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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 403, 416, 418, 441, 460,
482, 483, 484, 485, 486, 488, 491, and
494

[CMS—-3346—P]
RIN 0938-AT23
Medicare and Medicaid Programs;
Regulatory Provisions To Promote

Program Efficiency, Transparency, and
Burden Reduction

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
reform Medicare regulations that are
identified as unnecessary, obsolete, or
excessively burdensome on health care
providers and suppliers. This proposed
rule would increase the ability of health
care professionals to devote resources to
improving patient care by eliminating or
reducing requirements that impede
quality patient care or that divert
resources away from furnishing high
quality patient care.

DATES: To be assured consideration,
comments must be received at one of
the addresses provided below, no later
than 5 p.m. on November 19, 2018.

ADDRESSES: In commenting, please refer
to file code CMS-3346—P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

Comments, including mass comment
submissions, must be submitted in one
of the following three ways (please
choose only one of the ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the “Submit a comment” instructions.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-3346—-P, P.O. Box 8010, Baltimore,
MD 21244-1810.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS-3346—P, Mail
Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244—-1850.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
Alpha-Banu Wilson, (410) 786—8687.
We have also included a subject matter
expert under the “Provisions of the
Proposed Rule” section for each
provision set out in the proposed rule.

SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following
website as soon as possible after they
have been received: http://
www.regulations.gov. Follow the search
instructions on that website to view
public comments.
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I. Executive Summary and Background
A. Purpose

Over the past several years, we have
revised the Conditions of Participation
(CoPs) and Conditions for Coverage
(CfCs) to reduce the regulatory burden
on providers and suppliers while
preserving health and safety. We
identified obsolete and burdensome
regulations that could be eliminated or
reformed to improve effectiveness or
reduce unnecessary reporting
requirements and other costs, with a
particular focus on freeing up resources
that health care providers, health plans,
and States could use to improve or
enhance patient health and safety. We
also examined policies and practices not
codified in rules that could be changed
or streamlined to achieve better
outcomes for patients while reducing
burden on providers and suppliers of
care, and we identified non-regulatory
changes to increase transparency and to
become a better business partner. In
addition, the Centers for Medicare &
Medicaid Services (CMS) and the
Department of Health and Human
Services (HHS) have reaffirmed their
commitment to the vision of creating an
environment where agencies
incorporate and integrate the ongoing
retrospective review of regulations into
Department operations to achieve a
more streamlined and effective
regulatory framework. The objectives
were to improve the quality of existing
regulations consistent with statutory
requirements; streamline procedural
solutions for businesses to enter and
operate in the marketplace; maximize
net benefits (including benefits that are
difficult to quantify); and reduce costs
and other burdens on businesses to
comply with regulations.

In accordance with these goals, we
published three final rules that
identified unnecessary, obsolete, or
excessively burdensome regulations on
health care providers, suppliers, and
beneficiaries. These rules further
increased the ability of health care
professionals to devote resources to
improving patient care by eliminating or
reducing requirements that impede
quality patient care or that divert
providing high quality patient care:

¢ “Reform of Hospital and Critical
Access Hospital Conditions of
Participation”, published May 16, 2012
(77 FR 29034);

e ‘‘Regulatory Provisions to Promote
Program Efficiency, Transparency, and
Burden Reduction”, published May 16,
2012 (77 FR 29002) and;

¢ ‘‘Regulatory Provisions to Promote
Program Efficiency, Transparency, and
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Burden Reduction; Part II”’, published
May 12, 2014 (79 FR 27105).

This proposed rule is a continuation
of our efforts to reduce regulatory
burden and is in accordance with the
January 30, 2017 Executive Order
“Reducing Regulation and Controlling
Regulatory Costs” (Executive Order
13771). We propose changes to the
current requirements, CoPs, and
Conditions for Coverage (CfCs) that will
simplify and streamline the current
regulations and thereby increase
provider flexibility and reduce
excessively burdensome regulations,
while also allowing providers to focus
on providing high-quality healthcare to
their patients. This proposed rule will
also reduce the frequency of certain
required activities and, where
appropriate, revise timelines for certain
requirements for providers and
suppliers and remove obsolete,
duplicative, or unnecessary
requirements. Ultimately, these
proposals balance patient safety and
quality, while also providing broad
regulatory relief for providers and
suppliers.

We seek to reduce burdens for health
care providers and patients, improve the
quality of care, decrease costs, and
ensure that patients and their providers
and physicians are making the best
health care choices possible. Therefore,
we are soliciting public comments on
additional regulatory reforms for burden
reduction in future rulemaking.
Specifically, we are seeking public
comment on additional proposals or
modifications to the proposals set forth
in this rule that would further reduce
burden on Medicare and Medicaid
participating providers and suppliers
and create cost savings, while also
preserving quality of care and patient
health and safety. Consistent with our
“Patients Over Paperwork” Initiative,
we are particularly interested in any
suggestions to improve existing
requirements, within our statutory
authority, where they make providing
quality care difficult or less effective.
We also note that such suggestions
could include or expand upon
comments submitted in response to
Requests for Information (RFIs) that
were included in the 2017 prospective
payment regulations for most provider
types. We refer readers to the public
comments that were submitted in
response to the RFI for the following
2017 payment regulations:

e End-Stage Renal Disease
Prospective Payment System and
Payment for Renal Dialysis Services
Furnished to Individuals with Acute
Kidney Injury, and End-Stage Renal
Disease Quality Incentive Program

found at https://www.regulations.gov/
docket?D=CMS-2017-0084.

e CY 2018 Home Health Prospective
Payment System Rate Update; Value-
Based Purchasing Model; and Quality
Reporting Requirements found at
https://www.regulations.gov/
docket?D=CMS-2017-0100.

e FY 2018 Hospice Wage Index and
Payment Rate Update and Hospice
Quality found at https://
www.regulations.gov/
document?D=CMS-2017-0062-0001.

e FY 2018 Hospital Inpatient
Prospective Payment System for Acute
Care Hospitals and the Long-Term Care
Hospital Prospective Payment System
RFI, found at https://
www.regulations.gov/docket?D=CMS-
2017-0055.

e CY 2018 Hospital Outpatient PPS
Policy Changes and Payment Rates and
Ambulatory Surgical Center Payment
System Policy Changes and Payment
Rates found at https://
www.regulations.gov/docket?D=CMS-
2017-0091.

e FY 2018 Inpatient Rehabilitation
Facility Prospective Payment System
found at https://www.regulations.gov/
document?D=CMS-2017-0059-0002.

e FY 2018 Inpatient Psychiatric
Facilities Prospective Payment System
found at https://www.regulations.gov/
document?D=CMS-2018-0053-0002.

e CY 2018 Revisions to Payment
Policies under the Physician Fee
Schedule and Other Revisions to Part B
found at https://www.regulations.gov/
docket?D=CMS-2017-0092.

e FY 2018 Prospective Payment
System and Consolidated Billing for
Skilled Nursing Facilities found at
https://www.regulations.gov/
document?D=CMS-2017-0060-0002.

Public comments on the RFIs can be
found by searching for the terms “RFI”
or “request for information” in the
aforementioned 2017 payment
regulation dockets on
www.regulations.gov.

The most useful comments will be
those that include data or evidence to
support the position, offer suggestions
to amend specific sections of the
existing regulations, or offer particular
additions.

B. Summary of Major Provisions

We propose to reduce regulatory
burden on providers and suppliers by
modifying, removing, or streamlining
current regulations that we now believe
are excessively burdensome. The
proposals fall under three categories: (1)
Proposals that simplify and streamline
processes, (2) proposals that reduce the
frequency of activities and revise
timelines, and (3) proposals that are

obsolete, duplicative, or that contain
unnecessary requirements, as follows.

1. Proposals That Simplify and
Streamline Processes

a. Discharge Planning in Religious
Nonmedical Health Care Institutions
(RNHClIs)

We have concluded that a more
condensed and flexible process for
discharge planning for RNHCIs would
reduce burden and simplify the
discharge process for patients.
Specifically, we propose to revise the
requirements at 42 CFR 403.736(a),
requiring an evaluation, and
§403.736(b), requiring a discharge plan.
Instead of specifying detailed discharge
processes, we would simply require
RNHCISs to assess the need for a
discharge plan for any patient identified
as likely to suffer adverse consequences
if there is no plan, and provide
discharge instructions to the patient and
the patient’s caregiver as necessary
when the patient is discharged home.

b. Ambulatory Surgical Center (ASC):
Transfer Agreements With Hospitals

We propose to remove the
requirements at 42 CFR 416.41(b)(3),
“Standard: Hospitalization.” This
would address the competition barriers
that currently exist in some situations
where hospitals providing outpatient
surgical services refuse to sign written
transfer agreements or grant admitting
privileges to physicians performing
surgery in an ambulatory surgical center
(ASC). The Emergency Medical
Treatment and Labor Act emergency
response regulations would continue to
address emergency transfer of a patient
from an ASC to a nearby hospital.

c. ASC Requirements for
Comprehensive Medical History and
Physical Assessment

We propose to remove the current
requirements at §416.52(a) and replace
them with requirements that defer, to a
certain extent, to the ASC policy and
operating physician’s clinical judgment
to ensure that patients receive the
appropriate pre-surgical assessments
tailored to the patient and the type of
surgery being performed. We still would
require the operating physician to
document any pre-existing medical
conditions and appropriate test results,
in the medical record, which would
have to be considered before, during
and after surgery. In addition, we have
retained the requirement that all pre-
surgical assessments include
documentation regarding any allergies
to drugs and biologicals, and that the
medical history and physical
examination (H&P), if completed, be
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placed in the patient’s medical record
prior to the surgical procedure.

d. Hospice Requirements for Medication
Management

We have concluded that the
requirements at 42 CFR 418.106(a)(1),
related to having on the hospice staff, an
individual with specialty knowledge of
hospice medications, is no longer
necessary for various reasons. Therefore,
we propose to remove these
requirements.

In addition, we propose to replace the
requirement that hospices provide a
copy of medication policies and
procedures to patients, families and
caregivers with a requirement that
hospices provide information regarding
the use, storage, and disposal of
controlled drugs to the patient or patient
representative, and family. This
information would be provided in a
more user-friendly manner, as
determined by each hospice. We believe
this could improve patients’ and
caregivers’ comprehension and
maximize the effectiveness of the
education effort.

e. Hospice Requirements: Orientation of
Skilled Nursing Facility (SNF) and
Intermediate Care Facilities for
Individuals With Intellectual
Disabilities (ICF/IID) Staff

We propose to move the requirements
at §418.112(f) to the “Written
agreement”’ standard at new
§418.112(c)(10). Moving the
requirement for facility staff orientation
from a standalone requirement that
places responsibility solely on hospices
to the section of the rule related to the
written agreement established between
hospices and skilled nursing facilities
(SNFs) and intermediate care facilities
for individuals with intellectual
disabilities (ICFs/IID) will allow both
entities to negotiate the terms for
assuring orientation of facility staff. This
will give hospices more freedom to
develop innovative approaches and
avoid effort duplication with other
hospices that are orienting the same
facility staff.

f. Hospital Quality Assessment and
Performance Improvement Program
(QAPI Program)

We propose a new standard at 42 CFR
482.21(f), “Unified and integrated QAPI
program for multi-hospital systems.”
We would allow a hospital that was part
of a hospital system consisting of
multiple separately certified hospitals
using a system governing body that was
legally responsible for the conduct of
two or more hospitals, the system
governing body could elect to have a

unified and integrated Quality
Assessment and Performance
Improvement (QAPI) program for all of
its member hospitals after determining
that such a decision was in accordance
with all applicable State and local laws.
The system governing body is
responsible and accountable for
ensuring that each of its separately
certified hospitals meets all of the
requirements of this section. Each
separately certified hospital within the
system would have to demonstrate that:
The unified and integrated QAPI
program was established in a manner
that takes into account each member
hospital’s unique circumstances and
any significant differences in patient
populations and services offered in each
hospital; and the unified and integrated
QAPI program would establish and
implement policies and procedures to
ensure that the needs and concerns of
each of its separately certified hospitals,
regardless of practice or location, were
given due consideration, and that the
unified and integrated QAPI program
would have mechanisms in place to
ensure that issues localized to particular
hospitals were duly considered and
addressed.

g. Hospital Requirements for
Comprehensive Medical History and
Physical Examinations (§§ 482.22,
482.24, and 482.51)

We propose to allow hospitals the
flexibility to establish a medical staff
policy describing the circumstances
under which such hospitals could
utilize a pre-surgery/pre-procedure
assessment for an outpatient, instead of
a comprehensive medical history and
physical examination (H&P). We believe
that the burden on the hospital, the
practitioner, and the patient could be
greatly reduced by allowing this option.
In order to exercise this option, a
hospital would need to document the
assessment in a patient’s medical
record. The hospital’s policy would
have to consider patient age, diagnoses,
the type and number of surgeries and
procedures scheduled to be performed,
comorbidities, and the level of
anesthesia required for the surgery or
procedure; nationally recognized
guidelines and standards of practice for
assessment of specific types of patients
prior to specific outpatient surgeries and
procedures; and applicable state and
local health and safety laws.

h. Hospital Infection Control Program

We propose a new standard at
§482.42(c), “Unified and integrated
infection control program for multi-
hospital systems.” Like the proposed
requirements for a unified and

integrated QAPI program, the proposed
standard for infection control would
allow a hospital that is part of a hospital
system consisting of multiple separately
certified hospitals using a system
governing body that is legally
responsible for the conduct of two or
more hospitals, the system governing
body can elect to have a unified and
integrated infection control program for
all of its member hospitals after
determining that such a decision is in
accordance with all applicable State and
local laws. The system governing body
is responsible and accountable for
ensuring that each of its separately
certified hospitals meets all of the
requirements of this section. Each
separately certified hospital within the
system must demonstrate that: The
unified and integrated infection control
program is established in a manner that
takes into account each member
hospital’s unique circumstances and
any significant differences in patient
populations and services offered in each
hospital; the unified and integrated
infection control program establishes
and implements policies and
procedures to ensure that the needs and
concerns of each of its separately
certified hospitals, regardless of practice
or location, are given due consideration,
and that the unified and integrated
infection control program has
mechanisms in place to ensure that
issues localized to particular hospitals
are duly considered and addressed; and
a qualified individual (or individuals)
has been designated at the hospital as
responsible for communicating with the
unified infection control program and
for implementing and maintaining the
policies and procedures governing
infection control as directed by the
unified infection control program.

i. Special Requirements for Psychiatric
Hospitals

We propose at §482.61(d) to clarify
the scope of authority for non-physician
practitioners or Doctor of Medicine
Doctor of Osteopathic Medicine (MD/
DOs) to document progress notes of
patients receiving services in
psychiatric hospitals.

j. Special Requirement for Transplant
Centers and Definitions

We are proposing a nomenclature
change at part 482 and the transplant
center regulations at §§ 482.68, 482.70,
482.72 through 482.104, and at § 488.61.
This change would update the
terminology used in the regulations to
conform to the terminology that is
widely used and understood within the
transplant community, thereby reducing
provider confusion.
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k. Data Submission, Clinical Experience,
and Outcome Requirements for Re-
Approval of Transplant Centers

We propose to remove the
requirements at §482.82 that require
transplant centers to submit clinical
experience, outcomes, and other data in
order to obtain Medicare re-approval.
Transplant centers will still be required
to comply with the CoPs at §§482.72
through 482.104 and the data
submission, clinical experience, and
outcome requirements for initial
Medicare approval under §482.80.

1. Special Procedures for Approval and
Re-Approval of Organ Transplant
Centers

We propose to remove the
requirements at §488.61(f) through (h)
with respect to the re-approval process
for transplant centers. This change
corresponds to the proposed removal of
the provisions §482.82.

m. HHA Requirements for Verbal
Notification of Patient Rights and
Responsibilities

We propose to remove the
requirements for verbal (meaning
spoken) notification of patient rights to
those patient rights elements for which
the Social Security Act (the Act)
requires such verbal notification.
Specifically, we propose to only require
verbal notice for those rights related to
payments made by Medicare, Medicaid,
and other federally funded programs,
and potential patient financial
liabilities.
n. Personnel Requirements for Portable
X-Ray Technologists

We propose to revise §486.104,
“Condition for coverage: Qualifications,
orientation and health of technical
personnel”, to align the current
requirements at §486.104(a)(1), (2), (3),
(4) with §482.26(c)(2), which refers to
qualifications of radiologic technologists
in hospitals and is focused on the
qualifications of the individual
performing services.

o. Portable X-Ray Requirements for
Orders

We propose to revise the requirements
for portable x-ray orders at
§486.106(a)(2). We propose to remove
the requirement that physician or non-
physician practitioner’s orders for
portable x-ray services must be written
and signed. We also propose to replace
the specific requirements related to the
content of each portable x-ray order
with a cross-reference to the
requirements at 42 CFR 410.32, which
also apply to portable x-ray services.
These proposed changes would simplify

the ordering process for portable x-rays
and promote the use of more efficient
ordering methods, such as electronic
orders.

p. Emergency Preparedness
Requirements: Requirements for
Emergency Plans

We propose to eliminate part of the
requirement from § 482.15(a)(4) for
hospitals and other parallel provisions
for other affected Medicare and
Medicaid providers and suppliers
(referred to collectively as “‘facilities,”
throughout the remainder of this
proposed rule where applicable), that
facilities document efforts to contact
local, tribal, regional, State, and Federal
emergency preparedness officials, and
that facilities document their
participation in collaborative and
cooperative planning efforts. In
accordance with the remaining
requirement at § 482.15(a)(4), facilities
would still be required to include a
process for cooperation and
collaboration with local, tribal, regional,
State and Federal emergency
preparedness officials’ efforts to
maintain an integrated response during
a disaster or emergency situation. Only
the documentation requirements would
be eliminated.

2. Proposals That Reduce the Frequency
of Activities and Revise Timelines

a. Home Health Agency (HHA)
Requirements for Providing Patients
With Copies of Clinical Records

We propose to remove the
requirement that Home Health Agencies
(HHASs) provide a copy of the clinical
record to a patient, upon request, by the
next home visit. We propose to retain
the requirement that the copy of the
clinical record must be provided, upon
request, within 4 business days.

b. CAH Annual Review of Policies and
Procedures

We propose to change the
requirement at § 485.635(a)(4) to reflect
the current medical practice where
providers are expected to update their
policies and procedures as needed in
response to regulatory changes, changes
in the standard of care, or nationally
recognized guidelines. The current CoP
at §485.635(a)(4) requires a CAH’s
professional personnel to review its
policies at least annually and the CAH
to review as necessary. We propose to
reduce burden and provide flexibility by
requiring the CAH’s, professional
personnel, at a minimum, to conduct a
biennial review of its policies and
procedures instead of an annual review.

c. Comprehensive Outpatient
Rehabilitation Facility (CORF)
Utilization Review Plans

We propose to amend the utilization
review plan requirements at § 485.66 to
reduce the frequency of utilization
reviews from quarterly to annually. This
would allow an entire year to collect
and analyze data to inform changes to
the facility and the services provided.

d. Community Mental Health Center
(CMHC) Requirements for Updating the
Client Assessment

We propose to remove the
requirement that all Community Mental
Health Center (CMHC) clients receive an
updated assessment every 30 days.
Instead, we would require updates of
the patient assessment in accordance
with client needs and standards of
practice. For clients receiving partial
hospitalization services, we propose to
retain the 30 day assessment update
time frame in accordance with existing
Medicare payment requirements for
partial hospitalization services.

e. RHC and FQHC Review of Patient
Care Policies

We propose to revise the requirement
at §491.9(b)(4) that RHC and FQHC
patient care policies are reviewed at
least annually by a group of professional
personnel to review every other year to
reduce the frequency of policy reviews.

f. RHC and FQHC Program Evaluation

We propose to revise the requirement
at §491.11(a) by changing the frequency
of the required RHC or FQHC evaluation
from annually to every other year.

g. Emergency Preparedness
Requirements: Requirements for Annual
Review of Emergency Program

On September 16, 2016, we finalized
a rule imposing emergency
preparedness requirements on most
Medicare and Medicaid facilities
(Emergency Preparedness Requirements
for Medicare and Medicaid Participating
Providers and Suppliers, 81 FR 63860).
Facilities participating in Medicare and/
or Medicaid are now required, among
other things, to review their emergency
preparedness programs annually. This
includes a review of their emergency
plans, policies and procedures,
communication plans, and training and
testing programs. We propose to revise
these requirements, so that applicable
providers and suppliers have increased
flexibility with compliance.
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h. Emergency Preparedness
Requirements: Requirements for
Training

As with the review of the emergency
plan previously discussed, we propose
to revise the requirement that facilities
develop and maintain a training
program based on the facility’s
emergency plan annually. Instead, we
would require that facilities provide
training biennially (every 2 years) after
facilities conduct initial training for
their emergency program. In addition,
we propose to require additional
training when the emergency plan is
significantly updated.

i. Emergency Preparedness
Requirements: Requirements for Testing

For inpatient providers, we propose to
expand the types of acceptable testing
exercises that may be conducted such
that one of the two annually required
testing exercises may be an exercise of
their choice, which may include one
community-based full-scale exercise, if
available, an individual facility-based
functional exercise, a drill, or a tabletop
exercise or workshop that includes a
group discussion led by a facilitator. For
outpatient providers, we propose to
revise the requirement such that only
one testing exercise is required
annually, which may be either one
community-based full-scale exercise, if
available, or an individual facility-based
functional exercise, every other year and
in the opposite years, these providers
may chose the testing exercise of their
choice which may include a
community-based full-scale exercise, if
available, a facility-based functional
exercise, a drill, or a tabletop exercise or
workshop that includes a group
discussion led by a facilitator.

3. Proposals That Are Obsolete,
Duplicative, or That Contain
Unnecessary Requirements

a. Hospice Aide Training and
Competency Requirements

We propose to revise §418.76(a)(1)(iv)
to remove the requirement that a State
licensure program meet the specific
training and competency requirements
set forth in §418.76(b) and (c) in order
for such licensure to qualify a hospice
aide to work at a Medicare-participating

hospice. We would defer to State
licensure requirements regardless of
their content or format, and would
allow states to set forth training and
competency requirements that meet the
needs of their populations. We believe
that this change would streamline the
hiring process for most hospices.

b. Medical Staff: Autopsies

We propose to remove the
requirement for hospitals at § 482.22(d),
which states that a hospital’s medical
staff should attempt to secure autopsies
in all cases of unusual deaths and of
medical-legal and educational interest.
We propose to instead defer to State law
regarding such medical-legal
requirements.

c. Hospital and CAH Swing-Bed
Requirements

We propose to remove the cross
reference to §483.10(f)(9) at
§482.58(b)(1) (for hospital swing-bed
providers) and § 485.645(d)(1) (for CAH
swing-bed providers). The cross-
reference gives a resident the right to
choose to, or refuse to, perform services
for the facility if they so choose. If the
resident works, the facility must
document it in the resident’s plan of
care, noting whether the services are
voluntary or paid, and, if paid,
providing wages for the work being
performed, at prevailing rates.

We propose to remove the cross-
reference to §483.24(c) at §482.58(b)(4)
(for hospital swing-bed providers) and
§485.645(d)(4) (for CAH swing-bed
providers). This cross reference requires
that the facility provide an ongoing
activity program based on the resident’s
comprehensive assessment and care
plan directed by a type of qualified
professional specified in the regulation.

We propose to remove the cross-
reference to §483.70(p) at § 482.58(b)(5)
(for hospital swing-bed providers) and
§485.645(d)(5) (for CAH swing-bed
providers requiring facilities with more
than 120 beds to employ a social worker
on full-time basis).

We propose to remove the cross-
reference to §483.55(a)(1) at
§482.58(b)(8) (for hospital swing-bed
providers) and § 485.645(d)(8) (for CAH
swing-bed providers) requiring that the
facility assist residents in obtaining

routine and 24-hour emergency dental
care.

d. Home Health Agency Home Health
Aide Supervision Requirements

We propose to revise the requirement
at §418.76(h) related to completing a
full competency evaluation when an
aide is found to be deficient in one or
more skills. Instead of completing a full
competency evaluation, an aide would
only be required to complete retraining
and a competency evaluation directly
related to the deficient skills.

e. CAH Disclosure Requirements

We propose to remove § 485.627(b)(1),
the requirement for CAHs to disclose
the names of people with a financial
interest in the CAH. This is currently a
requirement under the program integrity
requirements at 42 CFR 420.206, which
are referenced in the provider agreement
rules in 42 CFR 489.53(a)(8). The
provider agreement rules note that the
basis for termination of the provider
agreement includes failure of the
provider to furnish ownership
information as required in § 420.206,
making this CAH CoP requirement
duplicative of those regulations.

C. Summary of Costs and Benefits
1. Overall Impact

This proposed rule would create
savings and reduce burden in many
areas. Several of the proposed changes
would create measurable monetary
savings for providers and suppliers,
while others would create less
quantifiable savings of time and
administrative burden. We estimate a
total annual savings of $1,123 million
using the midpoints of estimated ranges.
We also estimate a one-time
implementation cost of $64 million.

2. Section-by-Section Economic Impact
Estimates

Table 1 summarizes the provisions for
which we are able to provide specific
estimates for savings or burden
reductions (these estimates are
uncertain and could be substantially
higher or lower, as explained in the
regulatory impact analysis section of
this proposed rule):
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TABLE 1—SUMMARY OF COSTS AND BENEFITS
Estimated
Number of annual
Provider or supplier type and description of proposed provisions Frequency affected savings
entities or benefits
($millions)
Religious Nonmedical Health Care Institution:
e Discharge Planning ........cccocoiiiiiiiiiiii e As patients are discharged (Esti- 18 ()]
mated 619 annual discharges).
Ambulatory Surgical Center:
e Governing Body and Management ..........cccccovverieinicnnieenieeseennn Upon failed hospital transfer agree- 5,557 *
ment attempts.
e Patient Admission, Assessment and Discharge (History and | Every patient admission to an ASC 15,557 454
Physical) **. or hospital outpatient. 25,031
o Medical RECOIAS ......cccceiiiiiiiieeiee et Recurring annually .........cccceeeneen. 5,557 0
Hospices:
e Drugs and Biologicals, Medical Supplies, and Durable Medical | Recurring annually ...........ccccccoceenee 1,151 80
Equipment.
o Hospices That Provide Hospice Care to residents of a SNF/NF or | Recurring annually ...........cccccoeeeene 4,602 W)
ICF/IID.
o Hospice Aide and Homemaker Services ..........ccocvvviieeniieenieennen. Recurring annually ..........cccceveeeeeen. 3,498 2
Hospitals:
¢ Quality Assessment and Performance Improvement Program ...... Recurring annually 5,031 28
o Medical staff: AUtOPSIES ......c.coiciiiiiiiiii e Recurring annually 5,031 0
o INfECtion CONTIOL .......oouiiiiiiiie s Recurring annually 5,031 105
e Special requirements for hospital providers of long-term care | Recurring annually 5,031 30
services (“swing-beds”).
e Special Requirements for Psychiatric Hospitals ...........cc.cccccenenenne Recurring annually ..........c.cceeeeeee. 574 62
Transplant Programs:
e Various provisions related to performance *** ..........cc.cccoiiiiiennen. Recurring annually ..........cccceeeeeee. 750 (3)
Home Health Agencies:
o Patient rights ..o Recurring annually 12,624 55
e Home health aide services Recurring annually 12,624 0
® ClNICAl FTECOMAS .....eiiuiiiiiitieiecie ettt Recurring annually 12,624 0
Critical Access Hospitals:
® Provision of ServiCeSs ........cccueeiiiiiiiiiiisiee e Recurring biennially ...........c.c.coc...... 1,343 2
o Organizational StrUCIUIE .........cccceiiiiiiiinii e Recurring annually 1,343 *
e Special requirements for hospital providers of long-term care | Recurring annually 1,246 86
services (“swing-beds”).
Comprehensive Outpatient Rehabilitation Facilities:
o Utilization Review Plan ... Recurring annually ........cccccoeveeenee. 188 *
Community Mental Health Centers:
o Assessment Update .......cccceeveeciieeeiiiie e Recurring annually .........ccccceeveennee. 52 W)
Portable X-Ray Services:
¢ Qualifications of X-ray technicians *** ............cccocrviriiieninienenens ANNUAl e 500 31
e Removing Written Orders ..........cccocoeeiiiiiiiciccecee e Annual ..o 500 29
RHC (4,160 clinics) & FQHC (7,874 center locations):
® Provision of SErviCes ........cccueeriiieiiiiniesie e Recurring biennially .............c.c....... 12,034 7
o Program Evaluation ..........cccooeiiiiiniiie e Recurring biennially ............cccoce.... 12,034 9
Emergency Preparedness for Providers and Suppliers:
¢ Annual Review of Emergency Preparedness Program .................. Recurring annually 72,844 94
o Emergency Plan ... Recurring annually 68,254 7
e Training and Testing-Training Program .. .... | Recurring annually 69,196 33
e Training and Testing-Testing ........ccociiiiiiiiiiii e Recurring annually 36,971 9
Total Annual Savings .....cccceeveevieeiienieeseesieenne 1,123
Life-extending benefits for transplant patients ** ®)

* Amount is less than 1 million dollars.

**These include proposed changes to the following requirements: Special Requirements for Transplant Programs; Data submission, Clinical
Experience, and Outcome Requirement for Re-approval of Transplant Programs; and Special Procedures for Approval and Re-Approval of Organ

Transplant Programs.

***This estimate is for first full year savings only and will increase in future years.

1(ACSs).
2 (Hospitals).
3 Not Quantified.
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II. Provisions of the Proposed
Regulations

A. Religious Nonmedical Health Care
Institutions (RNHCIs)—Discharge
Planning (§ 403.736(a) and (b))

Section 1861(ss)(1) of the Act defines
the term “Religious Nonmedical Health
Care Institution” (RNHCI) and lists the
requirements that a RNHCI must meet to
be eligible for Medicare participation.
We have implemented these provisions
in 42 CFR part 403, subpart G,
“Religious Nonmedical Health Care
Institutions Benefits, Conditions of
Participation, and Payment.” Currently
there are 18 Medicare-certified RNHCIs
that are subject to the RNHCI
regulations.

A RNHCI provides only non-medical
items and services through non-medical
nursing personnel on a 24-hour basis.
These services are provided to
beneficiaries who choose to rely solely
upon a religious method of healing and
for whom the acceptance of medical
services would be inconsistent with
their religious beliefs. “Religious non-
medical care” or ‘“religious method of
healing’”” means care provided under
established religious tenets that prohibit
conventional or unconventional medical
care for the treatment of the patient, and
exclusive reliance on religious activity
to fulfill a patient’s total healthcare
needs. The RNHCI does not furnish
medical screening, examination,
diagnosis, prognosis, treatment, or the
administration of drugs or biologicals to
its patients.

Section 403.736(a) and (b) of the
RNHCI’s GoPs, as amended in the
November 28, 2003 Federal Register (68
FR 66710), requires RNHCIs to have a
discharge planning process for patients.
We reviewed the current CoPs and
payment for RNHCIs at 42 CFR part 403,
subpart G, in an effort to reduce burden
and provide flexibility as feasible. As a
result of the review,