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HCFA ADMINISTRATIVE STREAMLINING
December 14, 1954

Communication with Medicare Beneficiaries

Issue: The Medicare program is increasingly complex and
confusing. It is very important that we maintain good
communication with our primary customers, the beneficiaries, so
as to mitigate any confusion about the program.

Discussion: HCFA is implementing a number of initiatives towards
improving communicatione with our primary customer, the
beneficiary. In the Medicare program, the following activities
are underway in terms of planning, pilot testing, or
implementation:

- A combined Part A/Part B Medicare Summary Notice which will
consolidate into a single, easy-to-read, monthly statement
of all of a beneficiary’s claims activity for the month. We
will be eliminating the multiple forms that Medicare
intermediaries and carriers currently use.

- The Medicare Summary Notice will allow the beneficiary to
more easily request a review of their Medicare determination
rather than the current process of making a separate
request.

- The physician can be a patient advocate and we want to
promote this important beneficiary service. Consequently,
we are exploring the release of beneficiary claims data (the
Explanation of Your Medicare Part B Benefits (EOMB)) to
physicians who do not accept Medicare assignment (those that
accept assignment already get this information).

- Recognizing diversity in the Medicare program is important
to our communication efforts, we will be expanding the use
of Spanish EOMBs and testing their success at effectively
informing Hispanic beneficiaries. '

Though these are just some of our communication ideas, HCFA is
continually seeking and implementing other improvements to our
communication vehicles with beneficiaries. Many of these ideas
are provided to us by beneficiaries.

Status:

o) Combined EOMB Notice. In December 1994, HCFA will be
developing prototype notices. In February 1995, HCFA will
be using beneficiary focus groups to gain feedback on the
prototypes. The implementation target date is October 1995.



01/18/95 16:38 202 401 7321 HHS ASPE/HP @oo4/017

o Releasing EOMB Information to Non-Agsignment Physicians.
Release of this information was pilot tested in two regions,

Kansas City and New York. The pilots were successfully
completed in July 1994 and HCFA is planning for nationwide
implementation.

o] Spanish EOMB. Spanish EOMB’s will be pilot tested in
Florida beginning in April 1995.

Budget Impact: Each of these proposals has minimal budget
impact.
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Eliminate Fraud and Abuse

Isgsue: As a major payer of health care services in the country,
the Medicare and Medicaid programs are natural targets for those
wishing to gain financial rewards through fraudulent and abusive
activities.

Digcussion:
o} Detection.

We have consolidated payment of durable medical equipment
(DME) into four carriers in order to enable us to focus
claims review on this problem area. One of the four has
responsibility for analyzing patterns within all DME claims
to highlight problem areas.

Working with carriers and intermediaries, we are developing
advanced computer systems to detect fraudulent patterns of
billing in all types of claims. This will enable us to
intervene early when problems are suspected.

In problem areas such as South Florida, we are combining
Medicare claims with those from Medicaid to provide a more
robust data base on which to detect unusual patterns. We
plan to expand to include private claims with cooperation of
several existing carriers.

We are undertaking an education program to inform employees
and beneficiaries of their responsibility to report
suspicious practices.

State surveyors who visit home health agencies and nursing
homes will be trained to detect and report evidence of
fraud. They will also be provided with information from
claims analysis which indicates quality problems.

The Medicare Transaction System (MTS), a uniform, national
system for processing Medicare claims, will replace the
diverse existing systems and provide HCFA with improved
capability for identifying fraud.

o ° Prevention and Enforcement.

We have initiated stricter standards for suppliers under
Medicare and Medicaid and are working with States to trace
repeat offenders who create new organizations in orxrder to
continue in the program.

We are developing methods to ensure that both suppliers and
providers who have engaged in fraudulent activities will not
be able to move to ancther state and resume practice.
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We are actively coordinating the enforcement activities of
carrier fraud units, HCFA staff, the Office of the Inspector
General and the Department of Justice in areas where high
rates of fraud are suspected.

Status: These programs are all ongoing. GTE was awarded the
design contract for the MTS in January 1994. HCFA plans to begin
implementation in 1997.

Budget Impact: Significant savings are expected. Each
additional dollar spent on payment safeguards activities,
including fraud and abuse activities, would result in at least
eight dollars of savings to the Medicare Trust Funds. The
Department and HCFA continue to work to establish a secure source
of funding for this important type of investment in program
integrity.
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Billing and Payment Improvements

Issue: Providers are increasingly frustrated with the perceived
administrative burden and complexity of Medicare’s billing
procedures.

Discussion: HCFA has undertaken several actions under current
law to streamline our billing and payment procedures. In
addition, we are considering some legislative proposals as part
of the 1996 budget and legislative process.

(o] Eliminating Pre-Billing Attestation Reguirement.

HCFA is eliminating pre-billing requirements for attestation
by physicians of diagnoses and major procedures performed in
the hospital. This will lessen the administrative burden on
physicians who provide services to Medicare beneficiaries.

o Providing Uniform Identification Numbers to all Providers.

HCFA is leading an effort involving other Federal payers of
health services, including the Department of Veterans’
Affairs, the Department of Defense, and State Medicaid
agencies to provide unique provider identification numbers
to all providers of government health services. EKEaving
uniform provider numbers for all government health programs
will make it easier for physicians to complete billing
forms.

0 Simplifying the “"Important Message from Medicare".

HCFA plans to simplify the content of this message and to
simplify the way hospitals distribute it.

Status: Work is underway on all three administrative actions.
We expect to begin assigning new provider numbers by the end of
1996, before implementation of MTS.

Budget Impact: Minimal budget impact.
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Medicare Transaction System

Issue: At present, Medicare and its providers must cope with 14
different claims processing systems operated by 79 insurance
companies at 62 sites. Information flow from Medicare to
providers, and vice versa, is unnecessarily slow, complex, and
costly.

Discussion: HCFA has awarded a contract for the development,
testing, and implementation of a new Medicare Transaction System
(MTS) . This uniform, national system for processing Medicare
claims will replace the diverse existing systems and signifi-
cantly simplify administrative operations for beneficiaries,
providers, and Medicare. Implementation of the MTS will begin in
1997. Benefits that will flow from the new system include:

Improved service for beneficiaries

Improved service for providers

Improved management of program expenditures

Greater uniformity in coverage and payment decisions
Enhanced capability to identify fraud

-Improved coordination of benefits

While MTS is being developed for the Medicare program, we
acknowledge that MTS will have implications well beyond Medicare.
MTS will well shape the environment for information transaction
in Medicaid, public health, other government programs, and
private industry. In the development of MTS, we are being
sensitive to the needs of all industry participants, and are
working to ensure that providers and payers are not caught
between incompatible systems. HHS has moved to set up a steering
committee to coordinate information policy within HHS and to
ensure ongoing coordination with the private sector as data
systems for HCFA and the Public Health Service are integrated and
streamlined.

Status: GTE was awarded the design contract for the MTS in
January 1994. HCFA plans to begin implementation in 1997.

Budget Impact: Without MTS, HCFA would have difficulty managing

claims processing in an era of shrinking administrative budgets.

By enhancing HCFA’s ability to detect and prevent fraud, MTS will
protect the integrity of the Medicare Trust Funds.
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Changes Affecting Providers

Issue: The Medicare program has many administrative requirements
that often burden and constrain providers.

Discussion:
o] Facility Conditions.

We are revising the conditions of participation for g
hospitals, end stage renal disease facilities, and home
health agencies to make them more easily understandable,
outcomes-based, and less process-oriented.

o} HMO _Organizational Structure and Services (OMC-007-F).

This regulation will provide organizations which operate
HMOs that are federally qualified under title XIII of the
Public Health Service Act with greater flexibility in
operating other health benefit plans. It would also
authorize, with certain limitations, federally qualified
HMOs to offer out-of-plan physician services and require a
reasonable deductible for those services. Further, this
reqgulation would permit the HMO to use assets of the parent
organization to meet fiscal soundness and insolvency
protection requirements.

Status: The hospital and the ESRD revisions are in the
developmental stage. The Notice of Proposed Rulemaking for the
home health agency conditions of participation is expected to be
published in November 1995. The HMO final rule is scheduled to
be published in 1995.

Budget Impact: No budget impact.
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Trangforming Medicare Peer Review

Issue: HCFA, through contractor Peer Review Organizations and
ESRD Networks (hereafter referred to as Quality Improvement
Programs (QIPs)), has historically monitored quality through a
detection program. This was accomplished primarily through the
intensive review of individual case records (physician or
provider records) that had been selected as part of random
samples and outlier focused samples.

Discussion: Under the Health Care Quality Improvement Program
(HCQIP), HCFA has reinvented, and is continuing to reinvent,
Medicare’s quality assurance programs. Over the next five years,
HCQIP is expected to encompass an integrated quality management
system that is emerging as part of HCFA’s strategic plan.

HCQIP is based on the principle that QIPs can do more to improve
the quality and cost effectiveness of care by bringing typical
care into line with best practices than: by inspecting to identify
erred treatment in individual cases. The key HCQIP objectives

are to:

° Build a community of those commltted to 1mprov1ng
quality;

° monitor and improve quality of and access to care;

. communicate with beneficiaries and providers of care so
as to promote informed health'choices;

. protect beneficiaries from poor care; and

. create a supporting infrastructure to make these

achievements possible.
Among the primary HCQIP initiatives are:
o] Local and National Improvement Proﬁgcts.

As part of HCQIP local cooperative:projects, QIPs work with
the local health care community to!identify and interpret
scientifically sound parameters of:practice to measure the
quality of care. These parameters of care are often based
on practice guidelines developed by the Agency for Health
Care Policy and Research (AHCPR) as well as other
authoritative clinical bodies. QIPs use statistical quality
surveillance to examine variations.in both the processes and
outcomes of care. QIPs share these data with providers and
physicians and work cooperatlvely with them to interpret and
apply findings. HCQIP gives QIPs and HCFA a chance to
demonstrate that health care provided to Medicare
beneficiaries can be measurably improved.

l
!
|
1
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Status: To date, QIPs have reported on 514 collaborative
improvement projects. Of these, 60 have been completed, 222
are in progress and another 154 are in development. QIPs
have abandoned 78 projects to date. Approximately 20
percent of projects address the use of pharmaceuticals, such.
as antibiotics and ACE inhibitors. Another 10 percent
address the accuracy of diagnostic and procedure coding.
Other projects that involve multiple PROs include blocd
transfusions and cardiac catheterization. In January 1995,
all PROs will begin the cooperative cardiovascular project.
This project will focus exclusively on the treatment of
heart attacks.

o Clinical Dat uality Survei nce.

Under this initiative, QIPs will measure processes and
outcomes of care against community-accepted clinical
standards of quality and practice guidelines. Upon
identifying and assessing statistical variations, QIPs will
intervene and work collaboratively with hospitals and
physicians to improve the delivery of care. In instances of
provider incompetence and negligence, QIPs will have a
stronger role in notifying licensing and certifying agencies

and making sanction recommendations to the Inspector
General.

Status: Implementation is underway.

o} Investigation of Bepeficiary Complaints.

Under this initiative, revised regulations will allow for a
more aggressive posture in soliciting and investigating
beneficiary complaints to the QIPs and provide a more
thorough and sensitive follow-up to these complaints.

Status: Initial planning work is underway.

o) B ficia E icn.

HCFA will improve educational beneficiary outreach programs
in health promotion and disease prevention to help
beneficiaries make better health choices, and ensure that
they are fully aware of their rights to quality care under
Medicare.

Status: Initial work is underway.i
Budget Impact: Budget neutral. HCFA antic1pates that this

program change will significantly improve the quality of care
provided to Medicare beneficiaries.
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Use of Quality Indicators in the
Medicare/Medicaid Survey and Certification Program

Issue: The current process by which HCFA can ensure provider
compliance with Federal health and safety requirements involves
labor-intensive, expensive, on-site "snapshot" performance
surveys. Through routine site visits, over 7,000 surveyors
cbserve, interview, and review records of 22 different Medicare
and Medicaid provider and supplier categories.

Discussion: HCFA has been developing quality indicators (QIs) in
nursing homes and home health agencies for use in the survey and
certification process. QIs are tested, validated and reliable
data-driven "markers" of outcomes of care, or processes of care,
that have been shown to be predictors of cutcomes of care. QI
data will be collected, analyzed and shared with providers,
States, HCFA, and beneficiaries.

The ability to use QI data in the survey process and provider-
based internal quality improvements depends on requiring standard
assessment and reporting of the critical QI data, the
implementation and maintenance of a State and national data
system and the development of a reliable complete data base of
information reported by the facilities on individual clients.

QIs have multiple beneficial uses:

° Use by regulators in the survey process;
o use by providers in internal éuality improvement;
. use by beneficiaries to 1nform themselves as they make

critical choices for health care-

. use by professionals, researchers, social and health
policy experts to inform care; practlces and policy; and

d use by payment policy experts to help inform payment
policy.

Status: Quality indicators for nursing|homes and home health
agencies (HHAg8) have been developed and|are now being piloted in
use. New HHA conditions of part1c1patlon are under development,
as is a new standard assessment tool for HHAs. Computerization
of the existing nursing home assessment 'tool information is in
progress. Full implementation of the n&rsing home project will
occur in 1 to 2 years, and the home health project will be
implemented in 3 to 4 years. Plans are|being made to develop
quality indicators for end stage remnal disease facilities,
hogpices, and intermediate care fac111t¢es for the mentally
_retarded as well. A
'
o
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Budget Impact: The use of QI data will not replace the on-site
inspection, but will enable the State survey agencies to assess
provider performance throughout the year and across all the
providers without actually being there all the time. This will
allow diminishing survey resources for on-site inspections to be
targeted to problem providers and used more efficiently.
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Quality Improvement Programs Procurement Process

Issue: The procurement process in contracting with Peer Review
Organizations and End Stage Renal Disease Networks (hereafter
referred to as Quality Improvement Programs, or QIPs) has been
time and labor intensive for both government and contractor
personnel, leading to delays in completing procurement actions.
On the average, it takes about 18 months to complete any major
procurement action.

Discussion: HCFA has analyzed delays in the procurement process
and determined ways to streamline and improve the procedure.
Delays were found to occur mostly at the scope of work
development stage. For example, current procedures used in
developing the independent government cost estimates (IGCE) are
cumbersome and difficult to use.

HCFA has determined, and will embark on, ways to streamline and
improve the procurement procedure. With respect to developing
IGCEs, HCFA will soon award a contract for a user friendly
computer program. Other areas of improvement will include:

. Effective communication of negotiation positions among
all HCFA teams prior to negotiations;

] procedures to ensure receipt of proposals by all
neutral panel members for noncompetitive procurement;

. elimination of the confusion and problems resulting

from having too many versions: of the Requests for
Contracts/Proposals;

. ways to increase administrati?e support during peak
periods in the procurement process;

. elimination of inconsistent submission of Justification
for Other Full and Open Competition.

In addition, the Social Security Act allows QIP contracts to be
non-competitively renewed. HCFA has developed a streamlined
procurement process for noncompetitive renewal of QIP contracts.
HCFA is working with the QIPs to develop pricing principles and
contract provisions based on a common understanding of the
Statement of Work. HCFA intends to apply this collaborative
model to other contractors and agents. |Benefits derived from
this approach include: reduced acquisition processing time;
elimination of the need for technical proposal review for
contractors who have met the renewal criterla cost savings
realized by both the QIPs and the government in the procurement
process; improved understanding of contract expectations; and
greater uniformity in QIPs’ contract executlon.
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Status: Vendor proposals for the contract to develop a user-
friendly program for the IGCE have been received and are under
evaluation. Award of the contract will take place soon.
Implementation on other areas of improvement has commenced.

Budget Impact: Cost savings have not been'quantified. Full
implementation of the above recommendations should reduce the
processing time for PRO and ESRD procurement from 18 to 12
months.
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jrements Urnder the Clinjcal Laboratories

- —

Improvement Amendments (CLIA)

Current CLIA requiréments are burdensome, particularly

for the more than 130,000 laboratories that have not been

regulated previously.

Burddns include:

meeting comprehensive

quality requirements based op the complexity of the testing
performed in the laboratory, registration and other paperwork

requirements, and fee payments.
burdened with conducting bi
approximately 40,000 laborat

State survey agencies are also

ﬁgnial on-site surveys of
T

ies to determine compliance with

the complex and comprehensive CLIA requirements.

Discussion: HCFA has embarged on, or will pursue, various
administrative actions to réduce unnecessary burdens.

o]

Categorization of Testﬁ and Perso

el Modification

(HSQ-216-FC) .
microscopy tests which
would effectively doubl

from routine survey under this provision.

This regulation will expand the category of

are exempt from inspection, and this
e the number of laboratories exempt
The rule would

also give flexibility to laboratories by expanding the list

of professionals who ma
microscopy procedures.

y perform moderate complexity
This 'should reduce the burden to

rural and medically underserved areas in having to

compensate and recruit
supply.

Status: This rule is 1
to OMB review.

Budget Impact:
exempted from routine i

CLIA Deeming Noticesg:

certification agencies,
Accreditation,
Health Care Organizatio
Histocompatibility and
the American Osteopathi;
American Pathologlsts,

Banks have been receive
exemption from CLIA was

Budget Impact: The dee
number of laboratories
laboratories.

Approxip

health personnel who are in short
F the final stages of clearance prior

ately-lo,odo laboratories would be
nspections.

HCFA has approved, as deeming
the Commission on Office Laboratory

the Joint Commission on Accreditation of

ns, and the :American Society for
hmmunogenetlcs Applications from
Assoc1atlon, the College of
End the American Association of Blood
Furthermore, the Washington State
Lrecently re-approved for 2 years.

ing arrangement will reduce the
surveyed by HCFA by 20,000

.
!
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Categorization and Certification Regqulations for "Accurate
and Precise Technology" (APT) Tests (HSQ 222-P). By
creating a new subcategory of lab procedures called
"accurate and precise technology" itests, this rule would
reduce the burden on laboratories Lo comply with all of the
moderate complexity testing re qulrements

Status: The Notice of Proposed Rulemaking is being
prepared.

Flexible Surveys for Small lLaboratories. HCFA has devised a
flexible survey which accounts for the great variability
among laboratories in lab test volumes and degree of lab
test complexity. Approximately 1,000 laboratories (those
that are low volume or that perform only simple screening or
preventive tests for ambulatory patients) will be surveyed
once every four years. Laboratorﬂes will be required to
respond to specific questions regardlng the types of testing
conducted and how they are meeting the corresponding CLIA
quality requirements. Based on thls information, surveyors
can determine the necessity of on-site surveys.

8tatus: Evaluation of the survey |process is currently
underway. |

Budget Impact: A flexible survey process will enhance
surveyor efficiency and better utillze resources. It is
expected to significantly reduce administrative costs in the
first two years of the program.

Outcome-Oriente Perf nce-Base urveys. Plans are
underway to develop a more outcome-oriented, performance-
based CLIA survey process.




Notes for Requlatory Review Meeting

Two issues:

1.

2.

What HHS has been doing

How to credit for this as a health reform initiative

our ideas:

HHS is working hard on this in response to pressure from us
(gave them Gleason memo; requested review as part of Map
Room process) and in response to the regulatory review
initiative. We (Chris and Jen) are in control of both
processes. The Department would probably prefer to view
this as part of health care reform and get credit for what
they are doing.

We think NPR would agree that it is important for them to
focus on "big ticket" regulatory changes. Because, while
significant, these initiatives don’t sound "bold" and
"outrageous" -- the standards for the Vice President’s
initiative -- we can argue persuasively that these issues
are better addressed as health care initiatives rather than
as part of REGO II.

Examples of things HHS is doing:

CLIA

HHS: (1) is expanding the number of tests and therefore labs
that are exempt from routine survey; (2) has approved new
deemed certification agencies; (3) issued a notice of
proposed rulemaking on creating a new category of lab
procedures, called the "accurate and precise technology"
tests, and reducing the burden on labs using these tests;
and (4) decreasing survey frequency for small labs.

In our recent discussions, HHS has gone farther to recommend
the development of performance standards for CLIA and to tie
survey frequency to outcomes measures.

Simplifying communications with beneficiaries

Stage: Development of materials; pilot project underway
Improving and payment procedures (e.g., eliminating pre-
billing attestation requirements, providing uniform

identification numbers to all providers of government health
services).



Stage: Underway

Developing one "Medicare Transaction System" to replace
numerous claims processing systems required by numerous
insurers.

Stage: Contract awarded

Conditions of Participation -- replacing process
requirements by performance standards.

Stage: Notice of Proposed Rulemaking to be published in
November 1995.

Providing greater flexibility for HMOs

Stage: Rulemaking in 1995

Reinventing Medicare quality assurance programs
Stage: Various programs at different stages

Using quality indicators in Medicare/Medicaid survey and
certification program

Stage: Under development

Things on Gleason’s list that are being worked on:

Standardizing claims forms and procedures for filing claims
in Federal health insurance programs.

CLIA -- reducing compliance burdens. This is already
underway. However, in recent discussions, the Department
has accepted tying survey schedules to performance
standards.

OSHA’s blood borne pathogens regulations are under review in
the reg review process.

Home health care -- the Department is now talking about
moving to using outcomes data for home health agencies.
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TO: Hillary Rodham Clinton Qo™
ERDM4———3>Jennifer Klein Wt o V‘j 1\$-.
DATE: 1/17/95

RE: Vice President’s Regulatory Review Initiative

At Carol Rasco’s request, I am heading the Health Industry
Working Group of the Vice President’s Regulatory Review
Initiative (several of the working groups are headed by the DPC).
We have been asked to identify new approaches to regulation that
are "bold" and "customer-service oriented". Because the working
groups are scheduled to make their first presentations to the
Vice President in a few weeks, Carol suggested that each group
focus initially on two to four areas. I wanted to give you a
brief update on our group’s progress.

We plan to discuss the following areas at our first
presentation:

1. Health and Safety Standards for Medicare Providers

Today, hospitals, home health agencies (HHA), hospices and
End-Stage Renal Disease (ESRD) facilities must meet
extensive procedural and administrative requirements to
participate in the Medicare program. We will propose
"performance" based standards to replace more traditional
"process" oriented regulation. We will also recommend that
flexible survey cycles (allowing discretion over the time
between surveys of a facility) that currently apply only to
hospitals and ESRD facilities be extended to HHAs, and that
the frequency of surveys in all types of facilities be
related to their ability to meet new outcomes standards.

2. Clinical Laboratory Improvement Act (CLIA)

As you know, there has been a significant outcry against
CLIA, particularly by physicians who claim that it places
excessive and unnecessary burdens on physician operated labs
that perform relatively simple tests. We will present a
package of improvements, including: (1) exempting a greater
number of tests (and therefore labs) from routine
inspection; (2) reducing oversight of labs using advanced
"black box" technology; (3) using mandatory laboratory
proficiency testing to educate and inform labs about
problems rather than to punish them; and (4) replacing
burdensome process requirements with performance standards
and flexible survey cycles.

3. Physician Attestation

We have also been asked to look for what the Vice
President’s office calls "low-hanging fruit" -- areas that
can be addressed fairly quickly and easily that will relieve
regulatory burdens and reduce costs for the health care

PHOTOCOPY ,
HRC HANDWRITING CLINTON LIBRARY PHOTOCOPY
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‘industry. We will recommend the elimination of the
requirement that physicians must sign "attestations"
certifying that they have accurately reported the diagnosis
and treatment for each hospital admission before submitting

billing claims to the Medicare program.

We will present case studies showing the burdens imposed on
real consumers and providers by these regulations, the pros and
cons of the options chosen to relieve their burdens, and a
discussion of the alternatives not chosen (e.g., repeal CLIA).



=

HEALTH INDUSTRY WORKING GROUP
SUMMARY OF OPTIONS PRESENTED

Physician Attestation

Problem. Currently, a physician must sign an "attestation form" (certifying the

accuracy of all diagnoses and procedures) for each Medicare patient discharged from

a hospital. Obtaining the physician’s signature is burdensome for hospitals and
physicians, and cause billing delays that hurt hospital cash flow.

New Regulatory Approach. Streamline paperwork.
Proposal. Eliminate the requirement for the form entirely and instead hold

hospitals responsible for the accuracy of diagnoses and procedures. (&eg)

Health and Safety Standards for Medicare Providers

Problem. Hospitals, home health agencies, hospices, and end-stage renal disease
facilities must meet health and satety standards to participate in the Medicare
program. Currently, these regulations consist of procedural and administrative
requirements rather than "outcome" measures that evaluate actual patient care.
New Regulatory Approach. Performance standards.

Proposals

. Eliminate unnecessary process requirements and instead develop outcome-

based performance standards and increase consistency of requirements across

providers. ( g¢9)

. Tailor oversight and survey frequency of home health agencies to
performance.

Alternatives

. Extend use of tlexible survey cycle for nursing homes.

. Completely eliminate surveys for providers with good records.



Clinical Laboratories Improvement Amendments (CLIA)

Problem. CLIA is unnecessarily burdensome (especially for small and physician
office laboratories). and laboratories fear sanctions for failure of proficiency testing.

New Regulatory Approach. Reduce oversight for certain test systems; establish
performance standards:; use information and education rather than sanctions.

Proposals

. Waive the routine two year survey of users of "black box" technology. (-Uq)
Alternatives
. Do not create new testing category.
. Seek legislation to waive "black box" technology.

. Clarify and expand waiver criteria and streamline the waiver process. Waive

all tests approved by FDA for home use. ((,,)

Alternatives
. Exempt all tests performed in physician oftice laboratories from CLIA
requirements.
. Repeal CLIA.
. Use performance standards and require less frequent on-site inspections of

excellent performers. Approve private accrediting organizations for deemed
status. Exempt labs from CLIA requirements when the State has
requirements equal to or more stringent than CLIA. (K(ﬂ)

Alternatives
. Repeal quality assurance and personnel requirements (except in
cytology laboratories), and rely on proficiency testing and outcomes as
the bases for quality control.
. Allow HCFA to waive these requirements for labs that perform well.
. Clarity regulations so that proficiency testing failures are used tfor education
and as an outcome indicator in laboratory quality. Sanctions are imposed

only for repeated failures or immediate jeopardy. (((7 >

Alternative. No longer require proficiency testing.
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SUMMARY OF OTHER ALTERNATIVES

Competition in Medicare. There are various proposals being discussed that are
described as efforts to increase choice and competition in Medicare. The
Administration is currently considering proposals (as part of health reform
discussions) to offer beneficiaries greater choice among managed care plans. The
Administration has opposed proposals to create a voucher system under which
private insurers bid for Medicare patients.

Physician Review Organizations (PROs). Proposals have been made: (1) to set
Medicare standards for hospital quality and utilization review and allow hospitals to
contract for review either through PROs or other third parties; and (2) to eliminate
the PRO program entirely.

Ownership and Referral. Proposals have been made to replace the current ban on
self-referral (i.e., referral by physician to facilities in which they have an ownership
interest) with restrictions on over-utilization.

Reimbursement Mechanisms. Proposals have been made to change arbitrary and
inefficient payment and coverage rules.

Paperwork Reduction in Federal Programs. Proposals have been made to have
the Office of Personnel Management announce that their carriers accept the HCFA
1500 (which is required by Medicare and used by the Department of Defense and
the Department of Veterans Affairs) and to standardize the instructions for filing the
form across all of the Federal agencies that use it.




Ideas for Regulatory Relief Events

1. Simplify Billing and Payment for Providers and Consumers
. Eliminate Physician Attestation Requirement. (No action taken yet by
HCFA.)

Provide Uniform Identification Numbers to all providers in Federal health
programs. (HCFA has begun work. No public statement yet.)

Simplify the "Important Message from Medicare" -- simplify the content and
way it 1s distributed. (Work has begun. No public statement yet.)

Improve and simplify communications with beneficiaries -- create one, easy
to understand, monthly statement. (Work has begun. No public statement

yet.)

Implement the Medicare Transaction System -- uniform, national system for
processing Medicare claims to replace the 14 different claims processing
systems operated by 79 insurance companies at 62 sites. (GTE was awarded
design contract in January 1994; implementation will begin in 1997.)

‘.\‘\\ Eliminate Burdensome Process Requirements for providers
A
ANE NN O\ , Change conditions of participation to make them more outcomes-based, less
\_J'\l\'-‘ N process-oriented. (These are being developed for hospitals and ESRDs.

HCFA is prepared to begin developing similar standards for home health
agencies. No public statement yet.)

Other possibilities:

l. CLIA -- more controversy because of conflicting provider, consumer and Hill
concerns

9

Physician Review Organizations (PROs) -- HHS unwilling to go as far as many
providers would like (i.e., eliminate completely). We will work with Gleason on
this.

I'raud and Abuse activities

(5]



Health Care Presentation
Health Care Financing Administration, Bruce Viadeck
March 14, 1995
A. Physician Attestation ~— Presentation of Working Group Consensus
B. Health and Safety Standards for Medicare Providers —— Discussion of Alternatives
1. Conditions of Participation: Eliminate Unnecessary Process Requircments
2. Home Health Agency Surveys: Allow Flexible Survey Cycles

C. Clinical Laboratories Improvement Amendments —— Discussion of Alternatives

1. Waive Routine Survey of Users of "Black Box" Technology

t2

Clarify and Expand Waiver Criteria and Streamline the Waiver Process
Alternatives: (1) Exempt all tests performed in physician office laboratories from
CLIA requirements; (2) amend statutory "risk" language to allow consideration of
benefits and costs; or (3) repeal CLIA.

3. Use Performance Standards and Require Less Frequent On-Site Inspection of
Excellent Performers

Alternatives: (1) Repeal quality control, quality assurance, and personnel
requirements, and rely on proficiency testing and outcomes for quality control; or (2)

give HCFA discretion to waive these requirements for labs that perform well.

4. Use Proficiency Testing Failures for Education and as Outcome Indicators for
Laboratory Quality

Alternative: No longer require proficiency testing.
D. Additional Options for Discussion
1. Paperwork Reduction in Federal Programs
2. Competition in Medicare
3. Physician Review Organizations (PROs)
4. Ownership and Referral

S. Reimbursement Mechanisms
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More waived tests

Fewer surveys for good performers

Greatly reduce burden and lower costs for small physician office laboratories
Educational focus for proficiency testing

Minimal oversight for accurate and precise (Black Box) test systems

%
Z
%
7%
7
7
7




11 Million Attestation Forms
= 200,000 Hours Physician Time
wm Hospital Billing Delays
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Level of
inspection

30% Reduction in # of HHAs inspected annually
$8.8 million Reduction in inspection costs

3




' -Customer service approach

~ - Drives better technology

- Focus on improving
~outcomes

- Reduces burden

- Improvement through
education

- Reduces inspection for
good performers
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Cooperative Cardiovascylar Preoject

Discussion of Problem: Quality of medical care in the Medicare
program has historically been monitored by chart reviews and by
the publication of diagnosis and procedure specific mortality
rates for individual hospitals. These assessments are not
reliable Iindicators of quality of care and, more important, have
not led to demonstrable improvements in the guality of care for
Medicare beneficiaries.

Description of Solution: Collect data on patterns of care and
patterns of outcomes for seclected cardiovascular conditions and
.work with hospitals, medical staffs, and health care groups to
use these data to promote improvement in care, rather than impose
prescriptive regulations on hospitals or phySLC1ans

The Cooperative Cardiovascular Project is a national
collaborative effort between the Health Care Financing
Administration (HCFA), peer review organizations, physician and
hospital organizations, and other groups sharing an interest in
improving processes of care and outcomes of care for patients
hospitalized for certain cardiovascular conditicns. (The
conditions are: acute myocardial infarction (AMI), corconary
artery bypass grafting (CABG), and percutaneous transluminal
coronary angioplasty (PTCA).) The project is based on guidelines
for treatment of heart attacks prepared by the American College
of Cardiology and the American Heart Association and updated with
their help.

This project was piloted in hospitals in Alabama, Connecticut,
Iowa, and Wisconsin and is expanding toc all 50 states in 1985.

Who Benefits from this Propcosal: All those involved in this

project benefit. First and foremost, Medicare beneficiaries and
all other patients hospitalized for the conditions that are used
in this project. Hospitals and their medical staffs will find
data comparing their performance with that of other institutions
extremely useful, and will benefit from improved processes and
outcomes.

Possible Public Event:

o A visit to a hospital lcocated in one of the four
demonstrations states (Alabama, Connecticut, Iowa, and
Wisconsin) to discuss this project with physicians and
patients.
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Clinjical Laboratory Improvement Amendments (CLIA)

Personnel Modifications

Riscussion of Problem: CLIA rules link personnel reguirements to
the complexity of testing. The regulations list specific
qualifications for the various lab positions and also define
functions and responsibilities for the persons who f£ill these
positions. These qualifications are prescriptive and require
certain minimum levels of education. As a result, employees
lacking formal education but possessing experience and good
performance records must obtain formal educaticn or lose their
jobs. .

In addition, a subcategory of moderate complexity lab tests called
"physician-performed microscopy (PPM)" did not permit performance
of tests by dentists or mid-level practitioners.

Description of Solution: All individuals who are engaged in
‘laboratory testing or supervision will be able to continue to

perform such testing (in the absence of evidence of poor
performance). In addition, a personnel standard for laboratory
testing is being established for new laboratory employees.

This provides relief in those areas of the ccuntry where there are
inadagquate numbers of individuals who meet the academic credential
requirements and the existing workforce would not otherwise be able
to continue to provide laboratory services.

The definition of providers who may perform PPM tests has been
broadened to include dentists, physician assistants, and nurse
practitioners who routinely perform these tests, especially in
medical shortage areas. This will reduce the regulatory burden for
these laboratories and will enhance access to care.

Who Benefijts from this Proposal: Laboratory personnel currently
considered technically unqualified under current regqulations will

be permitted to continue performing their jobs (as long as their
performance is acceptable). The stricter personnel standards would
be met over time as new individuals are hired by labs.

Dentists, physician assistants and nurse practitioners will also
benefit because they will be able to perform test that they were
once prchibited from performing.

Possible Puyblic Event:

o Visit a lab in an area where people have been doing this job
for years, but would cotherwise have lost their jobs. (List of
those areas can be provided.) Would highlight both the
stricter standards labs must meet as well as the governmental
flexibility to recognize good performance rather than merely
paper credentials.

o Visit a physician assistant or nurse practitioner in a
medically underserved area. Because they wWill be able to
perform additional tests under CLIA, access to care is
enhanced.

.
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Electronic Transactions and Information Access

Discussion of Problem: Medicare's managed care contractors were
required to submit monthly plan data such as enrollment and
disenrollment to HCFA by hard copy or computer tape. Informaticon
would be updated by HCFA and resubmitted to the managed care
plans. Managed care plans desiring statistical data, such as
payment rates or demographic information, would write to HCFA
which would in turn, mail a document with the requested
statistics. This process was costly and time-censuming.

Description of Solutiop: HCFA now allows and encourages all
Medicare managed care contractors to submit monthly plan data
électronically, directly to the HCFA Central Office. 1In
addition, managed care contractors have on-line access to
beneficiary data and reimbursement rates, and HCFA has
established a system of electronic notification of invalid
reimbursement and enrollment transactions and other reports.

Who Benefits from this Proposal: Managed care plans that

contract with Medicare now have immediate access to relevant
program information and can submit requized information in & less
burdensome manner. 1In addition, the Federal Government (HCFA)
benefits from a reduction in processing time and effort, and the
improved accuracy cf the electronically submitted data.

Possible Public Event: A managed care plan such as Kaiser could
demonstrate their new access to program information and the ease
with which the plan information is submitted to HCFA.
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Eliminate Physician Attestation Reguirement

Discussjion of Problem: A physician must sign an "attestation
form"” for each Medicare patient discharged from an acute care,

inpatient hospital. The form is used to certify the accuracy of
all diagnoses and procedures for each patient and must be signed
by the physician before the hespital can submit a bill for
Medicare payment. Obtaining the physician's signature has proved
a cumberscome burden for hospital and physicians, and the delays
hurt hospital cash flow.

Degcription of Proposed Sclution: Eliminate the requirement for
the form entirely. Hold hospitals responsible for the accuracy

of the medical abstract. Improvements in hospital record keeping
and coding capabilities make hospitals the appropriate focus for
combatting any fraud and abuse.

Who Benefits from this Proposal: Both hospitals and physicians
will benefit. Savings to hospitals will result due to reduced

labor costs and the ability to bill Medicare more promptly.
Fhysicians will no longer by "hassled" by this requirement.

Possible Public Evegnt:

o B press conference in a large hospital's medical records
room. Hospital's must now "chase down" physicians in order
to obtain the needed signature for every Medicare
beneficiary admission. The medical records as a backdrop
would display how burdensome this requirement has been.

o A press event where a hospital retraces the steps it would
go through to obtain the physician's signature. (Some
hospitals have hired people to take taxis to go to physician
offices to obtain the signatures.)
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i lhevnatives
More ideas for CLLA réform that look beyond bed ud: und physician office tcch.nologxea

‘Genera! thoughts
" Decmphasis of proficicavy l.atmg has its drawbacks since it is the prmc:pll performance measure
for laborsiory testing. As Irmn the atatuts mandates that laboratories dlsseminatc prufivlency
1csting measures. Alam v disscnilatian should continue, even if HCF A does not
impoac raditiona] sanctions, The following reforms are premised on the assumptions that
proficiency teating will be improvad as & science and labs will disseuiate performanco
| lni'ormationtoﬂwpubhs., e —
Y Flexible Survey Cycle for Moderate and High Complexity Labs: As with othér enforcement -
/: programa, IICFA should consider varying the two year cycle basad on historical survey ’
; performance (and perhapa proficiency tegting performance.) Superior laburatorics that maintain
the same tcst monus, uwncihip, and significant laboratory parsonne] (.g. laboratory director,
general qupervisor, etc.) shauld be able m certify after two vears that nothing has changed and
thereby would be exemp: ffom anothar survey. This excamption also could be contingent on regular
disscmination of proficiency testing results to the puhlic. 1.aba with minor changes to test menus
(i.e. no testa falling into a highes Sategory) could qualify for an “abbreviated” survey aflertwo =
\ Yoars, Thewe chauges would requiro statutory amendment. Hospital based labs may henefit trom o
N this policy option . This optian: is more axpanlwa than the APT (black box) proposal uﬂ'uvd rd by .

S~ Hee - e

2. Eliminate Wark Inad I,imitation: for Cviotechnologists: This statulory provision is an

excellent example of HCFA's tondency to rely on process rather than performance based

‘regulation. HCFA should have ennugh experience by now to revisit wark load limits for cytoteuhs.

We ghould ask them whether thls hus been an cffeotive pelicy (in redvoing moonlighting,

improving teet accuracy) or whether it has been an administrative nightmare.  Also. although

HCFA has interpreted the statutory requiretments as covering vuly manual, qualitative testing, the

litura] statutory language fails 1o consider new cost effective technologies for reading and

catogorizing pap smear.  Again, dissemination of survey and proficiency testing data should be

adequate.  This change would 1oyuirs statutory nmcndmmt Independent laboratories may

benofit from this policy- opdon—~~~ ——— . '

——
e —

3. Amend Stalutury “Risk” Language 1o Allow Coneideration of Net Benefits and Cotta:— _
Although HCF A has been mora raasonable in interpreting the phrase *no risk of an erroncous test ™ -
rosult.” over timo this language could bo problematic, Last Administration, HCFA srgued that it o

could not waive home test kits from CL1A regulation, because there existed some risk of an , \ '
erronecus result fora given patient with such tests. Now HCFA and CDC have agreed o walve .
home tost hits, but the statutory language possibly could justify costly regulation in the future. )

. T HCFA should smend the walver provislon to aliow for consideration of net costs and benefits for
all plucnm. T T T e .

— Se——

(/’_ 4 Updntr. on mmvenesu of the Emerguncy Taling Walvem: 1ICTA should evalu.m whatlier \

\\

its ywvent omesgency waiver polioy has been effective in enguring access tn testing in situations

when the ricks to 2 patient for nnt having timely test results excead the risks of an erroneous tost \
result. As I recall, HCFA allows labs to puifonu tests without CLIA approval if they report such \
testing within 30 dayu or 0, 1 cannot remember if they allow tosting in a higher camplexity L
catagory or not. It would be {fiteresting 1o know how frequently labs have used these waivers and - /
nnder what ciroumatances, Revisions that engure paumt acces to emﬂ'gcncy testing may be
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.8 Dolcuon of Costly Personrol Credentislling for Moderate and High Compleaity Lubu Undﬂ
// CLIA ‘86, HCFA hos braad discretion in establithing personnel standards for laberatory AN
/. pemonnel. However, particularly for high complexity labs, the existing regulations continue to \
: / apply vomplex standards 1o all Ievels of personnel, dovn to the tochnician level, Sinoe the 19600, \
. these standards have been extramaly onctoun for the independent labaratory industry. Now CLIA
/ ‘88 applies these prescripuve standards o hoapxul based 1abs as well. BCFA should consider
regulating independent and hospltal based labe (mastly moderate and high complexity labs) as
 hospita] based labs were treatcd betore implementing CLIA *88; which is to establish \
qualifications only for the laberatory dircctor and to provide labs full flexidility to hire qualified \
individuals that will perform sccurate testing. Since publicatinn nf the initial CLIA regnlations,
HCFA has been “back paddling” by grandfuthering many of its personne] standards, This should
be vicwed 88 an indication that such detailed regulstion is not appropriate for the Federal
govemment, and diacretion in this arsa ahould be left to laboratories, HCFA should have
difficulry defending cuntinued regulution in this ares, if it continues to enforce Work load
limitations on cytotechnalogists or participation in proficiency testing The grnt appeal of this
tregulatory reform is that it would not require statutory amendment.

Finally, HCFA should prwiee a mmmary of the laboratory dcﬁcicnciel that 11 has 4deniifled since
\ " implementing CLIA. HCFA's regulatory proposals should be consistent with the incidence of such
deficiencies and the patiant risks imposed by them. HCFA must be able to use survey data 16 /
&I&nﬂ {ts declsion not 1o repeal CLIA entirely, or sven parlicular provisions of CLIA.
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HEALTH INDUSTRY WORKING GROUP RECOMMENDATIONS

I. PHYSICIAN ATTESTATION

PROBLEM: Currently, a physician must sign an "attestation form"
for each Medicare patient discharged from a hospital. The form
is used to certify the accuracy of all diagnoses and procedures;
without an attestation form, the hospital cannot bill Medicare.

Obtaining the physician's signature is burdensome for hospitals

and physicians, and resulting billing delays hurt hospital cash

flow.

REGULATORY APPROACH: Streamline paperwork.

PROPOSED SOLUTION: Eliminate the requirement for the form
entirely and instead hold hospitals responsible for accuracy of
the diagnoses and procedures. Hospitals are better equipped to
combat fraud and abuse given improvements in record keeping and
coding capabilities. (This change can be implemented by
regulation.)

PROS:

. Reduces paperwork burden and "hassle'" on physicians and
hospitals.

. Can be implemented quickly, with an immediate impact on
providers.

o Implements recommendation by the Medicare Technical Advisory

Group which is comprised of hospitals, intermediaries and
trade associations.

° Decreases administrative costs for hospitals.
' The attestation requirement appears unnecessary. There has

never been a prosecution in the 11 years of operation of the
prospective payment system for hospitals.

° Although the hospital will be responsible for accuracy of
the diagnoses and procedures, this may create the impression
that the Health Care Financing Administration (HCFA) is
relaxing its controls on fraud.

° Despite coding/DRG complexities, physicians are viewed as
most knowledgeable on care given to hospitalized patients.
This may create the impression that administrators rather
than doctors control patient care.

Revised 2/16/95



REGULATORY IMPACT:
* 11 million forms will be eliminated.
o Almost 200,000 hours of physician time will be saved.

o Hospitals will have improved cash flow and reduced labor
costs.

2 Revised 2/16/95



II. HEALTH AND SAFETY STANDARDS FOR MEDICARE PROVIDERS

PROBLEM:

Hospitals, Home Health Agencies (HHAs), hospices, and End-
Stage Renal Disease (ESRD) facilities must meet health and
safety requirements to participate in the Medicare program.
These requirements measure 'process" (i.e., procedural and
administrative requirements as proxies for quality health
care) rather than "outcome" (i.e., evaluations of actual
patient care) and continuous quality improvement.

Regulatory requirements vary by type of facility and
provider even when the services provided in each facility
are the same, creating inequities and inappropriate
incentives.

Very little information is available for consumers on the
quality of care at a given facility. Information about
quality can help consumers make health care choices.

By law, HHAs must be surveyed yearly--even though historical
data show that this frequency is excessive for many HHAs and
does not improve care.

- REGULATORY APPROACH: Performance standards; tailor oversight and
survey frequency to performance.

PROPOSED SOLUTIONS:

A.

Eliminate unnecessary process requirements and instead:
. develop outcome-based performance standards;

° collect and analyze patient care data needed for
continuous quality improvement and performance
evaluation;

° increase consistency of requirements across providers;
and,

° ask the customer to provide input on what the outcome
measures should be, and to evaluate the services they
received.

(These changes can be implemented by regulation.)
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Eliminating unnecessary process requirements for
compliance will reduce compliance and survey burdens
and make it possible to focus on actual patient care.

Educating the consumer will produce a strong, non-
regulatory force to improve quality of care.

Powerful data will be available to regulators and
providers.

Eliminating unnecessary process requirements may be
viewed by patient advocates as an elimination of
patient safeguards.

Developing patient care data requirements could be
viewed as an additional burden for some providers
because they do not currently report this data to HCFA.

REGULATORY IMPACT:

Produces savings because providers are free to achieve
high quality outcomes in the most cost-effective
manner. (Note: Outcome measures focus on results
whereas process regulations require providers to follow
certain procedures. To the extent we can evaluate
quality by looking at results, we can discontinue the
use of required procedures).

Seek an amendment to Section 1891(c)(2)(A) of the Social
Security Act to allow flexible survey schedule for HHAs.

PROS:

Reduces burden on good providers (on-site inspections
involve extensive provider staff participation).

Enables survey agencies to target scarce on-site survey
resources to problem providers.

Reviews problem providers more thoroughly, which will
improve care or get them out of the program.

Provides a positive incentive to furnish good care
continuously.
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CONS:

. Some out-of-compliance HHAs may fall through the cracks
under a flexible system.

REGULATORY IMPACT: Approximately $8.8 million in savings to
the Federal Government.

ALTERNATIVES NOT RECOMMENDED:

(1) Seek flexible survey cycle for nursing homes.

(2) Eliminate surveys altogether for providers with good
records.

WHY NOT RECOMMENDED:

(1) Current nursing home survey cycle allows some
discretion (i.e., allows a maximum of 15 months between
surveys for a given home while requiring a 12 month
average for each State). Greater flexibility would be
inappropriate due to the vulnerability of the nursing
home population, generally low level of professional
supervision, and historical problems with the quality
of nursing home care.

(2) Quality of care at an institution can go from good to
bad virtually overnight as a result of change of
ownership, high turnover of non-professional staff,
loss of key professional staff, reduction in
census/client base, changes in patient mix (e.g.,
influx of patients who need hi-tech care), etc.
Flexibility in surveying all providers reduces costs
while keeping all providers alert to the possibility of
inspection.
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III. CLIA

The Clinical Laboratories Improvement Amendments (CLIA) of 1988
established baseline quality standards that ensure the accuracy,
reliability and timeliness of laboratory testing. These
requirements are based on the complexity of the test performed in
the laboratory, rather than where the test is performed.
Compliance with the standards is determined through on-site
inspection.

PROBLEM: CLIA is unnecessarily burdensome (especially for small
and physician office laboratories), and laboratories fear
sanctions for failure of proficiency testing.

REGULATORY APPROACH:

. Reduce oversight for certain test systems.
. Establish performance standards.
° Use information and education as a substitute for sanctions.

PROPOSED SOLUTIONS:

A. Waive the routine 2-year survey of users of "black box"
technology, conducting surveys only if there are indications
of problems or complaints, and to validate a 5% sample.
Develop and implement criteria for accurate and precise
"black box" technology that will be followed to determine if
the technology qualifies for waiver of the routine 2-year
survey. Black box technology refers to simple and easy to
use test systems that have demonstrated accuracy and
precision through scientific studies. (These changes can be
implemented by regulation.)

PROS:

. Creates incentives for manufacturers to develop more
reliable testing equipment by stimulating demand for
accurate and precise technological testing systems.

L] Reduces paperwork and costs for providers, especially

for physician office laboratories, as well as costs of
program management.

. Less oversight and monitoring of quality in physician
office laboratories.
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REGULATORY IMPACT: The dollar magnitude of savings cannot
be predicted.

ALTERNATIVES NOT RECOMMENDED:

(1)

(2)

Do not create new testing category to recognize '"black
box" technology.

Seek legislation to waive all requirements for "black
box" technology.

WHY NOT RECOMMENDED:

(1)

(2)

Limits incentives to develop new technology and does
nothing to reduce burden.

Our approach achieves a similar end administratively
without requiring a statutory change.

Clarify and expand the waiver criteria and streamline the
waiver process so that more tests can be waived from CLIA
requirements. In addition, waive all tests approved by FDA
for home use; i.e., tests that do not require trained
personnel. (These changes can be implemented by
requlation.)

PROS:

Decreases burden, especially for physician office
laboratories because of less regulatory oversight.

Increases access to greater variety of tests.
Physician office laboratories may expand the range of
tests they perform without an increase in costs/burden.

Creates incentives for manufacturers to develop more
test systems that meet the clarified waiver criteria
and criteria for approval for home use.

Removes quality protections for a greater number of
tests.

Major groups of laboratory professional scientists such
as the American Society of Clinical Laboratory
Scientists and the College of American Pathology may
protest this reduction in requirements.

7 Revised 2/16/95



REGULATORY IMPACT:

. Eliminates inspection fees for many of the 60,000
physician office and other small laboratories that
perform only tests from the expanded waiver category.

. Many additional laboratories will face lower inspection
fees because, while they will continue to perform non-
waived tests, many more tests will fall into the
expanded waiver category.

. Minimizes requlatory requirements.
ALTERNATIVES NOT RECOMMENDED:

(1) Exempt all tests performed in physician office
laboratories from CLIA requirements.

(2) Amend statutory '"risk" language to allow consideration
of net benefits and costs.

(3) Repeal CLIA.

WHY NOT RECOMMENDED:

(1) Complex tests, if incorrectly performed, can cause
irreparable harm to a patient. Data from inspections
indicate that a significant percentage of tests
critical to the diagnosis and treatment of patients are
not accurately performed.

(2) A proposed waiver rule has already been developed that
delineates a set of criteria to objectively define what
constitutes a test that will have negligible risk of an
erroneous result, thus allowing for waiver from CLIA
standards. Once these criteria are finalized and
disseminated, manufacturers and others will have a
clear understanding of negligible risk. Manufacturers
will have incentive to produce high quality tests that
are accurate and precise and have only a negligible
risk of error.

(3) Due to serious problems (e.g., incorrectly read Pap
smears), public concern has demanded oversight of
laboratory testing in the U.S. HCFA inspections have
since confirmed the existence of quality problems.

Use performance standards and require less frequent on-site
inspections (surveys) of excellent performers. Approve
private accrediting organizations for deemed status when
their accreditation standards are as stringent as CLIA.
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Exempt labs from CLIA requirements when the State where they
are located has requirements equal to or more stringent than

CLIA's. (These changes can be implemented by regqulation.)
PROS:

] Reduces inspection burdens.

. Rewards good performers with fewer inspections. This

is a positive incentive to improve performance.

. Educational emphasis on the inspection process has
generated a positive response from the laboratory
community.

. Approving organizations for deemed status offers

laboratories oversight by peers.

. Approving States for CLIA exemption allows expanded
role for States with strong licensure programs.

° Without frequent inspections of all laboratories
quality may decline.

REGULATORY IMPACT:

. Less oversight.

L] Lower burden for laboratories.

° Lower user fees needed'to offset the costs of the
inspections.

] Deemed status allows for privatization; State exempt

status allows for State role.

ALTERNATIVES NOT RECOMMENDED:

(1) Repeal quality control, quality assurance, personnel
requirements (except in cytology laboratories), while
relying on proficiency testing and outcomes as the
basis for quality control.

(2) Amend the statute to allow for waiver of quality
control, quality assurance and personnel qualification
requirements to allow HCFA to waive such requirements
for high performing laboratories.

9 Revised 2/16/95



WHY NOT RECOMMENDED:

(1)

(2)

Elimination of quality and personnel requirements will
have an adverse impact on the accuracy of laboratory
tests and their use for patient diagnosis and
treatment. It is important to note that:

o Inspection data indicate that significant numbers
of laboratory tests are not accurately performed;
good quality control and quality assurance
practices are not being followed by many
laboratories.

. Proficiency testing results reveal that the
- failure rates for previously unregqulated labs are
double that of previously regulated labs.

. Deficiency rates in physician office laboratories
- are two to three times that of previously
regulated labs.

Adherence to quality and personnel requirements is what
defines sound laboratory practices in high performing
laboratories. If these requirements are waived there
would be no standards available to evaluate the
laboratory in the event their performance deteriorated.
Further, proficiency testing alone is unreliable as the
sole indicator of laboratory performance.

Use proficiency testing (PT) "failures" for education and as
an outcome indicator in laboratory quality. (PT 1s testing
samples of known values to assess the accuracy of a
laboratory's results). Sanctions (i.e., loss of Medicare
payment or loss of approval to do testing) are imposed only
in cases of immediate jeopardy or when the laboratory has
refused to correct the problem or has had repeated failures
on proficiency testing. (This change can be implemented by
regulation.)

PR

Less intrusive than traditional regulation and
oversight.

Reduces anxiety in the physician office laboratory
community while maintaining opportunity for self-
assessment and improving performance.

Allows use of proficiency testing as an outcome measure

to monitor laboratory performance and provide
laboratories with feedback on test quality.
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CONS:

. Difficult to prevent egregious disregard for quality
testing.

° Physicians do not think that this action by itself
reduces burden sufficiently.

REGULATORY IMPACT: Minimizes the fear of sanctions in
60,000 non-waived labs.

ALTERNATIVES NOT RECOMMENDED: No longer require proficiency
testing.

WHY NOT RECOMMENDED: Proficiency testing is a valuable
outcome indicator and educational tool.
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EXECUTIVE OFFICE OF THE PRESIDENT
COUNGIL OF ECONOMIC ADVISERS
WASHINGTON, 0.C. 20500

January 5, 1995 Post-It™ brand tax transmittal memo 7671 |# of pages » |
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MEMORANDUM FOR JENNIFER KLEIN, NEC Bept ,.,,,Sf;“ 7
: 5 DG
FROM: JON BAKER JB/B ™ G- 0878 Fax?
ERIC WOLF L _
SUBJECT: Regulatory Reform Ideas in the Health Care
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and Food and Drug Sectors

In response to your request for "brainstorming" ideas, here

" / are some regulatory reform possibilities in the health care
WY’/ sector that the working group should consider.

— /1.
2.

s/ 3

. \‘
A

4.
5.
6.

///. .
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Encourage health insurers to adopt a single, universal
insurance claim form by requiring that FEHBP insurers
collectively develop and accept such a form.

' Make it easier for states to obtain Medicaid waivers from

HCFA.

Reinvent Medicare as a voucher plan, allowing private
insurers to bid for Medicare patients and giving the insured
choice among health plans. (More narrowly: apply only to
people retiring after, say, 2002.)

Reinvent veterans care as a voucher plan, under which the VA
hospital system would bid against other hospital care
providers for veterans. (Possible alternative: refocus the
VA hospital system on mental health care, providing other
medical care through a voucher system.)

Give states ERISA waivers to permit them to regulate firms
with single-state self-insured plans. (More broadly:
integrate Federal (ERISA) and state regulation of health
insurance.)

Block grant to the states the funding of 'all or part (e.g.,
care for the disabled, and long term care for the aged) of
the Medicaid program (developing standards for the states to
ensure accountability).

Review the necessity of performing functions of the Public
Health Service (e.g., the Bureau of Health Manpower) and
look for ways to combine other PHS functions with Medicaid.

We understand that agricultural inspection reform will be

addressed by the agricultural working group rather than the food
and drug working group; if we are incorrect, we may have some
additional ideas to forward.



TO:
FROM:
DATE:
RE:

Claudia Cooley

Jennifer Klein f{.

1/20/95 ‘

Reg Review
I just wanted to clarify what I think you are all doihg.
Editing chart. I sent a model yesterday.

Preparing case studies (to bring some reality to this
exercise).

Commenting on and adding to Shannah’s "B list" when we get it.
Creating a list (building on the memos you already have, e.gq.
December 93 and 94) of regulatory review initiatives currently
underway at HHS.

Let me know if you have a different understanding. Thanks

again for all of your efforts.



Reinvent Medicare as a voucher plan for people retiring after
2002, allowing private insurers to bid for Medicare patients and
giving the insured choice among health plans

PRO

CON

Creates competition among insurers for the business of
Medicare patients, encouraging insurers to reduce their
own operating costs, provide attractive benefit
packages to Medicare patients, and find ways of buying
medical care for lower costs

Gives the insured choice among health plans

Could help contain Medicare costs over the long run, if
managed care providers bid aggressively for Medicare
customers

If the reinvented program is perceived as cutting
benefits to those now or soon to be Medicare
recipients, it will generate political opposition; this
concern may be mitigated by limiting application to
those retiring after a future date

Unless the terms of the Medicare insurance policy are
specified, insurers are forbidden from refusing to
renew a policy, and price increases for policy renewals
are capped, adverse selection (cream-skimming) by
insurers may lead to gaps in the practical availability
of coverage and to unnecessarily high costs of
providing insurance

If insurers are free to vary policy terms, some plans
will not cover some conditions presently covered

Some plans (e.g. HMOs) will limit insured choice of
doctor or hospital



Encourage health insurers to adopt a single, universal insurance

claim form by requiring that FEHBP insurers collectively develop
and accept such a form

PRO
a. A universal claim form would reduce the paperwork
burden for health care providers and insured patients
b. Such a form could serve as an industry standard
c. Requiring FEHBP insurers to develop the form
collectively encourages industry buy-in
CON
a. If some insurers need information that most other
insurers do not need, the form will be unnecessarily
conplex
b, Nothing guarantees that insurers will use the form for

non-FEHBP claims, even if they are FEHBP insurers
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2.\Streamline-Paperwork: Many small businesses, local
governments, and citizens know their Federal government primarily
through its forms and reporting requirements. Because these are
frequently unintelligible, duplicative, burdensome, or annoying,
they are among the most often criticized aspects of the
government. In fact, to many, paperwork is the Federal
government.
Regulatory Appevach :

Streamlining government paperwork can be done through a
number of means:

(1) Establishing a "paperwork budget' and reducing "burden
hours" by a specific percentage (the theory underlying the
Paperwork Reduction Act);

(2) Giving agency heads authority to waive information
requirements if it can be demonstrated that certain information
can be more effectively collected by another means or from
another source;

(3) Precluding incorporation of the actual form in rules so
it can be modified without full notice and comment procedures.

(4) Using technology to make information easier to submit
and to make better use of information submitted.

Pros
-- Addresses a major public complaint about
government. .
-- Reduces costs and burdens, particularly on small
businesses.
- Facilitates changes based on experience, changed
circumstances, etc.

Cons
~-= Percentage reduction is arbitrary.
-- Information is needed for compliance and
enforcement.
-- If form is not in rule, question may arise about
enforceability.
- Not all reqgulated entities are computerized.

current Uses: The erwork Reduction Act gives—some
authority to OIRA for () and (4), but there has begn no Ql,
higher level reinforcement. Some agencies routinely ow

(3) ./

o

o e o "\\\ .
Potential -Uses: All agentsjies could take”paperwdng burden §L\_
more seriously. T

Alicrngtives N+

gijfa%my IVnquk:
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ADMINISTRATIVE AND REGULATORY REVIEW INITIATIVES

and Uﬂwf"(/"57.

Since the beginning of President Clintod's Administration the
HCFA has undertaken various actions t¢ reduce unnecessary burdens
on the health care provider community/. A list of HCFA
adminstrative and regulatory review initiatives follows. (Note
that information on three conditions of participation proposed
rules, which will be included in the Department's presentation to
the Vice President, are also included at the end of this list).

Medicare Transaction System.

At present, Medicare and its providers must cope with 11
different claims processing systems operated by 79 insurance
companies at 62 sites. Information flow from Medicare to
providers, and vice versa, is unnecessarily slow, complex, and
costly. HCFA has awarded a contract for the development, testing
and implementation of a new Medicare Transaction System (MTS).
This uniform, national system for processing Medicare claims will
replace the diverse existing systems and significantly simplify
administrative operations for beneficiaries, providers, and
Medicare. By enhancing HCFA's ability to detect and prevent
fraud, MTS will protect the integrity of the Medicare Trust
Funds. HCFA awarded the design contract for the MTS in January
1994. Implementation will begin in 1997. This initiative will
impact all providers of Medicare Services and Medicare
beneficiaries. It will improve service to providers by using
standardized claims submission requirements which include formats
and protocols coordinated with the industry. Additionally, it
will promote a single point of contact to provide quick and easy
access to beneficiary information, eligibility and claims status.

Billing and Payment Improvements

Providers have grown increasingly frustrated with the
administrative burden and complexity of Medicare‘'s billing
procedures. HCFA is undertaking several actions to streamline
billing and payment procedures. In addition to eliminating the
Pre-Billing Attestation requirement, HCFA is leading an effort
involving other Federal payers of health services, including the
Department of Veterans' Affairs, the Department of Defense, and
State Medicaid agencies to provide unique provider identification
numbers to all providers of government health services. Having
uniform prov1der numbers for all government health programs will
make it easier for physicians and suppliers to complete bllllng
forms across Federal programs. HCFA expects to begin assigning

1
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new prov;de; numbers by the.end of 1996, before implementation of
MTS. Thils 1lnitiative will impact 1.3 million providers of
Federal health services.

Coordination of Benefits

HCFA has developed standard formats for carriers and
intermediaries to send processed claims information to other
insurers. Use of these standard formats allows insurers to enter
into trading partner agreements with the maximum number of
Medicare contractors. When insurers have trading partner
agreements with Medicare contractors, beneficiary claims are
filed automatically. This will enhance and improve providers
ability to submit claims to more than one payer. Ideally these
systems will determine when Medicare would be the Secondary
payer.

Transforming Medicare Peer Review.

Until recently, HCFA through its contractors -- Peer Review
Organizations and ESRD Networks, hereafter referred to as Quality
Improvement Programs (QIPs) -- monitored quality mainly through a
detection program. This was accomplished primarily through the
intensive review of individual case records (physician or
provider records) that had been selected as part of random
samples and outlier focused samples. HCFA is reinventing
Medicare's quality assurance programs. The Health Care Quality
Improvement Program (HCQIP) is based on the principle that QIPs
can do more to improve the quality and cost effectiveness of care
by bringing typical care into line with best practices than by
inspecting to identify erred treatment in individual cases. It
is a non-punitive approach in which QIPs measure processes and
outcomes of care against community-accepted clinical standards of
quality and practice guidelines. Upon identifying and assessing
statistical variations, QIPs will intervene and work
collaboratively with hospitals and physicians to improve the
delivery of care. Implementation of HCQIP is underway. HCFA
anticipates that it will significantly improve the quality of
care provided to Medicare beneficiaries. _

PRO Review of Hospitals

Peer Review Organization efforts to help improve the quality of
care provided in the acute care hospital setting since 1984 has
been based, in the main, on information gathered from the review
of significant percentages of hospital medical records. While
the percentage at the outset of the program approximated 50
percent of discharges, HCFA has steadily lowered the number so
that in the present contract cycle it is more nearly 8%. Through

2
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the provisions of the current PRO Scope of Work, the number of
individual cases reviewed will decrease to 1% by the end of this
calendar year. This will result in the immediate benefit of
decreasing the number of medical records required to be
photocopied by the hospitals and transmitted to the PROs as well
as significantly reducing the paperwork burden affecting
hospitals and their staffs in reacting to individual case queries
raised by the PROs. For the current year, this represents a
reduction of approximately 700,000 hospital records.

PRO Quality Review of HMOs

The Peer Review Organizations currently review the guality of
care provided to Medicare enrollees by risk-based managed care
plans primarily through the review of a random sample of
approximately 50,000 medical records reflecting care provided
over a 12 month period of time. This presents an administrative
burden to the plans in terms of identifying enrollees who have
used services, ascertaining where the enrollee received services
during the 12 month period and obtaining the medical records for
that period. HCFA is now in the process of redirecting PRO
activity to focus on quality improvement collaborations with the
plans beginning with the development of valid and accepted
quality indicators. Clearly the administrative burden on plans
will be lessened and we anticipate the PROs having more impact on
helping plans identify and improve areas showing quality
deficits.

Use of Quality Indicators in the Medicare/Medicaid Survey and
Certification Program

The current process by which HCFA can ensure provider compliance
with Federal health and safety requirements involves labor-
intensive, expensive, on-site "“snapshot" performance surveys.
Through routine site visits, over 7,000 surveyors observe,
interview, and review records of 22 different Medicare and
Medicaid provider and supplier categories. HCFA is developing
quality indicators (QIs) in nursing homes and home health
agencies for use in the survey and certification process. QIs
have been shown to valid and reliable predictors of outcomes of
care. The collection of QI data, while not representing a
wholesale replacement of on-site surveys, will give HCFA a better
measure of guality and allow the agency to target survey
resources on providers with a history of poor performance. QIs
for nursing homes and home health agencies and are now being
piloted. Plans are underway to develop QIs for end stage renal
disease facilities, hospices, and intermediate care facilities
for the mentally retarded.
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Coordinated Quality Review

HCFA is working with other public and private entities to reduce
the administrative burden on managed care plans, and to identify
ways to improve efficiencies in the quality review process.
Initiatives are underway to establish methods for joint federal
and state review of managed care plans, and to encourage state
Medicaid, insurance and health care agencies to coordinate their
oversight of managed care plans. These activities will reduce
fragmentation among governmental entities, and decrease the
activities currently required for managed care plan compliance
with competing authorities. '

Electronic Transactions and Information Access

The HCFA Regional Offices have significantly reduced the
administrative burden on Medicare managed care contractors by
allowing them to submit monthly enrollment and disenrollment data
electronically, rather than with tapes or hard copies. We have
also given our contractors on line access to beneficiary data and
AAPCC rates, and electronic notification of invalid reimbursement
transactions.

Medicaid Freedom of Choice (§1115) Demonstrations

The Medicaid Managed Care Division established two streamlined
waiver applications for capitated and primary care case
management program requests. The improved applications have
reduced the administrative burden on states, and improved HCFA's
waiver application processing rate.

Requirements for Annual Physician Acknowledgement of Physician
Attestation Responsibilities

On March 9, 1994, we published a final rule with comment period
that revised the requlations that required a hospital to obtain,
on an annual basis, from each attending physician, a signed
acknowledgement that the physician understands the penalty for
misrepresenting the information on an attestation statement
relating to principal and secondary diagnoses and major
procedures performed on patients. The revised rule eliminated the
requirement for an annual acknowledgement statement. Instead,
the new rule requires a physician to sign an acknowledgement
statement only upon being granted admitting privileges at a
hospital. This change reduced an unnecessary paperwork
requirement for hospitals and physicians associated with the
processing of claims under Medicare. The next step will be to
the reduce burdensome requirement that physicians must sign an

4
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attestation certifying the accuracy of diagnoses/procedures for
all hospital admissions under the prospective payment system.
This new initiative is included as one of the Department's major
proposals to the Vice President.

Medicare; Part B Advance Payments to Suppliers Providing Services
Under Medicare Part B

Currently, there are no regulations or guidelines under Medicare
Part B for making advance payments. In some instances a large
backlog of pending claims may occur. Consequently, we plan to
authorize (under certain circumstances) "advance payments" for
the pending, backlogged claims in order to mitigate cash flow
problems that may occur for suppliers and to avoid payment of
interest on claims that are not processed timely. We published a
proposed rule on July 18, 1994. Under this proposed regulation
providers may receive partial payment whenever the carrier is not
able to process claims. These advance payments are subject to
later payment adjustment or recoupment once the underlying claims
are processed in the normal manner. This procedure will provide
relief to providers during situations that are beyond their
control.

Flexible Medicare and Medicaid Survey Cycles

Medicare and Medicaid inspections of health care facilities for
all providers except home health agencies and nursing homes are
done using a flexible survey cycle. On average, at the FY 1996
budget request level, hospitals, ESRD facilities, hospices and
other providers are surveyed every five years. The frequency of
a survey for any provider is a function of their past, and
suspected current performance: providers with poor compliance
histories and/or current consumer complaints are surveyed more
frequently than providers with good performance records.

Burden Reduction in the CLIA Progran

A CLIA regulation was published that extended effective dates for
individuals enrolling in cytology proficiency testing (16,000
individuals read Pap smears); extended the phase in of quality
control standards for unmodified, moderate complexity tests
cleared by the FDA for commercial use (most of the 40,000 POLs
which do non-waivered testing are moderate complexity); and gave
laboratories additional time to meet applicable quality control
requirements for commercial, nonmodified tests; and announced
approval of the American Society of Clinical Pathologists (ASCP)
as a certifying organization for cytotechnologists, which affects
10,000 individuals.
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In addition, another CLIA regulation is currently under review
that will add three new PPM tests (moderate complexity tests that
can be performed without regular inspections); includes new
personnel that may perform PPM tests (midlevel practitioners and
dentists); and, grandfather certain high complexity personnel
performing high complexity testing.

When this regulation is published, midlevel practitioners and
dentists, physicians who currently perform PPM testing who wish
to expand testing, and high-complexity testing personnel employed
before CLIA will be positively affected. 1In addition, there will
be a positive impact on medically underserved areas because of
the increased availability of testing and personnel qualified
under CLIA to perform that testing. These changes may affect as
many as 5,000 to 10,000 laboratories.

GENERAL POINTS FOR CONSIDERATION:

o CLIA allows for.the privatizing and decentralizing of
laboratory monitoring by allowing laboratories to achieve
compliance through accreditation by private accrediting
organizations and by CLIA-exemption of laboratories in
States with similar licensure laws. Approximately 20,000
accredited laboratories voluntarily comply with the more
stringent standards of approved private organizations.

o CLIA is customer focused. Surveys are educational.
Professional laboratory and medical organizations agree that
actual HCFA surveys are less fearsome and burdensome and
more educational than expected and are promoting their
benefits. Approximately 40,000 surveys are performed
biennially.

o An announced survey policy has been implemented with over
$1M savings per year. No sanctions have been imposed for
the first survey cycle for previously unregulated
laboratories (unless serious risk to patient health).

o A CME program has been developed for physicians to meet
personnel qualification requirements as laboratory director.

o A Non-Onsite Survey Protocol is being developed as an
alternative to the onsite survey process for selected
laboratories. This affects 1,000 laboratories now; however,
if utilized as a reward for exceptional survey performance,
this could affect 5,000 laboratories.
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HMO Organizational Structure and Services

A HCFA requlation will provide organizations that operate HMOs
that are federally qualified under title XIII of the Public
Health Service Act with greater flexibility in operating other
health benefit plans. The proposed rule was published on July
15, 1993. This proposed rule would also authorize, with certain
limitations, federally qualified HMOs to offer out-of-plan
physician services and require a reasonable deductible for those
services. Further, this regulation would permit the HMO to use
assets of the parent organization to meet fiscal soundness and
insolvency protection requirements. The HMO final rule is
scheduled to be published in 1995 and will have no budget impact.

Flexible Employer Contributions to HMOs.

A final HCFA regulation is being developed that will provide
employers with increase flexibility in determining their
contribution for employees enrolled in Federally Qualified HMOs.
The rule implements more liberal contribution requirements, and
gives employers the latitude to develop appropriate contribution
methodologies.

Revising Provider Conditions of Participation

HCFA promulgates conditions which must be met for providers to
participate in the Medicare program. In some cases, conditions
of participation for Medicare providers have not been modified
since the inception of the program in 1965 and are sorely in need
of refinement to adapt to technological changes in the delivery
of care. HCFA is in the process of revising the conditions of
participation for hospitals, end stage renal disease facilitlies,
and home health agencies to make them more easily understandable,
outcome-based, and less process-oriented. The revised conditions
of participation will affect over 6,000 hospitals. The revised
conditions of coverage for ESRD facilities affect 731 hospitals
that have dialysis units and 1,795 free standing facilities.
Finally, there are 7,200 home health agencies that would be
beneficially impacted by the new conditions.
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THE HEALTH SECTOR REGULATORY REFORM DOCUMENT

HCFA RESPONSES TO COMMENTS ON CURRENT STATUS Of:} 7

NEED FOR THE MEDICARE PEER REVIEW PROGRAM

SUMMARY :

Should the government be supporting the Peer Review

function given the limited utility of the reviews conduczed by
these organizations and the substantial emerging market in
private utilization review and case management?

RESPONSE:

HCFA recognized that the monitoring of individual medical records
by Peer Review Organizations (PROs) was not the most advantageous
means of improving the quality and effectiveness of medical care
provided to the Medicare beneficiary population.

In place of case review, Peer Review Organizations are working
with their local health care communities to identify and
interpret scientifically sound parameters of practice to measure
quality of care. Using statistical quality surveillance to
examine variations in the processes and outcomes of care, they
share the resulting data with plans, providers and physicians, to
work with them to improve care. In doing this, the privacy of
individually identified information is always maintained.

We believe this function is a key responsibility of Medicare as a
purchaser of health care for Medicare beneficiaries. PRO work to
date demonstrates substantial opportunities for improvement and
positive responsive action from hospitals and physicians. For
example, PROs are working with hospitals in four states because
Medicare data revealed quality problems in the care of patients
hospitalized with acute myocardial infarctions. Data revealed
that many patients were not benefitting from proven therapies.
Early reports suggest that over 50 percent of hospitals working
with the PROs are examining new ways to improve care for these
patients. Similarly, drugs such as aspirin and warfarin have
been shown to reduce the risk of stroke in patients with atrial
fibrillation. One PRO, identifying the fact that less than half
of the patients in its state were receiving such medication upon
discharge, is working with almost all of the hospitals in its
state to assess and improve their performance in treating these
patients.

The PRO contribution here is unique. It abstracts and analyzes
clinical data from the large Medicare data base, studies
patterns, identifies opportunities for improvement and presents
the data to hospital staff for their analysis and use. This is
of tremendous asset to the hospital in its quality management
program. In this way, valuable benchmarking data, not otherwise
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obtainable, is provided o prysicians. Such widespread czoss-
institutlonal information Is ‘ust not availabie anywnere e.se.

QWNERSHIP AND REFERRAL LAWS
SUMMARY :

The physician referral issue is one of over-utilization, anrd we
should be regulating for that problem generically, not :zhrouga
the onerous and somewhat arbitrary rule structure driven by
current law. There should be an outside certification aporoacn
linked with heavy penalties for clear over-utilization liaked =o
financial interest. This restructuring should be linked =o =:ae
PRO restructuring.

RESPONSE:

When a patient seeks medical care, his or her physician has a
major role in determining utilization of services furnished to
the patient by other health care providers and suppliers. The
physician evaluates the patient, orders diagnostic tests, and
decides upon the appropriate medical care and any needed therapy
for the patient. Having a financial interest in a provider or
supplier of services can affect the physician's decisions. 1In
fact, studies performed by the 0IG, GAO, and non-government
groups have concluded that physicians who have financial
relationships with health care providers and suppliers tend to
refer their patients to that entity more frequently than other
physicians. 1In effect, these studies have demonstrated that
physician self referral serves as an effective proxy for over-
utilization of services.

In the future, truly integrated systems (that is, systems jointly
owned by hospitals and physicians that are organized to provide a
continuum of care) will make decisions about individual patients
at the caregiver level, but decisions about resource allocation
and strategic planning will be made by the network. Generally,
integrated systems look at competition and incentive structures
by developing ways to reward staff for helping reach the goals of
integrated delivery: high quality, lower-utilization, cost
effectiveness, and closely monitored patient, staff and payer
satisfaction. We agree that once integrated systems are more
common, there may be a better solution to the problem of over-
utilization of services, but at this time it appears that this
type of system would not solve the physician self-referral
problem.

In 1993, carriers were required to establish an infrastructure to
implement Focused Medical Review (FMR). 1In 1994, as part of
their FMR efforts, carriers were required to develop methods to
profile physicians' ordering and referring patterns. In 1995

2
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carriers will be required =o eval:iate :tze impac:z of =nese
patterns. To implement MR, carriers are expected to deve_.oD
computer Systems and methodoiogy o analyze claims and ther =--=
the most effective course for resolving problems which resu.-
from inappropriate practice patterns. We believe that, while our
current priority must be to implement <he physician self-referra.
law, over time that utilization information should be used <o
determine whether additional regqulatory measures that wou.d

further limi: the exceptions are required.

REIMBURSEMENT MECHANISMS
SUMMARY :

Review arbitrary constraints in the systems and reform certa:n
Medicare coverage and payment rules which may impede the
provision of lower cost care. Several policies were cited that
warrant review.

RESPONSE:

The Health Care Financing Administration (HCFA) is continuously
engaged in an ongoing process of reviewing and evaluating
coverage and payment policies to ensure the most efficient
delivery of quality services to Medicare beneficiaries. We share
the desire to identify and correct Medicare rules which present
arbitrary constraints or unwarranted prohibitions on the
efficient and effective provision of care. However, we note that
many constraints which appear at first to be arbitrary constitute
significant utilization controls. The removal of such provisions
could result in notable increases in Medicare expenditures. For
example, the repeal of the three day prior hospital stay
requirement for Medicare coverage of skilled nursing facility
services by the Medicare Catastrophic Coverage Act resulted in a
dramatic increase in skilled nursing facility expenditures in
1989. Therefore, we urge a careful evaluation of all reform
proposals to guard against unintended increases in Medicare
outlays.

We have the following comments on the examples specifically
cited:

-—- Medicare does not currently cover
telemedicine. HCFA is conducting several demonstration
projects on telemedicine and will be deciding FY '9S grant
applications over the next several months. We believe that
additional research is necessary before policy decisions are
made.

Hospice and Long Term Care -- The HCFA Long Term Care

Workgroup, in cooperation with staff from throughout the

3
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Department of Health and Human Services, is ac=:ivei-
evaluating the long zerm care needs of Medicare and “ed: -a. -

beneficilaries., 1Included in thls effort is che evaiua-z o~ -
the ‘Medicare hospice, skilled nursing facility, and ro-e )
health benefits. A primary goal of this effor:s is to
develop the extent to which zhese benefits meet the iorg
term care needs of Medicare beneficiaries and o deve.opo
improvements to the Medicare and Medicaid program so t=at
needs such as those described in the OMB comments can oe
better met in an efficient manner. The Workgroup is
currently examining a variety of options to meet =his goal.

R ursement Rates for Qutpatient and Inpatient Care --
The prospective payment system for hospital inpatient
services is intended to capture justifiable cost
differences. Payment for hospital outpatient and skilled
nursing facility services is currently cost-based.
Variation among payments for hospital inpatient services,
hospital outpatient services, and skilled nursing facilizy
services would likely be reduced by the development of
prospective payment systems for hospital outpatient and
skilled nursing facility services. HCFA is currently
exploring the development of such payment systems.

VARYING SURVE) N

SUIOIARY :

Streamline NIOSH, CDC, HCFA and FDA survey activities and ensure
that requirements for all are compatible and do not put
facilities at an economic disadvantage. For designated facility-
types, pilot efforts to accomplish this goal.

HCFA supports the concept of consolidating similar or duplicative
survey requirements and processes into logical and functional
units in order to streamline these activities as well as to
provide relief to providers which are inspected by numerous
entities over time.
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identifying which laws and regulations soread across -‘e
executive branch provide opporzunicies for consolidation ---o
single authorities for quality assurance monitoriag and
enforcement purposes. For example, all infection control
authoritles in HCFA and OSHA might logically come under ore
inspection process. The next step would be to identify zhe
sklills and resources necessary %o be brought together, in
partnersnip with State and ilocal health authorities, to maxe a
streamlined process work. The third step would be to concuc: a
pilot project to test the feasibility, efficiency and efficacy of
consolidating these functions. : )

Conceptually, this effor: at streamlining would oegin by

A major consideration in this proposal is the widely varying
statutory bases for all of the programs which might be incluced
in this effort. Gaining statutory flexibility would be essenzial.

T A ALTERN

SUMMARY :
Alternative 1

Repeal part of the statute, eliminating a significant portion of
the personnel, quality control and quality assurance requirements
with the exception of cytology.

RESPONSE:

These portions of the statute should be retained. We have made
recommendations to accommodate concerns that such requirements
are burdensome; however total elimination of these requirements
would have an adverse impact on laboratory services and their
use. The proposal suggests relying solely on proficiency testing
(PT) to ensure quality. The PT process has limitations and is
subject to some level of error itself. PT alone cannot assure
guality of performance. Data is being collected which indicates
that significant numbers of lab tests do not yield accurate
results.

SUMMARY :
Alternative 2

Use quality indicators and/or performance standards with outcome
indicators (e.g., proficiency testing) and remove the process and
personnel requirements
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RESPONSE:

We agree that gquality indicaters arnd/or performance standarzs ars
desirable and useful. However, PT ~as many inherent prob.ers,
and as a result good laboratories may perform poorly and poor
laboratories well. We believe that PT by itself wi.l not e
acceptable by the laboratories.

We are just beginning to develop these performance standards, >us
it is not apparent which might be useful. Baseline informaz.on
is needed to determine which specific quality indicators wou.d e
most appropriate to evaluate the quality of laboratory services
in the least intrusive manner. Providers of laboratory serv.ces
are extremely varied and diverse. Therefore, the challenge of
designing and implementing these standards or a similar process
would require considerable time and the outcome is uncertain.

MOVEMENT TOWARDS PERFO CE MEASURES IN HEALTH OUTCOME
SUMMARY :

As performance measures of health outcomes are developed,
evaluate the continued need for oversight and regulation of each
segment of the marketplace.

RESPONSE:

The growing availability of performance indicators in the healtn
care arena affords many opportunities to recast many health care
regulations, such as home care, dialysis and nursing homes, among
others. The trend in health care is clearly toward less
prescriptive requirements and over time, performance indicators
will hasten that change. HCFA does not believe that this
proposal changes anything about our current direction. We
support its basic thrust. However, the reliable use of
performance indicators in surveillance systems is still years
away, as the work to develop, test and implement them is
extensive.

The use of performance indicators will change the nature of
oversight but will not eliminate it. Performance indicators do
not replace the importance of actual, onsite inspection of
providers, particularly to investigate complaints, determine
initial eligibility and validate the accuracy and reliability of
the performance indicator data being supplied.
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CLINTON LIBRARY PHOTOCOPY

Comments on current status of the health sector regulatory reform
document:

A number of regulatory programs that have a significant impact on
the health sector will not be raised in the initial meeting.
These programs should be listed in an appendix or addendum with
brief descriptions and the commitment to develop options in each
program area if the Vice President so desires. The programs that
need such descriptions are as follows:

. The PRO program i.e., Physician Review Organizations - HCFA
argues that this has just been revamped which is true, but
there are legitimate questions as to whether the government
should be in this business particularly given the limited
utility of the reviews and the substantial emerging
marketing in private utilization review and case management.

L] Ownership and referral laws, i.e., programs targeted at
kickbacks and over-utilization of services that prohibit
patient referals to facilities in which a physician has a
financial interest. Although there is evidence to support
the notion that some physicians abuse testing and treatment
referrals due to their financial interests, many physicians
over-utilize regardless and the requirements only apply to
arms length relationships and not vertically integrated
delivery systems. The issue is over-utilization and we
should be regulating for that problem generically not
through the onerous and somewhat arbitrary rule structure
driven by current law. We could have an outside
certification approach linked with heavy penalties for clear
over-utilization linked to financial interest. This
restructuring should be linked to the PRO restructuring.

. Reimbursement mechanisms - although taking on the entire
structure is probably much too close to health care refornm,
there are many arbitrary constraints in the systems and
certain prohibitions that could significantly reformed,
particularly those that may impede lower cost care for which
HCFA does not reimburse. Some examples include:
telemedicine care that is limited to reimbursement for the
equivalent of a face-to-face encounter, immediately
undermining some of the savings that could result from less
intensive interactions; the definition of hospice whi
restricted to faciltiies treating individuals in the
months of life, while certain longer term acute recov
might benefit from such lower intensity care; and, Pn3~095 1"
variations in reimbursement rates for identical outpa -
and inpatient care. Decisions on revised reimburseme '“0“@'”ﬂ~w|
not easy and the solutions can bring their own HEﬂM,LahU/7
complications, but this area does warrant review. P ERTE

° Overlapping jurisdictions - The NIOSH bloodborne path
rule may have outlived its usefulness and duplicates
recommended practices. It is a heavily process based
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The PRO program i.e., Physician Review Organizations - HCFA
argues that this has just been revamped which is true, but
there are legitimate questions as to whether the government
should be in this business particularly given the limited
utility of the reviews and the substantial emerging
marketing in private utilization review and case management.

Ownership and referral laws, i.e., programs targeted at
kickbacks and over-utilization of services that prohibit
patient referals to facilities in which a physician has a
financial interest. Although there is evidence to support
the notion that some physicians abuse testing and treatment
referrals due to their financial interests, many physicians
over-utilize regardless and the requirements only apply to
arms length relationships and not vertically integrated
delivery systems. The issue is over-utilization and we
should be regulating for that problem generically not
through the onerous and somewhat arbitrary rule structure
driven by current law. We could have an outside
certification approach linked with heavy penalties for clear
over-utilization linked to financial interest. This
restructuring should be linked to the PRO restructuring.

Reimbursement mechanisms - although taking on the entire
structure is probably much too close to health care reform,
there are many arbitrary constraints in the systems and
certain prohibitions that could significantly reformed,
particularly those that may impede lower cost care for which
HCFA does not reimburse. Some examples include:
telemedicine care that is limited to reimbursement for the
equivalent of a face-to-face encounter, immediately
undermining some of the savings that could result from less
intensive interactions; the definition of hospice which is
estricted to faciltiies treating individuals in the last 6
onths of life, while certain longer term acute recovery
ight benefit from such lower intensity care; and,
variations in reimbursement rates for identical outpatient
and inpatient care. Decisions on revised reimbursement are
not easy and the solutions can bring their own
complications, but this area does warrant review.

Overlapping jurisdictions - The NIOSH bloodborne pathogen
rule may have outlived its usefulness and duplicates the CDC
recommended practices. It is a heavily process based rule
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that could be characterized as overreacting to the AIDS
fear. We could also argue that now that the practices have
penetrated the work place the detailed regulation may not be
necessary and we should come up with a more targeted
approach. This rule also conflicts with the public health
message we try to deliver about working and living with
people with AIDS, e.qg., gloves and masks for any and all
exposures to bodily fluids when we assure people that
nominal exposure is not really a risk. Concentrating on
needle sticks and substantial exposure to blood may be
desirable.

Varying survey requirements or varying surveyors. NI
CDC, HCFA and FDA could conceivably inspect the same
institutions for similar or related aspects. Streaml
these activities and ensuring that requirements for
multipurpose facilities are compatible and do not put
facilities as an economic disadvantage should be the
Given the number of programs and multiple purposes th
of activity may need some pilot efforts on the part o
facilities and the various Federal agencies.

Other CLIA alternatives - Partial repeal, eliminate a
significant portion of the statute including personnel
requirements and the quality control and gquality assurance
requirements with the possible exception of the cytology
requirements that generated the main impetus for the

statute. It is unclear whether Congress or the agencv is
likely to go for this although some of the new repub:

may try to push for it. Another alternative is to r«

the statute to give more flexibility to the Secretar

waive the process and personnel reguirements in thei thy CLIA
entirety when adequate performance standards are in

rather than only when you are dealing with waived te /ot QH. A ”
i.e., tests that will only incur negligible risk. H '
asserts that performance testing is not possible due

cost and complexity of blind testing. There is anot

possible option of look behind proficiency testing f

already performed that could be explored. An import

fallacy in goal of the statute is the level of prec._.

testing. Although some tests are precise, many are not. The
goal of precision rather than best practices could be
considered.

As we move toward performance measures in health outcomes,
we should consider whether there is a continued need for
oversight and requlation for each segment of the
marketplace. The regulation of each segment often creates
unintended effects including the emergence of new segments
due to the cost of regulation in existing facilities, e.g.,
home care, adult day care, board and care homes. Many of
these services and entities are not intended for health care
per se and should not necessarily be the purview of Federal
regulation. Alternatively we should assess the extent to
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fear. We could also argue that now that the practices have
penetrated the work place the detailed regulation may not be
necessary and we should come up with a more targeted
approach. This rule also conflicts with the public health
message we try to deliver about working and living with
people with AIDS, e.g., gloves and masks for any and all
exposures to bodily fluids when we assure people that
nominal exposure is not really a risk. Concentrating on
needle sticks and substantial exposure to blood may be
desirable.

° Varying survey requirements or varying surveyors. NIOSH,
CDC, HCFA and FDA could conceivably inspect the same
institutions for similar or related aspects. Streamlining
these activities and ensuring that requirements for
multipurpose facilities are compatible and do not put such
facilities as an economic disadvantage should be the goal.
Given the number of programs and multiple purposes this kind
of activity may need some pilot efforts on the part of some
facilities and the various Federal agencies.

] Other CLIA alternatives - Partial repeal, eliminate a
significant portion of the statute including personnel
requirements and the quality control and quality assurance
requirements with the possible exception of the cytology

equirements that generated the main impetus for the
statute. It is unclear whether Congress or the agency is
likely to go for this although some of the new republicans
may try to push for it. Another alternative is to revise
the statute to give more flexibility to the Secretary to
waive the process and personnel requirements in their
entirety when adequate performance standards are in place,
rather than only when you are dealing with waived tests,
i.e., tests that will only incur negllglble risk. HHS
asserts that performance testing is not p0551b1e due to the
cost and complexity of blind testing. There is another
possible option of look behind proficiency testing for tests
already performed that could be explored. An important
fallacy in goal of the statute is the level of precision in
testing. Although some tests are precise, many are not. The
goal of precision rather than best practices could be
considered.

L As we move toward performance measures in health outcomes,

- we should consider whether there is a continued need for
R pversight and regulation for each segment of the
' marketplace. The regulation of each segment often creates
Wh CLI A hnintended effects including the emergence of new segments

! due to the cost of regulation in existing facilities, e.g.,

not 41 A 7 home care, adult day care, board and care homes. Many of

9' (§. these services and entities are not intended for health care
pber se and should not necessarily be the purview of Federal
Fegulation. Alternatively we should assess the extent to




which the possible overregulation of existing facilities has
created a less than satisfactory set of service
alternatives.

Regarding the options that HHS has put forth the boldest are the
preformance standards in lieu of prescirptive standards of
participation. The ability to waive the prescriptive

' requirements, however, needs to come in tandem with adherence to
performance standards otherwise we’re simply adding another layer
of regulation. We would need to seek the necessary legislative
change simultaneously with the regulatory changes. The CLIA
standards are likely to be viewed as marginal albeit streamlined
rules. They have also been in the pipeline for sometime and will §~
not necessarily be view as very bold.
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Aside for internal discussion only - OIRA has an ongoing concern
with the revised CLIA rules because ofthe possible duplicative
review of diagnostic devices between FDA and CDC. Originally FDA
was going to perform the device assessment of diagnostic devices
that are waived or simple, i.e., the emerging technology that
automates the test to remove human error. FDA now wants CDC to
perform the categorization and determination as to whether it
meets quality assurance and control requirement under CLIA. We
are still hard pressed to understand how this determination
significantly differs from FDA’s review. We are however somewhat
persuaded that CDC may be much more expedient and in time could
be the better oversight agency for diagnostic devices.
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PROBLEM

REGULAT Y
APPROACH

PROPOSED
SOLUTION

HEALTH AND SAFETY STANDARDS FOR MEDICARE PROVIDERS

Hospitals, home
health agencies
(HHAs), hospicves, and
End-Stage Renal
Disesse (ESRD)
Gacilitles must meet
health and safety
requirements lo
participste in the
Medicare program.
These requiremenis
are "process” oriented
(i.e., use procedursl
and administrative
requiremenis as
proxies for quality
health care) rather
than "outcome”
orienled (ie., evalustle
actual patient care)
and comlinuous
quality improvement.

By law, HliAs musl be
surveyod yearly even
though historical data
show thal this
frequency ls excessive
for many IHAs and

does nol improve care.

Use of performance
standards. (Oulcomes)

Flexible survey schedules

related ta performance.

Revamp Medicere
.particlpalion requirements
to focus on outcomes und
lo inchude the collection
and analysis of patient
care dala necessary for

continuous quality
improvement and
pecformance evaluation.

Seek an amendment o
Section 1891(c)(2)(A)of
the Soclal Securily Act to
allow llexible survey
schedule for IIHAs.

et W?” W/V
" AS
\love! wa
LrL A9’

FROS & CONS

compliance
and survey burdens,
Eliminaling process
requirements wild muke it
passible to focus on actual
patienl eare,

Cons: EliminaCion of
process requirements
could be viewed by patient
sdvocaies as the
elimination af patient
safeguards.
Developarent of data
requirements ronld be
viewed as additional
bunden In home health
agencies.

Pres: Law cwrrenlly
allows Dexible surveys for
all providers except J1IAs
and nursing homes.

Will save the indusiry and
the government san
estitonled $10 million.
Cons: Same oud of
complinpnce IIHAS mnay full
Ihrough the cracks under &
Dexible syslem.

ALTERNATIVES
NOT SELECTED

N/A

Seck flexible survey cycke
for nursing homes.

DRAF

WHY NOT
SELECTED

N/A

Current nursing home
survey cyele allows some
discrelion (ie., allows
muximum of 15 months
betwern sunveys for 8 given
honee while requiring » 12
mounth avernge for cach
State). Grester Nexibility
woukl be insppropriste
dur o lhe vilnersbility of
the nursing hume
popululion, generully low
level of professionul
supervision, und historical
prublems,

VS:oT S6/2T/T0

£0cL 069 2028

Sd4/S0 SHH

c00 @




REGULATORY
PROBLEM APPROACH

PHYSICIAN ATTESTATION
Physicians must sign Lower burden.
"altestation” cextifying

accuracy of diagnoses/

procedures for alt

hospital admissions

wunder the prospective

paymend system,

causing huge burdens

and cosis for

physiclans and

hospitals. Alse, costly

for resource-strapped

Peer Review

Organizations to

monitor.

PROPOSED

SOLUTION

Eliminate current

_regulations’ requirement

for physiclan alfestation
and hold hospitals
responsible for accuracy.
(HCFA will svon meet with
OIG and DQJ))

Pros:

PROS & CONS

1
Wiy .

ysicinns and
hospitals will like.
Atlestalion Tequirement
appears obsolele - never
proseculed &

DRG/coding complexilies,
nol undersfoud by '
physicians, make
roquirement inapproprinie,
Decrense in administrufive
coals (o hospilals.

Cons: Lack of prosecutions
so (ar does not preclude
future ones, which would
be slded by uitesiations.
Despite coding/DRG
complexities, physicians
viewed #s most
knowledgeablc on care
given to hoapitalized
patienta.

ALTERNATIVES

NOT SELECTED

N/A

URAFI

e

WHY NOT
SELECTED

NJA
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the Problem
LIA

l. CLIA is
innecepsgarily
urdensome
‘egpeciallly for
mall POLg) due
-0 brdad .scope
ind "one Bize
its all"”
wpproach.

Rl .
Regulatory Proposed 0Vﬂ“ Pros and b&“
Approach Solution . @h§‘ Cons QWH
0
QSN .
A Q/.'\\ . N W\L éH
i RN

evise regulatioﬂafé
expand criteria for

Make greater
use of
walvers.

varlety of

from manufacturers
for wailved tests.
FDA OTC approvals

may expand test
menus without
an lIncrease in

are automatically costs/burden.

walved, if requested Encourages

by manufacturers. better
technology.

Oversight of
walved tests
for complaints
only. Can be
used as
marketing and
fiscal toal for
manufacturers.
This change
will make POLs

happy.

R A—
Increase access
to greater

DRAFT

Alternatives Why Not
Not Selected Selected
Maintain current Public and
walver criteria. lab caommnity
expressed
abjections to
2] current
wwy - criteria as
being too
subjective

N
\)otkn ‘l\

h0°w approving

additional

~and €the T
difficulty of !

'
i

tests under !
i

present
Lteria.

Waivers
should meet
specific
criterla to
avoid causing
irreparable
harm.

Automatic waiver
of tests proposed
in Archer
amendment .

/
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The Problem

1. (Cont'd)

Regulatory
Approach

Re-engineer
current
regulations to
reduce
oversight of
labs using
improved
technology

Proposed
Solution

Reduce oversight of
users of "black box"
(accurate and
precise--APT) by
instituting a new
categary of
certification (APT)
with fewer
requirements.

Pros and
Cons

Reduce burdens/

costs.
Eliminates
routine
surveys,
Decreases
requlatory
burden for
POLS .

rEncourage |

| market place

1 driven

t&g( v

| technology . —
Less oversight
and monitoring
of quality in

PQLs .

DRAFT

Alternatives
Not Selected

Do not recognize
"black box"
technology by
creating new
testing category.

Wa;yer of "black
boT technology.

@

Why Not
Selected

Not
recognizing
new

. technologies

may impede
technological
progress.
Inappropriate
waiver of
test syst
may cause
irreparable
harm to
public,
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The Problem

2. Labs fear
sanctions for
proficiency
testing (PT)
failures.

Regulatory
Appreach

Emphasize
information
and eduncatlionv
rather than
sanctions. -

"

Proposed
Solution

Use PT "fallures"
for education and as
an outcome indicator
in laboratory
quality not for
punitive action.
Continue use of
educational focus in
survey process.

Pxas and
Cons

Reduce anxiety
in the POL
community while
maintaining
opportunity for
PAaL
selfassessment.
Education is a
positive
approach;
customer-
focused. POLs
do not consider
participation
in PT cost
effective,

Data indicates
PT facillitates
improved
quality
periormance.
POLs are happy
with these
solutions.

DRAFT -

Alternatives
Not Selected

No longer requlre

PT.

o
.—l
~
.—A
N
~
(<)
(3]
Why Not
Selected —
o
PT is a &
valuable
outcome
indicator and g
educatijonal g
tool. | PT .
[~}
o
required by \
statute. §

Npt « 0% -
we  (an 3“9)[&8

B
g44k}k\40'/Y ( WhVﬁz
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The Problem

3. Surveys are
burdensome to
the laboratory.

Regulatory
Approach

Perfaormance
standards and
flexible
gfurvey
schedules.
uUtilize deemed
status.

Proposed
Solution

‘Require less

frequent surveys of
excellent
pexrformers.

Approve accrediting
organizations for
deemed status and
approve state
licensure programs
for CLIA exemption.

Pros and
Cons

Reduce the
survey burden.
Reward good
performers with
fewer surveys.
This would be a
positive incen-
tive to improve
performance.

DRAFT.

Altexrnatives
Not Selected

Status guo

Why Not
Selected

Need to
reduce
burden.

/.
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e Problenm

(Cont’d)

Regulatory
Approach

Proposed
Solution

Utilize flexible
survey protocol.
Utilize outcome
indicators.
Implement APT
category. Implement
survey efficiencies.

Pros and
Cons

Educational
emphasis has
generated a
positive
response from
the previously
unregulated
laboratory
community.
Approving
organizations
for deemed
status offers
Laboratories
oversite by
peers.

DRAFT- .

Alternatives
Not Selected

Why Not
Selected
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g OEPARTMENT OF HEALTH AND HUMAN GERVICES
H WASHINGTON, D.C. 20201
“\,,.~
Executive Secretariat
PLEASE NOTIFY OR HAND-CARRY THIS TRANSMISSION
TO THE FOLLOWING PERSON AS SOON AS POSSIBLE:
Name: Allison Eydt
Address:
Message: If you want to discuss some of the specifc wording
you may talk with Cam Gardett of the HHS press
office at 690-6343,
Let me know if you clear this so that we can release
the regulation.
Telephone: Office: FAX:

Number Of Pages Being Transmitted (Including This One) 3

F??C)Ad' Anna Boyd, Executive Secretariat, HHS

FAX NUMBER: 690-7203

OFFICE NUMBER: 690-6111
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U.S. DEPARTMENT OF MEALTH AND KUMAN SERVICES
FOR IMMEDIATE RELEASE Contact: Anne Verano
. : (202) 650-~6145

The Health Care Financing Administration today reduced a
paperwork burden on physicians by eliminating the need for
doctors to file an annual Qtatement with the hospitals to which
they admit Medicare patients.

"This change will reduce a bureaucratic hassle that the
Medicare program had placed on physicians,"™ said HHS Secretary
Donna E. Shalala. “This is the type of streamlining that will
result from the/f;esident's health care reform program."

The new rule, published in today’s Federal Register, will go
into effect in 30 days. It will require physicians to sign a
document, known as an acknowledgement statement, only once when
they are originally granted admitting privileges to a hospital.

Some 300,000 physicians and 6,000 hospitals are affected by
the rule.

"Physicians and hospitals have had problems meeting the
requirements of the old rule," said HCFA Administrator Bruce C.
Vladeck.

Attending physicians must attest to tha diagnoses and
procedures performed on patients before they can submit Medicare
claims. This arrangement ensures that the information used for
claims payment is correct.

As a part of the current requirement, hospitals are required
to obtain annually from each attending physician, a signed

~ More -
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acknowledgement that the physician understands the penalty QQF%#C>

-2 -

for misrepresenting, falsifying or concealing essential
information required for claims payment.

This physician acknowledgement must have been completed
within the year prior to submitting the claim.

The new rule eliminates the requirement for the annual
statement. Instead, physicians will read and sign the document
once at each hospital where they have admitting privileges.

"physicians and hospitals told us the old rule increased
costs, took too much time and added to the heavy paperwork
burden," Vladeck said. "They did not believe the cost and burden
added value to the process. This change alleviates that
problem.”®

Because of its commitment to reduce the administrative
burden on physicians and hospitals as soon as possible, HCFA
waived the notice of proposed rulemaking and, in this instance,
issued a final rule immediately. Public comments on the rule
will be accepted for 60 days.

HCFA is the federal agency which administers the Medicare
and Medicaid programs that help pay the medical bills of 67
million Americans. HCFA’s estimated fiscal year 1994

expenditures will total more than $250 billion.
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EXECUTTIVE OFFICE OF T HE PRESTIDE
05-Jan-1995 05:17pm

TO: Jennifer L. Klein

FROM: Shannah Koss

Office of Mgmt and Budget, OIRA

SUBJECT: HHS reqg ideas

Health requlation

— CLIA - provide a real performance standards alternative

Link regulatory oversight to performance for all facility

regulation and review. Use regulatory burden or the lack there
of as an incentive.

~>Survey and certification - move to performance based audit and
review cycle - eliminate all fixed review cycles.

Revise reporting and recordkeeping requirements for providers and
facilities

Revised reimbursement to enhance competition

Overlapping jurisdiction and regulation

Bloodborne pathogens rule (OSHA) vs. CDC universal precautions
-is this level of regulation necessary given the risks.

Adverse reporting mechanisms for FDA and HCFA, i.e., requirements
for facilities

DUR counseling and the upcoming medguide regulation

FDA and CPSC - should certain low risk responsibilities be
shifted?

Generic ways to rethink FDA regulation

FDA oversight is largely a question of improving health by
reducing health risks and approving products intended to improve
health.

All of its regulatory programs are risk based and require
risk-benefit determinations as to whether something should be
allowed into the market or removed. [gatekeeper vs. exorcist]



=5 For drugs and devices FDA’s scheme is predominantly a gatekeeper
scheme and allows very little risk into the market place. For
lower risk product categories and for higher risk products where
there are no adequate alternative therapies a shift away from
prior approval toward post-market surveillance could be
considered. For certain categories of "devices" FDA should
consider getting out of the business altogether e.g., external
generic use products.

In the few areas where FDA regqulates facilities (mammography,
blood banks, tissue banks) - movement toward performance
standards rather than command and control quality standards
should be explored.



In the areas of foods and cosmetics FDA could move as completely
as possible to post-market surveillance and rely more heavily on
market-based solutions. Certain regulatory models are outdated
and could be eliminated e.g., standards of identity for foods,
certain electronic product requirements.

Various FDA drug approval ideas

Privatize approval more of a European model, like certain
standards bodies, e.g., electronic standards.

Expanded use of IRBs
External review/Contract out - Mitre initiative

Revised risk-risk trade offs - earlier approval with enhanced
phase 4 trials or enhanced post-market surveillance.

Greater flexibility for non-commercial INDs or some
experimentation in the context of contained health care delivery

models (combine greater flex with enhanced PBM, management and
surveillance).

More reliance on buyer'beware - full disclosure on risks and
benefits and level of uncertainty, less emphasis on efficacy

Harmonization/reciprocity with certain advanced medical countries
Enhanced use of over-the counter
Questions about the status of current activities:

Mitre pilot

Parallel track

Fast track approval/phase VI

Surrogate endpoints - CF anecdote surrogate not sufficient
Moving beyond cancer and AIDS

Approval times - before and after user fees

Off label uses, combination therapies, pediatric labeling,
CME - all apparent increases in regulation

) 0 ) *) ) e )

Status of Orphan drug development - has the incentive lost its
power?



EXECUTTIVE OFFICE OF T HE PRESIDE
05-Jan-1995 05:19pm

TO: Jennifer L. Klein

FROM: Shannah Koss

Office of Mgmt and Budget, OIRA

SUBJECT: HCFA regs ideas

Allison Eydt from my staff put this together yesterday and sent
it to HHS. I haven’t look at it too closely, but hopefully it
helps.

HCFA Regulation

Thematic Areas for Improvement

Problem: Controlling Utilization and Federal Expenditures at the
Expense of Access Because the Medicare and Medicaid programs are
on-budget, some regulation is necessary to ensure that
beneficiaries/recipients and providers utilize only services that
are reasonable and necessary. In the past, however, HCFA
inappropriately has used burdensome regulations focused on
quality of care to control utilization and expenditures. These
costly, "process" regulations (e.g. personnel credentialing,
reporting, and recordkeeping, etc.) may discourage
beneficiaries/recipients and providers from consuming health
services. These regulations not only shift burdens onto the
private sector, but by limiting access to services, they can have
a negative impact on health outcomes and quality of care in the
long run.

Example Area for Improvement: Regulation of physician office
laboratories and "waived" tests pursuant to the Clinical
Laboratory Improvement Amendments of 1988.

* * * * *

Problem: "Process" versus "Performance-Based" Regulation:

Faclility regulations should incorporate performance measures such
as patient outcomes and rely less on process requirements such as
personnel requirements, recordkeeping and reporting.

Example Area for Improvement: Pursuant to OBRA ‘87, HCFA must
enforce numerous prescriptive personnel and physical plant
requirements for nursing homes (and home health agencies.) HCFA
has been creative in its final enforcement rules for nursing
homes, but was restricted from moving entirely toward
outcome-based regulation by detailed, process requirements




articulated in statute.

* * * * *

Problem: Provider-Specific Quality of Care Regulation and

Relmbursement: The regulations should be flexible in design so
they can withstand changes in the health marketplace. They
should not vary by site of care (e.g. hospital outpatient
department versus ambulatory surgical center.) As the health
care market becomes more diverse and fluid, the artificial
definitions associated with facilities will become obsolete.
Regulation and reimbursement based on facility designation
exacerbates special interest lobbying and may not enhance patient
outcomes or program effectiveness.

Example Area for Improvement: The entire Medicare program is

regulated by provider type; most of the methodology is
articulated in statute.



>, Problem: Inflexible, Rigid Enforcement Strategies: Enforcement

~ approaches should depend more on past compliance history and at a
minimum, be targeted to areas of greatest, imminent risk to
patient health and safety. For example, survey frequencies
should vary depending on a specific facility’s compliance
history, e.g. a shorter cycle for facilities with poor compliance
in health outcome requirements and a longer cycle for facilities
in full compliance.

Example Area for Improvement: In its final nursing home
enforcement rule, HCFA made progress in relating enforcement
remedies to a facility’s compliance history and the nature of its
noncompliance (e.g. compliance in "process" versus quality of
care standards.) HCFA, however, could not vary the survey cycle
for facilities based on past compliance because OBRA ‘87 narrowly
defines an allowable survey cycle (a maximum 15 months between
surveys for each nursing home and a statewide survey cycle
average of 12 months.) This provision has limited HCFA'’s
flexibility in providing cost effective incentives for superior
performance in nursing homes.

* * * * *

Problem: Regulation that Creates and Protects Jobs, but May Not
Improve Quality of Care : Related to the above "performance"
recommendation, regulations should not carve out a niche for a
particular industry or professional group but should encourage
competition between entities to capture the maximum health
outcomes for the dollar.

Example Areas for Improvement: Pursuant to the Social Security
Act, the Joint Commission on the Accreditation of Health
Organizations (JCAHO) has a monopoly over private accreditation
of hospitals. This competitive void eventually may have a
negative impact on hospital private accreditation and health care
services provided by deemed status facilities. An example of
"guild group" regulation is the OBRA ‘87 nursing home provisions
mandating RN staffing levels. The nurse staffing provisions were
the most costly, regulatory provisions (almost $100
million/fiscal year).

* * * * *

— Problem: Redundancy between Enforcement Programs: Enforcement
approaches should be consolidated and redundant programs
eliminated to minimize Federal intrusiveness upon private sector
entities.

Example Area for Improvement: The Peer Review and Utilization
Review program may be redundant with activities conducted under
hospital survey and certification.




* * * * *
Other approaches to cost effective, least burdensome regulation:

Information Sharing in lieu of Frequent Onsite Visits : A common
argument against lengthening survey cycles has been that it is
difficult for the enforcement agency to stay on top of
developments that could impinge upon quality of care between
visits. 1In addition, reliance on surveying patient outcomes is
reactive, and does little to prevent adverse outcomes from
occurring in the first place. Information dissemination and
feedback loops can be used in lieu of frequent onsite monitoring
by survey teams. Such information could provide assurance that
the level of care has not decreased significantly since the last
survey. Troublesome trends in facilities could trigger surveys
earlier than originally scheduled and offer stronger incentives
for ongoing facility compliance. Information should reside at the
entity or local level until requested on a "validation" or
"look-behind" basis.

* * * * *

Information Dissemination and Consumer Enpowerment: Information
on facility performance in surveys should be widely disseminated
to the public so it can be used in selecting providers.

Area for Improvement: At one time, HCFA published results of its
nursing home surveys, but has discontinued this practice. HCFA
also has discontinued publication of hospital mortality
statistics.
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Goals

As you know, the Vice President is initiating a bold
regulatory reform effort. As I have mentioned to several of you
on the phone, we have been instructed to make recommendations in
three broad areas:

1. Be bold, innovative and "outrageous" -- such as moving
to market incentives such as voluntary regulatory
structures, streamlining agency responsibilities,
increasing waiver authority, fostering regulatory
simplicity including one-stop shopping and single forms
for a series of regulations, and establishing a
presumption against issuing new regulations.

2. Develop a "customer service" oriented approach to
regulation -- consider working with those who are being
regulated and those who we are trying to protect.

3. Identify and review areas of overlapping jurisdiction,
conflicting statutory requirements.

Timetable

Current schedule

° Food and Drugs -- January 31 (scheduled with consumer
product safety)

° Health industry regulation -- February 2

Product

Given the short timeframe, we cannot look at all areas of
health regulation nor can we do a regulation-by-regulation
review. Instead, we should come up with two or three areas that
are particularly controversial or burdensome and develop new
models for regulation in those areas.

This meeting -- brainstorm about what those areas are.

Next meeting -- probably Friday -- within the areas we have
decided to focus on, bring a list of problems/obstacles within
the areas we have chosen to focus on and a list of options (from
moderate to bold) for solving these problems.
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= Ask your dialysis nurse or your
doctor for your test number.

* Put an X to show your test
number.

« If your X falls below the dotted
line, talk to your physician.

For Urea Reduction Ratio (URR) Test
080
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Month

For KUV Test
18
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It’s

Your

LIFE...

Know

Your

NUMBER! |

A Guide to an Important
Test for Dialysis Patients

U.S. Department of Health and Human Services
Health Care Financing A dministration




WHAT IS THIS NUMBER?

The number is a blood test result.
lhere are two types of blood tests to
measure the amount of a waste prod-
uct, called urea, in your blood.

lhese tests are:

Urea Reduction Ratio (URR)
KvV

if you have too much urea in your
nlood, it can make you feel sick to
your stomach, tired, or give you loose
»owel movements.

WHY IS MY NUMBER
IMPORTANT?

Dialysis acts like your kidneys by
‘emoving waste products from your
siood. Your number tells you how
nuch less urea is in your blood after
lialysis. It tells you how well your

li lysis treatments are working.
People with less urea in their blood
eel better and live longer.

WHA' ' SHOUL ) MY
NUMBER BE?

If your dialysis center uses the URR
test, your urea should have gone
down by 65 percent (0.65) or more
after your treatment.

If your dialysis center uses the Kt/V
test, your number should be 1.2 or
above.

Y our dialysis staff can give you more |

information on these tests. -

HOW CAN 1 FIND OUT
WHAT MY NUMBER 1S?

Y our nurse or doctor at the dialysis
center can give you your number.

- You may want to write down your

number on the URR or Kt/V chart on
the back of this pamphlet.

If your URR number is less than 0.65
or your Kt/V number is less than 1.2,
talk to your doctor about how to
improve your dialysis.

ARE THERE OTHER
NUMBERS 1 NEED TO
KNOW ABOUT?

There are many tests done for you at
the dialysis center. However, studies
have shown that URR or Kt/V give
the best idea of your health on
dialysis.

WHAT CANI1 DO TO HELP
KEEP MY NUMBER UP?

e Always go to all your scheduled
dialysis sessions.

» Stay for the full session.

* Make sure you eat right.

* Follow the advice of your dialysis
staff on how to stay healthy.

* Talk to your doctor if your
number is low.

* Talk to the dialysis nurse if you
need help with transportation,
meals, or other things.

On the back of this pamphlet
are two charts you can use to

- track your test result number.



