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ABSTRACT:  CMS releases proposed rule on CoPs for HHAs.
Introduction

The Centers for Medicare and Medicaid Services (CMS) issued the Home Health Agency (HHA) Proposed Rulemaking on Conditions of Participation (CoPs). The complete rule is published in the Federal Register.
Revised as of Dec. 1, public comments on the proposed changes must be received by CMS by 5 p.m., Jan. 7, 2015. Comments should reference file code CMS-3819-P and may be submitted electronically at http://www.regulations.gov by following the instructions under More Search Options.
For additional details on submitting comments, please refer to the Federal Register link referenced above.

Overview
CMS is proposing a new rule that would modernize Medicare’s HHA CoPs in order to ensure safe delivery of quality care to home health care patients. It is intended to create a framework for innovation and flexibility by adding requirements and revising existing CoPs that will adapt to the needs of the patient over an extended period of time. The proposed requirements would: focus on the care delivered to the patient by HHAs; reflect an interdisciplinary view of the patient care; allow HHAs greater flexibility in meeting quality care standards; and eliminate unnecessary procedural requirements. The objective of the proposed rule is to achieve a balanced regulatory approach by ensuring that a HHA furnished health care that meets essential health and quality standards while ensuring it is monitoring and improving its own performance. 
According to the CMS Fact Sheet this will impact approximately 12,500 home health agencies that deliver care to five million Medicare and Medicaid patients annually. 

Background

This is the first time since 1989 that the CoPS are proposed to change. In March 1997, CMS published a proposed rule that would have revised the entire set of HHA CoPs. As a result of the magnitude of public comments and the changes in the home care industry at the time the proposed rule in its entirety was never finalized. The only part that was finalized was the Outcome and Assessment Information Set (OASIS) regulation. The January 1999 final rule required that each patient receive from the HHA, a patient –specific, comprehensive assessment that identifies the patient’s medical nursing, rehabilitation, social and discharge planning needs. As a result of this change in regulation, CMS required HHA to use OASIS and to transmit the data to CMS. The OASIS data collection instrument and data transmission rule was finalized in December 2005.
In developing the proposed changes, CMS looked at the previous comments from March 1997, suggestions submitted by the HHA industry in the summer of 2011, as well as developments since that time within the industry. 
Transforming HHA CoPs
CMS used the following principles to assist in the development of new HHA CoPs:
· “Develop a more continuous, integrated care process across all aspects of home health services, based on a patient-centered assessment, care planning, service delivery, and quality assessment and performance improvement.”

· “Use a patient-centered, interdisciplinary approach that recognizes the contributions of various skilled professionals and their interactions with each other to meet the patient’s needs. Stress quality improvements by incorporating an outcome-oriented, data-driven quality assessment and performance improvement program specific to each HHA.”
· “Eliminate the focus on administrative process requirements that lack adequate consensus or evidence that they are predictive of either achieving clinically relevant outcomes for patients or preventing harmful outcomes for patients.”

· “Safeguard patient rights.”
Based upon the above principles, CMS proposes new HHA CoPs that would revise or eliminate current requirements, and focus efforts on services delivered to the patient, quality of care, quality assessment and performance improvement efforts. CMS proposes four new CoPs in addition to retaining the current requirements at 42 CFR part 484. The most significant change to CoPs would be grouping together all CoPs related to patient care and place them in the beginning of part 484. Regulations concerning organization and administration of a HHA would follow in a separate subpart called, “Organizational Environment.” 
CMS Proposes to Establish Four New CoPs:
Patient rights measures (proposed 484.50), “would emphasize an HHA's responsibility to respect and promote the rights of each home health patient.” This proposal would re-organize patient rights under six standards that CMS believes presents a more streamlined view of how HHAs should promote patient rights. The six standards are:
1. Notice of Rights

2. Exercise of Rights

3. Rights of Patient
4. Transfer and Discharge

5. Investigation of Complaints

6. Accessibility

Care planning, coordination of services and quality of care measures (proposed 484.60), “would incorporate the interdisciplinary team approach to provide home health services focusing on care planning, coordination of services, and quality of care process.” Five standards under this CoP are:
1. Plan of Care

2. Conformance with Physician Orders

3. Review and Revision of the Plan of Care

4. Coordination of Care 
5. Discharge or Transfer Summary

Quality Assessment and Performance Improvement (QAPI) measures (proposed 484.65),  “would charge each HHA with responsibility for carrying out an ongoing quality assessment, incorporating data-driven goals, and an evidence-based performance improvement program of its own design to affect continuing improvement in the quality of care furnished to its patients.” 

Infection prevention and control measures (proposed 484.70 “would require HHAs to follow accepted standards of practice to prevent and control the transmission of infectious diseases and to educate staff, patients, and family members or other caregivers on these accepted standards. The HHA would be required to incorporate an infection control component into its QAPI program.”

A more comprehensive analysis of the proposed CoPs is available within this document.
Revised CoPs

CMS also proposes to:
· “Retain and/or include process-oriented requirements that are predictive of ensuring desired outcomes, as well as eliminating “many of the process details from the current requirements where they do not achieve this goal.” As an example, CMS would remove the process requirement under 484.12(c) that an HHA and its staff comply with accepted professional standards and principles. This would be modified to referencing current clinical practice guidelines and professional standards specific to home care as factors to be considered in developing its QAPI program.

· CMS “also propose to remove the requirements that the HHA send a summary of care to the attending physician at least once every 60 days, that the HHA have a group of professional personnel to advise its operation, and that the HHA conduct a quarterly evaluation of its program via chart reviews.”

The proposed regulations contain two critical pieces that would support and extend CMS’ focus on patient-centered, outcome-oriented surveys:
1. the proposed regulations are designed to enable surveyors to look at the outcomes of care; and

2. the addition of QAPI requirements would encourage the HHA to monitor its own performance and examine areas of improvement. This would afford the surveyor the ability to monitor the HHA continuous quality improvement agenda.

Changes in Terms
· Proposal to clarify terms in 484.2:
· Modify the term “branch office”  by adding the requirement that the parent agency offer more than sharing of services; specifically providing supervision and administrative controls. The branch office would no longer need to be “sufficiently close” and a valuation in one branch office would apply to the entire HHA.

· Minor changes to terms to enhance clarity – clinical note, parent home health agency, proprietary agency and subdivision.

· Eliminate current terms – bylaws, supervision, home health agency (set out by statute, section 1861(o) of the Act), progress notes (commonly referred to as clinical notes) and subunit.
· Add definitions to terms “in advance,” “quality indicator,” “representative,” “supervised practical training,” and “verbal order.”
Patient Care
1. OASIS (proposed 484.49): Release of patient identifiable OASIS information, which would recodify the current 484.11.
2. Reporting OASIS information (proposed 484.45): Includes most of 484.20 and adds a requirement that OASIS be transmitted according to CMS current policy, which requires HHAs to transmit data using electronic communications software.

3. Patient rights (proposed 484.50): Re-designate and modify patient rights found at 484.10 and reorganize the rights under six standards. CMS believes this will present a more organized view of how HHAs should promote patient rights. The six standards are: (1) notice of rights; (2) exercise of rights; (3) rights of the patient; (4) transfer and discharge; (5) investigation of complaints; (6) and accessibility. Some of the proposed rule includes:
Notice of Rights (proposed 484.50(a)): Each patient and patient representative has the right to be informed of his or her rights in a language and manner in which he or she understands, that includes verbal notice, providing language assistance or auxiliary aids and services at no cost, use of an interpreter, a written copy of their rights in English or in the patient’s primary or preferred language, and business contact information for the HHA administrator so the patient or patient caregiver could report complaints.
Exercise of Rights  (proposed 484.50(b)); Rights of the patient (proposed 484.50(c) are being separated into two standards; CMS is seeking comments on how to assure patient choice is respected, while balancing the need for public safety:

· Under the proposed 484.50(c)(2), patients would have the right to be free from verbal, mental, sexual and physical abuse, including injuries of unknown source, neglect and misappropriation of property.

· Under Proposed 484.50(c) (4)(iii), each patient would have the right to have a copy of their Plan of Care to be kept in the their home and the HHA would educate the patient and patient’s family how to safely store the information in the home. 
· Proposed 484.50(c)(9), the home health hotline would retain the current standard found in 484.10 (f) and additionally patients would have available the names and numbers for relevant federally and state funded consumer information, consumer protection, and advocacy agencies. 

Transfer and Discharge: Each patient, under new standard 484.50(d), has the right to be informed of the HHA’s policies on admission, transfer and discharge. Seven reasons for transferring, discharging or terminating a case are outlined under this proposal: (1) when the HHA could no longer meet the patient’s needs based on the patient’s acuity; (2) when the patient or payer could no longer pay for the services provided by the HHA; (3) when the physician and HHA agreed that the patient no longer needed HHA services because the patient’s health and safety had improved or stabilized sufficiently; (4) when the patient refused HHA services or otherwise elected to be transferred or discharged (including if the patient elected the Medicare hospice benefit); (5) when there was cause; (6) when a patient died; or (7) when the HHA ceased to exist. 
It is important to note 484.50(d)(1), “if the care needs of the patient exceeded the HHA’s ability to provide services, the HHA would be required to ensure that the patient received a safe and appropriate transfer to another care entity better suited to meeting the patient’s needs. There are no regulations in the current CoPs that address this issue.” 
Cause: In addition there are no regulations in the current CoPs to address discharges for cause. CMS is adding 484.50(d)(5), which would permit discharges for a cause. CMS is proposing under this standard to permit discharge for cause if the patient’s (or other persons in the patient’s home) behavior is so disruptive, abusive, or uncooperative that the delivery of care to the patient or the ability of the HHA to operate effectively and safely is seriously impaired. The standard continues by clarifying before discharging a patient for cause. The HHA would be required to advise the patient, the representative (if any), the physician who is responsible for the home health  plan of care and the patient’s primary care practitioner or other health care professional who will be responsible for providing care and services to the patient after discharge from the HHA (if any), that a discharge for cause was being considered, make efforts to resolve the problem(s) presented by the patient’s behavior or by other person(s) in the home (as applicable), or situation (such as a dangerous animal being loose in the home), document the problem(s) and efforts made to resolve the problem(s) and enter this documentation into its clinical records. 

Investigation of Complaints (proposed 484.50(e): Expand the current compliant investigation requirements by requiring the HHA to document the existence and the resolution of the complaint and clarify what action will be taken to prevent further potential abuse. 
Accessibility (proposed 484.50(f): Accessibility will address effective communication with patients who have Limited English Proficiency or have disabilities.

4. Comprehensive Assessment (proposed 484.55): CMS is proposing to keep the majority of the current 484.55, but significantly reorganizing the requirement. A proposed content requirement would be assessing psychosocial and cognitive status which CMS believes would provide for a holistic patient assessment. Another modification includes revising 484.55(d)(2) to allow for a physician-ordered resumption of care date as an alternative to the fixed 48 hour time frame. CMS believes it is in the best interest of the patient to allow for more physician discretion so the plan of care can be more specific to patient needs. 
5. Care Planning, coordination of services and quality of care (proposed 484.60): CMS is proposing this as a new CoP. This CoP is part of the revision of 484.18 and 484.14(g), which “would incorporate the interdisciplinary team approach to provide home health services focusing on care planning, coordination of services, and quality of care process.” CMS is proposing five standards under this new CoP which they believe reflects the interdisciplinary team approach, they include:
Plan of Care: CMS proposes patients be accepted for treatment on the basis of a reasonable expectation that the patient’s medical, nursing, rehabilitative and social needs could be met adequately by the agency in the patient’s place of residence. CMS states each patient would receive an individualized written plan of care which would specify the care and services necessary to meet the patient’s needs, including the patient and caregiver education and training that the HHA will provide, specific to the patient’s care needs. CMS believes that providing each patient with a copy of his or her plan of care will improve HHA-patient communications. They are also proposing the plan of care include patient-specific measurable outcomes. CMS is asking for comments regarding methods to engage patients and the physicians who are responsible for their plans of care in the care planning and management process. They are interested in hearing ways to maximize the level of involvement of the physician who is most involved in the patient’s care prior to admission to the HHA, and who is responsible for overall treatment of the condition(s) that led to the need for home health care.

If the HHA services are initiated following a patient’s hospital discharge, CMS is considering requiring the HHA to include an assessment of the patient’s level of risk for hospital emergency department visits and hospital re-admission. HHAs would have to identify the patient’s specific risk factors. It is being proposed that, “HHAs would be required to include in the patient’s individualized plan of care all appropriate interventions that are necessary to address and mitigate those identified risk factors that contribute to the HHA’s establishment of a particular risk level for a patient.”
Conformance with Physician Orders (proposed 484.60(b)(4): This proposal  would maintain the requirement that only personnel authorized by applicable state laws and regulations and the HHA’s internal policies, may accept verbal orders from physicians. CMS proposes in 484.60(b)(5) that a Registered Nurse (RN) or other qualified practitioner who is licensed to practice by the state must document the order in writing in the patient’s clinical record, with a signature, time and date. The verbal orders would also have to be recorded the plan of care. The proposed rule would provide an opportunity for an HHA to establish internal policies articulating who can accept physician’s verbal orders. 

Review and Revision of the Plan of Care (proposed 484.60(c): CMS proposes that the individualized plan of care be reviewed and revised by the physician who is responsible for the HHA plan of care and the HHA as frequently as the patient’s condition or needs requires, but no less frequently than once every 60 days, beginning with the start of care date. CMS also stresses HHA’s are responsible to notify the patient, representative, caregivers and the physician who is responsible for the HHA plan of care, when the individualized plan of care is updated due to a significant change in the patient’s health status.

Coordination of Care (proposed 484.60(c): This proposal requires that the HHA must integrate services, whether services are provided directly or under arrangement, to assure the identification of patient needs and factors that could affect patient safety and treatment effectiveness, the coordination of care 

provided by all disciplines and communication with the physician. It is a goal of CMS to support collaboration and communication among the professional disciplines responsible for caring for a patient. 

Discharge or Transfer Summary (proposed 484.60(e): Under this proposal, HHAs would compile a discharge or transfer summary for each discharged or transferred patient. The summary would have to include the following: 

· the initial reason for referral to the HHA; 
· a brief description of the patient’s HHA care; 
· a description of the patient’s clinical, mental, psychosocial, cognitive and functional status at the start of care; 
· a list of all services provided by the HHA to the patient; 
· the start and end dates of HHA care; 
· a description of the patient’s clinical, mental, psychosocial, cognitive and functional status at the end of care; 
· the patient’s most recent drug profile; 
· any recommendations for follow-up care; 

· the patient’s current individualized plan of care; and 

· any additional documentation that will assist in post-discharge or transfer continuity of care, or that is requested by the receiving practitioner or facility. 
6. Quality Assessment and Performance Improvement (QAPI) (Proposed 484.65): In an effort to reduce medical errors and to improve the quality of care, CMS is proposing to replace 484.16, “group of professional personnel,” and 484.52, “evaluation of the agency’s program,” with a new single CoP, QAPI. CMS states this program is similar to other QAPI programs, i.e. hospices (418.58). The current CoP relies on a problem-oriented approach; this will be a more proactive monitoring system through an ongoing agency wide, data-driven program under the HHA governing board. This new CoP will have five standards: 
Program Scope (484.65(a): CMS proposes that this data-driven QAPI program would be capable of showing measurable improvement in indicators for which there was evidence that the improvement led to improved health outcomes (for example, reduced hospitalizations and admissions), safety and quality of care for patients. CMS proposes the HHA would also have to measure, analyze and track quality indicators, including adverse patient events, as well as other indicators of performance so that the agency could adequately assess its processes, services and operations. 
Program Data (484.65(b): HHA’s QAPI program would utilize quality indicator data, including measures derived from the OASIS and other relevant data, to assess the quality of care provided to patients, and identify and prioritize opportunities for improvement. The governing body would be responsible for approving the frequency of and the level of detail to be considered in the data collection.
Program Activities (484.65(c): Require an HHA’s QAPI program activities to focus on high risk, high volume or problem-prone areas of service, and to consider the incidence, prevalence and severity of problems in those areas. CMS is also requiring that the HHA immediately correct any identified problems that directly or potentially threaten the health and safety of patients. HHAs would also have to continue to monitor those areas to ensure they were sustained over time.
Performance Improvement Projects (484.65(d): Requires that the HHA’s performance improvement projects, conducted at least annually, reflect the scope, complexity and past performance of the HHA’s services and operations. High risk and high volume areas will be unique to each HHA. CMS would require HHAs to document the QAPI projects, the reasons for selecting the projects and the measurable outcomes that were achieved.
Executive Responsibilities (484.65(e): The HHAs governing body would be responsible for the QAPI program. CMS believes the proposed QAPI program provides HHAs with enough flexibility to implement a QAPI program without being a sizable expense of capital or of human resources. 
7. Infection Prevention and Control (Proposed 484.70): CMS proposes to have a requirement for an HHA-wide infection control program; however the current regulation at 484.12(c), states that the HHA and its staff must comply with accepted professional standards and principles that apply to professionals furnishing services in an HHA. 
HHAs have had infection control practices and are part of professional standards and principles, and therefore should not be new to HHAs.
CMS believes that the new CoP regarding infection prevention and controlshould be a distinct part of the regulatory process. CMS also believes HHAs need to address infection prevention and control in a more comprehensive manner. It will be organized under three standards: (1) prevention; (2) control; and (3) education.
CMS further states the infection prevention and control program should be an integral part of the QAPI program.
In the proposed requirement, CMS outlined the education for staff, patients and caregivers would be based on “current best practices.” However, the exact content and frequency of staff, patient and caregiver education would be left to the discretion of the HHA, which has been articulated in the policy and procedures. 

8. Skilled Professional Services (Proposed 484.75): CMS proposes under this new CoP to consolidate “skilled nursing services” (484.30); “therapy services” (484.32); and “medical social services” (484.34) under skilled professional services. Instead of specifically identifying tasks, CMS is suggesting to broadly describe the expectations of the skilled professionals who participate in the interdisciplinary team approach to home health care delivery. Specifically, the shift would be from the regulation’s focus on administrative agency process to focus on the outcomes of care.
CMS organized skilled professional services into three areas: (1) provision of services by skilled professionals; (2) responsibilities of skilled professionals; and (3) supervision of skilled professional assistants. Skilled professional services, as proposed in 484.75(a), include physician services, skilled nursing services, physical therapy, speech-language pathology services, occupational therapy and medical social work services. 
The expectations under 484.75(b) are that skilled professionals who provide services to HHA patients directly, or under arrangement, participate in coordinating all aspects of care, including:

· assuming responsibility for the ongoing interdisciplinary assessment and development of the individualized plan of care in partnership with the patient, representative (if any) and caregiver(s);
· providing services that are ordered by the physician as indicated in the plan of care; 
· providing patient, caregiver and family counseling;
· providing patient and caregiver education;
· preparing clinical notes; 
· communicating with the physician who is responsible for the home health plan of care and other health care practitioners (as appropriate) related to the current home health plan of care; and 
· participating in the HHA’s QAPI program and HHA-sponsored in-service training.
CMS again is stressing that an interdisciplinary approach is crucial for meeting the patient’s needs. 
9. Home Health Aide Services (proposed 484.80): CMS reviewed Section 1891(a)(3)(D) of the Act that sets the minimum standards for home health aide training and competency evaluation programs. The CoP concerning home health aide services is currently under 484.36. CMS is now proposing to retain the current requirements while making clarifying and organizational changes. The revised condition will now be under 484.80. 

CMS proposes to incorporate into 484.80, the qualification requirements for becoming a home health aide, currently at 484.4. In this proposed rule, these requirements would now be organized as nine standards under 484.80. The nine standards are: (1) home health aide qualifications; (2) content and duration of home health aide classroom and supervised practical training; (3) competency evaluation; (4) in-service training; (5) qualifications for instructors conducting classroom and supervised practical training; (6) eligible training and competency evaluation organizations; (7) home health aide assignments and duties; (8) supervision of home health aides; and (9) individuals furnishing Medicaid personal care aide-only services under a Medicaid personal care benefit.
In 484.80(a)(1), CMS specifies the necessary requirements in becoming a qualified home health aide. It includes a degree of flexibility within the qualifications that CMS believes is critical in light of the high degree of turnover in the field, such as completing a nurse aide training program.

Under the proposed 484.80(a)(2), CMS would retain the intent of the current requirement at 484.4 and specify when a home health aide is deemed to have completed a program.   CMS would also require that if there had been a 24-month or greater lapse in furnishing services, the aide would need to complete another program before the home health aide could provide services.
Home health aides are part of the interdisciplinary team and therefore “communication skills” are critical. CMS states, “since home health aides are members of the interdisciplinary team and often visit a patient multiple times each week, they are in a position to observe changes in a patient’s status and note the needs that are crucial and relevant to future treatment decisions for that patient. As such, home health aides should be able to report and document these changes in an appropriate manner to ensure that observations of a patient’s status are described accurately to ensure optimal care.” Therefore, CMS is proposing that in 484.80(b)(3)(i), communication skills include the aide’s ability to read, write and verbally report clinical information to patients, representatives and caregivers, as well as to other HHA staff. CMS did not go as far and specify the primary language for aides because they recognize that many languages may be spoken within the community. 
CMS proposes to add a new skill requirement related to recognizing and reporting changes in skin condition, including pressure ulcers. CMS is aware that aides are often the most frequent in-person contact with patients, and are more likely to be in a position to notice changes in skin condition and early stage pressure ulcers. Given the early identification and reporting by the aides, intervention would happen sooner by the HHA to treat the skin changes, thereby benefiting the patients.
Section 484.80(c)(3) would maintain the current requirement that a RN must  perform the competency evaluation. However, given the interdisciplinary team approach that has been woven throughout, in addition to the RN, CMS is now proposing that the competency evaluation be done in consultation with other skilled professionals, as appropriate, since CMS believes it is essential that a home health aide’s competency be demonstrated in each specific task performed. 
In 484.36(b), the provisions regarding in-service training and competency evaluations of home health aides are combined. CMS is proposing to split them into two standards: competency evaluation, see above, and in- service training at proposed 484.80(d). By creating two standards, CMS is stressing the importance of each area. In the proposed rule, CMS would retain 12 as the minimum number of hours of in-service training required for a 12-month period. This training could occur while an aide was furnishing care to a patient. Using the 12-month period would allow HHA flexibility in scheduling and in providing the training. CMS further states by continuing to emphasize ongoing in-service training, HHAs would have the opportunity to develop programs that would promote aide understanding of selective aspects of care and advance aide competency in general. 
Organizational Requirement

1. Compliance with Federal, State, and Local Laws and Regulations Related to Health and Safety of Patients (Proposed 484.100)
CMS proposes to retain most of the provisions contained in this condition with minor changes. The proposed condition is now in 484.100. Some of the changes include incorporate the standard at current 484.12(a) into the general opening statement of the condition at 484.100. In the proposed  484.100(a), CMS continues to require HHAs to comply with the requirements of part 420, subpart C by disclosing the names and addresses of all persons with an ownership or controlling interest, the name and address of each officer, director, agent, or managing employee, and the name and address of the entity responsible for the management of the HHA along with the names and addresses of the CEO and chairperson of the board of that entity. 

In Section 1126(b) of the Act, codified in regulations at 420.201 of CMS rules, specifies many terms, such as:
· ‘‘managing employee’’ means an individual, including a general manager, business manager, administrator, or director, who exercises operational or managerial control over the entity, or who directly or indirectly conducts the day-to-day operations of the entity. 
· ‘‘director’’ would refer to a corporate director and not a medical director or nursing director. 

· ‘‘agent’’ as any person who has been delegated the authority to obligate or act on be behalf of a provider. 
· ‘‘officer’’ to be any person who is responsible for the overall management of the operation of the HHA. 
2. Organization and Administration of Services (Proposed 484.105) 
CMS proposes the CoP on organization and administration of services would revise current regulations 484.14, ‘‘Organization, services, and administration.’’ 

The proposed new condition would simplify the structure of the current requirements, and focus on both essential organizational structures and performance expectations for the administration of HHA operations. CMS believes this proposed rule would help to ensure accountability by assisting agencies in setting performance expectations that they believe would lead to a higher level of quality for patients. CMS states, the overall goal of the proposed condition is to produce a clear, accountable organization, management, and administration of a HHA’s resources to attain and maintain the highest practicable functional capacity for each patient’s medical, nursing, and rehabilitative needs, as indicated in the plan of care. 

Under the current requirements found 484.14(b), CMS expects the governing body to be able to assess the HHA’s financial needs and to assume responsibility for effectively managing its financial resources. In proposed 484.105(a), “Governing body,’’ would expand the responsibilities of the governing body to assume full legal authority and responsibility for the agency’s overall management and operation, the provision of all home health services, the review of the budget and operational plans, and the agency’s quality assessment and performance improvement program, in addition to responsibility for the agency’s fiscal operations, as retained from the current regulations. 

Note in proposed in 484.105(b), ‘‘Administrator,’’ would describe the role of the administrator and provisions for when the administrator is not available. CMS proposes that the administrator be appointed by the governing body, be responsible for all day to day operations of the HHA, and be responsible for ensuring that a skilled professional as described in 484.75 is available during all operating hours. In the current State Operations Manual, it describes the concept of being available during operating hours as being on the premises of the HHA or by reachable via telecommunications. HHA management would have discretion to structure the implementation of this concept to suit the organization’s needs. CMS proposes that, any time when the administrator is not available, a pre-designated person, who is authorized in writing by the administrator and governing body, would assume the same responsibilities and obligations as the administrator, including the responsibility to be available during all operating hours. CMS is also proposing personnel requirements for the administrator at 484.115(a), see page 17. The administrator, and the pre-designated person, would be required to meet these personnel requirements. 

CMS proposes a new clinical manager role at 484.105(c). The “clinical manager”  would be a qualified licensed physician or registered nurse, identified by the HHA, who is responsible for the oversight of all personnel and all patient care services provided by the HHA, whether directly or under arrangement, to meet patient care needs. The supervision of HHA personnel would include assigning personnel, developing personnel qualifications, and developing personnel policies. Oversight of the services provided to patients would include, but would not be limited to, assigning clinicians to patients; coordinating care provided to patients by the various patient care disciplines; coordinating referrals within the HHA; assuring that patient needs are continually assessed; and assuring that patient plans of care are developed, implemented, and updated. CMS states they believe that the clinical manager role is essential for managing the complex, interdisciplinary care of home health patients, and that the responsibilities included in this new standard are not currently fulfilled. 
CMS further states, six of the 20 most frequently cited survey deficiencies center on the need for patient care coordination and implementation, including the most frequently cited deficiency related to ensuring that each patient has a written and updated plan of care. Having a designated clinical manager will address this need while assuring that agency personnel standards are upheld. 

In accordance with section 1861(m) of the Act, a HHA may provide its services directly and/or under arrangement with another agency or organization. The agency providing services under arrangement may not have been denied Medicare enrollment; been terminated from Medicare, another Federal health care program, or Medicaid; had its Medicare or Medicaid billing privileges revoked; or been debarred from participating in any government program. Therefore, the current requirement at 484.14(h) governing services under arrangement would be retained with a minor revision in the proposed standard at 484.105(e), Services under arrangement. CMS proposes to require that the primary HHA have a written agreement with another agency, with an organization, or with an individual, that it has contracted with to provide services to its patients, which stipulates that the primary HHA would maintain overall responsibility for all HHA care provided to a patient in accordance with the patient’s plan of care, whether the care is provided directly or under arrangement. If the primary HHA chooses to furnish some services under arrangement, then it retains management, service oversight, and financial responsibility for all services that are provided to the patient by its contracted entities. All services provided by contracted entities would be authorized by the primary HHA.

CMS proposes to move the current standard at 484.14(a), ‘‘Services furnished” to 484.105(f)(1). According to section 1861(o) of the Act, for purposes of participation in the Medicare program, a HHA is defined as being ‘‘primarily engaged in providing skilled nursing services and other therapeutic services,’’ without reference to the services being provided on a part-time or intermittent basis as provided in the current regulation. Although certain payment-related requirements make reference to the intermittent nature of HHA services, the phrase ‘‘part-time or intermittent’’ is not used in the statutory definition of an HHA. CMS proposes to be more closely align with the statutory definition, they are proposing to delete it from this standard. However, the use of the term ‘‘part-time or intermittent’’ would continue to exist under the coverage and eligibility requirements for home health services. 
In the proposed section 484.105(f)(1), skilled nursing and one of the therapeutic services must be made available on a visiting basis in the patient’s home. At least one service would be required to be provided directly by the HHA. This is a current requirement and would be retained. Other services could be offered under arrangement with another agency or organization. It should be noted that while HHAs may provide other services such as continuous nursing care either directly or under arrangement, those additional services might not be eligible for coverage under the Medicare program. 

3. Clinical Records (proposed 484.110)
In this proposed section it would retain, with some additional clarification, many of the long-standing clinical record requirements currently found at 484.48. In this condition, CMS proposes to retain only those process requirements which provide essential patient health and safety protection. The primary requirement under the proposed clinical records CoP would be that a clinical record containing pertinent past and current relevant information would be maintained for every patient who was accepted by the HHA to receive home health services. CSM wants to add the requirement that the information contained in the clinical record would need to be accurate, adhere to current clinical record documentation standards of practice, and be available to the physician who is responsible for the home health plan of care and appropriate HHA staff. The information could be maintained electronically. 
The clinical record would be required to exhibit consistency between the diagnosed condition, the plan of care, and the actual care furnished to the patient. Again consistency would be reflected in the appropriate link between patient assessment information and the services and treatments ordered and furnished in the plan of care. CMS recognizes many HHAs maintain electronic records, and they recognize that this technological change in home health care industry can provide all members of the interdisciplinary team access to important patient care information on an ongoing basis. 

In proposed 484.110(a), ‘‘Contents of clinical record,’’ contains several elements that are currently part of the clinical record requirement. CMS proposes to give  HHAs flexibility in maintaining clinical records, they are no longer specifically requiring the name of physician and drug, dietary, treatment, and activity orders be included in a dedicated part of the clinical record, since these items would already have been made part of the plan of care. 
In the proposed 484.110(a), CMS would require that the clinical record include: 
(1) The patient’s current comprehensive assessment, including all of the assessments from the most recent home health admission, clinical visit notes, and individualized plans of care; 
(2) all interventions, including medication administration, treatments, services, and responses to those interventions, which would be dated and timed in accordance with the requirements of proposed 484.110(b); 
(3) goals in the patient’s plan of care and the progress toward achieving the goals; 
(4) contact information for the patient and representative (if any);
(5)  contact information for the primary care practitioner or other health care professional who will be responsible for providing care and services to the patient  after discharge from the HHA; and 
(6)  a discharge or transfer summary note that would be sent to the patient’s primary care practitioner or other health care professional who will be responsible for providing care and services to the patient after discharge from the HHA within 7 calendar days, or, if the patient is discharged to a facility for further care, to the receiving facility within 2 calendar days of the patient’s discharge or transfer. 
CMS is asking for comments regarding these timeframes. They would like to know if these timeframes are adequate to assure a smooth transition of care and whether current HHA record systems are capable of producing a discharge summary in a shorter period of time, such as the same day that a patient is discharged. 

CMS Proposes to add a new standard at § 484.110(b) to require “authentication of clinical records.” We would require that all entries be legible, clear, complete, and appropriately authenticated, dated, and timed. Appropriate authentication refers to the process of identifying the person who has made an entry into the clinical record and that person’s acknowledgement, by a signature and a title, or use of an electronic identifier, that he/she is responsible for the content, accuracy, and completeness of the entry. This provision would allow HHAs to establish clear policies about clinical record entries and corrections. 

Under proposed 484.110(c), CMS would revise the current requirements under  484.48(a), ‘‘Retention of records.’’ In the proposed 484.110(c)(1), CMS would revise the provision regarding the timing of the 5-year clinical record retention period, they would simplify the provision to now require that clinical records be retained for 5 years after the discharge of the patient, unless state law stipulates a longer period of time. New York state does have a longer time period. CMS would also require that HHA policies provide for retention of records even if the HHA discontinues operations. 

CMS proposes at 484.110(d) to incorporate into this condition the requirement under current 484.48(b), ‘‘Protection of records,’’ relative to the safeguarding of information. At proposed 484.110(d), CMS would require that clinical records, their contents, and the information contained be safeguarded against loss or unauthorized use. 
The change under this section would add a new standard at § 484.110(e),  “Retrieval of clinical records.” CMS proposes that a patient’s clinical records (whether hard copy or electronic) be made readily available to a patient or appropriately authorized individuals or entities upon request. 
The second part under clinical records includes the HHS Policy Priority to Accelerate Interoperable Health Information Exchange (HIE), including Use of Certified Electronic Health Record Technology. 

In the proposed rule it states, “the Department is committed to accelerating health information exchange (HIE) through the use of electronic health records (EHRs) and other types of health information technology (HIT) across the broader care continuum through a number of initiatives including: (1) Alignment of incentives and payment adjustments to encourage provider adoption and optimization of HIT and HIE services through Medicare and Medicaid payment policies, (2) adoption of common standards and certification requirements for interoperable HIT, (3) support for privacy and security of patient information across all HIE-focused initiatives, and (4) governance of health information networks. 
CMS states they believe that HIE and the use of certified EHRs by home health agencies (and other providers ineligible for the Medicare and Medicaid EHR Incentive programs) can effectively and efficiently help providers improve internal care delivery practices, support management of patient care across the continuum, and enable the reporting of electronically specified clinical quality measures (eCQMs).
CMS encourages home health providers to use, and their health IT vendors to develop, ONC-certified HIT/EHR technology to support interoperable health information exchange with physicians, hospitals, other LTPAC providers, and with their patients. 

4. Personnel Qualifications (Proposed 484.115) 

Presently the qualifications for the HHA personnel are located at 484.4. CMS will be retaining most of these current personnel qualification requirements, they are just proposing a reorganization of the ‘‘Personnel qualifications’’ CoP.  As per the rule, “personnel qualifications would be set out as general qualification requirements (which  would cover all personnel), and personnel qualifications when state licensing laws or state certification or registration requirements exist (which would cover the additional requirements to practice under and in accordance with state laws, and which would cover all personnel where applicable).”

Public Health Nurse: The one exception, public health nurse would be deleted because public health nurses are RNs, and the qualifications for RN are already included in this section. CMS also proposes to replace the term ‘‘practical (vocational) nurse,’’ currently found in 484.4, with the more widely used and accepted term, ‘‘licensed practical nurse.’’ The proposed qualifications for a licensed practical nurse would be a person who has completed a practical nursing program, and who furnishes services under the supervision of a qualified registered nurse. Presently, the requirements for the supervision of licensed practical nurses, occupational therapy assistants and physical therapist assistants, and social work assistants are found in 484.30, 484.32, and 484.34. CMS will retain these supervision requirements and relocate them under the applicable profession’s qualifications and as described in this proposed standard. 

Administrator: As previously cited, CMS is revising the current personnel qualifications for HHA administrators. Their intent with this provision is to give HHAs flexibility. The proposed requirements are that a HHA administrator would be required to be a licensed physician, or hold an undergraduate degree, or be a registered nurse. In addition, CMS proposes that an administrator would have at least 1 year of supervisory or administrative experience in home health care or a related health care program. Having an undergraduate degree would be a new option for establishing the qualifications of an administrator that does not exist in the current regulations. CMS will not be specifying which undergraduate degree would be necessary to qualify for this option. CMS specifically ask for comments on this proposal. 

Social Worker and Social Work Assistants (Proposed 484.115(k) and (l)): CMS proposes to retain the current requirements for both social work assistants and social workers. CMS intends to clarify the requirement for a social worker by amending the regulation to state that those who hold a doctoral degree in social work would also meet the qualification requirements. 
Speech-Language Pathologists (SLP): CMS proposes to revise the personnel qualifications for SLPs in order to more closely align the regulatory requirements with those set forth in section 1861(ll) of the Act. They are proposing that a qualified SLP is an individual who has a master’s or doctoral degree in speech-language pathology, and who is licensed as a speech-language pathologist by the State. In the proposed rule, “should a state choose to not offer licensure at some point in the future, they propose a second, more specific, option for qualification. In that circumstance, they would require that a SLP has successfully completed 350 clock hours of supervised clinical practicum (or is in the process of accumulating supervised clinical experience); performed not less than nine months of supervised full-time speech-language pathology services after obtaining a master’s or doctoral degree in speech-language pathology or a related field; and successfully completed a national examination in speech-language pathology approved by the Secretary.” 
Health Disparities

With this proposed rule, CMS is addressing the 1985 landmark report which revealed large and persistent gaps in health status among Americans of different racial and ethnic groups. Since 1985, research shows disparities as a national problem and expanded the populations to include groups of people who have experienced greater obstacles to relating to healthcare based on their racial or ethnic groups; religion; socioeconomic status; gender; age; mental health; cognitive, sensory or physical disability; sexual orientation or gender identity; geographic location; and other features linked to discrimination or exclusion. The populations have expanded to include those with limited English proficiency. The proposed rule requires that patient rights must be explained to the patient in a language and manner in which he or she understands. CMS is requesting comments in regard to how the proposed rule could be used to address health disparities. 
Comments and Next Steps
As of Nov. 29, CMS extended the period for submitting comments by 30 days. Comments will now be accepted until 5 p.m., Jan. 7, 2015. Comments should reference file code CMS-3819-P and may be submitted electronically at http://www.regulations.gov by following the instructions under More Search Options.
LeadingAge NY will be conferring with LeadingAge and other State affiliates regarding member’s concerns and questions. Please share your concerns with us or you can submit your questions directly to CMS. 
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