of
the services provided by a NP that is not the

Request this is changed to read
Advanced Practice Nurse instead of

| NPs.
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individual’s attending physician must be
specified in the individual’s plan of care.
Highly specialized nursing services that are
provided so infrequently that the provision of
such services by direct hospice employees
would be impracticable and prohibitively
expensive, may be provided under contract.

(¢) Standard: Medical social services. Medical social
services must be provided by a qualified social worker,
under the direction of a physician. Social work services must
be based on the patient’s psychosocial assessment and the
patient’s and family’s needs and acceptance of these

services.

(d) Standard: Counseling services. Counseling services for
adjustment to death and dying must be available to both the
patient and the family. Counseling services must include but
are not limited to the following:

e

Bereavement counseling. The hospice

must:

(i) Have an organized program for the
provision of bereavement services
furnished under the supervision of a
qualified professional with experience in
grief/loss counseling.

(ii) Make bereavement services available to
the family and other individuals in the
bereavement plan of care up to one year
following the death of the patient.
Bereavement counseling also extends to

‘residents and employees of a SNF/NF,
ICF/MR, or other facility when
appropriate and identified in the
bereavement plan of care. -

(iii) Ensure that bereavement services reflect
the needs of the bereaved.

(iv) Develop a bereavement plan of care that
notes the kind of bereavement services to
be provided and the frequency of service
delivery. A special coverage provision for
bereavement counseling is specified in §
418.204(c).

(2) Nutritional counseling. Nutritional counseling,

when identified in the plan of care, must be
petformed by a qualified individual, which
include dietitians as well as nurses and other
individuals who are able to address and assure
that the dietary needs of the patient are met.

(3) Spiritual counseling. The hospice must:

Note the registered nurse is able to
provide nutritional counseling.




(i) Provide an assessment of the patient’s
and family’s spiritual needs;

(1) Provide spiritual counseling to meet
these needs in accordance with the
patient’s and family’s ac¢ceptance of
this service, and in a manner
consistent with patient and family
beliefs and desires;

(2) Facilitate visits by local clergy,
pastoral counselors, or other
individuals who can support the
patient’s spiritual needs to the best of
its ability. The hospice is not

" required to go to extraordinary
lengths to do so; and

(3) Advise the patient and family of
this service.

[418.76 A

Home health aide and homemaker services.

All home health aide services must be provided by
individuals who meet the personnel requirements specified
in paragraph (a) of this section. Homemaker services must
be provided by individuals who meet the personnel
requirements specified in paragraph (j) of this section.

Do not agree that the homemaker
qualifications should match the home
health aide

(a) Standard: Home health aide qualifications.
(1) A qualified home health aide is a person who
has successfully completed—

(i) A training program and competency
evaluation as specified in paragraphs
(b) and (c)

(ii) of this section respectivély; or

(iii) A competency evaluation program; or

(iv) A State licensure program that
meets the requirements of
paragraphs (b) and (c) of this
section. :

A home health aide is not considered to have completed a
training program, or a competency evaluation program if,
since the individual’s most recent completion of the
program(s), there has been a continuous period of 24
consecutive months during which none of the services
furhished by the individual as described in § 409.40 of this
chapter were for compensation. If there has been a 24-month
lapse in furnishing services, the individual must complete
another training and/or competency evaluation program
before providing services, as specified in paragraph (a)(1) of
this section.

Clarification of terminology needed —
should use terminology of nursing
assistant since inpatient hospice beds
would be served by nursing assistants
not home health aides. These nursing
assistants should be certified in
hospice and palliative nursing
assistant care.

(b) Standard: Content and duration of home health aide
classroom and supervised practical training.

(1) Home health aide training must include
classroom and supervised practical classroom
training in a practicum laboratory or other
setting in which the trainee demonstrates
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knowledge while performing tasks on an
individual under the direct supervision of a
registered nurse or licensed practical nurse,
who is under the supervision of a registered
nurse. Classroom and supervised practical
training combined must total at léast 75 hours.
A minimum of 16 hours of classroom training
must precede a minimum of 16 hours of
supervised practical training as part of the 75
hours.

A home health aide trammg program must
address each of the following subject areas:

(i) Communication skills, including the .

ability to read, write, and verbally
report clinical information to patients,
care givers, and other hospice staff;

(ii) Observatior, reporting, and
documentation of patient status and
the care or service furnished;

(iii) Reading and recording

temperature, pulse, and respiration;

(iv)  Basic infection control procedures;

v) Basic elements of body functioning
and changes in body function that
must be reported to an aide’s
supervisor;

(vi)  Maintenance of a clean, safe, and
healthy environment;

(vii) Recognizing emergencies and the
knowledge of emergency
procedures and their application;

(viii) The physical, emotional, and
developmental needs of and ways to
work with the populations served by
the hospice, including the need for
respect for the patient, his or her
privacy, and his or her property;

(ix) Appropriate and safe techniques in
performing personal hygiene and
grooming tasks, including items on
the following basic checklist—

(A) Bed bath;

(B) Sponge, tub, and shower
bath;

(C) Hair shampoo (smk tub, and
bed);

(D) Nail and skin care;

(E) Oral hygiene; and

(F) Toileting and elimination;

(x) Safe transfer techniques and

ambulation.

(xi) Normal range of motion and

positioning.

(xii) Adequate nutrition and ﬂu1d intake.

(xiii) Any other task that the hospice may

choose to have an aide perform. The

Should state that the nursing assistant
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hospice is responsible for training home
health aides, as.néeded, for skills not
covered in the basic checklist, as
described in paragraph (b)(3)(ix) of this
section. ‘

2 The hospice must maintain documentation
that demonstrates that the requirements of
this standard are met. ‘

can help patient self-administer
medications. '

(¢) Standard: Competency evaluation. An individual may
furnish home health services on behalf of a hospice only
after that individual has successfully completed a
competency evaluation program as described in this section.

(1) The competency evaluation must address each
of the subjects listed in paragraphs (b)(1)
through (b)(3) of this section. Subject areas
specified under paragraphs (b)(3)(i), (b)(3)(iii),
1)(B3)(ix), (b)(3)(x) and (b)(3)(xi) of this
section must be evaluated by observing an
aide’s performance of the task with a patient.
The remaining subject areas may be evaluated
through written examination, oral examination,
or after observation of a home health aide with
a patient. ‘

(2) A home health aide competency evaluation
program may be offered by any organization,
except as specified in paragraph (f) of this
section.

(3) The competency evaluation must be performed

- by a registered nurse in consultation with other
skilled professionals; as appropriate.

(4) A home health aide is not considered
competent in any task for which he or she is
evaluated as unsatisfactory. An aide must not
perform that task without direct supervision by
a registered nurse until after he or she has
received training in the task for which he or she
was evaluated as ‘‘unsatisfactory,’’ and
successfully completes a subsequent
evaluation.

(5) The hospice must maintain documentation that
demonstrates the requirements of this standard
are being met.

Clear guidelines are given for
competency of the home health aide.
Suggest this be changed to nursing
assistant to be appropriate for
inpatient hospice care.

(e) Standard: Qualifications for instructors conducting
classroom supervised practical training, compétency
evaluations and in-service training. Classroom supervised
practical training must be performed by or under the
supervision of a registered nurse who possesses a minimum
of two years nursing experience, at least one year of which
must be in home health care. Other individuals may provide
instruction under the general supervision of a registered
nurse. :
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® Standard: Eligiblé training orgz;nizations. A home health |

aide training program may be offered by any organization
except by a home health agency that, within the previous 2
years—

(1) Was out of compliance with the requirements
of paragraphs (b) or (c) of this section;

(2) Permitted an individual that does not meet the
definition of a “‘qualified home health aide’’ as
specified in paragraph (a) of this section to
furnish home health aide services (with the
exception of licensed health professionals and
volunteers);

(3) Was subjected to an extended (or partial
extended) survey as a result of having been
found to have furnished substandard care (or
for other reasons at the discretion of CMS or
the State);

(4) Was assessed a civil monetary penalty of
$5,000 or more as an intermediate sanction;

(5) Was found by CMS to have compliance
deficiencies that endangered the Health and
safety of the home health agency’s patients and
had temporary management appointed to
oversee the management of the home health
agency;

(6) Had all or part of its Medicare payments
suspended; or

(7) Was found by CMS or the State under any
Federal or State law to have:

(i) Had its participation in the Medicare
program terminated;

(ii) Been assessed a penalty of $5,000 or
more for deficiencies in Federal or
State standards for home health
agencies;

(iii) Been subjected to a suspension of
Medicare payments to which it
otherwise would have been entitled;

(iv) Operated under temporary
management that was appointed by
a governmental authority to oversee
the operation of the home health
agency and to ensure the health and
safety of the home health agency’s
patients; or

(v) Been closed by CMS or the State, or
had its patients transferred by the
State.

(g) Standard: Home health aide assignments and duties. A
registered nurse or the appropriate qualified therapist that is
a member of the interdisciplinary team makes home health
aide assignments.
(4) Home health aides are assigned to a specific
patient by a registered nurse or the appropriate
qualified therapist. Written patient care




instructions for a home health aide must be -
prepared by a registered nurse or other
appropriate skilled professional (i.e., a physical
therapist, speech-language pathologist, or
occupational therapist) who is responsible for
the supervision of a home health:aide as
specified under paragraph (h) of this section.

(5) A home health aide provides services that are:

(i) Ordered by the physman or nurse
practitioner;

(ii) Included in the plan of care;

(iii) Permitted to be performed under
State law by such home health
aide; and

(iv) Consistent with the home health aide
training, ;

(6) The duties of a home health a1de include:

(i) The provision of hands-on personal
care;

(i) The performance of 51mple procedures
as an extension of therapy or nursing
services;

(iii) Assistance in ambulation or exercises;
and '

(iv) Assistance in administering
medications that are ordinarily self-
administered.

(7) Home health aides must report chianges in the
patient’s medical, nursing, rehabilitative, and
social needs to a registered nurse: or other
appropriate licensed professional, as the
changes relate to the plan of care and quality
assessment and improvement activities. Home
health aides must also complete appropriate
records in compliance with the hospice’s
policies and procedures.

Interdisciplinary care is provided and

_includes the care of the nursing

assistant who is directed by the
registered nurse. An order for the
number of visits and scope of care is
not needed. This can be determined
by the registered nurse and these
services can be delegated to the
nursing assistant as allowed by state
law.

(h) Standard: Supervision of home health aides.
i

A registered nurse or qualified therapist must
make an onsite visit to the patient’s home no
less frequently than every 14 days to assess'the
home health aide’s services. The home health
aide does not have to be present during this
visit. A registered nurse or qualified therapist
must make an onsite visit to the location where

the patient is receiving care in order to observe .

and assess each aide while he or she is
performing care no less frequently than every
28 days.
The supervising nurse or therapist must assess
an aide’s ability to demonstrate initial and
continued satisfactory performance in meeting
outcome criteria that include, but'is not limited
to— ' :

(i) Following the patient’s plan of care for

] Requesf this be changed to mirror home

health requirements. Home health agencies
have 60 days to observe and assess each aide.

: Hospices should have the same amount of

time. The length of stay of the patient under
hospice care should not be a factor in
determining the time frame for assessment of
the aide. This is a human resource issue and

the assessment would go in the personnel file

rather than the clinical record. Competency

1 assessments should take care of this issue.

Supervision in an inpatient setting is
continual and should not be required beyond

-signature of oversight by the registered nurse.
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completion of tasks assigned to the
home health aide by the registered
nurse or qualified therapist;
(i) Creating successful interpersonal
" relationships with the patient and
family;
(iii) Demonstrating competency with
assigned tasks;
(iv) Complying with infection control
policies and procedures; and '
(v) Reporting changes in the patient’s
condition.
(3) If the hospice chooses to provide home health
' aide services under contract with another
organization, the hospice’s responsibilities
-include, but-are not limited to—
(i.) Ensuring the overall quality of care
provided by an aide;
(ii.) Supervising an aide’s sérvices as
described in paragraphs (h)(1) and
(h)(2) of this  section; and
(iii.)Ensuring that home health aides who
provide services under arrangement
have met the training and/ or
competency evaluation requirements
of this condition.

What about homemaker services?

(i) Standard: Individuals furnishing Medicaid personal care
aide-only services under a Medicaid personal care benefit.
An individual may furnish personal care services, as defined
in § 440.167 of the Code of Federal Regulations, on behalf
of a hospice or home health agency. Before the individual
may furnish personal care services, the individual must be
found competent by the State to furnish those services. The
individual only needs to demonstrate competency in the
services the individual is required to furnish.

(j) Standard: Homemaker qualifications. A qualified
homemaker is a home health aide as described in § 418.76 or

| an individual who meets the standards‘in § 418.202(g) and

has successfully completed hospice orientation addressing

| the needs and concerns of patients and families coping with

a terminal illness.

A homemaker does not need the same
qualifications as a nursing aide. This
level of care is primarily used for light
household chores, not patient care as
described in 418.76

(k) Standard: Homemaker supervision and duties.
Homemaker services must be coordinated by a
member of the interdisciplinary group.
Instructions for homemaker duties must be
prepared by a member of the interdisciplinary
group.

Homemakers must report all concerns about
the patient or family to the member of the
interdisciplinary group who is coordinating
homemaker services. ‘

This speaks to the fact that
homemaker care is not care that
requires nursing supervision, so who
is responsible for their supervision?




418.102 Condition of participation: Medical director.
The hospice must designate a physician to serve as medical
director. The medical director must be a doctor of medicine
or osteopathy who is either employed by, or under contract
with, the hospice. When the medical director is not
available, a physician designated by the medical director
assumes the same responsibilities and obligations as the
medical director. The medical director and physician This last sentence seems to elevate the
designee coordinate with other physicians and health care .. |
. . . | role of the physician above the other .
professionals to ensure that each patient experiences ) e
medical care that reflects hospice policy. members of the interdisciplinary
team. The responsibility is the entire
3 teams responsibility.
418.106 Drugs, controlled drugs and biologicals, medical ‘ '

supplies, and durable medical equipment.

Medical supplies and appliances, as described in § 410.36
of this chapter; durable medical equipment, as described in
§ 410.38 of this chapter; and drugs and biologicals related
to the palliation and management of the terminal illness and
related conditions, as identified in the hospice plan of care,
must be provided by the hospice while the patient is under
hospice care.

(a) Standard: Administration of drugs and biologicals.

(1) All drugs and biologicals must be administered
in accordance with accepted hospice and -
palliative care standards of practice and
according to the patient’s plan of care.

(2) The interdisciplinary group, aspart of the
review of the plan of care, must determine the
ability of the patient and/or family to safely
self-administer drugs and biologicals.

(b) Standard: Controlled drigs in the patient’s home. The
hospice must have a written policy for tracking, collecting,
and disposing of controlled drugs maintained in the patient’s
home. During the initial hospice assessment, the use and
disposal of controlled substances must be discussed with the
patient and family to ensure the patient and family are
educated regarding the uses and potential dangers of
controlled substances. The hospice nurse must document
that the policy was discussed with the patient and family.

Nurses are not, and should not be
collecting controlled drugs in a
patient’s home. This is inappropriate.
Nurses would be at risk. The
medication is the property of the
patient and the nurse can not remove
them at the time of death. It is the
responsibility of the family. The nurse
can educate them on the risk, but they
can not take them, or waste them. It is
not their property. There are rules
regulating what can be placed in the
public sewer system by healthcare
providers. This education can not be
done effectively at the time of
admission. Also, if the nurse is to
discuss safety with narcotics, we

suggest you remove the wording
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f‘aangers” and replace with “safe

418.108

Short-term inpatient care.

Inpatient care must be available for pain control, symptom
management, and respite purposes, and must be provided in
a participating Medicare or Medicaid facility.

controlled substance usage.”

>(a) Standard.: Inpatient care fbr syrhptorh management and

pain control. Inpatient care for pain control and symptom
management must be provided in one of the following:

(1) A Medicare-approved hospice that meets the
conditions of participation for providing
inpatient care directly as specified in §
418.110. : ‘

(2) A Medicare-participating hospital or a skilled
nursing facility that also meets the standards
specified in § 418.110(b) and (f) regarding 24-
hour nursing services and patient areas.

Nursing care should be provided by a
registered nurse for Inpatient care.
Therefore GIP should not be
provided where 24 hour professional -
registered nursing is not available.

RN and LP/VNs should be able to
administer controlled substances in
locations where GIP is offered.

Nursing care for respite care should |
be provided at the level needed by the
patient. This can-be LPN/LVN if
appropriate and part of the patient’s
plan of care. '




