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HCFA ADMINISTRATIVE STREAMLINING 
December 14, 1994 

Conggunication with_Medicare Benef i c i a r i e s 

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

Discussion: HCFA i s implementing a number of i n i t i a t i v e s towards 
improving communications with our primary customer, the 
beneficiary. I n the Medicare program, the foll o w i n g a c t i v i t i e s 
are underway i n terms of planning, p i l o t t e s t i n g , or 
implementation: 

A combined Part A/Part B Medicare Summary Notice which w i l l 
consolidate i n t o a single, easy-to-read, monthly statement 
of a l l of a beneficiary's claims a c t i v i t y f o r the month. We 
w i l l be eliminating the multiple forms that Medicare 
intermediaries and carriers currently use. 

The Medicare Summary Notice w i l l allow the beneficiary to 
more ea s i l y request a review of t h e i r Medicare determination 
rather than the current process of making a separate 
request. 

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

Recognizing d i v e r s i t y i n the Medicare program i s important 
to our communication e f f o r t s , we w i l l be expanding the use 
of Spanish EOMBs and testing t h e i r success at e f f e c t i v e l y 
informing Hispanic beneficiaries. 

Though these are j u s t some of our communication ideas, HCFA i s 
continually seeking and implementing other improvements to our 
communication vehicles with beneficiaries. Many of these ideas 
are provided to us by beneficiaries. 

Status: 

o Combined EOMB Notice. In December 1994, HCFA w i l l be 
developing prototype notices. In February 1995, HCFA w i l l 
be using beneficiary focus groups to gain feedback on the 
prototypes. The implementation target date i s October 1995. 
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o Releasing EOMB Information to Non-A38icTnment_Phygician3. 
Release of t h i s information was p i l o t tested i n two regions, 
Kansas City and New York. The p i l o t s were successfully 
completed i n July 1994 and HCFA i s planning f o r nationwide 
implementation. 

o Spanish EOMB. Spanish EOMB's w i l l be p i l o t tested i n 
Florida beginning i n A p r i l 1995. 

Budget Impact: Each of these proposals has minimal budget 
impact. 
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Eliminate_Fxau<i_ andLAbuBe 

Issue: As a major payer of health care services i n the country, 
the Medicare and Medicaid programs are natural targets f o r those 
wishing to gain f i n a n c i a l rewards through fraudulent and abusive 
a c t i v i t i e s . 

Discussion: 

o Detection. 

We have consolidated payment of durable medical equipment 
(DME) i n t o four carriers i n order to enable us to focus 
claims review on t h i s problem area. One of the four has 
re s p o n s i b i l i t y f o r analyzing patterns w i t h i n a l l DME claims 
to h i g h l i g h t problem areas. 

Working with carriers and intermediaries, we are developing 
advanced computer systems to detect fraudulent patterns of 
b i l l i n g i n a l l types of claims. This w i l l enable us t o 
intervene early when problems are suspected. 

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

We are undertaking an education program to inform employees 
and beneficiaries of t h e i r r e s p o n s i b i l i t y to report 
suspicious practices. 

State surveyors who v i s i t home health agencies and nursing 
homes w i l l be trained to detect and report evidence of 
fraud. They w i l l also be provided with information from 
claims analysis which indicates q u a l i t y problems. 

The Medicare Transaction System (MTS), a uniform, national 
system f o r processing Medicare claims, w i l l replace the 
diverse e x i s t i n g systems and provide HCFA with improved 
c a p a b i l i t y f o r i d e n t i f y i n g fraud. 

o Prevention and Enforcement. 

We have i n i t i a t e d s t r i c t e r standards f o r suppliers under 
Medicare and Medicaid and are working with States t o trace 
repeat offenders who create new organizations i n order t o 
continue i n the program. 

We are developing methods to ensure that both suppliers and 
providers who have engaged i n fraudulent a c t i v i t i e s w i l l not 
be able to move to another state and resume practice. 
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We are a c t i v e l y coordinating the enforcement a c t i v i t i e s of 
c a r r i e r fraud units, HCFA s t a f f , the Office of the Inspector 
General and the Department of Justice i n areas where high 
rates of fraud are suspected. 

Status: These programs are a l l ongoing. GTE was awarded the 
design contract f o r the MTS i n January 1994. HCFA plans to begin 
implementation i n 1997. 

Budget Impact: Significant savings are expected. Each 
additional d o l l a r spent on payment safeguards a c t i v i t i e s , 
including fraud and abuse a c t i v i t i e s , would r e s u l t i n at least 
eight d o l l a r s of savings to the Medicare Trust Funds. The 
Department and HCFA continue to work to establish a secure source 
of funding f o r t h i s important type of investment i n program 
i n t e g r i t y . 
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B i l l i n g and Payment Improvements 

Issue: Providers are increasingly f r u s t r a t e d w i t h the perceived 
administrative burden and complexity of Medicare's b i l l i n g 
procedures. 

Discussion: HCFA has undertaken several actions under current 
law to streamline our b i l l i n g and payment procedures. In 
addition, we are considering some l e g i s l a t i v e proposals as part 
of the 1996 budget and l e g i s l a t i v e process. 

o Eliminating P r e - B i l l i n g Attestation Requirement. 

HCFA i s eliminating p r e - b i l l i n g requirements f o r a t t e s t a t i o n 
by physicians of diagnoses and major procedures performed i n 
the hospital. This w i l l lessen the administrative burden on 
physicians who provide services to Medicare beneficiaries. 

o Providing Uniform I d e n t i f i c a t i o n Numbers to a l l Providers. 

HCFA i s leading an e f f o r t involving other Federal payers of 
health services, including the Department of Veterans' 
A f f a i r s , the Department of Defense, and State Medicaid 
agencies to provide unique provider i d e n t i f i c a t i o n numbers 
to a l l providers of government health services. Having 
uniform provider numbers fo r a l l government health programs 
w i l l make i t easier f o r physicians to complete b i l l i n g 
forms. 

O Simplifying the "Important Message from Medicare". 

HCFA plans to s i m p l i f y the content of t h i s message and t o 
sim p l i f y the way hospitals d i s t r i b u t e i t . 

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

Budget Impact: Minimal budget impact. 
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Medicare Tranaaction System 

Issue: At present, Medicare and i t s providers must cope with 14 
d i f f e r e n t claims processing systems operated by 79 insurance 
companies at 62 si t e s . Information flow from Medicare to 
providers, and vice versa, i s unnecessarily slow, complex, and 
costly. 

Discussion: HCFA has awarded a contract f o r the development, 
t e s t i n g , and implementation of a new Medicare Transaction System 
(MTS). This uniform, national system f o r processing Medicare 
claims w i l l replace the diverse existing systems and s i g n i f i ­
cantly s i m p l i f y administrative operations f o r b e n e f i c i a r i e s , 
providers, and Medicare. Implementation of the MTS w i l l begin i n 
1997. Benefits that w i l l flow from the new system include: 

• Improved service f o r beneficiaries 
• Improved service f o r providers 
• Improved management of program expenditures 
• Greater uniformity i n coverage and payment decisions 
• Enhanced ca p a b i l i t y to i d e n t i f y fraud 
• Improved coordination of benefits 

While MTS i s being developed f o r the Medicare program, we 
acknowledge that MTS w i l l have implications w e l l beyond Medicare. 
MTS w i l l well shape the environment f o r information transaction 
i n Medicaid, public health, other government programs, and 
priva t e industry. I n the development of MTS, we are being 
sensitive to the needs of a l l industry p a r t i c i p a n t s , and are 
working to ensure that providers and payers are not caught 
between incompatible systems. HHS has moved to set up a steering 
committee to coordinate information policy w i t h i n HHS and to 
ensure ongoing coordination with the private sector as data 
systems f o r HCFA and the Public Health Service are integrated and 
streamlined. 

Status: GTE was awarded the design contract f o r the MTS i n 
January 1994. HCFA plans to begin implementation i n 1997. 

Budget Impact: Without MTS, HCFA would have d i f f i c u l t y managing 
claims processing i n an era of shrinking administrative budgets. 
By enhancing HCFA's a b i l i t y to detect and prevent fraud, MTS w i l l 
protect the i n t e g r i t y of the Medicare Trust Funds. 
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Changes Affecting Providers 

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

Discussion: 

o F a c i l i t y Conditions. 

We are revising the conditions of p a r t i c i p a t i o n f o r 
hospitals, end stage renal disease f a c i l i t i e s , and home 
health agencies to make them more easily understandable, 
outcomes-based, and less process-oriented. 

0 HMO Organizational Structure and Services (OMC-007-F). 

This regulation w i l l provide organizations which operate 
HMOs that are federally q u a l i f i e d under t i t l e X I I I of the 
Public Health Service Act with greater f l e x i b i l i t y i n 
operating other health benefit plans. I t would also 
authorize, with certain l i m i t a t i o n s , federally q u a l i f i e d 
HMOs to o f f e r out-of-plan physician services and require a 
reasonable deductible f o r those services. Further, t h i s 
regulation would permit the HMO to use assets of the parent 
organization to meet f i s c a l soundness and insolvency 
protection requirements. 

Status: The hospital and the ESRD revisions are i n the 
developmental stage. The Notice of Proposed Rulemaking f o r the 
home health agency conditions of p a r t i c i p a t i o n i s expected t o be 
published i n November 1995. The HMO f i n a l rule i s scheduled t o 
be published i n 1995. 

Budget Impact: No budget impact. 
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Transforming Medicare Peer Review 

Issue: HCFA, through contractor Peer Review Organizations and 
ESRD Networks (hereafter referred to as Quality Improvement 
Programs (QIPs)), has h i s t o r i c a l l y monitored q u a l i t y through a 
detection program. This was accomplished p r i m a r i l y through the 
intensive review of individual case records (physician or 
provider records) that had been selected as part of random 
samples and o u t l i e r focused samples. 

Discussion: Under the Health Care Quality Improvement Program 
(HCQIP), HCFA has reinvented, and i s continuing to reinvent. 
Medicare's q u a l i t y assurance programs. Over the next f i v e years, 
HCQIP i s expected t o encompass an integrated q u a l i t y management 
system that i s emerging as part of HCFA^ strategic plan. 

HCQIP i s based on the pr i n c i p l e that QIPs can do more to improve 
the q u a l i t y and cost effectiveness of care by bringing t y p i c a l 
care i n t o l i n e with best practices than' by inspecting t o i d e n t i f y 
erred treatment i n individual cases. The key HCQIP objectives 
are t o : 

• Bu i l d a community of those committed to improving 
q u a l i t y ; 

• monitor and improve q u a l i t y of and access t o care; 

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

• protect beneficiaries from poor care; and 

• create a supporting i n f r a s t r u c t u r e to make these 
achievements possible. 

Among the primary HCQIP i n i t i a t i v e s are: 

O Local and National Improvement Projects. 

As part of HCQIP local cooperative!projects, QIPs work with 
the l o c a l health care community toi i d e n t i f y and i n t e r p r e t 
s c i e n t i f i c a l l y sound parameters of:practice to measure the 
q u a l i t y of care. These parametersjof care are often based 
on practice guidelines developed by the Agency f o r Health 
Care Policy and Research (AHCPR) as well as other 
a u t h o r i t a t i v e c l i n i c a l bodies. QIPs use s t a t i s t i c a l q u a l i t y 
surveillance to examine v a r i a t i o n s : i n both the processes and 
outcomes of care. QIPs share these data with providers and 
physicians and work cooperatively ^ i t h them to i n t e r p r e t and 
apply findings. HCQIP gives QIPs and HCFA a chance to 
demonstrate that health care provided to Medicare 
beneficiaries can be measurably improved. 



01/18/95 18:38 0202 401 7321 HHS ASPE/HP ©Oll /Ol? 

Status: To date, QIPs have reported on 514 collaborative 
improvement projects. Of these, 60 have been completed, 222 
are i n progress and another 154 are i n development. QIPs 
have abandoned 78 projects to date. Approximately 20 
percent of projects address the use of pharmaceuticals, such 
as a n t i b i o t i c s and ACE i n h i b i t o r s . Another 10 percent 
address the accuracy of diagnostic and procedure coding. 
Other projects that involve multiple PROs include blood 
transfusions and cardiac catheterization. I n January 1995, 
a l l PROs w i l l begin the cooperative cardiovascular project. 
This project w i l l focus exclusively on the treatment of 
heart attacks. 

o C l i n i c a l Data Quality Surveillance. 

Under t h i s i n i t i a t i v e , QIPs w i l l measure processes and 
outcomes of care against community-accepted c l i n i c a l 
standards of q u a l i t y and practice guidelines. Upon 
i d e n t i f y i n g and assessing s t a t i s t i c a l v a r i a t i o n s , QIPs w i l l 
intervene and work collaboratively w ith hospitals and 
physicians to improve the delivery of care. In instances of 
provider incompetence and negligence, QIPs w i l l have a 
stronger r o l e i n n o t i f y i n g licensing and c e r t i f y i n g agencies 
and making sanction recommendations to the Inspector 
General. 

Status: Implementation i s underway. 

o Investigation of Beneficiary Complaints. 

Under t h i s i n i t i a t i v e , revised regulations w i l l allow f o r a 
more aggressive posture i n s o l i c i t i n g and inves t i g a t i n g 
beneficiary complaints to the QIPs and provide a more 
thorough and sensitive follow-up to these complaints. 

Status: I n i t i a l planning work i s underway. 

o Bqppf j.p3,a3rY Eduction. 

HCFA w i l l improve educational beneficiary outreach programs 
i n health promotion and disease prevention t o help 
beneficiaries make better health choices, and ensure that 
they are f u l l y aware of t h e i r r i g h t s to q u a l i t y care under 
Medicare. 

Status: I n i t i a l work i s underway.1 

Budget Impact: Budget neutral. HCFA anticipates that t h i s 
program change w i l l s i g n i f i c a n t l y improve the q u a l i t y of care 
provided to Medicare beneficiaries. 1 
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Use of Quality Indicators in the 
Medicare/Medicaid Survey and Certification Program 

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

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

The a b i l i t y to use QI data in the survey process and provider-
based internal quality improvements depends on requiring standard 
assessment and reporting of the c r i t i c a l QI data, the 
implementation and maintenance of a State and national data 
system and the development of a reliable complete data base of 
information reported by the f a c i l i t i e s on individual clients. 

QIs have multiple beneficial uses: 

• Use by regulators in the survey process; 

• use by providers in internal quality improvement; 

• use by beneficiaries to inform themselves as they make 
c r i t i c a l choices for health care; 

i 

• use by professionals, researchers, social and health 
policy experts to inform carejpractices and policy; and 

i 

• use by payment policy experts jto help inform payment 
policy. 

Status: Quality indicators for nursing 
agencies (HHAs) have been developed and 
use. New HHA conditions of participation are under development, 
as i s a new standard assessment tool for HHAs. Computerization 
of the existing nursing home assessment 
progress. Full implementation of the mkrsing home project w i l l 
occur in 1 to 2 years, and the home health project w i l l be 
implemented in 3 to 4 years. Plans areJbeing made to develop 
quality indicators for end stage renal disease f a c i l i t i e s , 
hospices, and intermediate care facilitxes for the mentally 
retarded as well. 

homes and home health 
are now being piloted in 
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Budget Impact: The use of QI data w i l l not replace the on-site 
inspection, but w i l l enable the State survey agencies to assess 
provider performance throughout the year and across a l l the 
providers without actually being there a l l the time. This w i l l 
allow diminishing survey resources f o r on-site inspections to be 
targeted t o problem providers and used more e f f i c i e n t l y . 
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Quality Improvement Programs Procurement Proeeas 

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

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

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

• Effective communication of negotiation positions among 
a l l HCFA teams prior to negotiations; 

• procedures to ensure receipt of proposals by a l l 
neutral panel members for noncompetitive procurement; 

• elimination of the confusion and problems resulting 
from having too many versions:of the Requests for 
Contracts/Proposals; 

• ways to increase administrative support during peak 
periods in the procurement process; 

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

In addition, the Social Security Act allows QIP contracts to be 
non-competitively renewed. HCFA has developed a streamlined 
procurement process for noncompetitive renewal of QIP contracts. 
HCFA i s working with the QIPs to develop pricing principles and 
contract provisions based on a common understanding of the 
Statement of Work. HCFA intends to apply this collaborative 
model to other contractors and agents. Benefits derived from 
this approach include: reduced acquisition processing time; 
elimination of the need for technical proposal review for 
contractors who have met the renewal c r i t e r i a ; cost savings 
realized by both the QIPs and the government in the procurement 
process; improved understanding of contract expectations; and 
greater uniformity in QIPs' contract execution. 
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Statue: Vendor proposals for the contract to develop a user-
friendly program for the IGCE have been received and are under 
evaluation. Award of the contract w i l l take place soon. 
Implementation on other areas of improvement has commenced. 

Budget Impact: Cost savings have not been quantified. Full 
implementation of the above recommendations should reduce the 
processing time for PRO and ESRD procurement from 18 to 12 
months. 
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Modifications to Requirementa Under the C l i n i c a l Laboratoriea 
Imp-rnvm^Tit Amendments (CLIA) 

Issue: Current CLIA requirements are burdensome, p a r t i c u l a r l y 
f o r the more than 130,000 laboratories that have not been 
regulated previously. Burdeins include: meeting comprehensive 
q u a l i t y requirements based dp the complexity of the t e s t i n g 
performed i n the laboratory,) r e g i s t r a t i o n and other paperwork 
requirements, and fee payments. State survey agencies are also 
burdened with conducting bielnnial on-site surveys of 
approximately 40,000 laboratjories to determine compliance with 
the complex and comprehensive CLIA requirements. 

Discussion: HCFA has embarkled on, or w i l l pursue, various 
administrative actions to rejduce unnecessary burdens. 

Categorization of Testd and Personnel Modification 
(HSQ-216-FC) . This regjulatibn w i l l expand the category of 
microscopy tests which ^re exempt from inspection, and t h i s 
would e f f e c t i v e l y double the number of laboratories exempt 
from routine survey under t h i s provision. The r u l e would 
also give f l e x i b i l i t y to laboratories by expanding the l i s t 
of professionals who majy perform moderate complexity 
microscopy procedures. This should reduce the burden t o 
r u r a l and medically underserved areas i n having t o 
compensate and r e c r u i t health personnel who are i n short 
supply. j 

Status: This rule i s i n the f i n a l stages of clearance p r i o r 
to OMB review. 

Budget Impact: Approxibately 10,000 laboratories would be 
exempted from routine inspections. 

CLIA Deeming Notices: HCFA has approved, as deeming 
c e r t i f i c a t i o n agencies,! the Commission on Office Laboratory 
Accreditation, the Joinjt Commission on Accreditation of 
Health Care Organizations, and the American Society f o r 
Histocompatibility and llmmundgenetics. Applications from 
the American Osteopathic Association, the College of 
American Pathologists, and trie American Association of Blood 
Banks have been received. Furthermore, the Washington State 
exemption from CLIA was recently re-approved f o r 2 years, 

Budget Impact: The deeming arrangement w i l l reduce the 
number of laboratories surveyed by HCFA by 20,000 
laboratories. j 
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o Categorization and C e r t i f i c a t i o n Regulations f o r "Accurate 
and Precise Technology" (APT) Tests (HSQ 222-P). By 
creating a new subcategory of lab 'procedures c a l l e d 
"accurate and precise technology" jtests, t h i s r u l e would 
reduce the burden on laboratories ito comply with a l l of the 
moderate complexity t e s t i n g requirements. 

Status: The Notice of Proposed Rulemaking i s being 
prepared. 

o Flexible Surveys for Small Laboratories. HCFA has devised a 
f l e x i b l e survey which accounts f o r the great v a r i a b i l i t y 
among laboratories i n lab t e s t vollumes and degree of lab 
t e s t complexity. Approximately l̂ OOO laboratories (those 
that are low volume or that perform only simple screening or 
preventive tests f o r ambulatory patients) w i l l be surveyed 
once every four years. Laboratories w i l l be required to 
respond to specific questions regarding the types of t e s t i n g 
conducted and how they are meeting the corresponding CLIA 
q u a l i t y requirements. Based on t h i s information, surveyors 
can determine the necessity of on-site surveys. 

Status: Evaluation of the survey 
underway. 

process i s c u r r e n t l y 

Budget Impact: A f l e x i b l e survey process w i l l enhance 
surveyor e f f i c i e n c y and better u t i l i z e resources. I t i s 
expected to s i g n i f i c a n t l y reduce administrative costs i n the 
f i r s t two years of the program. 

Outcome-Oriented. Performance-Based Surveys. Plans are 
underway to develop a more outcome-oriented, performance-
based CLIA survey process. 



Notes f o r Regulatory Review Meeting 

Two issues: 

1. What HHS has been doing 

2. How t o c r e d i t f o r t h i s as a h e a l t h reform i n i t i a t i v e 

Our ideas: 

• HHS i s working hard on t h i s i n response t o pressure from us 
(gave them Gleason memo; requested review as p a r t of Map 
Room process) and i n response t o the r e g u l a t o r y review 
i n i t i a t i v e . We (Chris and Jen) are i n c o n t r o l of both 
processes. The Department would probably p r e f e r t o view 
t h i s as p a r t of h e a l t h care reform and get c r e d i t f o r what 
they are doing. 

• We t h i n k NPR would agree t h a t i t i s important f o r them t o 
focus on " b i g t i c k e t " r e g u l a t o r y changes. Because, wh i l e 
s i g n i f i c a n t , these i n i t i a t i v e s don't sound "bold" and 
"outrageous" — the standards f o r the Vice President's 
i n i t i a t i v e — we can argue persuasively t h a t these issues 
are b e t t e r addressed as h e a l t h care i n i t i a t i v e s r a t h e r than 
as p a r t of REGO I I . 

Examples of t h i n g s HHS i s doing: 

• CLIA 

HHS: (1) i s expanding the number of t e s t s and t h e r e f o r e labs 
t h a t are exempt from r o u t i n e survey; (2) has approved new 
deemed c e r t i f i c a t i o n agencies; (3) issued a n o t i c e of 
proposed rulemaking on c r e a t i n g a new category of lab 
procedures, c a l l e d the "accurate and precise technology" 
t e s t s , and reducing the burden on labs using these t e s t s ; 
and (4) decreasing survey frequency f o r small labs. 

I n our recent discussions, HHS has gone f a r t h e r t o recommend 
the development of performance standards f o r CLIA and t o t i e 
survey frequency t o outcomes measures. 

• S i m p l i f y i n g communications w i t h b e n e f i c i a r i e s 

Stage: Development of m a t e r i a l s ; p i l o t p r o j e c t underway 

• Improving and payment procedures (e.g., e l i m i n a t i n g pre-
b i l l i n g a t t e s t a t i o n requirements, p r o v i d i n g uniform 
i d e n t i f i c a t i o n numbers t o a l l providers of government h e a l t h 
s e r v i c e s ) . 



Stage: Underway 

• Developing one "Medicare Transaction System" t o replace 
numerous claims processing systems r e q u i r e d by numerous 
in s u r e r s . 

Stage: Contract awarded 

• Conditions of P a r t i c i p a t i o n — r e p l a c i n g process 
requirements by performance standards. 

Stage: Notice of Proposed Rulemaking t o be published i n 
November 1995. 

• Providing greater f l e x i b i l i t y f o r HMOs 

Stage: Rulemaking i n 1995 

• Reinventing Medicare q u a l i t y assurance programs 

Stage: Various programs a t d i f f e r e n t stages 

• Using q u a l i t y i n d i c a t o r s i n Medicare/Medicaid survey and 
c e r t i f i c a t i o n program 

Stage: Under development 

Things on Gleason's l i s t t h a t are being worked on: 

• Standardizing claims forms and procedures f o r f i l i n g claims 
i n Federal h e a l t h insurance programs. 

• CLIA — reducing compliance burdens. This i s already 
underway. However, i n recent discussions, the Department 
has accepted t y i n g survey schedules t o performance 
standards. 

• OSHA's blood borne pathogens r e g u l a t i o n s are under review i n 
the reg review process. 

• Home h e a l t h care — the Department i s now t a l k i n g about 
moving t o using outcomes data f o r home h e a l t h agencies. 
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TO: H i l l a r y Rodham C l i n t o n 1 Q T ^ _ 0 
ET?riM• ^ J e n n i f e r K l e i n < ^ ^p^-a^u - | ^ 

I * DATE: 1/17/95 
RE: Vice President's Regulatory Review I n i t i a t i v e 

At Carol Rasco's request, I am heading the Health I n d u s t r y 
Working Group of the Vice President's Regulatory Review 
I n i t i a t i v e ( several of the working groups are headed by the DPC). 
We have been asked t o i d e n t i f y new approaches t o r e g u l a t i o n t h a t 
are "bold" and "customer-service o r i e n t e d " . Because the working 
groups are scheduled t o make t h e i r f i r s t p resentations t o the 
Vice President i n a few weeks, Carol suggested t h a t each group 
focus i n i t i a l l y on two t o four areas. I wanted t o give you a 
b r i e f update on our group's progress. 

We plan t o discuss the f o l l o w i n g areas a t our f i r s t 
p r e s e n t a t i o n : 

1. Health and Safety Standards for Medicare Providers 

Today, h o s p i t a l s , home h e a l t h agencies (HHA), hospices and 
End-Stage Renal Disease (ESRD) f a c i l i t i e s must meet 
extensive procedural and a d m i n i s t r a t i v e requirements t o 
p a r t i c i p a t e i n the Medicare program. We w i l l propose 
"performance" based standards t o replace more t r a d i t i o n a l 
"process" o r i e n t e d r e g u l a t i o n . We w i l l also recommend t h a t 
f l e x i b l e survey cycles ( a l l o w i n g d i s c r e t i o n over the time 
between surveys of a f a c i l i t y ) t h a t c u r r e n t l y apply only t o 
h o s p i t a l s and ESRD f a c i l i t i e s be extended t o HHAs, and t h a t 
the frequency of surveys i n a l l types of f a c i l i t i e s be 
r e l a t e d t o t h e i r a b i l i t y t o meet new outcomes standards. 

2. C l i n i c a l Laboratory Improvement Act (CLIA) 

As you know, there has been a s i g n i f i c a n t o utcry against 
CLIA, p a r t i c u l a r l y by physicians who claim t h a t i t places 
excessive and unnecessary burdens on physician operated labs 
t h a t perform r e l a t i v e l y simple t e s t s . We w i l l present a 
package of improvements, i n c l u d i n g : (1) exempting a greater 
number of t e s t s (and t h e r e f o r e labs) from r o u t i n e 
i n s p e c t i o n ; (2) reducing o v e r s i g h t of labs using advanced 
"black box" technology; (3) using mandatory l a b o r a t o r y 
p r o f i c i e n c y t e s t i n g t o educate and inform labs about 
problems r a t h e r than t o punish them; and (4) r e p l a c i n g 
burdensome process requirements w i t h performance standards 
and f l e x i b l e survey cycles. 

3. Physician Attestation 

We have also been asked t o look f o r what the Vice 
President's o f f i c e c a l l s "low-hanging f r u i t " — areas t h a t 
can be addressed f a i r l y q u i c k l y and e a s i l y t h a t w i l l r e l i e v e 
r e g u l a t o r y burdens and reduce costs f o r the h e a l t h care 

H R C H A N S N G C L I N T O N U B R A R V PHOTOCOPY 



industry. We w i l l recommend the elimination of the 
requirement that physicians must sign "attestations" 
certifying that they have accurately reported the diagnosis 
and treatment for each hospital admission before submitting 
bi l l i n g claims to the Medicare program. 

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



HEALTH INDUSTRY WORKING GROUP 
SUMMARY OF OPTIONS PRESENTED 

L Physician Attestation 

Problem. Currently, a physician must sign an "attestation form" (certifying the 
accuracy of all diagnoses and procedures) for each Medicare patient discharged from 
a hospital. Obtaining the physician's signature is burdensome for hospitals and 
physicians, and cause billing delays that hurt hospital cash flow. 

New Regulatory Approach. Streamline paperwork. 

Proposal. Eliminate the requirement for the form entirely and instead hold 
hospitals responsible for the accuracy of diagnoses and procedures. ( ^ ) 

II. Health and Safety Standards for Medicare Providers 

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

New Regulatory Approach. Performance standards. 

Proposals 

Eliminate unnecessary process requirements and instead develop outcome-
based performance standards and increase consistency of requirements across 
providers. (_ ft^) 

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

Alternatives 

Extend use of flexible survey cycle for nursing homes. 

Completely eliminate surveys for providers with good records. 



IH. Clinical Laboratories Improvement Amendments (CLIA) 

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

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

Proposals 

Waive the routine two year survey of users of "black box" technology. (.^^) 

Alternatives 

Do not create new testing category. 

Seek legislation to waive "black box" technology. 

Clarify and expand waiver criteria and streamline the waiver process. Waive 
all tests approved by FDA for home use. 

Alternatives 

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

Repeal CLIA. 

Use performance standards and require less frequent on-site inspections of 
excellent performers. Approve private accrediting organizations for deemed 
status. Exempt labs from CLIA requirements when the State has 
requirements equal to or more stringent than CLIA. 

Alternatives 

• Repeal quality assurance and personnel requirements (except in 
cytology laboratories), and rely on proficiency testing and outcomes as 
the bases for quality control. 

Allow HCFA to waive these requirements for labs that perform well. 

Clarify regulations so that proficiency testing failures are used for education 
and as an outcome indicator in laboratory quality. Sanctions are imposed 
only for repeated failures or immediate jeopardy. ( < ^ ^ 

Alternative. No longer require proficiency testing. 



SUMMARY OF OTHER ALTERNATIVES 

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

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

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

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

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



Ideas for Regulatory Relief Events 

1. Simplify Billing and Payment for Providers and Consumers 

Eliminate Physician Attestation Requirement. (No action taken yet by 
HCFA.) 

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

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

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

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

Eliminate Burdensome Process Requirements for providers 

Change conditions of participation to make them more outcomes-based, less 
process-oriented. (These are being developed for hospitals and ESRDs. 
HCFA is prepared to begin developing similar standards for home health 
agencies. No public statement yet.) 

Other possibilities: 

1. CLIA — more controversy because of conflicting provider, consumer and Hill 
concerns 

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

J . Fraud and Abuse activities 



Health Care Presentation 
Health Care Financing Administration, Bruce Vladeck 

March 14, 1995 

A. Physician Attestation — Presentation of Working Group Consensus 

B. Health and Safety Standards for Medicare Providers — Discussion of Alternatives 

1. Conditions of Participation: Eliminate Unnecessary Process Requirements 

2. Home Health Agency Surveys: Allow Flexible Survey Cycles 

C. Clinical Laboratories Improvement Amendments — Discussion of Alternatives 

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

2. Clarify and Expand Waiver Criteria and Streamline the Waiver Process 

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

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

Alternatives: (1) Repeal quality control, quality assurance, and personnel 
requirements, and rely on proficiency testing and outcomes for quality control; or (2) 
give HCFA discretion to waive these requirements for labs that perform well. 

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

Alternative: No longer require proficiency testing. 

D. Additional Options for Discussion 

1. Paperwork Reduction in Federal Programs 

2. Competition in Medicare 

3. Physician Review Organizations (PROs) 

4. Ownership and Referral 

5. Reimbursement Mechanisms 
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Total elimination of attestation form 

Safety^lta^ 

j 

of Participation 
Outcome oriented requirements 
Data for consumers and enforcement 
Consistency across the board for providers 
Health Agency Surveys 

Fewer surveys for good performers 
Less spending and resources 
Focused on poor performers 

More waived tests 
Fewer surveys for good performers 
Greatly reduce burden and lower costs for small physician office laboratories 
Educational focus for proficiency testing 
Minimal oversight for accurate and precise (Black Box) test systems 
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^^MffMlD SAFETY STANDARDS 
FOR MEDICARE PROVIDERS 

Participation 

CURRENT J 
Emphasis on process 
requirements 

No information 
for consumers 

PROPOSED J 
Emphasis on 
performance standards 

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



mm SYSTEM IMPROVEMENT 

Customer service approach 

• Drives better technology 

-Focus on improving 
outcomes 

-Reduces burden 

-Improvement through 
education 

Reduces inspection for 
good performers 
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Cooperative Cardiovascular Project 

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

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

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

This project was piloted in hospitals in Alabama, Connecticut, 
Iowa, and Wisconsin and is expanding to a l l 50 states in 199S. 

Who Benefits from this Proposal: All those involved in this 
project benefit. Fi r s t and foremost. Medicare beneficiaries and 
a l l other patients hospitalized for the conditions that are used 
in this project. Hospitals and their medical staffs w i l l find 
data comparing their performance with that of other institutions 
extremely useful, and w i l l benefit from improved processes and 
outcomes. 

Possible Public Event: 

o A v i s i t to a hospital located in one of the four 
demonstrations states (Alabama, Connecticut, Iowa, and 
Wisconsin) to discuss this project with physicians and 
patients. 
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C l i n i c a l Laboratory Improvement Amendments (CLIA1 
Personnel Modifications 

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

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

Description of Solution: All individuals who are engaged in 
laboratory testing or supervision w i l l be able to continue to 
perforin such testing (in the absence of evidence of poor 
performance). in addition, a personnel standard for laboratory 
testing i s being established for new laboratory employees. 
This provides re l i e f in those areas of the country where there are 
inadequate numbers of individuals who meet the academic credential 
requirements and the existing workforce would not otherwise be able 
to continue to provide laboratory services. 

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

Who Benefits fyom this Proposal: Laboratory personnel currently 
considered technically unqualified under current regulations w i l l 
be permitted to continue performing their jobs (as long as their 
performance i s acceptable). The stricter personnel standards would 
be met over time as new individuals are hired by labs. 

Dentists, physician assistants and nurse practitioners w i l l also 
benefit because they wi l l be able to perform test that they were 
once prohibited from performing. 

Possible Public Event: 

o V i s i t a lab in an area where people have been doing this job 
for years, but would otherwise have lost their jobs. (Lis t of 
those areas can be provided.) Would highlight both the 
s t r i c t e r standards labs must meet as well as the governmental 
f l e x i b i l i t y to recognize good performance rather than merely 
paper credentials. 

o V i s i t a physician assistant or nurse practitioner in a 
medically underserved area. Because they w i l l be able to 
perform additional tests under CLIA, access to care i s 
enhanced. 
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Electronic Transactions and Information Access 

Discussion of Problem: Medicare's managed care contractors were 
reguired to submit monthly plan data such as enrollment and 
disenrollment to HCFA by hard copy or computer tape. Information 
would be updated by HCFA and resubmitted to the managed care 
plans. Managed care plans desiring s t a t i s t i c a l data, such as 
payment rates or demographic information, would write to HCFA 
which would in turn, mail a document with the requested 
s t a t i s t i c s . This process was costly and time-consuming. 

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

Who Benefits from this Proposal: Managed care plans that 
contract with Medicare now have immediate access to relevant 
program information and can submit required information in a less 
burdensome manner. In addition/ the Federal Government (HCFA) 
benefits from a reduction in processing time and effort, and the 
improved accuracy of the electronically submitted data. 

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

Discussion of Problem: A physician must sign an "attestation 
form" for each Medicare patient discharged from an acute care, 
inpatient hospital. The form i s used to certify the accuracy of 
a l l diagnoses and procedures for each patient and must be signed 
by the physician before the hospital can submit a b i l l for 
Medicare payment. Obtaining the physician's signature has proved 
a cumbersome burden for hospital and physicians, and the delays 
hurt hospital cash flow, 

Deflcription of Proposed Solution: Eliminate the requirement for 
the form entirely. Hold hospitals responsible for the accuracy 
of the medical abstract. Improvements in hospital record keeping 
and coding capabilities make hospitals the appropriate focus for 
combatting any fraud and abuse. 

Who Benefits from this Proposal: Both hospitals and physicians 
w i l l benefit. Savings to hospitals w i l l result due to reduced 
labor costs and the ability to b i l l Medicare more promptly. 
Physicians w i l l no longer by "hassled" by this requirement. 

Possible Public Event: 

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

o A press event where a hospital retraces the steps i t would 
go through to obtain the physician's signature. (Some 
hospitals have hired people to take taxis to go to physician 
offices to obtain the signatures.) 
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More ideal for CLIA reform thai look beyond bed tide and phyucian office technologies.,.. 

General thought* 
Dccmphstii at profidcocy uatiivg hu it* drâ btolu iincc it ia the principal performwicc meaion 
for laboratory tetting A* I raetll, the utatuta mandates Iliflt labojaMrieiidlMwnlMic profidency 
leatlag metimt. AX a nlnlraun, lln» i&HinulSatiaBnSouia ooatiniM, even if HCF A doe* not 
impoae traditional lanctions, The following refomu are premiwd on the auumptioiu thai 
pfoflciency tearing will be improved at a aeience and labs will diucmltute petfoimanco 
inftrmationtoUicpublu: 

1. Flexible Survey Cycle to Moderate and Higli Complexity Laba: Aa with other enfbrcement 
program*, HCFA should contidv varying the mo year cycle bated on historical lUffV'ey 
pa£)maiKe(aTwlperiiapaprofioieneyteningpeifonnanoe.) ST̂ orior laboratoriea that mamtaln 
the tame teit menus, uwucivhip, and aignificant laboratory penonael (e.g. laboratcwy director, 
getwral nperviior, etc.) thauW b« able tn certify after two year* that nothing hat changed and 
thereby would be exempi torn anothar survey. This exemption alao could be eontinfsnt on regular 
diManinaUon of profieitney tecting mulu to the puhUc. laba with minor changes to ten menu* 
(i.e. no testa tolling into a highci Gaiegoiy) could qualify for an "abbreviated" aurvey after two 
yean, Thcoo changes woold require sututoty amendment HoipJul baaed labi may benefit Irom 
this policy option. Thii option ii more Bxpatuive than the APT (blade box) proposal ulToivd by 
HCh'A. 

2. Eliminate Work 1 ̂ ad 1 .imitation* for Cytotschnoloffists: Thii staluUxy provision ii an 
excellent example of HCFA'n tendency to rely on proeeas rather than perfonnance based 
{•gulatfon. HCFA diould have onrush atperience by now to reviiit work load litnita fbr cytolculu. 
We should ask them whettier this haa been an effective policy (in redueing moonllghtinfi, 
fanprov ing teet aeeutaey) or whether it hat been en adminiatrative nighimare. Alio, although 
HCFA hu interpreted the natutory requirernents as covering only manual, qualitative testing, the 
liloral statutory language fails to consider new cost effective teohnologle* for reading and 
eateg<mting pap smean. Agai n, diaaemihatioa of survey and proficiency testing daU should be 
adequate. Thii change would icijuirc statutory amendment. Independent laboratories may 
benefit ftom this policy option. : 

3. Anend Slsluiuiy "Ruk" Language to Allow Conaideration of Net Benefits and Cotta: 
.although HCFA hat been morn namnable in mtarpreting the phrase "no rialc of an erroncuua tear 
result." over time fhis language could be prubkiuatic. L»at Adauniatration, HCFA argued that it 
could not waive home teit kits from CLIA regulation, because there existed some risk of an 
erroneaua tciult tor a given patient with such testa. Now HCFA and CDC have agreed u> waive 
home leil Liu, but the statutory language .pessibly could justify costly regulation in the future. 

- HCFA should amend the waiver provision to allow for consideration of net cosu and benefits fbr 
allpatieao, ; 

4. Update on Ltrectivenesg of the Emergoncy Tealing.Waiven: HCFA should evaluate whetfier 
its uunwit emergency waiver policy has been affective in ensuring access tn testing in situations 
when dte risks to a patient for nnt having timely test results exceed the risks of an emmoous test 
result. As I recall, HCFA allows labs »«jimfbisj teat* without CLIA approval if they report lueh 
tcatrng within 30 day* or so. I cannot rcmemher if they allow testing in a higher complexity 
category or not. It would be interesting to know how frequently labs have used these waivers and 
uuder what ciieumrtaaeea, Reyiston* that emure patient accesi to emergency testing may Oe 
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Ji'Deletion of Cosily Pawnnol Credentialllniftr Moderate and High Compleaitjr Labs. Undw. 
CLlA 'S8, HCFA haa broad disorotion in establiihing perionnel «und»rd« for laberatoiy 
pcnifmnel. Howevar. particularly for high complexity lib*, the esisting regulationi continue to 
apply complex standarda 10 all Icvcli of pcraonnel, down to the technician level. Siaee tbe \960o, 
these standafda have been extremely onerfiua for the independent laboratory indurtry. Now CLIA 
'88 applies these preecripttve aundarda to hoepiial based laba aa well. HCFA should consider 
regulating independent and hospital ba«f d labs (mostly moderate and high complexity labs) as 
hospital based laba were treated bctorc irnplemeniing CLIA '88! which Is to establish 
qualifications only for the labcfatoiy director and to provide labs fltll flexibility to hire qualified 
individuals that will perform accurate testing. Shtra pnhliMtinn nf the initial CLIA regulations, 
HCFA has been "back paddling" by pandfkthering nuny of iu pcmunnel standards. This should 
be viewed as an indication that such detailed regulation is not appropriate for the Federal 
government, and discretion in this area should be left to laboratories, HCFA should have 
difficulty defbnding cuniinued 10*ulutioti in this area, if it continues to enforce work load 
litnitatiena on eytotechnologiat* or putieipatlon in profloienoy testing The great appeal of this 
regulatory refoim is that it would not require statutory amendment. 

Finally, HCFA should provide a summary at the laboratory deflciencies that it has Identified since 
implementing CLIA. HCFA's regulatory proposals should be consistent with the incidence of such 
deficiencies and the pariait risks imposed by them. WTA man be able to use survey data to 
defend lu decision not to repeal CLIA entirely, or even pai Licular provisions of CLIA. 



HEALTH INDUSTRY WORKING GROUP RECOMMENDATIONS 

I . PHYSICIAN ATTESTATION 

PROBLEM; Currently, a physician must sign an "atte s t a t i o n form" 
for each Medicare patient discharged from a hospital. The form 
i s used to c e r t i f y the accuracy of a l l diagnoses and procedures; 
without an at t e s t a t i o n form, the hospital cannot b i l l Medicare. 
Obtaining the physician's signature i s burdensome for hospitals 
and physicians/ and r e s u l t i n g b i l l i n g delays hurt hospital cash 
flow. 

REGULATORY APPROACH: Streamline paperwork. 

PROPOSED SOLUTION; Eliminate the requirement for the form 
e n t i r e l y and instead hold hospitals responsible for accuracy of 
the diagnoses and procedures. Hospitals are better equipped to 
combat fraud and abuse given improvements i n record keeping and 
coding c a p a b i l i t i e s . (This change can be implemented by 
regulation.) 

PROS: 

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

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

Implements recommendation by the Medicare Technical Advisory 
Group which i s comprised of hospitals, intermediaries and 
trade associations. 

Decreases administrative costs for hospitals. 

The a t t e s t a t i o n requirement appears unnecessary. There has 
never been a prosecution i n the 11 years of operation of the 
prospective payment system for hospitals. 

CONS: 

Although the hospital w i l l be responsible for accuracy of 
the diagnoses and procedures, t h i s may create the impression 
that the Health Care Financing Administration (HCFA) i s 
relaxing i t s controls on fraud. 

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

Revised 2/16/95 



REGULATORY IMPACT: 

• 11 million forms w i l l be eliminated. 

• Almost 200,000 hours of physician time w i l l be saved. 

• Hospitals w i l l have improved cash flow and reduced labor 
costs. 

Revised 2/16/95 



I I . HEALTH AND SAFETY STANDARDS FOR MEDICARE PROVIDERS 

PROBLEM: 

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

• Regulatory requirements vary by type of f a c i l i t y and 
provider even when the services provided in each f a c i l i t y 
are the same, creating inequities and inappropriate 
incentives. 

• Very l i t t l e information i s available for consumers on the 
quality of care at a given f a c i l i t y . Information about 
quality can help consumers make health care choices. 

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

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

PROPOSED SOLUTIONS: 

A. Eliminate unnecessary process requirements and instead: 

• develop outcome-based performance standards; 

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

• increase consistency of requirements across providers; 
and, 

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

(These changes can be implemented by regulation.) 
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PROS: 

• Eliminating unnecessary process requirements for 
compliance w i l l reduce compliance and survey burdens 
and make i t possible to focus on actual patient care. 

• Educating the consumer w i l l produce a strong, non-
regulatory force to improve q u a l i t y of care. 

• Powerful data w i l l be available to regulators and 
providers. 

CONS: 

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

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

REGULATORY IMPACT: 

• Produces savings because providers are free to achieve 
high q u a l i t y outcomes i n the most cost-effective 
manner. (Note: Outcome measures focus on results 
whereas process regulations require providers to follow 
certain procedures. To the extent we can evaluate 
q u a l i t y by looking at resu l t s , we can discontinue the 
use of required procedures). 

B. Seek an amendment to Section 1891(c)(2)(A) of the Social 
Security Act to allow f l e x i b l e survey schedule for HHAs. 

PROS: 

Reduces burden on good providers (on-site inspections 
involve extensive provider s t a f f p a r t i c i p a t i o n ) . 

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

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

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

• Some out-of-compliance HHAs may f a l l through the cracks 
under a f l e x i b l e system. 

REGULATORY IMPACT: Approximately $8.8 m i l l i o n i n savings to 
the Federal Government. 

ALTERNATIVES NOT RECOMMENDED: 

(1) Seek f l e x i b l e survey cycle for nursing homes. 

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

WHY NOT RECOMMENDED: 

(1) Current nursing home survey cycle allows some 
discretion ( i . e . , allows a maximum of 15 months between 
surveys for a given home while requiring a 12 month 
average for each State). Greater f l e x i b i l i t y would be 
inappropriate due to the v u l n e r a b i l i t y of the nursing 
home population, generally low level of professional 
supervision, and h i s t o r i c a l problems with the q u a l i t y 
of nursing home care. 

(2) Quality of care at an i n s t i t u t i o n can go from good to 
bad v i r t u a l l y overnight as a res u l t of change of 
ownership, high turnover of non-professional s t a f f , 
loss of key professional s t a f f , reduction i n 
census/client base, changes i n patient mix (e.g., 
i n f l u x of patients who need hi-tech care), etc. 
F l e x i b i l i t y i n surveying a l l providers reduces costs 
while keeping a l l providers a l e r t to the p o s s i b i l i t y of 
inspection. 

Revised 2/16/95 



I I I . CLIA 

The C l i n i c a l Laboratories Improvement Amendments (CLIA) of 1988 
established baseline q u a l i t y standards that ensure the accuracy/ 
r e l i a b i l i t y and timeliness of laboratory t e s t i n g . These 
requirements are based on the complexity of the t e s t performed i n 
the laboratory/ rather than where the t e s t i s performed. 
Compliance with the standards i s determined through on-site 
inspection. 

PROBLEM: CLIA i s unnecessarily burdensome (especially f o r small 
and physician o f f i c e laboratories)/ and laboratories fear 
sanctions for f a i l u r e of proficiency t e s t i n g . 

REGULATORY APPROACH: 

• Reduce oversight for certain t e s t systems. 

• Establish performance standards. 

• Use information and education as a substitute for sanctions. 

PROPOSED SOLUTIONS: 

A. Waive the routine 2-year survey of users of "black box" 
technology, conducting surveys only i f there are indications 
of problems or complaints, and to validate a 5% sample. 
Develop and implement c r i t e r i a for accurate and precise 
"black box" technology that w i l l be followed to determine i f 
the technology q u a l i f i e s for waiver of the routine 2-year 
survey. Black box technology refers to simple and easy to 
use t e s t systems that have demonstrated accuracy and 
precision through s c i e n t i f i c studies. (These changes can be 
implemented by regulation.) 

PROS: 

Creates incentives for manufacturers to develop more 
r e l i a b l e t e s t i n g equipment by stimulating demand for 
accurate and precise technological t e s t i n g systems. 

Reduces paperwork and costs for providers, especially 
for physician o f f i c e laboratories, as well as costs of 
program management. 

CQNg: 

Less oversight and monitoring of q u a l i t y i n physician 
o f f i c e laboratories. 
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REGULATORY IMPACT: The dol l a r magnitude of savings cannot 
be predicted. 

ALTERNATIVES NOT RECOMMENDED: 

(1) Do not create new test i n g category to recognize "black 
box" technology. 

(2) Seek l e g i s l a t i o n to waive a l l requirements f o r "black 
box" technology. 

WHY NOT RECOMMENDED: 

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

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

B. C l a r i f y and expand the waiver c r i t e r i a and streamline the 
waiver process so that more tests can be waived from CLIA 
requirements. In addition, waive a l l tests approved by FDA 
for home use; i . e . , tests that do not require trained 
personnel. (These changes can be implemented by 
regulation.) 

PROS: 

Decreases burden, especially for physician o f f i c e 
laboratories because of less regulatory oversight. 

Increases access to greater variety of tests. 
Physician o f f i c e laboratories may expand the range of 
tests they perform without an increase i n costs/burden. 

Creates incentives for manufacturers to develop more 
tes t systems that meet the c l a r i f i e d waiver c r i t e r i a 
and c r i t e r i a for approval for home use. 

CONS: 

Removes q u a l i t y protections for a greater number of 
tests. 

Major groups of laboratory professional s c i e n t i s t s such 
as the American Society of C l i n i c a l Laboratory 
Scientists and the College of American Pathology may 
protest t h i s reduction i n requirements. 
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REGULATORY IMPACT: 

• Eliminates inspection fees for many of the 60,000 
physician o f f i c e and other small laboratories that 
perform only tests from the expanded waiver category. 

• Many additional laboratories w i l l face lower inspection 
fees because, while they w i l l continue to perform non-
waived t e s t s , many more tests w i l l f a l l i n t o the 
expanded waiver category. 

• Minimizes regulatory requirements. 

ALTERNATIVES NOT RECOMMENDED: 

(1) Exempt a l l tests performed i n physician o f f i c e 
laboratories from CLIA requirements. 

(2) Amend statutory " r i s k " language to allow consideration 
of net benefits and costs. 

(3) Repeal CLIA. 

WHY NOT RECOMMENDED: 

(1) Complex te s t s , i f i n c o r r e c t l y performed, can cause 
irreparable harm to a patient. Data from inspections 
indicate that a s i g n i f i c a n t percentage of tests 
c r i t i c a l to the diagnosis and treatment of patients are 
not accurately performed. 

(2) A proposed waiver rule has already been developed that 
delineates a set of c r i t e r i a to objectively define what 
constitutes a test that w i l l have negligible r i s k of an 
erroneous r e s u l t , thus allowing for waiver from CLIA 
standards. Once these c r i t e r i a are f i n a l i z e d and 
disseminated, manufacturers and others w i l l have a 
clear understanding of negligible r i s k . Manufacturers 
w i l l have incentive to produce high q u a l i t y tests that 
are accurate and precise and have only a negli g i b l e 
r i s k of error. 

(3) Due to serious problems (e.g., in c o r r e c t l y read Pap 
smears), public concern has demanded oversight of 
laboratory t e s t i n g i n the U.S. HCFA inspections have 
since confirmed the existence of q u a l i t y problems. 

C. Use performance standards and require less frequent on-site 
inspections (surveys) of excellent performers. Approve 
private accrediting organizations for deemed status when 
t h e i r accreditation standards are as stringent as CLIA. 
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Exempt labs from CLIA requirements when the State where they 
are located has requirements equal to or more stringent than 
CLlA's. (These changes can be implemented by regulation.) 

PROS: 

• Reduces inspection burdens. 

• Rewards good performers with fewer inspections. This 
i s a positive incentive to improve performance. 

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

• Approving organizations for deemed status offers 
laboratories oversight by peers. 

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

CONS 

Without frequent inspections of a l l laboratories 
q u a l i t y may decline. 

REGULATORY IMPACT: 

• Less oversight. 

• Lower burden for laboratories. 

• Lower user fees needed to of f s e t the costs of the 
inspections. 

• Deemed status allows for p r i v a t i z a t i o n ; State exempt 
status allows for State role. 

ALTERNATIVES NOT RECOMMENDED: 

(1) Repeal q u a l i t y control/ q u a l i t y assurance, personnel 
requirements (except i n cytology laboratories), while 
r e l y i n g on proficiency testing and outcomes as the 
basis for q u a l i t y control. 

(2) Amend the statute to allow for waiver of q u a l i t y 
c o n t r o l , q u a l i t y assurance and personnel q u a l i f i c a t i o n 
requirements to allow HCFA to waive such requirements 
for high performing laboratories. 
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WHY NOT RECOMMENDED; 

(1) Elimination of q u a l i t y and personnel requirements w i l l 
have an adverse impact on the accuracy of laboratory 
tests and t h e i r use for patient diagnosis and 
treatment. I t i s important to note that: 

• Inspection data indicate that s i g n i f i c a n t numbers 
of laboratory tests are not accurately performed; 
good q u a l i t y control and q u a l i t y assurance 
practices are not being followed by many 
laboratories. 

• Proficiency t e s t i n g results reveal that the 
f a i l u r e rates for previously unregulated labs are 
double that of previously regulated labs. 

• Deficiency rates i n physician o f f i c e laboratories 
are two to three times that of previously 
regulated labs. 

(2) Adherence to q u a l i t y and personnel requirements i s what 
defines sound laboratory practices i n high performing 
laboratories. I f these requirements are waived there 
would be no standards available to evaluate the 
laboratory i n the event t h e i r performance deteriorated. 
Further, proficiency testing alone i s unreliable as the 
sole indicator of laboratory performance. 

D. Use proficiency t e s t i n g (PT) " f a i l u r e s " for education and as 
an outcome indicator i n laboratory q u a l i t y . (PT i s t e s t i n g 
samples of known values to assess the accuracy of a 
laboratory's r e s u l t s ) . Sanctions ( i . e . , loss of Medicare 
payment or loss of approval to do testing) are imposed only 
i n cases of immediate jeopardy or when the laboratory has 
refused to correct the problem or has had repeated f a i l u r e s 
on proficiency t e s t i n g . (This change can be implemented by 
regulation.) 

PROS; 

Less int r u s i v e than t r a d i t i o n a l regulation and 
oversight. 

Reduces anxiety i n the physician o f f i c e laboratory 
community while maintaining opportunity for s e l f -
assessment and improving performance. 

Allows use of proficiency t e s t i n g as an outcome measure 
to monitor laboratory performance and provide 
laboratories with feedback on te s t q u a l i t y . 
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CONS: 

• D i f f i c u l t to prevent egregious disregard for quality 
testing. 

• Physicians do not think that this action by i t s e l f 
reduces burden sufficiently. 

REGULATORY IMPACT: Minimizes the fear of sanctions i n 
60/000 non-waived labs. 

ALTERNATIVES NOT RECOMMENDED: No longer require proficiency 
testing. 

WHY NOT RECOMMENDED: Proficiency testing is a valuable 
outcome indicator and educational tool. 

11 Revised 2/16/95 



Ptiysician Attestation | 
^ Total elimination of attestation form 

Conditions of Participation 
^ Outcome oriented requirements 
^ Data for consumers and enforcement 

Consistency across the board for providers 

Home Health Agency Surveys 
^ Fewer surveys for good performers 
^ Less spending and resources 
^ Focused on poor performers 

1 
More waived tests 
Fewer surveys for good performers 
Greatly reduce burden and lower costs for small physician office laboratories 
Educational focus for proficiency testing 
Minimal oversight for accurate and precise (Black Box) test systems 
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HEALTH AND SAFETY STANDARDS 
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EXECUTIVE OFFICE OF THE PRESIDENT 
COUNCIL OF ECONOMIC ADVISERS 

WASHINGTON, O.C 20500 

January 5, 1995 Post-it-b 

MEMORANDUM FOR JENNIFER KLEIN, NEC 

FROM: JON BAKER OU/S 
ERIC WOLFF 

Dept, 

Fax* 

SUBJECT: Regulatory Reform Ideas in the Health Care 
and Food and Drug Sectors 

/ 

6. 

In response to your request for "brainstorming" ideas, here 
are some regulatory reform possibilities in the health care 
sector that the working group should consider. 

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

2. Make i t easier for states to obtain Medicaid waivers from 
HCFA. 

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

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

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

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

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

We understand that agricultural inspection reform w i l l be 
addressed by the agricultural working group rather than the food 
and drug working group; i f we are incorrect, we may have some 
additional ideas to forward. 



TO: Claudia Cooley 
FROM: Jennifer Klein 4x 
DATE: 1/20/95 
RE: Reg Review 

I just wanted to cla r i f y what I think you are a l l doing. 

1. Editing chart. I sent a model yesterday. 

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

3. Commenting on and adding to Shannah's "B l i s t " when we get i t . 

4. Creating a l i s t (building on the memos you already have, e.g. 
December 93 and 94) of regulatory review i n i t i a t i v e s currently 
underway at HHS. 

Let me know i f you have a different understanding. Thanks 
again for a l l of your efforts. 



Reinvent Medicare as a voucher plan for people r e t i r i n g a f t e r 
2002, allowing private insurers to bid for Medicare patients and 
giving the insured choice among health plans 

PRO 

CON 

a. Creates competition among insurers f o r the business of 
Medicare patients, encouraging insurers t o reduce t h e i r 
own operating costs, provide a t t r a c t i v e benefit 
packages to Medicare patients, and f i n d ways of buying 
medical care f o r lower costs 

b. Gives the insured choice among health plans 

c. Could help contain Medicare costs over the long run, i f 
managed care providers bid aggressively f o r Medicare 
customers 

a. I f the reinvented program i s perceived as c u t t i n g 
benefits to those now or soon to be Medicare 
recipients, i t w i l l generate p o l i t i c a l opposition; t h i s 
concern may be mitigated by l i m i t i n g application to 
those r e t i r i n g a f t e r a future date 

b. Unless the terms of the Medicare insurance policy are 
specified, insurers are forbidden from refusing t o 
renew a policy, and price increases for policy renewals 
are capped, adverse selection (cream-skimming) by 
insurers may lead to gaps i n the p r a c t i c a l a v a i l a b i l i t y 
of coverage and to unnecessarily high costs of 
providing insurance 

c. I f insurers are free to vary policy terms, some plans 
w i l l not cover some conditions presently covered 

d. Some plans (e.g. HMOs) w i l l l i m i t insured choice of 
doctor or hospital 



Encourage health insurers to adopt a single, universal insurance 
claim form by requiring that FEHBP insurers c o l l e c t i v e l y develop 
and accept such a form 

PRO 

CON 

a. A universal claim form would reduce the paperwork 
burden fo r health care providers and insured patients 

b. Such a form could serve as an industry standard 

c. Requiring FEHBP insurers to develop the form 
c o l l e c t i v e l y encourages industry buy-in 

a. I f some insurers need information that most other 
insurers do not need, the form w i l l be unnecessarily 
complex 

b. Nothing guarantees that insurers w i l l use the form f o r 
non-FEHBP claims, even i f they are FEHBP insurers 



2. Lstr^eaffijrj^e-rapcrworl^: Many small businesses, l o c a l 
governments, and c i t i z e n s know t h e i r Federal government p r i m a r i l y 
through i t s forms and r e p o r t i n g requirements. Because these are 
f r e q u e n t l y u n i n t e l l i g i b l e , d u p l i c a t i v e , burdensome, or annoying, 
they are among the most o f t e n c r i t i c i z e d aspects of the 
government. I n f a c t , t o many, paperwork i s the Federal 
government. 

| s j ^ ii_ i fi.h> A p |? i o fi^h : 
Streamlining government paperwork can be done through a 

number of means: 

(1) E s t a b l i s h i n g a "paperwork budget" and reducing "burden 
hours" by a s p e c i f i c percentage (the theory underlying the 
Paperwork Reduction A c t ) ; 

(2) Giving agency heads a u t h o r i t y t o waive i n f o r m a t i o n 
requirements i f i t can be demonstrated t h a t c e r t a i n i n f o r m a t i o n 
can be more e f f e c t i v e l y c o l l e c t e d by another means or from 
another source; 

(3) Precluding i n c o r p o r a t i o n of the a c t u a l form i n r u l e s so 
i t can be modified without f u l l n o t i c e and comment procedures. 

(4) Using technology t o make in f o r m a t i o n easier t o submit 
and t o make b e t t e r use of i n f o r m a t i o n submitted. 

Pros 
Addresses a major p u b l i c complaint about 
government. 
Reduces costs and burdens, p a r t i c u l a r l y on small 
businesses. 
F a c i l i t a t e s changes based on experience, changed 
circumstances, etc. 

Cons 
Percentage r e d u c t i o n i s a r b i t r a r y . 
Information i s needed f o r compliance and 
enforcement. 
I f form i s not i n r u l e , question may a r i s e about 
e n f o r c e a b i l i t y . 
Not a l l regulated e n t i t i e s are computerized. 

Current l^esr^The^^Paperwork Reduction Act givers—s^me 
a u t h o r i t y t o OIRA f o r (--1) and ( 4 ) , but theire has beWi no 0 
higher l e v e l reinforcement. Some agencies r o u t i n e l y ^ t a H e t f 
(3)/ ^ ^CIL^^' 
PotentiajU Uses: All agenisies could tals-e'^paperwcirjc burden ,9-— 
more seriously. ^~ ^ 
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"C" LIST 
1/27/95 

ADMINISTRATIVE AND REGULATORY REVIEW INITIATIVES 

Since the beginning of President C l i n t w r s Administration the 
HCFA has undertaken various actions tar reduce unnecessary burdens 
on the health care provider conununiti/. A l i s t of HCFA 
adminstrative and regulatory review i n i t i a t i v e s follows. (Note 
that information on three conditions of p a r t i c i p a t i o n proposed 
rules, which w i l l be included i n the Department's. presentation to 
the Vice President, are also included at the end of t h i s l i s t ) . 

Medicare Transaction System. 

At present, Medicare and i t s providers must cope with 11 
d i f f e r e n t claims processing systems operated by 79 insurance 
companies at 62 sites. Information flow from Medicare to 
providers, and vice versa, is unnecessarily slow, complex, and 
costly. HCFA has awarded a contract for the development, t e s t i n g 
and implementation of a new Medicare Transaction System (MTS). 
This uniform, national system for processing Medicare claims w i l l 
replace the diverse existing systems and s i g n i f i c a n t l y s i m p l i f y 
administrative operations for beneficiaries, providers, and 
Medicare. By enhancing HCFA's a b i l i t y to detect and prevent 
fraud, MTS w i l l protect the i n t e g r i t y of the Medicare Trust 
Funds. HCFA awarded the design contract for the MTS i n January 
1994. Implementation w i l l begin i n 1997. This i n i t i a t i v e w i l l 
impact a l l providers of Medicare Services and Medicare 
beneficiaries. I t w i l l improve service to providers by using 
standardized claims submission requirements which include formats 
and protocols coordinated with the industry. Additionally, i t 
w i l l promote a single point of contact to provide quick and easy 
access to beneficiary information, e l i g i b i l i t y and claims status. 

B i l l i n g and Payment improvements 

Providers have grown increasingly frustrated with the 
administrative burden and complexity of Medicare's b i l l i n g 
procedures. HCFA is undertaking several actions to streamline 
b i l l i n g and payment procedures. In addition to eliminating the 
P r e - B i l l i n g Attestation requirement, HCFA i s leading an e f f o r t 
involving other Federal payers of health services, including the 
Department of Veterans' A f f a i r s , the Department of Defense, and 
State Medicaid agencies to provide unique provider i d e n t i f i c a t i o n 
numbers to a l l providers of government health services. Having 
uniform provider numbers for a l l government health programs w i l l 
make i t easier for physicians and suppliers to complete b i l l i n g 
forms across Federal programs. HCFA expects to begin assigning 
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new provider numbers by the end of 1996, before implementation of 
MTS. This i n i t i a t i v e w i l l impact 1.3 m i l l i o n providers of 
Federal health services. 

Coordination of Benefits 

HCFA has developed standard formats for carriers and 
intermediaries to send processed claims information to other 
insurers. Use of these standard formats allows insurers to enter 
in t o trading partner agreements with the maximum number of 
Medicare contractors. When insurers have trading partner 
agreements with Medicare contractors, beneficiary' claims are 
f i l e d automatically. This w i l l enhance and improve providers 
a b i l i t y to submit claims to more than one payer. Ideally these 
systems w i l l determine when Medicare would be the Secondary 
payer. 

Transforming Medicare Peer Review. 

U n t i l recently, HCFA through i t s contractors — Peer Review 
Organizations and ESRD Networks, hereafter referred to as Quality 
Improvement Programs (QIPs) — monitored qu a l i t y mainly through a 
detection program. This was accomplished primarily through the 
intensive review of individual case records (physician or 
provider records) that had been selected as part of random 
samples and o u t l i e r focused samples. HCFA is reinventing 
Medicare's q u a l i t y assurance programs. The Health Care Quality 
Improvement Program (HCQIP) i s based on the p r i n c i p l e that QIPs 
can do more to improve the quality and cost effectiveness of care 
by bringing t y p i c a l care into l i n e with best practices than by 
inspecting to i d e n t i f y erred treatment i n individual cases. I t 
is a non-punitive approach i n which QIPs measure processes and 
outcomes of care against community-accepted c l i n i c a l standards of 
qu a l i t y and practice guidelines. Upon i d e n t i f y i n g and assessing 
s t a t i s t i c a l variations, QIPs w i l l intervene and work 
coll a b o r a t i v e l y with hospitals and physicians to improve the 
delivery of care. Implementation of HCQIP i s underway. HCFA 
anticipates that i t w i l l s i g n i f i c a n t l y improve the q u a l i t y of 
care provided to Medicare beneficiaries. 

PRO Review of Hospitals 

Peer Review Organization e f f o r t s to help improve the q u a l i t y of 
care provided i n the acute care hospital setting since 1984 has 
been based, i n the main, on information gathered from the review 
of s i g n i f i c a n t percentages of hospital medical records. While 
the percentage at the outset of the program approximated 50 
percent of discharges, HCFA has steadily lowered the number so 
that i n the present contract cycle i t i s more nearly 8%. Through 
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the provisions of the current PRO Scope of Work, the number of 
ind i v i d u a l cases reviewed w i l l decrease to 1% by the end of th i s 
calendar year. This w i l l result i n the immediate benefit of 
decreasing the number of medical records required to be 
photocopied by the hospitals and transmitted to the PROs as well 
as s i g n i f i c a n t l y reducing the paperwork burden a f f e c t i n g 
hospitals and t h e i r s t a f f s i n reacting to individual case queries 
raised by the PROs. For the current year, t h i s represents a 
reduction of approximately 700,000 hospital records. 

PRO Quality Review of HMOs 

The Peer Review Organizations currently review the q u a l i t y of 
care provided to Medicare enrollees by risk-based managed care 
plans p r i m a r i l y through the review of a random sample of 
approximately 50,000 medical records r e f l e c t i n g care provided 
over a 12 month period of time. This presents an administrative 
burden to the plans i n terms of id e n t i f y i n g enrollees who have 
used services, ascertaining where the enrollee received services 
during the 12 month period and obtaining the medical records for 
that period. HCFA i s now in the process of redir e c t i n g PRO 
a c t i v i t y to focus on qual i t y improvement collaborations with the 
plans beginning with the development of v a l i d and accepted 
q u a l i t y indicators. Clearly the administrative burden on plans 
w i l l be lessened and we anticipate the PROs having more impact on 
helping plans i d e n t i f y and improve areas showing q u a l i t y 
d e f i c i t s . 

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

The current process by which HCFA can ensure provider compliance 
with Federal health and safety requirements involves labor-
intensive, expensive, on-site "snapshot" performance surveys. 
Through routine s i t e v i s i t s , over 7,000 surveyors observe, 
interview, and review records of 22 d i f f e r e n t Medicare and 
Medicaid provider and supplier categories. HCFA i s developing 
q u a l i t y indicators (QIs) i n nursing homes and home health 
agencies f o r use in the survey and c e r t i f i c a t i o n process. QIs 
have been shown to v a l i d and re l i a b l e predictors of outcomes of 
care. The col l e c t i o n of QI data, while not representing a 
wholesale replacement of on-site surveys, w i l l give HCFA a better 
measure of q u a l i t y and allow the agency to target survey 
resources on providers with a history of poor performance. QIs 
for nursing homes and home health agencies and are now being 
p i l o t e d . Plans are underway to develop QIs for end stage renal 
disease f a c i l i t i e s , hospices, and intermediate care f a c i l i t i e s 
f o r the mentally retarded. 
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Coordinated Quality Review 

HCFA is working with other public and private e n t i t i e s to reduce 
the administrative burden on managed care plans, and to i d e n t i f y 
ways to improve efficiencies i n the quality review process. 
I n i t i a t i v e s are underway to establish methods for j o i n t federal 
and state review of managed care plans, and to encourage state 
Medicaid, insurance and health care agencies to coordinate t h e i r 
oversight of managed care plans. These a c t i v i t i e s w i l l reduce 
fragmentation among governmental e n t i t i e s , and decrease the 
a c t i v i t i e s currently required for managed care plan compliance 
with competing authorities. 

Electronic Transactions and Infonnation Access 

The HCFA Regional Offices have s i g n i f i c a n t l y reduced the 
administrative burden on Medicare managed care contractors by 
allowing them to submit monthly enrollment and disenrollment data 
e l e c t r o n i c a l l y , rather than with tapes or hard copies. We have 
also given our contractors on li n e access to beneficiary data and 
AAPCC rates, and electronic n o t i f i c a t i o n of i n v a l i d reimbursement 
transactions. 

Medicaid Freedom of Choice ($1115) Demonstrations 

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

Requirements for Annual Physician Acknowledgement of Physician 
Attestation Responsibilities 

On March 9, 1994, we published a f i n a l rule with comment period 
that revised the regulations that required a hospital to obtain, 
on an annual basis, from each attending physician, a signed 
acknowledgement that the physician understands the penalty f o r 
misrepresenting the information on an attestation statement 
r e l a t i n g to p r i n c i p a l and secondary diagnoses and major 
procedures performed on patients. The revised rule eliminated the 
requirement f o r an annual acknowledgement statement. Instead, 
the new rule requires a physician to sign an acknowledgement 
statement only upon being granted admitting privileges at a 
hospi t a l . This change reduced an unnecessary paperwork 
requirement for hospitals and physicians associated with the 
processing of claims under Medicare. The next step w i l l be to 
the reduce burdensome requirement that physicians must sign an 
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a t t e s t a t i o n c e r t i f y i n g the accuracy of diagnoses/procedures for 
a l l hospital admissions under the prospective payment system. 
This new i n i t i a t i v e i s included as one of the Department's major 
proposals to the Vice President. 

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

Currently, there are no regulations or guidelines under Medicare 
Part B for making advance payments. In some instances a large 
backlog of pending claims may occur. Consequently, we plan to 
authorize (under certain circumstances) "advance payments" for 
the pending, backlogged claims i n order to mitigate cash flow 
problems that may occur for suppliers and to avoid payment of 
int e r e s t on claims that are not processed timely. We published a 
proposed rule on July 18, 1994. Under t h i s proposed regulation 
providers may receive p a r t i a l payment whenever the c a r r i e r i s not 
able to process claim's. These advance payments are subject to 
l a t e r payment adjustment or recoupment once the underlying claims 
are processed i n the normal manner. This procedure w i l l provide 
r e l i e f to providers during situations that are beyond t h e i r 
c o n t r o l . 

Flexible Medicare and Medicaid Survey Cycles 

Medicare and Medicaid inspections of health care f a c i l i t i e s f o r 
a l l providers except home health agencies and nursing homes are 
done using a f l e x i b l e survey cycle. On average, at the FY 1996 
budget request l e v e l , hospitals, ESRD f a c i l i t i e s , hospices and 
other providers are surveyed every f i v e years. The frequency of 
a survey for any provider i s a function of t h e i r past, and 
suspected current performance: providers with poor compliance 
h i s t o r i e s and/or current consumer complaints are surveyed more 
frequently than providers with good performance records. 

Burden Reduction in the CLIA Progran 

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

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

GENERAL POINTS FOR CONSIDERATION: 

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

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

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

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

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

A HCFA regulation w i l l provide organizations that operate HMOs 
that are federally q u a l i f i e d under t i t l e X I I I of the Public 
Health Service Act with greater f l e x i b i l i t y i n operating other 
health benefit plans. The proposed rule was published on July 
15, 1993. This proposed rule would also authorize, with certain 
l i m i t a t i o n s , federally q u a l i f i e d HMOs to o f f e r out-of-plan 
physician services and require a reasonable deductible for those 
services. Further, t h i s regulation would permit the HMO to use 
assets of the parent organization to meet f i s c a l soundness and 
insolvency protection requirements. The HMO f i n a l r ule i s 
scheduled to be published i n 1995 and w i l l have no budget impact. 

Flexible Employer Contributions to HMOs. 

A f i n a l HCFA regulation is being developed that w i l l provide 
employers with increase f l e x i b i l i t y i n determining t h e i r 
c ontribution f o r employees enrolled i n Federally Qualified HMOs. 
The ru l e implements more l i b e r a l contribution requirements, and 
gives employers the l a t i t u d e to develop appropriate contribution 
methodologies. 

Revising Provider Conditions of Participation 

HCFA promulgates conditions which must be met for providers to 
pa r t i c i p a t e i n the Medicare program. In some cases, conditions 
of p a r t i c i p a t i o n for Medicare providers have not been modified 
since the inception of the program i n 1965 and are sorely i n need 
of refinement to adapt to technological changes i n the delivery 
of care. HCFA i s i n the process of revising the conditions of 
p a r t i c i p a t i o n for hospitals, end stage renal disease f a c i l i t i e s , 
and home health agencies to make them more easily understandable, 
outcome-based, and less process-oriented. The revised conditions 
of p a r t i c i p a t i o n w i l l affect over 6,000 hospitals. The revised 
conditions of coverage for ESRD f a c i l i t i e s a f f e c t 731 hospitals 
that have d i a l y s i s units and 1,795 free standing f a c i l i t i e s . 
F i n a l l y , there are 7,200 home health agencies that would be 
b e n e f i c i a l l y impacted by the new conditions. 
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HCFA aqfiPOMSES TO COMMENTS ON CURRENT STATUS O F " 
THE HEALTH SECTOR REGULATORY REFORM DOCUMENT 

NEED FOR THE MEDICARE PEER REVIEW PROCRAX 

SUMMARY: 

Should the government be supporting the Peer Review 
function given the limited ut i l i t y of the reviews conductea by 
these organizations and the substantial emerging market in 
private utilization review and case management? 

RE£P2N£E: 

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

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

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

The PRO contribution here is unique. It abstracts and analyzes 
c l i n i c a l data from the large Medicare data base, studies 
patterns, identifies opportunities for improvement and presents 
the data to hospital staff for their analysis and use. This is 
of tremendous asset to the hospital in i t s quality management 
program. In this way, valuable benchmarking data, not otherwise 
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obtainable, is provided to physicians. Such widesoread c-oss-
institutional information is ;ust not available anywhere e.se. 

OWNERSHIP AMD REFERRAL LAWS 

SUMMARY: 

The physician referral issue is one of over-utilization, and we 
should be regulating for that problem generically, not througn 
the onerous and somewhat arbitrary rule structure driven by 
current law. There should be an outside certification approach 
linlced with heavy penalties for clear over-utilization United to 
financial interest. This restructuring should be linked to t.-.e 
PRO restructuring. 

RSSPOH3E: 

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

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

In 1993, carriers were required to establish an infrastructure to 
implement Focused Medical Review (FMR). In 1994, as part of 
their FMR efforts, carriers were required to develop methods to 
profile physicians' ordering and referring patterns. In 1995 
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carriers w i l l be required to evaluate the impact of these 
patterns. To implement FMR, carriers are expected to deve.oo 
computer systems and methodology to analyze claims and then i.r.z 
the most eff e c t i v e course for resolving problems which result" 
from inappropriate practice patterns. We believe that, while our 
current p r i o r i t y must be to implement the physician s e i f - r e f e r r a -
law, over time that u t i l i z a t i o n information should be used to 
determine whether additional regulatory measures that would 
further l i m i t the exceptions are required. 

REIMBURSEMENT MECHANISMS 

SUMMARY: 

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

RBSfONSE: 

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

We have the following comments on the examples specifically 
cited: 

T t l i M f l K I m — Medicare does not currently cover 
telemedicine. HCFA is conducting several demonstration 
projects on telemedicine and will be deciding FY '95 grant 
applications over the next several months. We believe that 
additional research is necessary before policy decisions are 
made. 

Hospice and Long Terai Care — The HCFA Long Term Care 
Workgroup, in cooperation with staff from throughout the 
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Department of Health and Human Services, is actively 
evaluating the long term care needs of Medicare~and'Med.-2 
beneficiaries. Included in this e f f o r t is the evaluat.c": 
the'Medicare hospice, s k i l l e d nursing f a c i l i t y , and hore" 
health' benefits. A primary goal of this e f f o r t is to 
develop the extent to which these benefits meet the long 
term care needs of Medicare beneficiaries and to develop 
improvements to the Medicare and Medicaid program so that 
needs such as those described in the OMB comments can be 
better met in an e f f i c i e n t manner. The Workgroup is 
currently examining a variety of options to meet this goal. 

Reimbursement Rates for Outpatient and Inpatient Care — 
The prospective payment system for hospital inpatient 
services is intended to capture justifiable cost 
differences. Payment for hospital outpatient and skilled 
nursing f a c i l i t y services is currently cost-based. 
Variation among payments for hospital inpatient services, 
hospital outpatient services, and skilled nursing f a c i l i t y 
services would likely be reduced by the development of 
prospective payment systems for hospital outpatient and 
skilled nursing fa c i l i t y services. HCFA is currently 
exploring the development of such payment systems. 

OVER1APPIMO jtmiSP^CTIOM 

Not a/plicable\to HCFA. 

Department of La^or Is 

VARTIWO SURVET RZOUIREMEMTS 

Streamline NIOSH, CDC, HCFA and FDA survey activities and ensure 
that requirements for a l l are compatible and do not put 
f a c i l i t i e s at an economic disadvantage. For designated f a c i l i t y -
types, pilot efforts to accomplish this goal. 

RESPOWSBl 

HCFA supports the concept of consolidating similar or duplicative 
survey requirements and processes into logical and functional 
units in order to streamline these activities as well as to 
provide relief to providers which are inspected by numerous 
entities over time. 
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Conceptually, t h i s e f f o r t at streamiinir.g would begin by 
id e n t i f y i n g which laws and regulations spread across' the 
executive branch provide opportunities for consolidation i.-.to 
single authorities for quality assurance monitoring and 
enforcement purposes. For example, a l l infection control 
authorities in HCFA and OSHA might l o g i c a l l y come under one 
inspection process. The next step would be to i d e n t i f y the 
s k i l l s and resources necessary to be brought together, in 
partnership with State and local health authorities, to make a 
streamlined process work. The t h i r d step would be to conduct a 
p i l o t project to test the f e a s i b i l i t y , efficiency and efficacy o: 
consolidating these functions. 

A major consideration in this proposal is the widely varying 
statutory bases for a l l of the programs which might be included 
in t h i s e f f o r t . Gaining statutory f l e x i b i l i t y would be essential. 

OTHER CLIA ALTERMATIVES 

SUMMARY: 

Alternative 1 

Repeal part of the statute, eliminating a sig n i f i c a n t portion of 
the personnel, quality control and quality assurance requirements 
with the exception of cytology. 

££££££££: 

These portions of the statute should be retained. We have made 
recommendations to accommodate concerns that such requirements 
are burdensome; however t o t a l elimination of these requirements 
would have an adverse impact on laboratory services and th e i r 
use. The proposal suggests relying solely on proficiency testing 
(PT) to ensure quality. The PT process has lim i t a t i o n s and is 
subject to some level of error i t s e l f . PT alone cannot assure 
q u a l i t y of performance. Data is being collected which indicates 
that s i g n i f i c a n t numbers of lab tests do not y i e l d accurate 
results. 

SVMMftyi: 

AltematiT* 2 

Use q u a l i t y indicators and/or performance standards with outcome 
indicators (e.g., proficiency testing) and remove the process and 
personnel requirements 
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RESPONSE: 

We agree that quality indicators and/or performance standards are 
desirable and useful. However, ?T has many inherent problems, 
and as a result good laboratories may perform poorly and ooor 
laboratories well. We believe that Pi"by i t s e l f w i l l not*be 
acceptable by the laboratories. 

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

MOVEMENT TOWARDS PERFORMANCE MEASURES IM HEALTH OUTCOMES 

SUMMARY: 

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

RESPONSE: 

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

The use of performance indicators will change the nature of 
oversight but wil l not eliminate i t . Performance indicators do 
not replace the importance of actual, onsite inspection of 
providers, particularly to investigate complaints, determine 
i n i t i a l e l i g i b i l i t y and validate the accuracy and re l i a b i l i t y of 
the performance indicator data being supplied. 
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CLINTON LIBRARY PHOTOCOPY 

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

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

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

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

• Reimbursement mechanisms - although taking on the entire 
structure i s probably much too close to health care reform, 
there are many arbitrary constraints in the systems and 
certain prohibitions that could significantly reformed, 
particularly those that may impede lower cost care for which 
HCFA does not reimburse. Some examples include: 
telemedicine care that i s limited to reimbursement for the 
equivalent of a face-to-face encounter, immediately 
undermining some of the savings that could result from less 
intensive interactions; the definition of hospice whi 
restricted to f a c i l t i i e s treating individuals in the 
months of l i f e , while certain longer term acute recov 
might benefit from such lower intensity care; and, ^"Vv^Vi 10 
variations in reimbursement rates for identical outpa i 
and inpatient care. Decisions on revised reimburseme ^O^lci^j W| 
not easy and the solutions can bring their own MOTM 11 L n/^ 
complications, but this area does warrant review. aVyw> LUvv 

• Overlapping jurisdictions - The NIOSH bloodborne path 
rule may have outlived i t s usefulness and duplicates 
recommended practices. I t i s a heavily process based 
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document: 

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

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

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

• Reimbursement mechanisms - although taking on the entire 
structure i s probably much too close to health care reform, 
there are many arbitrary constraints in the systems and 
certain prohibitions that could significantly reformed, 
particularly those that may impede lower cost care for which 

JT HCFA does not reimburse. Some examples include: 
vJOyltirtij vj\ telemedicine care that i s limited to reimbursement for the 

^ equivalent of a face-to-face encounter, immediately 
]%plfL liL-l!iv/ , undermining some of the savings that could result from less 

intensive interactions; the definition of hospice which i s 
estricted to f a c i l t i i e s treating individuals in the last 6 
lonths of l i f e , while certain longer term acute recovery 
light benefit from such lower intensity care; and, 
variations in reimbursement rates for identical outpatient 
and inpatient care. Decisions on revised reimbursement are 
not easy and the solutions can bring their own 
complications, but this area does warrant review. 

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

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

Other CLIA alternatives - Partial repeal, eliminate a 
significant portion of the statute including personnel 
requirements and the quality control and quality assurance 
requirements with the possible exception of the cytology 
requirements that generated the main impetus for the 
statute. I t i s unclear whether Congress or the agencv i s 
likely to go for this although some of the new repub.* 
may try to push for i t . Another alternative i s to r< 
the statute to give more f l e x i b i l i t y to the Secretar; 
waive the process and personnel requirements in thei W lô  OL I A 
entirety when adequate performance standards are in 
rather than only when you are dealing with waived te Vot V7tf A*. 7 
i.e., tests that w i l l only incur negligible risk. H ' 
asserts that performance testing i s not possible due 
cost and complexity of blind testing. There i s anot 
possible option of look behind proficiency testing 1 
already performed that could be explored. An imporl 
fallacy in goal of the statute i s the level of prec_ 
testing. Although some tests are precise, many are not. The 
goal of precision rather than best practices could be 
considered. 

As we move toward performance measures in health outcomes, 
we should consider whether there i s a continued need for 
oversight and regulation for each segment of the 
marketplace. The regulation of each segment often creates 
unintended effects including the emergence of new segments 
due to the cost of regulation in existing f a c i l i t i e s , e.g., 
home care, adult day care, board and care homes. Many of 
these services and entities are not intended for health care 
per se and should not necessarily be the purview of Federal 
regulation. Alternatively we should assess the extent to 



that could be characterized as overreacting to the AIDS 
fear. We could also argue that now that the practices have 
penetrated the work place the detailed regulation may not be 
necessary and we should come up with a more targeted 
approach. This rule also conflicts with the public health 
message we try to deliver about working and living with 
people with AIDS, e.g., gloves and masks for any and a l l 
exposures to bodily fluids when we assure people that 
nominal exposure i s not really a risk. Concentrating on 
needle sticks and substantial exposure to blood may be 
desirable. 

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

Other CLIA alternatives - Partial repeal, eliminate a 
significant portion of the statute including personnel 
requirements and the quality control and quality assurance 
requirements with the possible exception of the cytology 
requirements that generated the main impetus for the 
statute. I t i s unclear whether Congress or the agency i s 
likely to go for this although some of the new republicans 
may try to push for i t . Another alternative i s to revise 
the statute to give more f l e x i b i l i t y to the Secretary to 
waive the process and personnel requirements in their 
entirety when adequate performance standards are in place, 
rather than only when you are dealing with waived tests, 
i.e., tests that w i l l only incur negligible risk. HHS 
asserts that performance testing i s not possible due to the 
bost and complexity of blind testing. There i s another 
possible option of look behind proficiency testing for tests 
already performed that could be explored. An important 
fallacy in goal of the statute i s the level of precision in 
testing. Although some tests are precise, many are not. The 
goal of precision rather than best practices could be 
considered. 

As we move toward performance measures in health outcomes, 
we should consider whether there i s a continued need for 
oversight and regulation for each segment of the 
narketplace. The regulation of each segment often creates 
anintended effects including the emergence of new segments 
iue to the cost of regulation in existing f a c i l i t i e s , e.g., 
iome care, adult day care, board and care homes. Many of 
bhese services and entities are not intended for health care 
jer se and should not necessarily be the purview of Federal 
regulation. Alternatively we should assess the extent to 



which the possible overregulation of existing f a c i l i t i e s has 
created a less than satisfactory set of service 
alternatives. 

Regarding the options that HHS has put forth the boldest are the 
preformance standards in lieu of prescirptive standards of 
participation. The ability to waive the prescriptive 
requirements, however, needs to come in tandem with adherence to 
performance standards otherwise we're simply adding another layer 
of regulation. We would need to seek the necessary legislative 
change simultaneously with the regulatory changes. The CLIA " " 
standards are likely to be viewed as marginal albeit streamlined \ y 
rules. They have also been in the pipeline for sometime and w i l l 
not necessarily be view as very bold. -

^ ( U .. .AIM"* 
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Aside f o r i n t e r n a l discussion only - OIRA has an ongoing concern 
with the revised CLIA rules because ofthe possible duplicative 
review of diagnostic devices between FDA and CDC. O r i g i n a l l y FDA 
was going t o perform the device assessment of diagnostic devices 
that are waived or simple, i . e . , the emerging technology th a t 
automates the t e s t to remove human error. FDA now wants CDC to 
perform the categorization and determination as to whether i t 
meets q u a l i t y assurance and control requirement under CLIA. We 
are s t i l l hard pressed t o understand how t h i s determination 
s i g n i f i c a n t l y d i f f e r s from FDA's review. We are however somewhat 
persuaded that CDC may be much more expedient and i n time could 
be the better oversight agency fo r diagnostic devices. 
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A. 

REGULAT Y 
APPROACH 

PROPOSED 
SOLUTION PROBLEM 

HEALTH AND SAFETY STAN DAK PS FOR MEDIC AKE rROVlDEKS 

Hospitals, home 
health agencies 
(HHAs). hospices» and 
Knd-Stage Renal 
Disease (ESRD) 
bciUUes Diuat meet 
health and safety 
requiremenls IA 
partlcipaU in the 
Medicare program. 
These requirements 
ate "process" oriented 
(i^., use procedural 
and adminlstoaliw 
rcquireatenU aa 
proxies far quality 
healih care) rather 
than "outcome" 
orienled (ie., evaluate 
aclual patient care) 
and conlmuous 
quuiity impravecnnU. 

By law, HilAs must be 
surveyed yearly even 
though historical data 
show lhat Ihls 
frequency Is eacessive 
for many HHAs and 
does not improire care. 

Use of performance 
standards. (Outcomes) 

Flexible murvey Mrhedules 
related In perfonnance. 

Heramp Medicare 
.particlpalion requirements 
to focus on outcomes und 
to include the co] lee lion 
und analysis of patienl 
care da la necessary lor 
continuous quality 
Improvement and 
performance eTahulion. 

Seek an amendment lo 
Section l«H<c)(2)(A)of 
Ihe Social Serurily Act to 
allow Ueiuble survey 
schedule fur HHAs. 

,v5 

v 

PROS & CONS 

it <> •> 
Pros: Klifaitnating proxy 
mcBsiufbs Tor compliance 
could jfeaMg&t* compliance 
and survey burden!. 
EJimlnaling process 
requirements will nidlw it 
possible to focus on aclual 
pnlicnl care. 

Cons: Elimination of 
process requi rements 
could be viewed by patient 
advocates as the 
elimination af patient 
safeguards. 
Development of data 
requirements could be 
viewed as additional 
burden In home health 
agencies. 

Pros: LAW currenlly 
allows negible surveys for 
all providers except HHAs 
and nursing homes. 
Will save the industry und 
Ihe Kovcmmcnt an 
estimulcdSIO million. 
Cons: Some out of 
compliance HHAs may lull 
Ihrough Ihe cracks under a 
Deidblc system. 

ALTERNATIVES 
NOT SELECTED 

NM 

Seek flekible survey cycle 
for nursing homes. 

DRAF 
WHY NOT 
SELECTED 

NM 

Current nursing home 
Kurvey cycle allows aume 
discretion (Mt., allows a 
maximum of 15 wonlhs 
betwern surveys for u given 
lioniL- while requiring » 12 
munLh uveruge for each 
Slate). Grejler fleubilily 
wuukJ be inappropriate 
due to the vulnerability of 
Ihe nurvlng hunic 
popululiorv ijenerully low 
level of pmlLssiiinul 
supi-msiun, und hlsloricul 
pmhlcms. 
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PWOBUKM 
RECU1ATORY 
APPROACH 

PHYSICIAN ATTESTATION 

Physicians rauat sign 
"alUsUtlon" certilyiiie 
accuracy of diagnose^ 
procedures for ail 
hospital admissions 
under Ibe prospecllve 
payment syBtem, 
causing huge tnundens 
and costs Tor 
physklans and 
hospitals. Also, costly 
for resource-strapped 
Peer Review 
Organizations to 
monitor. 

Lower burden. 

PROPOSED 
SOLUTION 

EJiminaU current 
regulations' requirement 
for physician allestation 
and hold hospllals 
responsible for accuracy. 
(HCFA will soon meet with 
OIG and DOJ.) 

UK At" I 
PROS A CONS 

/ 

•i 

J V o s J ' b y H c i H n s and 

^hospl ta l swi^^ 
AllelEatiunTcquircDienL 
appears obsolete - never 
prosecuted & 
DRG/coding compleMlles, 
not understood hy 
physicians, make 
requirement inappropriate, 
Decrease in adminislrulive 
costs lo hospitals. 
Cons: Lack of prosecutions 
so (ar does not preclude 
fulure ones; which would 
be aided by attestations. 
Despite codinfi/DKG 
complenities, physicians 
viewed as most 
knowledgeable on care 
given to hoapitalised 
patients. 

ALTERNATIVES 
NOT SELECTED 

N/A 

WHY NOT 
SRURTTEQ 

N/A 
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DRAFT 

Che Problem 

ILIA 

L. CLIA i a 
mneceeaarily 
turdeneome 
es p e c i a l l y for 
una 11 POLv) due 
;o brdfef scope 
md "one bize 
iltfl a l l " 
ipproach. 

Regulatory 
Approach 

Make greater 
use of 
waivers. 

Proposed 
Solution 

Revise regulation to'\ 
expand c r i t e r i a for 

lived t e s t s . 
Strtlxri^r-appiTeat ions 
from manufacturers 
for waived t e s t s . 
FDA OTC approvals 
are automatically 
waived, i f requested 
by manufacturers. 

Pros and 
Cons 

ncrease access 
to greater 
variety of 
testSjj^^OLs 
may expand test 
menus without 
an increase in 
costs/burden. 
Encourages 
better 
technology. 
Oversight of 
waived tests 
for complaints 
only. Can be 
used as 
marketing and 
f i s c a l tool for 
manufacturers. 
This change 
w i l l make POLs 
happy. 

Alternatives 
Not Selected 

Maintain current 
waiver c r i t e r i a . 

Automatic waiver 
of t e s t s proposed 
in Archer 
amendment. 

Mhy Mot 
Selected 

Public and 
Lab cxrmuaity 
expressed 
objections to 
current 
criteria as 
being too 
subjective 
"aria^the ^ 
difficulty of 
approving 
additional 
tests under 
present 

_c-tj Ler ia . . 
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Wa i vers 
should meet 
speci f i c 
c r i t e r i a to 
avoid causing 
irreparable 
harm. 
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DRAFT 

The Problem 

1. (Cont'd) 

Regulatory 
Approach 

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

Proposed 
Solution 

Reduce oversight of 
users of "black box" 
(accurate and 
precise--APT) by 
in s t i t u t i n g a new 
category of 
c e r t i f i c a t i o n (APT) 
with fewer 
requirements. 

Pros and 
Cons 

Reduce burdens/ 
costs. 
Eliminates 
routine 
surveys. 
Decreases 
regulatory 
burden for 
POLs . 
Encourage \ 
market place 
driven j 

Lteclmology. 
Less oversight 
and monitoring 
of quality in 
POLs. 

Alternatives 
Not Selected 

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

Waiver ot "black 
box) technology. 

Why Not 
Selected 

Not 
recognizing 
new 
technologies 
may impede 
technological 
progress. 
Inappropriate 
waiver of 
test syst 
may cause 
irreparable 
harm to 
p u b l i c . 
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The Problem 

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

Regulatory 
Approach 

Emphasize 
information 
and educations 
rather than 
sanctions. 

Proposed 
Solution 

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

A 

DRAFT 

Pros and 
Cons 

Reduce anxiety 
in the POL 
community while 
maintaining 
opportunity for 
POL 
selfassessment. 
Education i s a 
positive 
approach; 
customer-
focused . POLs 
do not consider 
participation 
in PT cost 
effective. 
Data indicates 
PT facilitates 
improved 
quality 
performance. 
POLs are happy 
with these 
solutions. 

Alternatives 
Not Selected 

No longer require 
PT. 

Why Not 
Selected 

PT i s a 
va luab l e 
outcome 
indicator and 
educat ional 
t o o l . 

K3 
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cn 
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PT 
participation^ 
r e q u i r e d by 
s t a t u t e . 
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DRAFT 

Phe Problem 

3. Surveys are 
burdensome to 
the laboratory. 

Regulatory 
Approach 

Performance 
standards and 
flexible 
survey 
schedules. 
U t i l i z e deemed 
status. 

Proposed 
Solution 

Require less 
frequent surveys of 
excellent 
performers. 
Approve accrediting 
organizations for 
deemed status and 
approve state 
licensure programs 
for CLIA exemption. 

Pros and 
Cons 

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

Alternatives 
Not Selected 

Status quo 

Why Not 
Selected 

Need to 
reduce 
burden. 
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DRAFT 

ie Problem 

(Cont'd) 

Regulatory 
Approach 

Proposed 
Solution 

U t i l i z e f l e x i b l e 
survey protocol. 
U t i l i z e outcome 
Indicators. 
Implement APT 
category. Implement 
survey e f f i c i e n c i e s . 

Pros and 
Cons 

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

Alternatives 
Not Selected 

Why Not 
Selected 
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FOR IMMEDIATE RELEASE Contact: Anne Verano 
(202) 690-6145 

The Health Care Financing Administration today reduced a 

paperwork burden on physicians by eliminating the need for 

doctors to f i l e an annual statement with the hospitals to which 

they admit Medicare patients. 

"This change w i l l reduce a bureaucratic hassle that the 

Medicare program had placed on physicians," said HHS Secretary 

Donna E. Shalala. "This i s the type of streamlining that w i l l 

result from the ̂ /resident's health care refonn program." 

The new rule, published in today's Federal Register, w i l l go 

into effect in 30 days. I t w i l l require physicians to sign a 

document, known as an acknowledgement statement, only once when 

they are originally granted admitting privileges to a hospital. 

Some 300,000 physicians and 6,000 hospitals are affected by 

the rule. 

"Physicians and hospitals have had problems meeting the 

requirements of the old rule," said HCFA Administrator Bruce c. 

Vladeck. 

Attending physicians must attest to the diagnoses and 

procedures performed on patients before they can submit Medicare 

claims. This arrangement ensures that the information used for 

claims payment i s correct. 

As a part of the current requirement, hospitals are required 

to obtain annually from each attending physician, a signed 

- More -
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acknowledgement that the physician understands the penalty j j f ^ O 

for misrepresenting, falsifying or concealing essential 

information required for claims payment. 

This physician acknowledgement must have been completed 

within the year prior to submitting the claim. 

The new rule eliminates the requirement for the annual 

statement. Instead, physicians will read and sign the document 

once at each hospital where they have admitting privileges. 

"Physicians and hospitals told us the old rule increased 

costs, took too much time and added to the heavy paperwork 

burden," Vladeck said. "They did not believe the cost and burden 

added value to the process. This change alleviates that 

problem." 

Because of its commitment to reduce the administrative 

burden on physicians and hospitals as soon as possible, HCFA 

waived the notice of proposed rulemaking and, in this instance, 

issued a final rule immediately. Public comments on the rule 

will be accepted for 60 days. 

HCFA is the federal agency which administers the Medicare 

and Medicaid programs that help pay the medical b i l l s of 67 

million Americans. HCFA's estimated fiscal year 1994 

expenditures will total more than $2 50 billion. 
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E X E C U T I V E O F F I C E O F T H E P R E S I D E 

05-Jan-1995 05:17pm 

TO: Jennifer L. Klein 

FROM: Shannah Koss 

Office of Mgmt and Budget, OIRA 

SUBJECT: HHS reg ideas 

Health regulation 

—> CLIA - provide a real performance standards alternative 
Link regulatory oversight to performance for a l l f a c i l i t y 
regulation and review. Use regulatory burden or the lack there 
of as an incentive. 

-^Survey and certification - move to performance based audit and 
review cycle - eliminate a l l fixed review cycles. 

Revise reporting and recordkeeping requirements for providers and 
f a c i l i t i e s 

Revised reimbursement to enhance competition 

Overlapping jurisdiction and regulation 

Bloodborne pathogens rule (OSHA) vs. CDC universal precautions 
- i s this level of regulation necessary given the ris k s . 

Adverse reporting mechanisms for FDA and HCFA, i.e., requirements 
for f a c i l i t i e s 

DUR counseling and the upcoming medguide regulation 

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

Generic ways to rethink FDA regulation 

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

A l l of i t s regulatory programs are risk based and require 
risk-benefit determinations as to whether something should be 
allowed into the market or removed, [gatekeeper vs. exorcist] 



For drugs and devices FDA's scheme i s predominantly a gatekeeper 
scheme and allows very l i t t l e risk into the market place. For 
lower risk product categories and for higher risk products where 
there are no adequate alternative therapies a shift away from 
prior approval toward post-market surveillance could be 
considered. For certain categories of "devices" FDA should 
consider getting out of the business altogether e.g., external 
generic use products. 

In the few areas where FDA regulates f a c i l i t i e s (mammography, 
blood banks, tissue banks) - movement toward performance 
standards rather than command and control quality standards 
should be explored. 



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

Various FDA drug approval ideas 

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

Expanded use of IRBs 

External review/Contract out - Mitre i n i t i a t i v e 

Revised ris k - r i s k trade offs - earlier approval with enhanced 
phase 4 t r i a l s or enhanced post-market surveillance. 

Greater f l e x i b i l i t y for non-commercial INDs or some 
experimentation in the context of contained health care delivery 
models (combine greater flex with enhanced PBM, management and 
surveillance). 

More reliance on buyer beware - f u l l disclosure on risks and 
benefits and level of uncertainty, less emphasis on efficacy 

Harmonization/reciprocity with certain advanced medical countries 

Enhanced use of over-the counter 

Questions about the status of current a c t i v i t i e s : 

? Mitre pilot 
? Parallel track 
? Fast track approval/phase VI 
? Surrogate endpoints - CF anecdote surrogate not sufficient 
? Moving beyond cancer and AIDS 
? Approval times - before and after user fees 
? Off label uses, combination therapies, pediatric labeling, 

CME - a l l apparent increases in regulation 

Status of Orphan drug development - has the incentive lost i t s 
power? 
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E X E C U T I V E O F F I C E O F T H E P R E S I D E 

05-Jan-1995 05:19pm 

TO: Jennifer L. Klein 

FROM: Shannah Koss 
Office of Mgmt and Budget, OIRA 

SUBJECT: HCFA regs ideas 

Allison Eydt from my staff put this together yesterday and sent 
i t to HHS. I haven't look at i t too closely, but hopefully i t 
helps. 
HCFA Regulation 
Thematic Areas for Improvement 

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

Example Area for Improvement: Regulation of physician office 
laboratories and "waived" tests pursuant to the Cli n i c a l 
Laboratory Improvement Amendments of 1988. 

Problem: "Process" versus "Performance-Based" Regulation: 
F a c i l i t y regulations should incorporate performance measures such 
as patient outcomes and rely less on process requirements such as 
personnel requirements, recordkeeping and reporting. 

Example Area for Improvement: Pursuant to OBRA '87, HCFA must 
enforce numerous prescriptive personnel and physical plant 
requirements for nursing homes (and home health agencies.) HCFA 
has been creative in i t s final enforcement rules for nursing 
homes, but was restricted from moving entirely toward 
outcome-based regulation by detailed, process requirements 



articulated in statute. 

* * * * * 

_x Problem: Provider-Specific Quality of Care Regulation and 
y Reimbursement: The regulations should be flexible in design so 

they can withstand changes in the health marketplace. They 
should not vary by s i t e of care (e.g. hospital outpatient 
department versus ambulatory surgical center.) As the health 
care market becomes more diverse and fluid, the a r t i f i c i a l 
definitions associated with f a c i l i t i e s w i l l become obsolete. 
Regulation and reimbursement based on f a c i l i t y designation 
exacerbates special interest lobbying and may not enhance patient 
outcomes or program effectiveness. 

Example Area for Improvement: The entire Medicare program i s 
regulated by provider type; most of the methodology i s 
articulated in statute. 



Problem: Inflexible, Rigid Enforcement Strategies: Enforcement 
approaches should depend more on past compliance history and at a 
minimum, be targeted to areas of greatest, imminent risk to 
patient health and safety. For example, survey frequencies 
should vary depending on a specific f a c i l i t y ' s compliance 
history, e.g. a shorter cycle for f a c i l i t i e s with poor compliance 
in health outcome requirements and a longer cycle for f a c i l i t i e s 
in f u l l compliance. 

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

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

Example Areas for Improvement: Pursuant to the Social Security 
Act, the Joint Commission on the Accreditation of Health 
Organizations (JCAHO) has a monopoly over private accreditation 
of hospitals. This competitive void eventually may have a 
negative impact on hospital private accreditation and health care 
services provided by deemed status f a c i l i t i e s . An example of 
"guild group" regulation i s the OBRA '87 nursing home provisions 
mandating RN staffing levels. The nurse staffing provisions were 
the most costly, regulatory provisions (almost $100 
million/fiscal year). 

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

Example Area for Improvement: The Peer Review and Utilization 
Review program may be redundant with a c t i v i t i e s conducted under 
hospital survey and certification. 



Other approaches to cost effective, least burdensome regulation: 

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

Information Dissemination and Consumer Enpowerment: Information 
on f a c i l i t y performance in surveys should be widely disseminated 
to the public so i t can be used in selecting providers. 

Area for Improvement: At one time, HCFA published results of i t s 
nursing home surveys, but has discontinued this practice. HCFA 
also has discontinued publication of hospital mortality 
s t a t i s t i c s . 
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Goals 

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

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

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

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

Timetable 

Current schedule 

• Food and Drugs — January 31 (scheduled with consumer 
product safety) 

• Health industry regulation — February 2 

Product 
Given the short timeframe, we cannot look at a l l areas of 

health regulation nor can we do a regulation-by-regulation 
review. Instead, we should come up with two or three areas that 
are particularly controversial or burdensome and develop new 
models for regulation in those areas. 

This meeting — brainstorm about what those areas are. 

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

• Put an X to show your test 
number. 

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

For Urea Reduction Ratio (URR) Test 
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It's 

Your 
LIFE... 

Know 
Your 

NUMBER! 

A Guide to an Important 
Test for Dialysis Patients 

U.S. Department of Health and Human Services 
Health Care Financing Administration 



WHAT IS THIS NUMBER? 

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

These tests are: 

Urea Reduction Ratio (URR) 
Kt/V 

If you have too much urea in your 
>lood, it can make you feel sick to 
vour stomach, tired, or give you loose 
Ktwel movements. 

WHY IS MY NUMBER 
IMPORTANT? 

Dialysis acts like your kidneys by 
emoving waste products from your 
>lood. Your number tells you how 
nuch less urea is in your Mood after 
lialysis. It tells you how well your 
li lysis treatments are working. 
I'eople with less urea in their blood 
eel better and live longer. 

WHA SHOUL ) MY 
NUMBER B E ? 

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

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

Your dialysis staff can give you more 
information on these tests. -

HOW CAN I FIND O U T 
W H A T MY NUMBER IS? 

Your nurse or doctor at the dialysis 
center can give you your number. 
You may want to write down your 
number on the URR or Kt/V chart on 
the back of this pamphlet. 

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

ARE THERE OTHER 
NUMBERS I NEED TO 
KNOW ABOUT? 

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

W H A T C A N I DO T O H E L P 
K E E P M Y NUMBER UP? 

• Always go to all your scheduled 
dialysis sessions. 

• Stay for the full session. 
• Make sure you eat right 
• Follow the advice of your dialysis 

staff on how to stay healthy. 
• Talk to you r doctor if your 

number is low. 
• Talk to the dialysis nurse if you 

need help with transportation, 
meals, or other things. 

On the back of this pamphlet 
are two charts you can use to 
track your test result number. 


