
TO: Hillary Rodham Clinton 
FROM: Jennifer Klein 
DATE: 7/7/95 
RE: Remarks for the Reinventing Health Care Regulation Event 

If you have a chance to take a look, here is a draft of your remarks for Tuesday's 
regulatory review event. Your remarks lay out the problem and put the regulatory reform 
efforts in the larger context of the current debate about Medicare and Medicaid. Steve 
Gleason will talk about the impact of these changes (especially the elimination of the 
physician attestation form) on health care providers. (Apparently, the staff at Mercy Hospital 
actually cheered when they found out they will no longer have to fill out the form!) The 
Vice President will talk about how this fits in with his Reinventing Government Initiative. 

I have included some fairly political comments on page 2. Melanne agreed with this 
approach, but I wanted to be sure you feel comfortable with it. 

P.S. Thanks for meeting my parents! They (not surprisingly) thought you're wonderful. 



FIRST LADY HILLARY RODHAM CLINTON 
REINVENTING HEALTH CARE REGULATION EVENT 

THE WHITE HOUSE 
JULY 11, 1995 

[Acknowledgments: Vice President Gore, Secretary Shalala (who 
could not be here today), HCFA Administrator Bruce Vladeck, Dr. 
Steve Gleason and the National Health Policy Council.] 

Thank you a l l f o r j o i n i n g us today. And thank you again f o r 
a l l of the work you d i d l a s t year on health care reform and 
continue t o do. 

Last year, you taught a l l Americans t h a t while we have the 
highest q u a l i t y h ealth care system i n the world, t h a t system i s 
too complicated. And t h a t while we boast some of the most 
t a l e n t e d and dedicated health professionals and advanced research 
i n s t i t u t i o n s , those professionals and i n s t i t u t i o n s are 
overburdened by paperwork, red tape and needless r e g u l a t i o n . 

As pa r t of our reform e f f o r t s l a s t year, we looked f o r ways 
to streamline r e g u l a t i o n s and s i m p l i f y the health care system. 
At the same time, Vice President Gore's Reinventing Government 
I n i t i a t i v e began e l i m i n a t i n g unnecessary r e g u l a t o r y burdens i n 
a l l areas of government. Today's meeting represents the p e r f e c t 
marriage of those two e f f o r t s . One step i n an ongoing e f f o r t t o 
free doctors, h o s p i t a l s and other health care providers t o do 
what they were t r a i n e d to do. One step to maintain and enhance 
q u a l i t y i n our health care system -- not by micromanaging but by 
measuring r e s u l t s . 

Hospitals today h i r e four new ad m i n i s t r a t o r s f o r every new 
doctor -- four to one -- simply to handle the avalanche of 
insurance forms and paperwork. Doctors' o f f i c e s spend 80 hours a 
month on a d m i n i s t r a t i o n . That's time not spent w i t h a c h i l d who 
needs a check-up; time not spent diagnosing a p a t i e n t w i t h 
b r o n c h i t i s . I w i l l never f o r g e t t a l k i n g t o a nurse l a s t year who 
summed i t up f o r me. She said she had gone i n t o nursing t o care 
f o r people. I f she had wanted to be an accountant she would have 
studied accounting and worked f o r an accounting f i r m . Instead, 
a f t e r t r a i n i n g to be a nurse, she spent nearly 50 percent of her 
time f i l l i n g out forms. 

Even worse, many of you have made, or watched the 
i n s t i t u t i o n s where you work make, d i f f i c u l t choices to h i r e more 
bookkeepers and c l e r i c a l people while l a y i n g o f f nurses and 
medical te c h n i c i a n s . That i s an unacceptable choice t h a t no 
physician, h o s p i t a l or nursing home should have to face. 

We can make a s i g n i f i c a n t s t a r t on s i m p l i f y i n g the health 
care system by improving how the Federal health programs do 
business. I n recent months the health care debate has centered 



around the need to reform Medicare and Medicaid and t o get 
spending under c o n t r o l . Everyone agrees t h a t Medicare and 
Medicaid can be improved. And everyone agrees th a t Federal 
he a l t h spending i s growing too f a s t . Over the next f i v e years 
alone, almost 40 percent of the growth i n Federal spending w i l l 
come from the r i s e i n Federal health care costs. They are 
growing f a s t e r than GDP. Faster than o v e r a l l i n f l a t i o n . Faster 
than almost a l l other items of government spending. 

But, as the President has been saying, there i s a r i g h t way 
and a wrong t o slow the growth i n Medicare and Medicaid spending 
and to address the problems i n these programs. The Republican 
proposal to take deep Medicare cuts to pay f o r tax breaks f o r the 
w e a l t h i e s t Americans i s the wrong way. Their Medicaid block 
grant proposal -- under which c h i l d r e n and e l d e r l y and disabled 
Americans would lose coverage -- i s the wrong way. 

Instead, we need to remember tha t Medicare and Medicaid have 
l i f t e d m i l l i o n s of Americans out of poverty and have helped 
m i l l i o n s more manage to pay f o r desperately needed he a l t h care 
services. The r i g h t way i s to improve and strengthen these 
programs and make them more e f f i c i e n t . That's why the President 
proposed a budget t h a t reaches balance i n ten years but t h a t has 
h a l f of the Medicare and o n e - t h i r d of the Medicaid savings i n the 
Republican plan. That's why the President's budget takes only 
the Part A cuts needed t o strengthen the Medicare Trust Fund 
rather than p l a y i n g on fears about the insolvency of the Fund to 
slash Medicare spending to pay f o r other p r i o r i t i e s . And t h a t ' s 
why the President's budget takes the f i r s t steps toward h e a l t h 
care reform. 

But even as t h i s debate continues, there are changes t h a t we 
can make i n Federal health care programs r i g h t now. Changes t h a t 
w i l l improve these programs -- and improve your a b i l i t y t o work 
w i t h these programs -- b i t by b i t , piece by piece. We can 
s i m p l i f y the system and regulate the r i g h t way, without 
compromising q u a l i t y . 

In the past two and a h a l f years we've made progress. 
[ I n s e r t examples.] The reforms t h a t the Vice President w i l l 
o u t l i n e today are part of an ongoing process. I hope t h a t we can 
b u i l d o f f of the work we've done so f a r and leave here w i t h the 
promise and the challenge of continuing a working r e l a t i o n s h i p 
t h a t involves the White House, HHS i n Washington, i t s r e g i o n a l 
o f f i c e s , those of you working i n communities across the country, 
and those of you who represent health care professionals 
nationwide. With your help, we can continue to i d e n t i f y 
unnecessary and burdensome regu l a t i o n s and work together to 
s i m p l i f y and improve our health care system. 

[Introduce Steve Gleason.] 

### 
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"1 am determined to see reform of our regulatory 
system, so that it costs less\ meddles less, and puts 
more responsibility in the hands of the people 
themselves." 

President Bill Clinton - February' 21. 1995 

"We can improve the relationship between regulators 
and the people they regulate to achieve our national 
goal of a robust economy that also protects public 
health and safety " 

Vice President A! Gore ~ February 27,1995 

OVERVIEW 

Introduction 

The Clinton Administration has made reforming the Federal government's regulatory process a 
top priority. Consistent with this commitment. President Clinton and Vice President Gore asked 
Health and Human Services Secretary Donna Shalala to assist in meeting this priority by carefullj 
examining the regulator}' requirements of the Health Care Financing Administration (HCFA). I 

As part of the Vice President's reinventing government initiative, HCFA has reviewed its 
regulations to determine which requirements could be reduced or eliminated without 
compromising Medicare and Medicaid beneficiaries' access to quality health care. This report 
contains recommendations resulting from the review of HCFA's regulations. 

Agency Overview 

The Health Care Financing Administration (HCFA) has a major responsibility for health care 
financing and quality oversight of health care providers. HCFA operates the Medicare program, 
serving nearly 37 million beneficiaries, and in partnership with State governments, the Medicaid 
program, which serves another 36 million beneficiaries. 

HCFA ensures that program beneficiaries are aware of the services for which they are eligible anc 
that those services are accessible, meet acceptable standards of quality, and are delivered in an 
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In March, 1994, HCFA published a regulation that replaced the requirement for physicians to! 
provide hospitals annually with a signed acknowledgment concerning penalties for 
misrepreseinting certain infcrmation with a one-time signing requirement at the time a 
physician is initially granted hospital admitting privileges. Almost 24,000 hours of physician! 
time will be saved. One major medical association characterized this change as one that will 
alleviate the "hassle factor" for physicians and an important step toward restoring mutual trust 
between the Federal Government and the medical profession. j 

; I 

HCFA is totally redesigning its system to pay claims for Medicare services. The developmeni 
of the Medicare Transaction System (MTS) will increase control of program expenditures, and 
improve services to beneficiaries and providers. Final contracts for the analysis, design, j 
development, testing, and implementation of the MTS were awarded January and March 1994-

i 

Presently providers must cope with 9 different claims processing systems operated by 72 ! 
insurance companies at 57 sites. This integrated, national system will replace the diverse j 
existing systems and significantly simplify administrative operations for beneficiaries, 
providers, and the Medicare program. ! 

| 

HCFA has-re-invented the evaluation of Medicare contractors. The newly restructured 1 

Medicare contractor performance evaluation establishes Medicare beneficiaries and medical i 
care providers as integral partners in the evaluation process. It allows for greater flexibility inj 
evaluating Medicare contractor operations and performance. The new evaluation began 
October 1,11994. j 

The nursing home monitoring and enforcement rule, effective July 1,1995, strikes the critical j 
balance between strengthening quality standards in nursing homes to meet the health and ! 
quality of life needs of residents, and providing flexibility to apply remedies that fit specific \ 
problems at nursing facilities. Overall, the rule (1) links enforcement remedies to deficiencies!; 
(2) motivates facilities to remain in compliance with Federal requirements that promote the j 
quality of care and quality of life in nursing homes; (3) promotes survey and enforcement i 
consistency; and, (4) avoids unnecessary burden on facilities through the use of an informal j 
dispute resolution process. ' ! 

As has been the case throughout the development of this regulation, the Department of Health! 
and Human Services will consult extensively with interested parties in the implementation of i ; 
the enforcement regulation. An extensive monitoring system will provide data to evaluate the! • 
implementation process and the impact of the regulatory change. The structure of the j : 
enforcement process permits time to observe the regulations in action before major penalties j [ 

• are assessed. Adjustments to the process, policies, and procedures will be made if data j 
indicates that they are needed, , ; 

Obtaining Medicaid home and community-based services waivers was simplified in a rule 
published July 25,1994. The final rule enables States to offer a wide variety of home and .i 1 
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efficient manner. HCFA also ensures that health care providers of services meet approved 
standards, andithat program funds are used efficiently. 

Regulatory Reform Principles \ 
I 

Regulatory refonn can only be accomplished by keeping in touch with the needs of customers. ! 
For IICFA( this means knowing what beneficiaries want and need and knowing how we can workj 
with our partners to fulfill and even exceed the expectations of our customers, our beneficiaries. ! 

To help with the regulatory review process, HCFA relied on three basic principles that help define 
the Agency's mew and improved customer service mission. I 

• Communicate not dictate. - The number one tenet of this principle is to communicate - j 
through listening and consulting, thereby increasing our understanding of what our customers! 
need, what they like and dislike about our programs, and how we can serve them better overaljl. 
This principle says that HCFA will consult with our partners and beneficiaries about how our • 
programs and policies should improve, instead of dictating such changes to them as has been j 
done too ojften in the past. When changes are a result of legislative initiatives, HCFA will 
consult with partners and stakeholders on the full range of implementation issues that need to j 
be addressed. 

i 

• Educate rather than inundate - Top rate customer service also means making sure that I 
customers]understand our programs and policies. Providing reams and reams of information 
not enough - and probably not effective. The "new" HCFA is committed to educating instead 
of inundating. This principle ensures that HCFA will educate our customers by developing 
effective eiducational techniques and disseminating information about how our programs 
operate rather than inundating them with information that is difficult to understand and doesn't 
speak to their needs. 

• Innovate more than regulate -- HCFA's new and improved mission of customer service is 
driven by innovation more than regulation. This means that HCFA will rely upon innovatior 
in progracd operations and administration more than regulation to foster improved customer 
service capabilities. For example, by streamlining Medicare claims processing and i 
information exchange, the Medicare Transaction System will make electronic interaction with 
Medicare easier for providers and beneficiaries and will enable Medicare contractors to devotp 
more timej to customer service activities. 

A ccotnplishments 

During the Clinton Administration, HCFA's regulatory improvements include: 
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conmumity-based services as cost-effective alternatives to more expensive institutional care. 
Without this regulatory movement, joint State and Federal efforts to expand opportunities to 
provide cost-effective alternatives to institutional care would have been frustrated. The 
regulatory provisions were worked out in collaboration with the States (through the National 
Governor's Association). 

Regulatory Reform Initiatives 

The following proposals are the major HCFA initiatives that have evolved from our commitment 
to the regulatory reform process. In some cases, recommendations reflect actions based on 
collaborative efforts, including public consultation with industry groups, beneficiary 
organizations, :and State associations and agencies. All of these projects were designed to cut i 
unnecessary red tape and burdensome regulations. Most importantly, they demonstrate HCFA's 
customer-focufi and responsiveness to the changing needs of all its customers and partners. 

/. Physician Attestation: Eliminate the physician form required to certify the accuracy of all 
diagnosis and procedures before submission for payment by Medicare. 

2. Clinical Laboratory Improvement Amendments: Reduce burden and improve the CLIA 
system by rewjarding good performance by laboratories, creating incentives for manufacturers to i 
develop more reliable testing equipment, allowing private organizations that meet certain j 
standards to accredit laboratories, and using proficiency testing as an outcome measure to monitoij : 
laboratory performance. \ \ •• 
3. Outcome Performance Measures: Change cuirent regulation^ that focus solely on j 
requirements for measuring processes, rather than outcomes of care. Changes involve: 

i • 

• Home Health Agency Conditions of Participation j 
• Medicare hospital Conditions of Participation j 
• ESRD Facility Conditions of Coverage ! 
• Rules for ESRD Facilities - A Pilot for Good Performers j 
• Elimination of Personnel Requirements for Excellent ESRD Facilities ' 

' i 
. i • 

4. The HCFA-J500 Form: Mandate participating Federal Employee Health Benefit Plan carriers: 
use the HCFAflSOO form for physicians' and other practitioners' claims. The HCFA-1500 is useik! 
by physicians and others to submit claims for reimbursement of health care services under i 
Medicare. 

i . 

5. Annual Preadmission Screening and Annual Resident Review: Eliminate the requirement j 
that mentally ill and mentally retarded nursing home residents are assessed annually. The \ 
preadmission screening for these residents is retained. 
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i i ! 

6. Nurse AidfS Training and Competency Evaluations: fermit States to i i 
training and competency evaluation programs offered in nursing homes. : ! 

• i 

r i 
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HCFA INITIATIVES 

1. Physician Attestatijga 

Background:! Since the Medicare hospital inpatient prospective payment system (PPS) was ! 
implemented py HCFA in 1984, HCFA regulations have required physicians to sign an 
"attestation fobn" for each Medicare patient discharged from a hospital. The form certifies the 
accuracy of the diagnoses and procedures for each patient. This information is used to ensure thaj : 
the correct coding is on the claim, the correct diagnosis-related group (DRG) can be assigned, and : 
the proper Medicare payment can be made. * ; ! 

Feedback fronk physicians, hospitals, and intermediaries have told us that obtaining the physician^ 
signature is burdensome and results in billing delays that hurt hospital cash flow and hinders 
service to the beneficiary. Peer Review Organization (PRO) review of attestations has resulted in 
fewer that a 0.pi% denial rate of sampled claims. In addition, the improvement in hospital record \ 
keeping and coding sophistication make the hospitals the appropriate focus for combating fraud | 
and abuse. 

i 

Proposed Solution: Eliminate the form requirement and instead hold hospitals responsible for i ! 
the accuracy of their diagnoses and procedures. With improved technology and software coding j ! 
capabilities, hospitals are more equipped than ever to combat billing fraud and abuse, the form's ' ! 
original purpose. This change, which can be implemented by regulation, will have the following : j 
benefits: j 

Impact: i ' i 

• Reduces paperwork burden and "hassle" on physicians and hospitals. j ! 
• Decreases administrative costs for hospitals. j j 
• 11 million forms will be eliminated. ! j 
• Almost 200,000 hours of physician time will be saved. : i 
• Hospitals vjdll have improved cash flow and reduced labor costs by approximately $22,500 per j 

hospital pej- year. j 
i 

Implementation and Timeline: HCFA will publish this final regulation September 1,1995. ; 
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2. Clinical Lkboraforv rmnrovement Amendments 

Background:! The Clinical Laboratories Improvement Amendments (CLIA) of 1988 established ; 1 

baseline qualify standards that ensure the accuracy, reliability, and timeliness of laboratory testing. 
These requirements are based on the complexity of the test performed, rather than where the test is 
performed. Cpmpliance with the standards is determined through on-site inspection. 

HCFA and the Centers for Disease Control and Prevention, which share responsibility for the 
CLIA progranji, continually review ways to reduce the burden and improve the entire CLIA 
system. A flekible survey system that employs data analysis to target good performers and allow 
for self-attestaition and off-site review has already been initiated for certain laboratories. HCFA 
has reduced injformation requirements and eliminated unnecessary paperwork and has taken steps 
to reduce personnel requirements. HCFA also revised and streamlined the inspection process. 
Additional brnjden reductions are being undertaken that will virtually eliminate oversight for 
certain laboratjories, establish performance standards in place of process requirements, and use 
information aiid education as a substitute for sanctions. 

Proposed Solutions: 
i i 

1. Waive the jroutine 2-year survey of users of "black box" technology, conducting surveys only j 
if there arej indications of problems or complaints. ("Black box" technology refers to simple 1 
and easy fc} use test systems that have demonstrated accuracy and precision through scientific [ 
studies.) ye will 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-yiear survey. A small number of surveys will be conducted to validate the criteria for 
determininjg "black box" technology and assure quality. 

Impact: j 

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

I '; 

- Reduces paperwork and costs for providers, especially for physician office laboratories, as! 
well asjeosts of program management. 

I 

Implementation and Timeline: Proposed rules will be published September 1995. 

2. Clarify and expand the waiver criteria and streamline the waiver process so that CLIA 
regulations can be waived for more tests. CLIA requirements will be waived for tests 
approved for home by the FDA - that is, tests that do not require trained personnel. 
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Impact: '< 
\ I 

- Decreases burden, especially for physician office laboratories because of less regulatory ;; \ 
oversight. h ; 

i ' : 

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

i 

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

- Elimirtates inspection fees for many of the 60,000 physician office and other small 
laboraiories not now waived who decide to perform only tests from the expanded waiver 
categojy. 

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

i 

Implementation and Timeline: Proposed regulations will be published in September 1995. 

3. Use perforjnance standards and require less frequent on-site inspections (surveys) of excellent: 
performer̂ . Approve private accrediting organizations for deemed status when their 
accreditation standards are as stringent as CLIA. Exempt laboratories from CLIA 
requirements when the State where they are located has requirements equal to or more 
stringent tljan CLlA's. 

Impact: j 

! 
- Reduces inspection burdens. 

i 

- Rewards good performers with fewer inspections. This is a positive incentive to improve i 
perfornhance. 

- Appro\ ing organizations for deemed status offers laboratories oversight by peers. 

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

Implementation and Timeline: To date, notices to approve four accrediting organizations 
(College of American Pathologists, Joint Commission on Accreditation of Healthcare 
Organizations. Commission on Office Laboratory Accreditation, and the American Society of 
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Histocompatibility and Immunogenetics) and the State of Washington have been published. 
Notices fdr two additional accrediting organizations and one additional State are pending. 
Final rule- to eliminate redundancies or unnecessary requirements for federal review and 
approval will be published in March 1996. 

4. Use profic iency testing (PT) "failures" for education and as an outcome indicator in laboratory 
quality. (] >T is testing samples of known values to assess the accuracy of a laboratory's 
results.) S anctions (for example, 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 proble n or has had repeated failures on proficiency testing, 

i 
Impact: 

! 

- Less intrusive than traditional regulation and oversight. 

- Allows use of proficiency testing as an outcome measure to monitor laboratory 
perfon lance, and provide laboratories with feedback on test quality and an incentive to 
improve performance. 

Minimii zes the fear of sanctions in 60,000 non-waived laboratories. 

Implemenjtation and Timeline: A proposed rule will be published in 
March 19̂ 6. 
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3. Ontcome Performance Measures 

Background Medicare, as a purchaser of health care, requires hospitals, home health agencies : 
(HHAs), and |End-Stage Renal Disease (ESRD) facilities to meet health and safety requirements ' 
to participate n the Medicare program. Historically, these requirements measure "process" \ 
(procedural ai d administrative systems as proxies for quality health care) rather than "outcomes" j 
(evaluations of actual patient care) and the adequacy of quality management programs. 

i I 
i 

HCFA is committed to changing current regulations that focus solely on requirements for 
measuring prdcesses. The Agency realizes that not focusing on outcome measures results in 
several inherent problems. First, regulatory-requirements vary by type of facility and prouder ! 
even when thq services provided in each facility are the same, creating inequities and inappropriate 
incentives. Second, without outcome measures, there is very little information available for ' 
consumers onithe quality of care at a given facility. Third, by law, HHAs must be surveyed 
yearly-even though historical data show that this frequency is excessive for many HHAs and does; 
not improve aire. 

i i 

HCFA is revising regulations for hospitals, home health agencies, and End-Stage Renal Disease 
facilities, that (would address these issues and eliminate unnecessary process requirements and 
focus on the outcomes of care. 

Proposed Solution: Eliminate unnecessary process requirements and instead develop outcome-
based performknce standards; collect and analyze patient care data needed for continuous quality ! 
improvement jnd 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 thpy received. We are seeking legislation to give us flexible survey cycles. 

' i 

Impact: 

• Eliminatin y unnecessary process requirements for compliance will reduce compliance and i 
survey burdens and make it possible to focus on actual patient care. 

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

! i 

• Powerful data will be available to regulators and providers. 
i ] 

• Produces savings because providers are free to achieve high quality outcomes in the most cost-' 
effective manner. 

Outcome Performance Measures InitiativM 
i 

HCFA is currekly involved in the following new initiatives that focus on the concept of 
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'Outcomes Performance Measures'" and the consensual approach to developing regulations. 

Home Health Agency Conditions of Participation: 
j 

HCFA is devejloping revisions to the Medicare Home Health Agency (HHA) conditions of 
participation. [The purpose of the revision is to place greater emphasis on patient outcomes while : 

reducing the chrrent emphasis on process requirements (e.g., elaborate professional qualifications 
and other "pajjerworfc" requirements) and enhancing an HHA's flexibility in meeting patient needs. 
The Agency hks actively involved home health beneficiaries, providers, physicians, professional 
organizations American Association of Retired Persons, National Association for Home Care, 
American Fed jration of Home Health Agencies, American Medical Association, Visiting Nurses 
Association of America, American Academy of Home Care Physicians), States (State Survey and : 
Medicaid Agejicies), and intermediaries in order to receive input on developing revisions to the 
conditions of participation. A work group of HCFA staff and representatives of Medicare 
beneficiaries, iome health providers, physicians, and State Survey Agencies will develop a 
Standard Core! Assessment Instrument for use in home health care. The use of this tool is central 
to HCFA's effbrts to place the emphasis of survey and enforcement on patient outcomes. 

Implementation and Timeline: HCFA will publish a proposed rule in September 1996. 

i 

i 

Hospital Conditions of Participation: 

HCFA is revising the current hospital conditions of participation to center on the patient, support a i 
cross-functional approach to patient care, and focus on quality. In developing these revisions, 
HCFA has worked closely with organizations representing hospitals, practitioners, patients, and 
States and has already distributed informal pre-regulatory drafts to approximately 70 outside 
groups for comment. 

Implementation and Timeline: HCFA will publish a proposed rule in 
January 1996. 

i 
l 

End Stage Renal Disease (ESRD) Conditions of Coverage: 
i 

HCFA's ESRE) Conditions of Coverage (COC) have not been comprehensively revised since their 
original implementation in the late 1970,s. The current COC are primarily focused on process-
oriented requirements, and do not provide adequate support for a modern survey system based on 
an outcome-oriented approach. Under the current regulation, facilities have a substantial 
paperwork burden. As a result, revised regulations must be issued to increase facility flexibility 
and to bring th^ ESRD COC up to current standards of practice in the ESRD community. The 
revised COC v ĵill address the outcome-oriented, patient-centered standards process where 

! 
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appropriate, rejflect innovations in the dialysis and transplant community, and address new issues 
such as adequacy of dialysis to ensure that the Medicare beneficiary is receiving the most 
progressive quality of care possible. Thus, HCFA's emphasis will be on the total patient 
experience witjh dialysis, including patient functional well-being and continuous quality 
improvement (JCQI). The revised regulations will include development of performance 
expectations for the facility that result in quality, comprehensive care for the dialysis patient. 

Implementatijon and Timeline: HCFA will publish a proposed rule in 
March 1996. 

Rules for ESI LD Facilities - A Pilot for Good Performers: 

HCFA is cond icting a pilot project to apply a different, less prescriptive set of rules to excellent 
ESRD facilities. Under the pilot project, an ESRD facility's performance will be measured using 
only three key patient care outcome indicators. First, these indicators will be used in place of the 
current certification standards, which are largely structure and process requirements. Second, the 
pilot project will focus on helping facility staffs use outcome measures in an ongoing way to 
improve the care provided to dialysis patients. Third, facilities that document sustained 
achievement i i the outcome indicators over six consecutive months will be awarded a HCFA 
certificate of excellence. 

The indicatorslmeasure the quality of hemodialysis in three areas critical to the health of the 
patient: adequjate dialysis, control of anemia, and adequate water supply. They will be used by the 
facilities to mdnitor the condition of each dialysis patient and to achieve improvement in the 
patient's healtlj status. For the pilot project, excellence will be identified through a process 
focused on thej quality indicators. The process will look at whether facilities have an internal 
quality monitoring and monitoring system, whether the results of such monitoring are 
documented, â id whether results axe sustained. The facilities that qualify in this pilot will have 
established ceijtain internal quality control mechanisms in order to participate. Routine surveys of 
these facilities; will be waived. Surveys will be conducted in response to complaints about the 
quality of care or if the data indicate a potential serious problem. ; 

Information at out project results will be packaged in brochures and newsletters so that ESRD 
patients and n< in-participating ESRD facilities will be aware of the results. In this competitive 
industry, a successful project will stimulate many other providers to seek recognition as 
"EXCELLENf" facilities. 

ESRD facilitieb will be notified of their eligibility to participate and participation will be 
voluntary. Th^ pilot will be limited to facilities in the States of Colorado, Idaho, Montana, and 
Washington. ; 

i 

Implementatibn and Timeline: Planning for this pilot is underway. Regulations to permit this 
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pilot will be published in November 1995. 

ElimfaatiPfl <tf Personnel Requirement?; 
i 

HCFA is conducting a pilot project that will evaluate the impact of the elimination of Medicare 
personnel reqi irements for ESRD facilities. Currently, the Medicare conditions for coverage for 
ESRD faci lities include fairly detailed specifications for several types of personnel employed in 
furnishing ES^D services to Medicare beneficiaries. For example, the medical director of the 
facility must bj; a physician, board eligible in internal medicine; the nurse in charge must have 12 
months of clinical experience, with 6 months experience with ESRD patients; the social worker 
must be mastej level educated, etc. Over the years, HCFA has received comments from the 
industry both m favor of elimination of the personnel requirements and in favor of strengthening 
them. Those ih favor of relaxing the requirements commonly cite the difficulty rural facilities can 
face in recruitment of personnel with the requisite experience. They believe that the job does not 
require the lev^l of experience and education prescribed in order to perform adequately. Those in 
favor of maintaining personnel requirements cite the medical condition of ESRD patients as 
justification fdr the skills level requirements. They express concern that if the personnel 
requirements aire weakened or eliminated that ESRD facilities, most of which are proprietary 
entities, woulq hire less experienced and more inexpensive personnel to provide care that is of 
inferior qualitjj. 

i 

The pilot projejet would be conducted in concert with another proposed project establishing new 
rules for histortcally good ESRD performers (see above) being conducted by HCFA's Seattle 
Regional Officje. HCFA will collect infonnation regarding the skills level of all personnel 
employed by those facilities participating in the project. Facilities would be informed that as part 
of the project, kledicare would not apply any of the personnel requirements contained in the 
conditions for boverage. At the end of the two-year project period, HCFA will recollect 
infonnation retarding the education and experience level of all the facility's staff and evaluate the 
impact of the changes on predetermined measures of quality of care. 

i 
Implementation and Time line: Planning for this pilot is underway. Regulations to permit this 
pilot will be published in November 1995. 
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The HCF4-1500 Form 
i 

i 

Background: The HCFA-1500 fonn is currently used by physicians, other practitioners, and 
DME suppliers to submit claims for Medicare reimbursement of health care services. HCFA-1500 
is also used by many other insurers for claims submission. Although many Federal programs 
require the use of the HCFA-1500, use of the form is not required by the Federal Health Benefit 
plan (FEHBP)! In addition, instructions for the form vary across programs. 

Proposed Solution: The Oifice of Personnel Management (OPM) will require participating 
FEHBP cairieijs to use the HCFA-1500 form for physicians' and other practitioners' claims. 

Impact: Physicians will be able to use one form to submit claims for services provided to many 
patients. j 

i 
i 

Implementation and Time frame; OPM will phase in the use of the HCFA-1500 over four years, 
beginning Jamjary 1996. 
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f M. Preadmission Screening and Annual Resident Review iTASARRl of Mentally 111 and 
Mentally Retarded Residents 

i 

Background: j Nursing homes under Medicare and Medicaid are currently required by law to 
conduct an iniiial assessment of each resident within 14 days of admission, with a reassessment 
whenever a significant change in condition occurs but in any event at least once a year. In 
addition, there is a statutory requirement that for persons with serious mental illness or mental 
retardation entering a nursing home the State is required to conduct: (1) a preadmission screening 
to assure that t ic individual is being appropriately placed in a nursing home, and (2) an annual 
reassessment t> assure that the patient continues to be appropriately diagnosed and treated. 

Proposed Soljution: Legislation would be proposed to eliminate the duplicate annual assessment. 
Resident assessments and reassessments required under the general nursing home requirements are 
entirely adequate to assure that residents continuing needs are properly assessed and met. 
Preadmission Screening, which appropriately deters inappropriate admissions, would continue. 

Impact: By c liminating the redundant annual PASARR reassessment, costly duplication of effort 
by States would be reduced and nursing facilities would be relieved intrusive annual inspections. 

Implementation and Timeline: Legislation will be proposed. 
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(<> ff. Nurse Aide Training and Competency Evaluations 

Background:; To assure quality of care in nursing homes, current law prohibits nursing homes 
from using nuise aides that have not successfully completed a training or competency evaluation 
program. Theistatute requires the Secretary to establish requirements for the approval of nurse 
aide training aid competency programs. The law further forces States to prohibit, for a period of 
two years, nurse aide training and competency evaluation programs operated by or in nursing 
homes that we-e subject to an extended survey or partial extended survey or certain other 
sanctions. (Extended or partial extended surveys are conducted as more intensive follow-up 
investigations 4fter a routine survey has demonstrated that a facility is furnishing substandard 
care.) ; 

When a facility's program has been disapproved, the facility may not even be the site of an aide 
program condtcted by others during the time that the two-year penalty is imposed. The 
prohibition on approval of nurse aide training and competency evaluation programs causes a 
special probleii for rural nursing homes where a community college or other training facility may 
be inaccessible to nurse aides. Rural facilities can face a serious shortage of trained and competent 
staff due to the expense and inconvenience of sending prospective aides to remote locations. 
Alternative training programs may not be available. 

Proposed Solution: Specify that a State could choose to approve a nurse aide training and 
competency eyaluation program offered in (but not by) a nursing home subject to an extended or 
partial extended survey or certain other sanctions if the State determines that there is no other 
nurse aide training and competency evaluation program offered within a viable distance. States 
would be required to provide ongoing oversight of these programs in the interest of patient health 
and safety. j 

Impact: This iproposal would safeguard the availability of nursing homes which might otherwise 
stop participation in the Medicare and Medicaid programs as a result of losing a training programs' 
approval. It wpuld also make it easier for nurse aides to obtain the training they need to provide 
quality serviceb to our beneficiaries. 

i 

Implementation and Timeline: Legislation will be proposed. 
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Conclusion 

Under President Clinton's leadership, HCFA has made communication, cooperation, and 
partnership the! guiding principles of the regulatory process, replacing the adversarial environment 
that often existed in the past. At a time when the American health care system is undergoing 
dramatic changes, HCFA is committed to "putting the federal government/s customers -- the 
American people - first'\ We are pleased to report that the initiatives described in this report 
represent just the beginning phases of HCFA's ongoing support of the National Performance 
Review efforts. 
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First Lady's Remarks p j y , 
ReGo 2 — HCFA Reform 

July 11, 1995 
(draft as of 07/03/95 9:39 AM— 750 words) 

Thank you ladies and gentlemen. Thank you for joining Vice President 
Gore and me to unveil the reinvention of the Health Care Financing 
Administration. 

(Acknowledgments from advance.) 

While health care has a special place in my heart, when it come to 
reinventing government, there is nothing unique about health care. The 
same principles apply: 

• We have to take a lesson from America's best run companies and put the 
customers first. We need to focus on the results that the American 
People want, and forget about following the rules just for the sake of 
following the rules. 

• We have to cut out the red tape and the paper work that costs an 
enormous amount of time and money — red tape that sends a constant 
message to federal workers and to American^ everywhere that 
Washington knows best, and that Washington doesn't trust you. We 
have to stop treating full-grown Americans like children. 

• We have to trust the people who are working on the f ront lines of 
American health care. As a general rule, they have more than enough 
common sense, they are creative and innovative, and they want to take 
care of their patients — otherwise they wouldn't have suffered through 
years and years of medical training. 

• And when it comes to regulation, we have to change to a system that is 
based on partnership, rather than adversarial enforcement and 
punishment. In other words, the we ought to base our systems on the 
assumption that most doctors and hospitals want to help you — they 
want to make you well again — and only a very, very few are out to 



flimflam you or to bilk the government. We can certainly design our 
systems to catch the few flimflam artists without punishing the vast 
majority of honest Americans. 

Vice President Al Gore and his team — a group of dedicated federal 
workers who call themselves the National Performance Review — have 
been putting these principles to work for nearly two years. 

• They are changing the way that the government buys things — no more 
$600 hammers — no more government specifications for ashtrays or 
chocolate chip cookies. Tomorrow's government uses common sense 
and commercial items. 

• They're changing the way that the government is managed — no more 
industrial-age hierarchy with huge corporate headquarters and layer upon 
layer of wasteful micro-management. Tomorrow's government uses 
common sense and information-age teamwork. 

• They are changing the way government regulates — whether it's to clean 
up the environment, or to keep workers safe and healthy, or any of the 
dozens of other high goals that Americans have chosen to pursue 
through government. No more mile-high stacks of incomprehensible 
rules — no more bureaucracy and red tape — no more nasty attitude of 
Washington-versus-America. Tomorrow's government uses common 
sense and partnership to achieve its regulatory goals. 

The Clinton-Gore administration is creating tomorrow's government the 
right way. We're making it work better and cost less. 

But, there is a wrong way to do it, too. The wrong way is to forget all about 
making it work better, and just hack away at the cost. People who don't 
seem to care whether government starts working better are missing a basic 
point about America. 

In America, the government is not some force at work against the people. 
The government is fo r the people — and by the people. Government is the 
people of America working together to solve some of their biggest national 
problems. 



But if government does not work well — if it does not solve the problems it 
sets out to solve — problems like crime or poverty, disease or ignorance, 
threats to our security or to our economy — then Americans loose faith in 
government. And when we do that we are loosing confidence in our own 
ability to take effective action together. 

That is a crisis of confidence we face today. Thirty years ago, when asked i f 
government could be trusted to do the right thing, 75% of Americans said 
yes. Today, it's less than 20%. 

We have to restore our faith in government. We have to restore our faith in 
ourselves. That's why we have to make government work better — not just 
cost less. 

And now, to tell you how one more part of government — the Health Care 
Financing Administration — is going to be working better and costing less, 
here is the man who has been down in the trenches fixing it, Vice President 
Al Gore. 
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Here is draft release for Tuesday HCFA event. 

As this has to be cleared by several offices-White House Press, Vice President, First Lady, 
HHS, HCFA and OIRA-I would appreciate your short edits by Noon, Monday, July 10 so I can 
get to work on the final product. 

This release and the HCFA booklet will be handed out to the press at the event and be available 
for the later briefings. 

Thanks for your help. 

Mike Russell, NPR Press 
202-632-0150, ext. 153 

632-0390 fax 



OBAfT 
THE WHITE HOUSE 

OFFICE OF THE PRESS SECRETARY 

FOR IMMEDIATE RELEASE 
Tuesday, July 11, 1995 

Contact: 202-632-0150 

VICE PRESIDENT, FIRST LADY ANNOUNCE REFORM OF HEALTH CARE RULES 
Less Paperwork, More Time For Patient Care Will Result From Reinvented Regulations 

Vice President Al Gore and First Lady Hillary Rodham Clinton today unveiled a series of 
health care regulatory reforms within the Health Care Financing Administration (HCFA), an 
agency of the U.S. Department of Health and Human Services. The changes include cutting 
burdensome paperwork requirements-giving health care providers more precious time for 
atients-and the removal of roadblocks to innovation and cost-cutting. 

Highlights of the HCFA reforms include: 

Nursing hopa^regulation to focus ojvqtfality (tf care rather tha 
enforcement of process\tandard?: Will allow flexibility parapp\)> 
remedied that fit specific pcQ^ms at nursing fabilitigs 

Physicians Medicare "attestation" form to be eliminated. Result is 
elimination of 11 million forms and savings of 200,000 hours of 
physician time. Will cut labor costs $22, 500 per hospital per year. 

Streamlining of lengthy laboratory equipment certification and 
inspection process while maintaining accuracy and reliability 
standards. Creation of incentives for manufacturers to develop more 
reliable equipment. 

Refocusi Medicare providers toward actual patient care by changing 
unnecessary process requirements to outcome-based performance 
standards. Produces savings as providers are free to achieve high 
quality outcomes in most cost-effective manner. 

R&rrioval of barriers to HMO^itfrural areas.^Wjll improve acĉ ssTo 
âre for Medicare-beaeiiGidfies. 

Vice President Gore said: "When it comes to reinveming government, health care—although 
a more personal issue—isn't that different from other national problems. We need to focus on 
first class care rather than forcing our doctors and caregivers to worry more about staying within 
the lines of regulation. They shouldn't be forced to look over their shoulders but instead be 
allowed to use the best of innovation and inspiration to provide quality health care." 



"We have to change to a system that is based on partnership, rather than enforcement and 
punishment," said Mrs. Clinton. "We ought to base our system on the assumption that most 
doctors and hospitals want to help-they want to make you well again-and only a very, very few 
are out to bilk the government. This reinvention of regulations is a major step in our goal of 
giving Americans the very best health care system." 

Donna E. Shalala, Secretary of the Department of Health and Human Services, said: "I'm 
expecting Melissa to come up with a quote here that will get me in all the top papers across the 
country." 

(insert short quote) 

"This is where my quote should go," said Bruce C. Vladeck, Jr., HCFA Administrator. 

(insert short quote) 

The Health Care Financing Administration operates the Medicare program, oversees state-
federal Medicaid plans, and is responsible for the quality of health care provided by 60, 000 
hospitals, nursing homes, home health agencies and other facilities. HCFA also oversees the 
quality of 152,000 testing laboratories in the U.S. and the federal licensing of health maintenance 
organizations (HMOs). 



TENTATIVE SCHEDULE FOR PHYSICIANS 

Tuesday, J u l y 11 

6/ Polk' 

NOTE: You should come t o the Pennsylvania Avenue entrance t o the 
Old Executive O f f i c e B u i l d i n g a t the corner of Pennsylvania and 
17th S t r e e t ( t h i s b u i l d i n g i s r i g h t next t o the White House). 
Please t r y t o a r r i v e ^ 9:00-am t o allow f o r your s e c u r i t y 
clearance. 

9:30am - 10:45am 

11:00am - 11:45am 

11:45am - 12:30pm 

12:45pm - 2:00pm 

2:00pm - 3:30 pm 

Budget/Issues B r i e f i n g 
Room 450, Old Executive O f f i c e B u i l d i n g 
(This w i l l i nclude a s u b s t a n t i v e 
b r i e f i n g on Medicare and Medicaid) 

Special Event 
The White House ^'K. \s4 LoJ 
Lunch (oA your own)(many l o c a l sandwich 
shops near the Old Executive O f f i c e 
B u i l d i n g ) 

Healthcare Regulatory Reform Event w i t h 
the Vice President and F i r s t Lady 
Room 450, Old Executive O f f i c e B u i l d i n g 

P o t e n t i a l press i n t e r v i e w s f o r 
i n d i v i d u a l physicians ( f o r those who are 
able t o stay d u r i n g t h i s time p e r i o d , we 
w i l l t r y t o arrange press i n t e r v i e w s 
w i t h your home s t a t e p r e s s ) . 

ADDITIONAL NOTE: We apologize f o r changes i n the schedule 
which have moved the len g t h of the meetings 
i n t o the afternoon. We hope t h i s w i l l not 
inconvenience anyone's scheduled t r a v e l 
plans. 
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J u l y 6, 1995 

MEMORANDUM TO PHYSICIAN ORGANIZATIONS 

FROM: MARILYN YAGER, SPECIAL ASSISTANT TO THE PRESIDENT 
OFFICE OF PUBLIC LIAISON 
202/456-6683 

RE: INVITATION TO JOIN THE VICE PRESIDENT AND FIRST LADY 
FOR A HEALTH CARE REGULATORY REFORM EVENT. 

We wish t o i n v i t e your o r g a n i z a t i o n t o j o i n Vice 
President A l Gore and F i r s t Lady H i l l a r y C l i n t o n f o r 
the o f f i c i a l release of our Health Care Regulatory 
Reform recommendations on Tuesday, J u l y 11. 

As p a r t of the discussions the F i r s t Lady had w i t h many 
of your organizations d u r i n g the h e a l t h care reform 
d e l i b e r a t i o n s , and more r e c e n t l y as p a r t of the Vice 
President's r e i n v e n t i n g government i n i t i a t i v e , HCFA has 
reviewed i t s r e g u l a t i o n s t o determine which 
requirements could be reduced or e l i m i n a t e d . Although 
we view t h i s process as an ongoing e f f o r t , t he r e p o r t 
t o be released on Ju l y 11 w i l l c o n t a i n recommendations 
r e s u l t i n g from the i n i t i a l phase of the r e g u l a t o r y 
reform review. 

Please j o i n us f o r t h i s event on Tuesday, J u l y 11, a t 
12:45 pm i n Room 450 of the Old Executive O f f i c e 
B u i l d i n g . Due t o space l i m i t a t i o n s each o r g a n i z a t i o n 
w i l l be l i m i t e d t o f i v e seats. Attendees should a r r i v e 
by 12:30 pm using the Pennsylvania Avenue entrance t o 
the Old Executive O f f i c e B u i l d i n g a t the corner of 
Pennsylvania and 17th S t r e e t . 

Please fax (202/456-6218 or 202/456-6682) the f u l l 
l e g a l names of the i n d i v i d u a l s r e p r e s e n t i n g your 
o r g a n i z a t i o n , t h e i r s o c i a l s e c u r i t y numbers, and b i r t h 
dates by Monday morning a t 12:00 noon. Should you have 
any questions please contact me or my a s s i s t a n t Dani 
Rose. 

I n a d d i t i o n , there w i l l be a p r i v a t e meeting w i t h the 
F i r s t Lady and the most senior r e p r e s e n t a t i v e from each 
physician o r g a n i z a t i o n ( p r e f e r a b l y the President or 
Executive D i r e c t o r ) a t 12:00 noon i n Room 472, p r i o r t o 
the event on Jul y 11. Please l e t me know who i s the 
one person representing your or g a n i z a t i o n s a t t h i s 
meeting. 
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"lam determined to see reform of 
our regulatory system, so that it 
costs less, meddles less, and puts 
more responsibility in the hands of 
the people themselves." 

President Bill Clinton - February 21, 1995 

"We can improve the relationship 
between regulators and the people 
they regulate to achieve our national 
goal of a robust economy that also 
protects public health and safety. " 

Vice President Al Gore — February 21,1995 

OVERVIEW 

Introduction 

The Clinton Administration has made reforming the Federal government's 
regulatory process, while maintaining Medicare and Medicaid beneficiaries' 
access to quality care, a top priority. Consistent with this commitment. President 
Clinton and Vice President Gore asked Health and Human Services Secretary 
Donna Shalala to assist in meeting this priority by carefully examining the 
regulatory requirements of the Health Care Financing Administration (HCFA). 

As part of the Vice President's reinventing government initiative, HCFA has 
reviewed its regulations to determine which requirements could be reduced or 
eliminated without compromising Medicare and Medicaid beneficiaries' access to 
quality health care. This report contains recommendations resulting from the 
review of HCFA's regulations. 

1 

I 
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Agency Overview 

The Health Care Financing Administration (HCFA) has major responsibility for 
health care financing and quality oversight of health care providers. In particular: 

• HCFA operates the Medicare program, serving nearly 37 million 
beneficiaries. 

« HCFA and State governments in partnership operate the Medicaid program, 
which serves another 36 million beneficiaries. 

• HCFA oversees the quality of care provided to Medicare and Medicaid 
patients in hospitals, nursing homes, home health agencies, hospices and other 
facilities. Some 60,000 providers are surveyed each year under HCFA 
auspices. 

• HCFA also administers the Clinical Laboratories Improvement Act (CLIA) 
and, together with the Centers for Disease Control, oversees the quality of 
laboratory testing for the entire Nation. Approximately 152.000 laboratories, 
which perform billions of tests each year, are subject to this Act. 

• Under Title XIII of the Public Health Service Act, HCFA provides Federal 
qualification of health maintenance organizations (HMOs). At present, 52 to 
54 percent of the HMOs in the country have Federal qualifications. 

• HCFA provides Federal oversight of State regulation of Medigap insurance, 
the insurance that supplements Medicare benefits. 

HCFA works with a number of partners in administering its programs: 

« HCFA contracts with 73 fiscal intermediaries and carriers to assist in 
operating the Medicare program by providing claims payment, medical 
review, and provider and beneficiary services. Fifty-three Peer Review 
Organizations engage in quality improvement for Medicare professional 
services. 

• HCFA works with the governments of all of the States, the District of 
Columbia, and territories in running the Medicaid program. 

State survey agencies, under contract to HCFA, inspect CLIA laboratories and 
providers participating in Medicare and Medicaid. 
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• HCFA contracts with 18 End-Stage Renal Disease Networks which oversee 
the quality of, and access to, dialysis services provided to beneficiaries 
qualified for Medicare because of their End-Stage Renal Disease (kidney 
failure). 

• HCFA contracts directly with 195 managed care organizations providing 
Medicare Part A and B services directly to 2.8 million beneficiaries. 

HCFA, with its 10 regional of fices, ensures that program beneficiaries are aware 
of the services for which they are eligible and that those services are accessible, 
meet acceptable standards of quality, and are delivered in an efficient manner. 
HCFA also ensures that health care providers of services meet approved 
standards, and thai program finds are used efficiently, without fraud or abuse. 

HCFA Mission and Goats 

In February 1994, HCFA prepared a detailed Strategic Plan, which it is now 
implementing, that sets forth our mission statement, vision statement, goals and 
objectives, and the specific strategies we will pursue to reach them. HCFA's 
Strategic Plan, with its customer service focus, has become the Agency's 
blueprint for the future. 

HCFA's mission statement, which clearly expresses the Agency's conviction that 
HCFA exists to serve its beneficiaries, is: 

"We Assure Health Care Security for Beneficiaries" 

To HCFA health care security means access to affordable and quality health care 
services; protection of the rights and dignity of beneficiaries; and, provision of 
clear and useful information to beneficiaries and providers to assist them in 
making health care decisions. 

Building on the mission, HCFA defined its vision of HCFA's future role as: 

We Guarantee Equal Access to the Best Health Care" 

The vision reflects our commitment that all individuals will be given an 
unconditional assurance of having the same opportunity to have their health care 
needsimet, regardless of location, income, or other circumstances; and, the quality 
of health care they receive is the best that can be provided. 
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Regulatory Reform Principles 

Regulatory reform can only be accomplished by keeping in touch with the needs 
of customers. For HCFA, this means knowing what beneficiaries want and need 
and knowing how we can work with our partners to fulfill and even exceed the 
expectations of our customers., our beneficiaries. 

To help with the regulatory review process, HCFA relied on three basic principles 
which help define the Agency's new and improved customer service mission. 

• Communicate not dictate -- The number one tenet of this principle is to 
communicate — through listening and consulting, thereby increasing our 
understanding of what our customers need, what they like and dislike about 
our programs, and how we can serve them better overall. This principle says 
that HCFA will consult with our partners and beneficiaries about how our 
programs and policies should improve, instead of dictating such changes to 
them as has been done too often in the past. When changes are a result of 
legislative initiatives, HCFA will consult with partners and stakeholders on 
the range of implementation issues that need to be addressed. 

• Educate rather than inundate ~ Top rate customer service also means making 
sure that customers understand our programs and policies. Providing reams 
and reams of infonnation is not enough -- and probably not effective. The 
"new" HCFA is committed to educating instead of inundating. This principle 
ensures that HCFA will educate our customers by developing effective 
educational techniques and disseminating infonnation about how our 
programs operate rather than inundating them with information that is difficult 
to understand and doesn't speak to their needs. 

• Innovate more than regulate - HCFA's new and improved mission of 
customer service is driven by innovation more than regulation. This means 
that HCFA will rely upon innovation in program operations and 
administration more than regulation to foster improved customer service 
capabilities. For example, by streamlining Medicare claims processing and 
information exchange, the Medicare Transaction System will make electronic 
interaction with Medicare easier for providers and beneficiaries and will 
enable Medicare contractors to devote more time to customer service 
activities. 
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Accomplishments 

HCFA's recent regulatory improvements include: 

• Ifr March, 1994, HCFA published a regulation that replaced the requirement 
for physicians to provide hospitals annually with a signed acknowledgment 
coinceming penalties for misrepresenting certain information with a one-time 
signing requirement at the time a physician is initially granted hospital 
admitting privileges. One major medical association characterized this change 
as one that will alleviate the "hassle factor" for physicians and an important 
step toward restoring mutual trust between the Federal Government and the 
medical profession. 

• HCFA is totally redesigning its system to pay claims for Medicare services. 
The development of the Medicare Transaction System (MTS) will increase 
control of program expenditures, and improve services to beneficiaries and 
providers. Final contracts for the analysis, design, development, testing, and 
implementation of the MTS were awarded January and March 1994. 

Presently providers must cope with 10 different claims processing systems 
operated by 77 insurance companies at 57 sites. HCFA has awarded a 
contract for the analysis, design, development, testing, and implementation of 
the MTS. This integrated, national system will replace the diverse existing 
systems and significantly simplify administrative operations for beneficiaries, 
providers, and the Medicare program. 

• HCFA has re-invented the evaluation of Medicare contractors. The newly 
restructured Medicare contractor performance evaluation establishes Medicare 
beneficiaries and medical care providers as integral partners in the evaluation 
process. It allows for greater flexibility in evaluating Medicare contractor 
operations and performance. The new evaluation began October 1, 1994. 

• Medicare and Medicaid inspections of most health care facilities (for example, 
nursing homes, hospitals, hospices, and ESRD facilities) are done using a 
flexible survey cycle. The frequency of a survey for any provider is a function 
of their past, and believed current, performance. Providers with poor 
compliance histories and/or current consumer complaints are surveyed more 
frequently than providers with good performance records. 

• Obtaining Medicaid home and community-based services waivers was 
simplified in a rule published July 25,1994. The final rule enables States to 
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6) 

offer a wide variety of home and community-based services as cost-effective 
alternatives to more expensive institutional care. Without this regulatory 
movement, joint State and Federal efforts to expand opportunities to provede 
cost-effective alternatives to insititutional care would have been frustrated. 
Thie regulatory provisions were worked out in collaboration with the States 
(through the National Governor's Association). 

Regtdatory Reform Recommendations 

The following proposals are the major HCFA initiatives that have evolved from 
our commitment to the regulatory reform process. In some cases 
recommendations reflect actions based on collaborative efforts, including public 
consultation with industry groups, beneficiary organizations, and State 
associations and agencies. All of these projects were designed to cut unnecessary 
red tape and burdensome regulations. Most importantly, they demonstrate 
HCFA's customer-focus and responsiveness to the changing needs of all its 
customers and partners. 

/ . NUrsing Home Regulation Enforcement: The monitoring and enforcing 
requirements for nursing homes participating in Medicare and Medicaid were 
revised and became effective July 1,1995. 

2. Physician Attestation: Eliminate the physician form required to certify the 
accuracy of all diagnosis and procedures before submission for payment by 
Medicare. 

5. Clinical Laboratories Improvement Amendments: Make a series of 
significant changes that reduce burden and improve the entire CLIA system by 
recognizing technological advances, creating incentives for manufacturers, 
increasing access to a variety of tests, rewarding good performance, allowing 
private organizations that meet certain standards to accredit laboratories and 
permitting states to be exempted from CLIA requirements.. 

4. Outcome Performance Measures: Change current regulations that focus 
solely1 on requirements for measuring processes, rather than outcomes of care. 
Changes involve: 

• Home Health Agency Conditions of Participation 
• Medicare Hospital Conditions of Participation 
• ESRD Facility Conditions of Coverage 
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• Rules for ESRD Facilities - A Pilot for Good Performers 
• Elimination of Personnel Requirements for Excellent ESRD Facilities 

5. Waive 50/50 Requirement For Medicare Managed Care Plans: Change the 
V current law that requires that all managed care plans providing service to 

Medicare beneficiaries have a commercial enrollment of at least 50 percent of 
total enrollment. 

6. The HCFA-1500 Form: All participating Federal Employee Health Benefit 
Plan carriers will use the HCFA-1500 form for physicians1 and other 
p̂ actitionê s, claims. The HCFA-1500 is used by physicians and others to submit 
claims for reimbursement of health care services under Medicare. 

7. Annual Preadmission Screening and Annual Resident Review: Eliminate 
the requirement that mentally ill and mentally retarded nursing home residents are 
assessed annually. The preadmission screening for these residents is retained. 

: ! ! 

0 8. Nurse Aide Training and Competency Evaluations: Permits States to j ; 

approve nurse aide training and competency evaluation programs offered in ! ! 
nursing homes. j i 

: [ 

i I 

i i 
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HCFA INITIATIVES 

1. Nursiny Home Regulation Enforcement 

j 

Background: HCFA revised both the requirements nursing homes must meet to 
participate in Medicare and Medicaid and the rules for monitoring and enforcing 
requirements. The improved participation rules focus on resident quality of care 
and quality of life using outcome-based performance measures, where possible. 
These'rules have improved conditions in nursing homes. For example, the use of 
physical restraints has been reduced 50 percent since 1987. More improvements 
in care and quality of life are possible. 

Solution: The monitoring and enforcement rule, effective July 1,1995, strikes the 
criticall balance between strengthening quality standards in nursing homes to meet 
the he&lth and quality of life needs of residents, and providing flexibility to apply 
remedies that fit specific problems at nursing facilities. Overall, the rule (1) links 
enforcjement remedies to deficiencies; (2) motivates facilities to remain in 
compliance with Federal requirements that promote the quality of care and quality 
of lifeiin nursing homes; (3) promotes survey and enforcement consistency; and, 
(4) avoids unnecessary burden on facilities through the use of an informal dispute 
resolution process. 

i 
I 

Impact: 
1 
1 

• 161,700 nursing homes are impacted by this rule. 

' System is outcomes-oriented, not process oriented. Surveyors will focus on 
the direct care given to the resident, not on administrative processes. 

i 
• "Poor performers" are treated differently than "good performers.1' Facilities 

with good records are given the opportunity to correct their deficiencies and 
avoid remedies, while "poor performing" facilities (for example, those with a 
history of noncompliance, egregious deficiencies, or failure to implement a 
continuous quality improvement program), or those found to have an 
"immediate jeopardy," will be assessed immediate remedies, including civil 
money penalties. 

• "Yo-Yo compliance" is discouraged. Facilities that routinely come into 

• ; ; ! 
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cojnpliance only long enough to be recertified, but that do not sustain 
compliance, can be sanctioned quickly. 

More remedies are available. This regulation recognizes that a single 
enforcement response is not appropriate for all deficiencies, and provides 
altjematives to existing remedies which are now only termination or denial of 
payment for new admissions. 

i 

Remedies will fit specific problems. The regulation provides the flexibility to 
apply a remedy that fits the scope and severity, or level of "harm" that exists 
in leach case. 

i 

An informal dispute resolution is set forth in regulation. Providers are given 
ad opportunity to dispute survey findings to the State or HCFA regional 
office. However, this informal review will not delay enforcement actions. 

Implementation and Timeline: HCFA published a final enforcement rule 
November 10,1994. It was effective July 1, 1995. 

': I 

ii 
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2. Physician Attestation 

Background: Since the Medicare hospital inpatient prospective payment system 
(PPS)iwas implemented by HCFA in 1984, HCFA regulations have required 
physicjians to sign an "attestation form" for each Medicare patient discharged 
from d hospital. The fonn cenifies the accuracy of the diagnoses and procedures 
for ea<ih patient This information is used to ensure that the correct coding is on 
the dsjim, the correct diagnosis-related group (DRG) can be assigned, and the 
propeij Medicare payment can be made. 

! 
Feedbkck from physicians, hospitals, and intermediaries have told us that 
obtaining the physician's signature is burdensome and results in billing delays 
that hurt hospital cash flow and hinders service to the beneficiary. Peer Review 
Organization (PRO) review of attestations has resulted in fewer that a 0.01% 
denialjrate of sampled claims. In addition, the improvement in hospital record 
keeping and coding sophistication make the hospitals the appropriate focus for 
combating fraud and abuse. 

Proposed Solution: Eliminate the form requirement and instead hold hospitals 
responsible for the accuracy of their diagnoses and procedures. With improved 
techndlogy and software coding capabilities, hospitals are more equipped than 
ever t6 combat billing fraud and abuse, the form's original purpose. This change, 
whichican be implemented by regulation, will have the following benefits: 

Impact: 

• Reduces paperwork burden and "hassle" on physicians and hospitals. 
• Decreases administrative costs for hospitals. 

1IImillion forms will be eliminated. 
• Aljmost 200,000 hours of physician time will be saved. 

Hospitals will have improved cash flow and reduced labor costs by 
approximately 522,500 per hospital per year. 

i 

i 

Implementation and Timeline: HCFA will publish this final regulation 
September 1, 1995. 
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3. Conical Laboratory Improvement Amendments 

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

HCFA and the Centers for Disease Control and Prevention, which share 
responsibility for the CLIA program, continually review ways to reduce the 
burden and improve the entire CLIA system. A flexible survey system that 
empioiys data analysis to target good performers and allow for self-attestation and 
off-sitb review has already been initiated for certain laboratories. HCFA has 
reduced infonnation requirements and eliminated unnecessary paperwork and has 
taken steps to reduce personnel requixements. HCFA also revised and streamlined 
the inipection process. Additional burden reductions are being undertaken that 
will virtually eliminate oversight for certain laboratories, establish performance 
standards in place of process requirements, and use information and education as 
a substitute for sanctions. 

1 
Propdsed Solutions: 

1 

1. Waive the routine 2-year survey of users of "black box" technology, 
conducting surveys only if there are indications of problems or complaints, 
("klack box" technology refers to simple and easy to use test systems that 
have demonstrated accuracy and precision through scientific studies.) We will 
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. A small number of surveys will be 
conducted to validate the criteria for determining "black box" technology and 
assure quality. 

Impact: 
i 

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

- '. Reduces paperwork and costs for providers, especially for physician office 
! laboratories, as well as costs of program management. 
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In^plementation and Timeline: Proposed rules will be published September 
1995. 

2. Cljarify and expand the waiver criteria and streamline the waiver process so 
th it CLIA regulations can be waived for more tests. CLIA requirements will 
be waived for tests approved for home by the FDA - that is, tests that do not 
require trained personnel. 

Irtpact: 

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 
j meet the clarified waiver criteria and criteria for approval for home use. 

Eliminates inspection fees for many of the 60,000 physician office and 
other small laboratories not now waived who decide to 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'-

In plementation and Timeline: Proposed regulations will be published in 
September 1995. 

3. UJ e performance standards and require less frequent on-site inspections 
(surveys) of excellent performers. Approve private accrediting organizations 
foi deemed status when their accreditation standards are as stringent as CLIA. 
Exjempt laboratories from CLIA requirements when the State where they are 
located has requirements equal to or more stringent than CLlA's. 

i 
Impact: 
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- i Reduces inspection burdens. 
1 

- ! Rewards good performers with fewer inspections. This is a positive 
• incentive to improve performance. 

- 1 Approving organizations for deemed status offers laboratories oversight by 
i peers. 
i 

- j Approving States for CILIA exemption allows expanded role for States 
j with strong licensure programs. 
i 

! 
I 

Inj plementation and Timeline: To date, notices to approve four accrediting 
organizations (College of American Pathologists, Joint Commission on 
Acjcreditation of Healthcare Organizations, Commission on Office Laboratory 
Accreditation, and the American Society of Histocompatability and 
Imimunogenetics) and the State of Washington have been published. Notices 
for two additional accrediting organizations and one additional State are 
pejiding. Final rules to eliminate redundancies or unnecessary requirements 
foi| federal review and approval will be published in March 1996. 

4. Use proficiency testing (PT) "failures" for education and as an outcome 
indicator in laboratory quality. (PT is testing samples of known values to 
asiess the accuracy of a laboratory's results.) Sanctions (for example, loss of 
Medicare payment or loss of approval to do testing) are imposed only in cases 
of jimmediate jeopardy or when the laboratory has refused to correct the 
problem or has had repeated failures on proficiency testing. 

Impact: 
i 

- Less intrusive than traditional regulation and oversight. 

- | Allows use of proficiency testing as an outcome measure to monitor 
j laboratory performance, and provide laboratories with feedback on test 
j quality and an incentive to improve performance. 

- ; Minimizes the fear of sanctions in 60,000 non-waived laboratories. 

Implementation and Timeline: A proposed rule will be published in March 
1̂ 96. 

i ! 
I 

I ; 
I : 
I | 
i ' 
I ! 
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4. Qtitcome Performance Measures 

Backg round: Medicare, as a purchaser of health care, requires hospitals. Home 
Healtl Agencies (HHAs), and End-Stage Renal Disease (ESRD) fiacilities to meet 
health and safety requirements to participate in the Medicare program. 
Histor cally, these requirements measure "process" (procedural and administrative 
systems as proxies for quality health care) rather than "outcomes" (evaluations of 
actual patient care) and the adequacy of quality management programs. 

HCFA is committed to changing current regulations that focus solely on 
requirements for measuring processes. The Agency realizes that not focusing on 
outcorjie measures results in several inherent problems. First, 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. Second, without outcome measures, there is very little information 
availal )le for consumers on the quality of care at a given facility. Third, 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. 

i 

HCFA is revising regulations for hospitals, home health agencies, and end stage 
renal cisease facilities, that would address these issues and eliminate unnecessary 
process requirements and focus on the outcomes of care. 

Proposed Solution: Eliminate unnecessary process requirements and instead 
develcjp 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. We are seeking legislation to give us flexible survey 
cycles; 

Impact: 

• Eliminating unnecessary process requirements for compliance will reduce 
colnpliance and survey burdens and make it possible to focus on actual patient 
cale. 

I 

• Ecjucating the consumer will produce a strong, non-regulatory force to 
imbrove quality of care. 

• Powerful data will be available to regulators and providers. 

i i 
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Produces savings because providers are free to achieve high quality outcomes 
in the most cost-effective manner. 

QutcJfne Performance Measures Initiatives 
1 

1 
HCFJ^ is currently involved in the following new initiatives that focus on the 
concept of "Outcomes Performance Measures" and the consensual approach to 
developing regulations. 

Homfi Health Agency Conditions of Participation: 
i 

HCFA is developing revisions to the Medicare Home Health Agency (HHA) 
conditions of participation. The purpose of the revision is to place greater 
emphasis on patient outcomes while reducing the current emphasis on process 
requirements (e.g., elaborate professional qualifications and other "paperwork" 
requirements) and enhancing an HHA's flexibility in meeting patient needs. The 
Agency has actively involved home health beneficiaries, providers, physicians, 
professional organizations (American Association of Retired Persons. National 
Assoqiation for Home Care, American Federation of Home Health Agencies, 
American Medical Association, Visiting Nurses Association of America, 
American Academy of Home Care Physicians), States (State Survey and 
Medic aid Agencies), and intermediaries in order to receive input on developing 
revisions to the conditions of participation. A work group of HCFA staff and 
represientatives of Medicare beneficiaries, home health providers, physicians, and 
State purvey Agencies will develop a Standard Core Assessment Instrument for 
use inj home health care. The use of this tool is central to HCFA's efforts to place 
the eriiphasis of survey and enforcement on patient outcomes. 

ImpU mentation and Timeline: HCFA will publish a proposed rule in 
Septdnber, 1996. 

Hospital Conditions of Participation: 

HCFA is revising the current hospital conditions of participation to center on the 
patient, support a cross-functional approach to patient care, and focus on quality. 
In de\ eloping these revisions, HCFA has worked closely with organizations 
representing hospitals, practitioners, patients, and States and has already 
distributed informal pre-regulatory drafts to approximately 70 outside groups for 

.1 i 
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coranjent. 
1 

Implementation and Timeline: HCFA will publish a proposed rule in January, 
1996. 

1 

End Stage Renal Disease (ESRD) Conditions of Coverage: 

HCF; L'S ESRD Conditions of Coverage (COC) have not been comprehensively 
revisejd since their original implementation in the late 1970's. The current COC 
are primarily focused on process-oriented requirements, and do not provide 
adequate support for a modern survey system based on an outcome-oriented 
approlach. Under the current regulation, facilities have a substantial paperwork 
burden. As a result, revised regulations must be issued to increase facility 
flexibjility and to bring the ESRD COC up to current standards of practice in the 
ESRI]) community. The revised COC will address the outcome-oriented, patient-
centered standards process where appropriate, reflect innovations in the dialysis 
and transplant community, and address new issues such as adequacy of dialysis to 
ensurf that the Medicare beneficiary is receiving the most progressive quality of 
care possible. Thus, HCFA's emphasis will be on the total patient experience 
with dialysis, including patient functional well-being and continuous quality 
imprc vement (CQI). The revised regulations will include development of 
performance expectations for the facility that result in quality, comprehensive 
care for the dialysis patient. 

i 

Implementation and Timeline: HCFA will publish a proposed rule in March, 
1996.1 

Rule* for ESRD Facilities - A Pilot for Good Performers: 

HCFi V is conducting a pilot project to apply a different, less prescriptive set of 
rules to excellent ESRD facilities. Under the pilot project, an ESRD facility's 
perfo mance will be measured using only three key patient care outcome 
indicators. First, these indicators will be used in place of the current certification 
standards, which are largely structure and process requirements. Second, the pilot 
project will focus on helping facility staffs use outcome measures in an ongoing 
way tjo improve the care provided to diatysis patients. Third, facilities that 
docuinent sustained achievement in the outcome indicators over six consecutive 
months will be awarded a HCFA certificate of excellence. 
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The indicators measure the quality of hemodialysis in three areas critical to the 
health of the patient: adequate dialysis, control of anemia, and adequate water 
supplj. They will be used by the facilities to monitor the condition of each 
dialys s patient and to achieve improvement in the patient's health status. For the 
pilot p roject, excellence will be identified through a process focused on the 
qualir' indicators. The process will look at whether facilities have an internal 
quality monitoring and monitoring system, whether the results of such monitoring 
are do :umented, and whether results are sustained. The facilities that qualify in 
this pilot will have established certain internal quality control mechanisms in 
order io participate. 

Information about project results will be packaged in brochures and newsletters so 
that E 3RD patients and non-participating ESRD facilities will be aware of the 
results. In this competitive industry, a successful project will stimulate many 
other providers to seek recognition as "EXCELLENT" facilities. 

ESRDI facilities will be notified of their eligibility to participate and participation 
will b? voluntary. The pilot will be limited to facilities in the States of Colorado, 
Idaho I Montana, and 
Washington. 

i 

Implementation and Timeline: Planning for this pilot is underway. 

Elimination of Personnel Requirements: 

HCF/. is conducting a pilot project that will evaluate the impact of the 
elimir ation of Medicare personnel requirements for ESRD facilities. Currently, 
the Midicare conditions for coverage for ESRD facilities include fairly detailed 
specif cations for several types of personnel employed in furnishing ESRD 
services to Medicare beneficiaries. For example, the medical director of the 
facility must be a physician, board eligible in internal medicine; the nurse in 
charge must have 12 months of clinical experience, with 6 months experience 
with ESRD patients; the social worker must be master level educated, etc. Over 
the years, HCFA has received comments from the industry both in favor of 
elimir ation of the personnel requirements and in favor of strengthening them. 
Those in favor of relaxing the requirements commonly cite the difficulty rural 
facilit es can face in recruitment of personnel with the requisite experience. They 
believe that the job does not require the level of experience and education 
preset ibed in order to perform adequately. Those in favor of maintaining 
personnel requirements cite the medical condition of ESRD patients as 
justification for the skills level requirements. They express concern that if the 
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persohnel requirements are weakened or eliminated that ESRD facilities, most of 
whicl are proprietary entities, would hire less experienced and more inexpensive 
perso: inel to provide care that is of inferior quality. 

The pilot project would be conducted in concert with another proposed project 
establishing new rules for historically good ESRD performers (see above) being 
condijcted by HCFA's Seattle Regional Office. HCFA will collect infonnation 
regarding the skills level of all personnel employed by those facilities 
participating in the project. Facilities would be informed that as part of the 
project. Medicare would not apply any of the personnel requirements contained in 
the conditions for coverage. At the end of the two-year project period, HCFA 
will recollect infonnation regarding the education and experience level of all the 
facility's staff and evaluate the impact of the changes on predetermined measures 
of quality of care. 

1 

Imph mentation and Time line: Planning for this pilot is underway. 
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5. 5( 750 Waiver for Medicare Managed Care 

Backg round: Current law requires that all managed care plans providing 
services to Medicare beneficiaries have a commercial enrollment of at least 50 
percent of total enrollment. The 50/50 requirement is intended to be a proxy of 
qualit̂ . It has the unintended consequence of making it less likely that managed 
care plans will contract to provide care in rural areas. 

Propc sed Solution: Under this legislative proposal, managed care plans that 
either are seeking Medicaid contracts under a State Medicaid managed care 
initiat ve, or are planning to operate as Medicare contractors in a predominandy 
rural z rea, would be eligible for a waiver of the 50/50 rule if they met certain 
quality-based requirements. These requirements would include a positive track 
record as a Medicare contractor, minimum commercial enrollment and the 
provisiion of encounter data on enrollees. This proposal is necessary to increase 
acceŝ  to quality managed health care for Medicaid and Medicare beneficiaries 
who reside in rural areas. 

Impact: This proposal would remove a barrier to HMOs located in rural areas. It 
will a|so improve access to care for Medicare and Medicaid beneficiaries. 

i 
Implementation and Timeline: The statute must be amended to make this 
changj:. Legislation will be proposed. 
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6. Thie HCFA-1500 Form 

Backj round: The HCFA-1500 form is currently used by physicians, other 
practitioners, and DME suppliers to submit claims for Medicare reimbursement of 
health care services. HCFA-1500 is also used by many other insurers for claims 
submi ;sion. Although many Federal programs require the use of the HCFA-1500, 
use of the form is not required by the Federal Health Benefit plan (FEHBP). In 
addition, instructions for the form vary across programs. 

Proposed Solution: The Office of PersoimelManagement (OPM) will require 
participating carriers to notify physicians thSfthey accept the HCFA-1500 form 
for clajims filed under FEHBP. —— 

Impact: Physicians will be able to use one form to submit claims for services 
provided to many patients. 

Implementation and Time frame: OPM will use the HCFA-1500 beginning 
Januajy, 1996. 
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7. Preadmission Screening and Annual Resident Review fPASARRl of 
Mentally 111 and Mentally Retarded Residents 

1 

Backg round: Nursing homes under Mediacare and Medicaid are currently 
required by law to conduct an initial assessment of each resident within 14 days of 
admission, with a reassessment whenever a significant change in condition occurs 
but in (any event at least once a year. In addition, there is a statutory requirement 
that fot persons with serious mental illness or mental retardation entering a 
nursing home the State is required to conduct: (1) a preadmission screening to 
assure that the individual is being appropriately placed in a nursing home, and (2) 
an anrual reassessment to assure that the patient continues to be appropriately 
diagnqsed and treated. 

Proposed Solution: Legislation would be proposed to eliminate the duplicate 
annual assessment. Resident assessments and reassessments required under the 
general nursing home requirements are entirely adequate to assure that residents 
continuing needs are properly assessed and met. Preadmission screening, which 
appropriately deters inappropriate admissions, would continue. 

i 

Impact: By eliminating the redundant annual PASARR reassessment, costly 
duplication of effort by States would be reduced and nursing facilities would be 
relieved intrusive annual inspections. 

i 

Implementation and Timeline: Legislation will be proposed. 
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8. Nui-se Aide Training and Competency Evaluations 

Background: To assure quality of care in nursing homes, current law prohibits nursing 
homes jfirom using nurse aides tfraf have not successfully completed a training or 
competiency evaluation program. The statute requires the Secretary to establish 
requirements for the approval of nurse aide training and competency programs. The law 
further (forces States to prohibit, for a period of two years, nurse aide training and 
competency evaluation programs operated by or in nursing homes that were subject to an 
extended survey or partial extended survey or certain other sanctions. (Extended or 
partial extended surveys are conducted as more intensive follow-up investigations after a 

routine survey has demonstrated that a facility is furnishing substandard care.) 

When ^ facility's program has been disapproved, the facility may not even be the site of 
an aidej program conducted by others during the time that the two-year penalty is 
imposed. The prohibition on approval of nurse aide training and competency evaluation 
prograins causes a special problem for rural nursing homes where a community college 
or othe - training facility may be inaccessible to nurse aides. Rural facilities can face a 
serious shortage of trained and competent staff due to the expense and inconvenience of 
sendinj; prospective aides to remote locations. Alternative training programs may not be 
availabjle. 

i 

Propos ed Solution: Specify that a State could choose to approve a nurse aide training 
and competency evaluation program offered in (but not by) a nursing home subject to an 
extended or partial extended survey or certain other sanctions i f the State determines that 
there is no other nurse aide training and competency evaluation program offered within a 
viable distance. States would be required to provide ongoing oversight of these 
programs in the interest of patient health and safety. 

Impac t: This proposal would safeguard the availability of nursing homes which might 
otherwise stop participation in the Medicare and Medicaid programs as a result of losing 
a training programs' approval. It would also make it easier for nurse aides to obtain the 
training they need to provide quality services to our beneficiaries. 

! 
Impleffientation and Timeline: The statute must be amended to make this change. 
Proposed legislation is under development. 
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Conclusion 

Under President Clinton's leadership, HCFA has made communication, 
coope -ation, and partnership the guiding principles of die regulatory process, 
replac ng the adversarial environment that often existed in the past. At a time 
when lie American health care system is undergoing dramatic changes, HCFA is 
commjitted to "putting the federal government's customers - the American 
peoplj -- first". We are pleased to report that the initiatives described in this 
report represent just the beginning phases of HCFA's ongoing support of the 
National Performance Review efforts. 
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TO: (See B e l o w ) 

FROM: A l l i s o n H. Eydt 
O f f i c e of Mgmt and Budget, OIRA 

SUBJECT: Stark I Revised Preamble Language 

HHS faxed me ma t e r i a l s addressed t o you r e f l e c t i n g r e v i s e d 
preamble language f o r the Stark I r e g u l a t i o n . These m a t e r i a l s are 
a follow-up t o your Stark conversations w i t h A d m i n i s t r a t o r Vladeck 
l a s t Friday. 

The preamble language continues t o argue t h a t HCFA does not have 
a d m i n i s t r a t i v e d i s c r e t i o n t o create a shared o f f i c e l a b o r a t o r y 
exception. I n p a r t i c u l a r , the preamble s t a t e s , "We bel i e v e t h a t 
t h i s p r o v i s i o n (section 1877(b)(4)) says and means 'no p o t e n t i a l 
f o r abuse.' The s t a t u t e does not say th a t HCFA can create new 
exceptions whenever i t determines t h a t there are p o t e n t i a l abuses, 
but t h a t these are outweighed by p o l i c y concerns such as the 
f l e x i b i l i t y an exception w i l l give to the provider community or t o 
p a t i e n t s . " 

I continue t o question HCFA's r i g i d i n t e r p r e t a t i o n . Such an 
i n t e r p r e t a t i o n renders the f l e x i b i l i t y provided the Secretary t o 
o f f e r exceptions under section 1877 (b)(4) (when the exception 
"does not pose a r i s k of program or p a t i e n t abuse") as useless and 
undeserving of d e l i c a t e underlying Congressional n e g o t i a t i o n s . 

Instead of an a d m i n i s t r a t i v e exception, HCFA st a t e s , "we believe 
t h a t i t i s up t o Congress t o draw the l i n e on what i t would 
consider t o be an acceptable amount of r i s k and any c r i t e r i a 
necessary t o minimize t h a t r i s k . " HCFA then o f f e r s a d e t a i l e d 
l e g i s l a t i v e exception t h a t i s comparable t o the e x i s t i n g i n - o f f i c e 
a n c i l l a r y services exception. The proposed exception includes two 
other important features, however. I t i s l i m i t e d t o a l a b o r a t o r y 
t h a t " i s shared by f i v e or fewer physicians ("shared l a b o r a t o r y 
p h y s i c i a n s " ) " and "the p r o f i t s of the shared l a b o r a t o r y cannot be 
shared based d i r e c t l y on the volume or value of r e f e r r a l s . " These 
a d d i t i o n a l p r o v i s i o n s are designed t o discourage f l a g r a n t 
o v e r u t i l i z a t i o n . 

I b e l i e v e t h a t t h i s exception has great p o t e n t i a l and appeal, 
p a r t i c u l a r l y i f HCFA would adopt i t a d m i n i s t r a t i v e l y . Supporting 



t h i s , John M o r r a l l came up w i t h an i n t e r e s t i n g economic 



p e r s p e c t i v e . One c o u l d argue t h a t HCFA l e g a l l y can adopt t h i s 
p r o v i s i o n a d m i n i s t r a t i v e l y because i t may REDUCE NET PROGRAM 
ABUSES r e s u l t i n g from e x i s t i n g l e g i s l a t i v e S t a r k p r o v i s i o n s . 
Assuming t h a t p h y s i c i a n s do not shut down l a b o r a t o r y o p e r a t i o n s 
a l l t o g e t h e r o r r e f e r o u t , i n th e absence o f such a p r o v i s i o n , 
p h y s i c i a n s may have t he i n c e n t i v e t o s p i n o f f i n t o s i n g l e 
p h y s i c i a n o f f i c e l a b s where the r e f e r r a l / p r o f i t r e l a t i o n s h i p i s 
guara n t e e d t o be one-for-one. Five p h y s i c i a n o f f i c e l a b o r a t o r i e s 
o p e r a t i n g under these i n c e n t i v e s l o g i c a l l y would c r e a t e more 
o v e r u t i l i z a t i o n and program abuse th a n one l a b o r a t o r y o f f i v e 
p h y s i c i a n s t h a t "cannot share p r o f i t s based d i r e c t l y on th e volume 
or v a l u e o f r e f e r r a l s . " T h e r e f o r e , i t would be f i s c a l l y 
i r r e s p o n s i b l e f o r HCFA t o i g n o r e t h i s a d m i n i s t r a t i v e o p p o r t u n i t y 
t o m i t i g a t e t h e net impact o f program abuses r e s u l t i n g from 
e x i s t i n g l e g i s l a t e d e x c e p t i o n s . 

I shared t h i s a n a l y s i s w i t h RMO s t a f f . They f i n d i t i n t e r e s t i n g , 
b u t n o t e n t i r e l y c o m p e l l i n g i n th e absence of s t r o n g e m p i r i c a l 
e v i d ence. 

HCFA i s w a i t i n g f o r feedback from you. D e s p i t e , t h e RMO s t a f f ' s 
s k e p t i c i s m , I recommend t h a t we share t h i s argument w i t h HCFA, and 
c o n t i n u e t o pre s s f o r a d o p t i o n o f an a d m i n i s t r a t i v e e x c e p t i o n 
(perhaps one i d e n t i c a l t o t h e i r l e g i s l a t i v e p r o p o s a l . ) 

I n case you are i n t e r e s t e d , more ideas p e r t a i n i n g t o volume 
t h r e s h h o l d s are coming. . . 

D i s t r i b u t i o n : 

TO: S a l l y Katzen 

CC 
CC 
CC 
CC 
CC 
CC 
CC 

P h y l l i s E. Kaiser-Dark 
James B. MacRae J r . 
John F. M o r r a l l , I I I 
D a n i e l J. Chenok 
Joseph F. Lackey, J r . 
Mary W. Poag 
J e n n i f e r L. K l e i n 
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DEPARTMENT OF HEALTH k HUMAN SERVICES H»altS Cat* f inineln| M/nmiKntion 

TM Mminntfiter 
WMhlngtan. D.C. 20201 

June 23, 1995 

NOTE TO SALLY KATZEN, OMB 

SUBJECT: Revised Preamble Language for Stark I Regulation 

At we agreed, HCFA hu drafted same language for the Preamble to the Stark regulation 
that lays out frlly the reasons why a shared laboratory exception cannot be established 
through regulations. It also contains specific legislative recomraerdadons for establishing 
a shared laboratoiy exception. 

The attached language was, as you can see, drafted by OGC. The language was drafted 
for the Tedtnl Rflriater. not OMB, so it contains all the reasons why we are not 
establishing a shared laboratoiy exception - tnoluding rcftrcnccs to intent and legislative 
history that would not bind us if we were able successfully to craft an exception under 
current law. 

We're certainly willing to modify the language to delete any offending sections, but we 
believe generally that the final rule should contain as comprehensive a defense of the 
position it takes as it is possible tn draft. 

Please call if you want to discuss this or FAX a mark-up. 

Thank you. 

C. Vladeck 
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TO i Toin Hoycr 
8PD 

PROM Myr* K. Erhardt 
Atcovney 

SUBJECT: ReviBion of the preamble for BPD-674-FC to reflect 
HCFA's policy on shared laba 

Aa you requested, we have revised aa follows the section of 
the preamble for BPD-e^-FC which discusses sharftd laboratories: 

i . The response on El6 should be revised as follows 

Raeponse; wa received a large number of comments 
addressing the shared laboratory issue and many 
detailed suggastione for designing an exception for 
shared laboratories. However, our legal authority to 
create an exception for shared laboratories i s 
extremely limited. 

The statute contains a long l i s t of exceptions to 
the broad general prohibition on referrals. Many, if 
not a l l , of these exceptions, appear to reflect 
Congress' weighing and balancing of tha need it 
perceived to curtail abusive financial arrangemenco 
while not interfering excessively in the effective 
delivery of health care services. CongresB constructed 
these exeeptiens to reflect practical decisions i t made 
after talking at length to the health care community. 
For example, Congress chose to exempt from the 

?rohibitlon any physician who has an ownership or nvestment interest in an entity that provides services 
in a rural area or in a hospital in Puerto Rice, we 
are aware of no evidence to support the assumption that 
a l l such arrangements are immune from abuse; however 
Congress, for policy reasons, chose to provide a 
blanket exception for a l l of these relationships. 

Similarly, Congress chose to except most in-office 
ancillary services provided by a solo practitioner or 
group practice physician in his or her own offices. 

•oo/tooB sa/so su toti ee» mfl, (»:tT ss/tz/so 
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Tage 2 - TomvHoy«r 

The Xegielative hietory for S 1877 does not indicate 
that Congroae excepted these services because i t 
believed they were immune from abuse. In fact, there 
are studies shewing that physicians can and do over-
utilize and overcharge for services they pTovide in 
their own offices. Congress apparently provided this 
exception because i t did not winh to intrude into the 
internal operations of an individual practice. 

Congieas demonstrated its'awareness of the shared 
laboratory issue by considering a shared laboratory 
exception as pare of its OBRA '93 amendmenna to 9 i«77. 
Congress specifically chose not to create a blanket 
exception in the law for a l l shared laboratories or far 
any particular category of shared laboratories. The 
legislacive history makes it clear that Congress 
considered a limited shared laboratory exception but 
chose not co enact i t . The conference report for OBRA 
'93 describee the House Energy and Commerce Committee'a 
proposal for a shared laboratory exception, but 
specifically points out that this provision was not 
included in the conference agreement (H.R. Rep. No. 
213, 103d Cong., 1st Sess. 80!>-Q10 (1993)}. In 
addition, Congress very deliberately established 
certain standards in 8 1877(h)(4) as those necessary 
for an assoeiation of physiaianfl-to qualify as a group 
practice in order to snare a laboratory under the in-
office ancillary services exception. Congress retained 
these standards in OBRA '93 and in fact added further 
requirements. 

Although we understand that there may be practical 
reasons for a shared laboratory exception, we do not 
believe that the statute gives HCFA the authority to 
engage in the same type of balancing which congress 
undertook in enacting (and amending) 9 1877. HCFA does 
not have the authority to radically revise or alter any 
of the provisions in S 1977. For example, HCFA does 
not have the authority to expand the m-offiee 
exception to include shared laboratories. HCFA instead 
has only ths independent authority under I 1877(b) U) 
to create exceptions for additional financial 
relationships, but only when it determines that an 
exception "does not pose a risk of program or patient 
abuse.* 

We believe that this prevision says and means "no 
potential for abuse." The statute does not, say that 
HCFA can create new exeeptiens whenever i t determines 
that there are potential abuses, but that these are 
outweighed by policy eoneerns such as the flexibility 
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an exception will give to the provider community or to 
patients. The legislative history for the original 
self-referral prohibition reveals that Congress 
considered giving the Secretary the authority to create 
additional case-by-case exceptions with respect to 
ownership or investment interests. The Secretary could 
provide an individual exception if an entity 
demonstrated to the secretary's setiefaction that the 
items and services provided by the entity would 
otherwise be unavailable uo pauieuis in the area, the 
items and services provided by the entity would be more 
convenient to patients based upon travel time, or tha 
items or services provided by the entity would be 
supplied at substantially lower cost. This authority 
was never enacted. H. Conf. Rep. 386, 101st Cong.. 1st 
Sess. 847-646 (1989). 

we believe that the "does not pose a risk of 
program or patient abuse1 standard is a very difficult 
one to meet and must be baaed on evidence that the 
exception could not be used to circumvent the purposes 
of the law. However, by its very nature, a shared 
laboratory f a c i l i t y w i l l be one in which the physician-
owners will share in the profits; each additional 
referral will likely increase the income of the 
facility and tha share of each investor. 

Commenters advocating a shared laboratory 
exception have suggested a variety of standards that a 
shared laboratory would have to meet. X number of 
commenters suggested that a shared laboratory exception 
should, among other things, limit the else of the 
laboratory, i t s location, or the number of physicians 
who can invest in i t . However, we are aware of no 
evidence that the slse or location of any shared 
investment either inoreases or decreases the incentive 
for investors to make referrals to i t . we also have no 
evidence that any of the other criteria suggested by 
the commenters would prevent abuse. 

Even assuming we have the latitude to interpret 
"does not pose a risk of program or patient abuse" to 
mean only a eignifioant or meaningful amount of risk, 
any attempts we might make to draw a line between 
acceptable and unacceptable amounts of risk would be 
purely arbitrary. Should anyone be aware of data that 
demonstrates that certain criteria will prevent or 
greatly reduce the potential abuse of patients or of 
the Medicare program, we would be very interested in' 
receiving i t . 

900/80011 Sa/CO SBH toil 069 ZOZO 00'ZT 86/9Z/90 
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In light oC the many practical concerns commenters 
have raised about shared laboratories, we believe that 
Congress should "weigh and balance" the issue and 
consider again whether to eatabllah a shared laboratory 
exception, we believe that i t is up to congress to 
draw the line on what i t would consider to be an 
acceptable amount of risk and any criteria necessary to 
minimize that risk. He have the following suggastione 
on how Congress might wish to design a shared 
laboratory exception for small laboratory facilities 
which serve a limited number of physicians who ara a l l 
located in one building. Our suggestions are based not 
on assumptions about what criteria would prevent tha 
risk of abuse. Instead, we have attempted to design an 
exception which addresses many of the specific problems 
raised by the commenters, and is comparable in many 
ways to tha in-office ancillary services exception. 

The exception would apply to shared laboratory services that 
are furnished: 

(1) by a laboratory thac-

(a) is shared by five or fewer physicians ("shared 
laboratory phyaioiane"); and 

(b) is located in the same building in which a l l the 
shared laboratory physicians furnish physician 
services unrelated to the furnishing of laboratory 
services; 

(2) personally by a shared laboratory physician or by ar 
individual who is directly supervised ]py a shared 
laboratory physician; and 

(3) to a patient of a shared laboratory physician who 
received physician services unrelated to the laboratory 
services In the building in which the shared laboratory 
is located. 

The shared laboratory cannot require that the shared 
laboratory physicians maintain a volume of referrals to the 
laboratory. The profits of the shared laboratory cannot be 
shared baeed directly on the volume or value of referrals. 

1. On page BIS, lines 15-16 should readi "In any case, as 
explained above, we do not believe that we have the authority to 
establish a separate exception for shared laboratories." 

Please let us knew i f we may be of further assistance.' 

ooo/aooQ sa/so SHH toii osi toza TS:ST sem/to 
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TO: (See B e l o w ) 

FROM: D a n i e l J. Chenok 

O f f i c e o f Mgmt and Budget, OIRA 

SUBJECT: HCFA R o l l - O u t Meeting and CLIA/Starke i s s u e 

Hope you're h a v i n g a g r e a t t i m e ! 

On t h e whole, y e s t e r d a y ' s HCFA R o l l - o u t event meeting was 
p r o d u c t i v e and HCFA agreed t o make most o f t h e changes t h a t we 
advocated. T h i s note summarizes t h e s t a t u s of t h e CLIA e x c e p t i o n s 
t h a t remain o u t s t a n d i n g (shared f a c i l i t i e s and t e s t i n g ) ; t h e 
changes t h a t HCFA agreed t o i n the book; and t h e event l o g i s t i c s 
FYI. Please t r y and a t l e a s t read t h e CLIA/STARK s e c t i o n ASAP. 
Thanks. 
CLIA/STARKE 

T h i s i s t h e o n l y i s s u e t h a t you may need t o make a p o l i c y 
c a l l on today. Bruce Vladek would l i k e t o speak w i t h you about 
whether t o i n c l u d e t h e shared f a c i l i t i e s e x c e p t i o n as p a r t o f t h e 
r o l l - o u t . His i n c l i n a t i o n i s t o leave i t out a t t h i s t i m e , s i n c e 
t h e s t i c i n g remains whether t o propose the p o l i c y i n r e g u l a t i o n o r 
t h r o u g h s t a t u t e . We s t i l l b e l i e v e and s t r o n g l y recommend t h a t 
t h i s e x c e p t i o n be achieved t h r o u g h r e g u l a t i o n , and t h a t we not l e t 
event t i m i n g d i c t a t e an agreement t h a t may need f u r t h e r 
d i s c u s s i o n . Vladek seemed w i l l i n g t o l i s t e n , b u t h i s a t t o r n e y s 
have deemed t h a t s u f f i c i e n t f l e x i b i l i t y does not e x i s t t o a l l o w a 
r e g u l a t o r y f i x . 

J e n n i f e r K l e i n w i t h the DPC would l i k e t o i n c l u d e t h i s 
i s s u e , b u t w i l l d e f e r t o our judgment t o leave i t out i f 
necessary. E l a i n e Kamarck wanted t o know i f we c o u l d a t l e a s t 
i n c l u d e a p l a c e h o l d e r . One p o s s i b i l i t y t h a t A l l i s o n and I 
d i s c u s s e d would be t o announce the p o l i c y as framed i n HCFA's 
l e g i s l a t i v e p r o p o s a l t h a t we a l l agree on, e x c e p t i n g shared l a b s 
w i t h 5 o r fewer d o c t o r s ; and t o e x p l i c i t l y i n d i c a t e t h a t t h e 
A d m i n i s t r a t i o n i s e x p l o r i n g t h e most e f f e c t i v e and r e s p o n s i b l e 
avenue f o r i m p l e m e n t a t i o n , l e g i s l a t i v e o r r e g u l a t o r y . 

Note t h a t t h e H e a l t h RMO p o s i t i o n remains u n r e s o l v e d . RMO 
s t a f f oppose an e x c e p t i o n , w h i l e Nancy-Ann appears more 
s y m p a t h e t i c . Jen K l e i n i s c a l l i n g her f o r a more d f e i n i t i v e 



p o s i t i o n b e f o r e you c a l l Bruce. 

CHANGES TO THE BOOK/ROLL-OUT 

1. HCFA i s adding a new i n i t i a t i v e t o t h e book, a l e g i s l a t i v e 
p r o p o s a l t o a l l o w nurse a i d e t r a i n i n g i n r u r a l areas by 
"substandard" f a c i l i t i e s . C u r r e n t r u l e s do not a l l o w in-house 
t r a i n i n g by some f a c i l i t i e s , which means no t r a i n i n g i n many r u r a l 
areas s i n c e o t h e r sources are not a v a i l a b l e . T h i s l e g i s l a t i v e 
p r o p o s a l t o g i v e r e l i e f i n r u r a l areas b u i l d s on p r i o r r e g u l a t o r y 
changes made i n the n u r s i n g home enforcement r u l e . 

2. HCFA w i l l d i s c u s s e x p l o r a t i o n o f a l e g i s l a t i v e p r o p o s a l on 
exempting " b l a c k box" t e c h n o l o g i e s from CLIA o v e r s i g h t as a more 
e f f e c t i v e c o u n t e r t o c u r r e n t C o n g r e s s i o n a l p r o p o s a l s . We w i l l see 
what language t h e y come back w i t h , and t r y t o ensure t h a t i t i s 
s u f f i c i e n t l y s t r o n g ( E l a i n e pushed t h i s as w e l l ) . 

3. HCFA agreed t o expand the end-stage r e n a l d i s e a s e p i l o t under 
"performance measures" t o i n d i c a t e t h a t t h i s i s a model t h a t t h e y 
w i l l expand t o o t h e r areas as a way t o reward good p e r f o r m e r s . At 
our u r g i n g , t h e y w i l l a l s o add a q u i d p r o quo of more f l e x i b l e 
enforcement and r e g u l a t o r y r e l i e f , i n a d d i t i o n t o s i m p l y p r o v i d i n g 
" c e r t i f i c a t e s o f e x c e l l e n c e " . 

4. HCFA w i l l add r e a l i s t i c t i m e frames i n t h i s A d m i n i s t r a t i o n f o r 
most p r o p o s a l s , and w i l l add e s t i m a t e s o f burden r e d u c t i o n where 
a p p r o p r i a t e . 

5. On p h y s i c i a n a t t e s t a t i o n , HCFA w i l l announce a f i n a l r u l e 
w i t h o u t p r o p o s a l as we have advocated, by t h i s September. 

EVENT LOGISTICS 

As o f now, t h e event w i l l be c a l l e d " R e i n v e n t i n g H e a l t h 
Care R e g u l a t i o n " , and w i l l be i n Room 450 OEOB a t 12:30 on 
Tuesday. V a r i o u s d o c t o r ' s , n u r s i n g home, and consumer groups w i l l 
a t t e n d , as w i l l c o n g r e s s i o n a l s t a f f and perhaps D i n g e l l , S t a r k and 
M i k u l s k i among o t h e r s . 

C o n g r e s s i o n a l s t a f f and l a b o r unions w i l l r e c e i v e o r a l 
b r i e f i n g s p r i o r t o the event. J u s t b e f o r e , Vladek and t h e F i r s t 
Lady w i l l meet w i t h t he d o c t o r s ' groups. 

The F i r s t Lady w i l l open t h e event, and i n t r o d u c e Dr. Steve 
Gleason who w i l l d i s c u s s t he wondrous burden r e d u c t i o n o f 
p h y s i c i a n a t t e s t a t i o n r e f o r m . The VP w i l l t h e n p u t t h i s i n t h e 
c o n t e x t o f o t h e r r e g u l a t o r y events, f o l l o w e d by ( p o t e n t i a l l y ) 
remarks from t h e P r e s i d e n t . 

You and Vladek are then expected t o a t t e n d a b r i e f i n g i n 
the press room. You can a l s o expect a c a l l from Ron Fa u n i e r (sp?) 



from AP on Monday n i g h t , who w i l l prepare the wire s t o r y f o r 
Tuesday release. 

D i s t r i b u t i o n : 

TO: S a l l y Katzen 

CC 
CC 
CC 
CC 
CC 
CC 

A l l i s o n H. Eydt 
John F. M o r r a l l , I I I 
James B. MacRae Jr. 
Mary W. Poag 
Je n n i f e r L. K l e i n 
P h y l l i s E. Kaiser-Dark 
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RUSH TO: Jennifer Klein, DPC [v: 456-2599 

FAX: 456-2878 

FROM: Robert A. KNISELY 

PAGES (INCLUDING THIS COVER): 3 

Jennifer Boulanger, Molly Poag, Jennifer Klein: here's my first 
chop at the HCFA paper. See you on Wednesday afternoon. 
KNiZ 

Tuesday, July 4, 1995 
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From the Desk of Robert A. Knisely 

Tu: Twulifer Boulanger, HCFA re: Reliiveiiliiig HFCA Regulaliuiib 

First, I want you to knovv that I can see you've done a heck of a lot of work in these 18 pages so 
far. We're not home yet, but I can tell it's possible to be done before the 11th, and possible 
without spending all weekend NEXT weekend on final edits and policy dust ups. 
Congratulations! 

I hope you found a copy of the FDA Reinventing Regulations report. Easier to follow. 

I think that the audience is largely specialist, but occasionally generalist (we'd like to think so, 
anyway). Therefore, a quick look for really specialized language (ie. "deemed status") would be 
worthwhile. If we explain it once we're home free. I've made a quick start, which we can discuss 
lumurrow aflemuuii. 

Needless to say, we will need dates and form for all "deliverables," even deliverables to the 
/ Federal Register. That is, we must say that we will have an NFRM pubUshed in the Federal 

Register by September 30.1995 (or whatever). The dates can become a sticking point. Please 
start picking some dates, and not too far in the future. 

Also, please be aggressive in your use of the APA. You can expect some "cover" from OIRA 
here. Can we do any final rules? Perhaps the removal of physicians' attestation? Can we avoid 
theme nf the ANI-'KM anywhere, since no one will think we're serlnmY 

I am hoping that the promised "BACKGROUND" section will include a good list of previous 
ikWfMH au-'ompliblinuaib uf 11 lis Adiiiiiiibtraliun. We should have a separate seclion on these, even i l 

6 vwe* i>ume of Hie malerial is repealed later. 

y 

While we haven't done Executive Summaries for the previous reports, an introductory 
paragraph is still needed ~ I hope thaf s in Background as well. 

You may have a little too much about reinventing HCFA; we'll see what others say. 

Most of the rest of my comments are querulous, or "puppy to small dog" changes: 

I like to sprinkle Americans and America throughout; I won't give patriotism away without a 
fight! 

y We need lo look carefully al Hie order in which you lisl impads, for maxiniuin advantage. 

Page 1: Medigap is unexplained. Do you mean insurance carriers? 
y Page 2: Don't we need to say health care providers once? Gotta say kidney along with renal, 

once. 
The paragraph starting "HCFA," could be recast as goals, except that it's placed before goals. 
Page 4:1 think that "innovate more than regulate" requires more explanation. Don't you need to 

Deputy Director, Bureau of Tranoportation Statistics 
Rnnm ?104, T7. S. Flpparhnpnt nf Transpnrtatinn, 400 Spvpnth Strcpt SW, Washington, DC P0590 Datp; 07/04/1995 
Vuite: 202-36&-DATA, Fdx: 202-366-3640 (bdtkup fa*: 703-757-0293), & Inlenwl: kiiu@lmii.i:uiii Time: 2:59 PM 
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From the Desk of Robert A. Knisely 

j-reduce as well as revise Nursing Hume Regulaliun's requiremenls? Dun'I yuuwanl Lu "eliininale 
tlie requhement that physicians certify" ratliei- tlieui eliminate the form? Need some better 

•language than "series of significant changes." 
Page 5: HCFA 1500: Can you say that participating carriers must accept the HCFA 1500 w/ o 
addenda? And you gotta say HOW you'll modify the annual requirement for RRRMIMRR. 
Page 6: Needs some examples here. I can't tell what in fact you propose to do. 
Page 8: HCFA and CDCP "have taken significant actions" - share them with us, here and (I 
hope) in the Adminstration Accomplishments section. 
Page 4: What states have more stringent requirements than C .1.1 A? 
Page i i : Re: process requirements for surveying HHAs annually; are you proposing legislation 
to make this every two years? 
Page 14: Can you get your Good Performers from this pilot effort to help my mentoring others? 
By gelling Iheir guud wurks wrillen up? By being guud "bendunarks"? Bulli EPA and OSHA 
are doing exciting tilings with their outstanding performers. 
Page 15: Is waiving the 50% commerdal requirement for managed care only a problem in rural 
areas? Don't center cities provide the same challenge? 
Page 16: Must commit to getting some sort of result out of OPM by a date certain. 
Page 17:1 don't understand this. Are there two levels of review now, one "semi official?" I'd like 
to hear this one again. On its face, I don't like it. 
Page 18: Can you talk a little about how these changes fit into a larger, more long term effort at 
re-regulation or reinvention at HCFA? That would be great! 

See you tomorrow afternoon! 

Deputy Director, Bureau of Transportation Statistics 
Rnnm ?104,17. S. TlpparbriPnt nf Transpnrhtmn, 400 SpvPnth Strppf SW, Washingtnn, DC PO.SQO DMc: 07/04/1995 
Vuite: 202-366-DATA, Fax: 202-366-3640 (backuy fa*; 703-757-0293), & Iiilemel: kiikGlmil.tuni Tim*;; 2:59 PM 



American Health Care Association 1201 L street, NW, Washington, DC 20005-4014 
FAX: 202-842-3860 
Writer's Telephone: 202/898-2828 

June 9, 1995 

Ms. Jennifer Klein 
Special Assistant to the 
President for Domestic Policy 

2nd Floor, West Wing 
The White House 
Washington, DC 20500 

Dear Ms 

Attached please find the letter which I sent to Bruce Vladeck. I wanted to convey my 
thanks for assisting us in ensuring that these issues that are critical to the industry are 
successfully resolved. To that end, I would ask that at the very least, the PASARR and 
Nurse Aide Training issues be included in the Vice President's regulatory relief package. 
We will shortly be contacting you to discuss appropriate next steps that we need to take 
to ensure that this happens. 

I believe that by including these two key provisions in the regulatory relief efforts, we 
will not only resolve key problematic concerns but will also show the over 16,000 long 
term care providers, the commitment by the Administration to provide regulatory relief to 
the provider community. 

Likewise, I also believe that it is crucial that both the White House and the long term care 
industry continue to coordinate efforts and work together to oppose any and aU attempts 
by Congress to block-grant Medicaid funds to the states. Although AHCA has already 
shared with you the efforts that we have undertaken in this regard, I would urge you to 
continue to keep us apprised of the efforts by the White House. Please do not hesitate to 
contact us and include us in your efforts. 

The American Health Care Association is a federation of 51 affiliated associations, representing 11,000 non-profit and for-profit 

nursing facility, residential care and subacute providers nationally. 



Ms. Jennifer Klein 
June 9, 1995 
Page Two 

Again, thank you for your assistance and we look forward to working with you on both 
these and other activities. 

Sincerely, 

Paul R. Willging, Ph.D. 
Executive Vice President 

G:\reg\je\9585 
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THE WHITE HOUSE 

WASHINGTON 

FAX COVER SHEET 

TO: Steve (flcasoi 

PHONED L 

FAX: L 
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FROM: 

PHONE: (202) 456-

PAGES FOLLOWING COVER SHEET: 



JUN-30-1995 18:51 FROM RDMINISTRfiTOR'S OFFICE TO 94562876 P.01 
I •; 

6/30/95 

FAX TO: Elaine Kamark 
iBob Knisely 
'Doug Farbrother 
| Jennifer Klein 
j Sally Katzen 
;Molly Poag 
i Allison Eydt 

i 

Attached is HCFA's first draft of the Reinventing HCFA Regulations document. We are looking 
for the perfect quotation from President Clinton to open the report. The introduction section is j j 
being drafted ajnd we will have that Wednesday. In addition, we will be adding additional material j ! 
in the "HCFA Initiatives" section (mostly the "timeline" information). ) \ 

; • i 
: M 

Please give mei your comments, as soon as you can. My number is 690-8502. Thank you. 

cc: Claudî  Cooley 
Jackie White 


