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October 15,1993

To:

From:

Re:

your review is a collation of a first set of responses from several members of the

weeks.

We left our last meeting with Mr. Magaziner with the understanding that

programs, and contracting withdata

some of their

education and health services research.

1.

4 &

MEU/JFS
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10/15/93

information," developing "continuing education" [ 
deta management organizations for "consumer surveys."

There is the further implication that AHCs would stand to have
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Michael E. Johns, M.

Proposal for Quality Management and Improvement

education, outcomes research, and several other areas. We find instead that we 
have been relegated to the role of a minor player in regional consortia which "may" 
(or presumably may not) form to advise the NQMC. And this advisory role doesn't 
seem to correspond to the delineated functions, which are limited to "disseminating 

lion, develoninp _________j _ . . .

existing roles in education subsumed within regional non-profit foundations 
and or regional health alliances. And in the entire eleven page document there 
appears to be only this single reference to any role for our national centers of health

there was genuine interest in working with the concept that the academic health 

center would play a sjgmficani role in assuring quality in health professional

I have received the section on Quality Management and Improvement and 
have forwarded it to the rest of our work group for their comments. Enclosed for 

group^Yhope tiieywe he Mul^ °f response6 from wvral members of the

I must say that even though we have yet to hear from everyone in our group 
there is a palpable sense of disappointment with the Quality Management and 
Improvement section. In general we feel that it is difficult to find evidence of 
consideration of the work and perspective that we have provided over the last few
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cc: Ira Magaziner, work group

2.

I would be happy to talk to you about any of this over the weekend. My home 
number is 410/532-2904; my home fax is 410/435-6421. More feedback will follow on 
Monday. Thanks.

MEJ/JPS
JHUSOM
10/15/93

Despite our disappointment we are going to try to continue to offer 
constructive suggestions for strengthening the proposal. We hope and expect that 
both this and other sections of the final proposal will more fully incorporate the 
vital resources and capabilities of our academic health centers.

UL L A —' a. w • a. v mu . i



1. In section on NQMC:

2.

3.

In general:

3.
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5.

The proposal appears to create an enormous new multi-layered 
bureaucracy where many tasks will overlap.

In general:

aicrv tccjuiuiugy lew procedures Pl
, > v they are introduced widely into the medical care system. The Act 

A makes available adequate financial support for clinical research 
(including outcomes research) to allow AHCs to carrv

The academic health centers (AHCs) should play a central role in the 
National Quality' Management Program (NQMP). This includes: 
participation of AHC leaders in the NQMP Council; developing 
information for quality management; providing technical assistance to 
alliances and health plans in quality management; disseminating 
information, including practice guidelines, that are part of the quality 
management program; developing a system of continuing professional 
education; and evaluating new technology’ and new’ procedures before

Give AHCs direct function by having NQMC consult with AHCs to 
develop new Initiatives to improve quality performance of health 
professionals.

In section on Regional Quality Consortia:

(including outcomes research) to allow AHCs to carry out these quality 
management functions.

Preliminary Suggestions for Revising Section on Quality Management and 
Improvement

Charge AHCs with developing health outcome reasearch for use in 
developing and refining continuing medical education.

Ln Consumer Education Programs:

Challenge AHCs to develop innovative patient education systems that 
would involve patients to a greater extent in making health care 
decisions.

4

•



Congress, 1991).

I

ices in the benefits package (with no co-

# # #

/

//

Sustaining the "training and education" provision of the plan’s core public health 
functions section that calls for the "training with special emphasis on public health 
professionals such as epidemiologists, biostatisticians, health educators, public health 
administrators," among others.

In summary, expenise to provide public health services makes increased education of the existing 
and future public health workforce in such disciplines as organizational jexpertise, cultural sensitivity, 
interdisciplinary' cooperation, biostatistics and epidemiology, planning and program evaluation, and 
financial management, to name a few, critical to the success of health care reform effort.

Include the education and training of public health professionals in the section on 
innovative strategies for addressing priority health needs of regional and national 
significance: the shortage of public health professionals is serious (HHS/PHS report to

Greater emphasis of coordination of federal, state, and local environmental health 
programs and service/ including increased attention to the training and education of 
environmental healtl/jpecialists such as/toxicologists, environmental epidemiologists, 
hazard communication specialists, among others.

National data collection and a/alysis efforts must be expanded concerning issues related 
to the public health workforce. There is a need to develop centralized linkage at federal, 
state and local levels to coll/i uniform data; e.g., workforce numbers, educational levels, 
public health educationalneeds, etc.

Sustaining inclusion of clinical prevenuve sej 
payments or deductibles). / /

Consolidation of current federal academic public health supports programs into a new 
authorization that ■w^ould earmark $50 million to train future public health professionals 
(a Public Healtlj Sen ice Corn^) to usher in health care reform at the federal, state and 
local level. Under this plaj/, schools of public health and accredited programs in 
prever/ive medicine, would /rain and educate a cadre of new public health professionals, 
with Specials skills and campetendgs—needed to function in a managed competition 
envir^juhent, for careers /n offip^Tpubhc health agencies and alliances.

/ /
There is a need to provide structured short-term academic training for the existing public 
health workforce. This process should be viewed as a continuum throughout the career 
of a public health Professionals.

/
• Two percent (2%) of national healthjcare expenditures should be set aside to support the 

core functions/of public healthjtfcluding the education of the public health workforce 
and health professionals to a/complisP these core functions.
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Patients play a minor role in the ayatem of micro-management, 
lacking reliable information upon which to compare treatment 
options or the quality of health plans and providers. Yet 
rational choice among treatments depends on shared 
decisionmaking between physician and patient.

The program to simplify administration, which 
frees providers to focus more attention on 
quality.

QUALITY MANAGEMENT AND IMPROVEMENT
SUMMARY

The health care information system, which 
provides the basic elements through which 
consumers learn about the quality of their 

care.

Active efforts at regional and alliance levels 
to support quality improvement.

Patient-focused continuous improvement, in contrast, depends on 
improving the outcomes of care and assuring that patient needs 
and preferences are met. The Health Security Act provides the 
professions with the resources they need to accept responsibility 
for improving quality in the Nation's health care system. A 
sophisticated data system provides the needed performance 
measures. Based largely on routinely collected data, these 
measures deliver to consumers and patients useful information to 
make informed choice possible. Three components form the nexus 
of the quality improvement program:

Traditional quality assurance depends on after-the-fact 
checkers relying primarily on external reviews, forms and process 
checks to ensure that treatment occurred as it should. Insurance 
companies, peer review organizations, state and federal 
regulatory agencies audit the work of hospitals, offices, clinics 
and laboratories, searching for infractions and punishing rule 
breakers. Physicians and other providers, hospitals and insurers 
create special departments and hire personnel devoted to the 
demands of quality checkers; their job is to make the right forms 
appear in the right files and that checklists are checked 
correctly.

Many Americans worry that strong action to restrain costs 
will compromise the quality of health care. The goal of the 
Health Security Act is to improve health care by building 
attention to quality into all levels. To that end, a national 
quality management program transforms the current prescriptive 
approach to quality into a system focused on performance measures 
and continuous improvement.
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NATIONAL QUALITY MANAGEMENT PROGRAM: PROGRAM SPECIFICATIONS

NATIONAL ROLE

care.

The National Quality Management Council:

*

*

A one percent per capita levy on insurance premiums flows 
through regional health alliances to fund the program.

Develops the core set of quality and performance 
measures and consumer survey questions and updates them 
over time to reflect changing goals for quality 
improvement in health care.

Establishes minimal standards of access and quality for 
plans on selected measures.

Knowledge about relevant treatment options are 
freely communicated to patients.
The choice among effective treatment options 
is based on the preferences of patients.
The process and outcomes of care are 
continuously evaluated and improved.

As part of that effort, the program develops sampling 
strategies to ensure that performance reports include 
populations difficult to reach, including consumers who 
fail to enroll in a health plan or resign from plans.

Sets national goals for performance on selected quality 

measures.

Review and approve plans for operation developed by 
the Regional Professional Foundation. In
developing their plans, each Foundation is asked to 
specify how their organization will assure that the 
following criteria for quality are met:

A National Quality Management Council under the National 
Health Board, consists of 15 members representative of the 
population. Appointed by the President, it includes 
representatives of consumer groups, health plans, states, 
purchasers of care and experts in public health and quality of 

Under the Health Security Act, the responsibility for 
quality rests with a National Quality Management Council, 
regional quality foundations, states, alliances, health plans and 
providers.

Each component plays an equally critical role; no one is 
more vital than the others. The quality management program 
represents a seamless approach to bringing about improvement.
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ROLE OF REGIONAL QUALITY FOUNDATIONS:

Supports research, technology assessment and 
development of reliable tools for measuring health 

outcomes.

Evaluates the impact of health reform on the quality of 

care.

Develop and maintain regional networks among 
health care providers to evaluate practice 
variations, improve the quality of care, conduct 
research into the outcomes of care and assure 
that patients are informed about treatment 
options and choice reflects patient preferences.

Develop programs in lifetime learning for the 
region's workforce to assure that the 
professions remain abreast of new knowledge, 
acquire new skills and adopt new roles as 
technology and societal demands change.

Perform other technical assistance and infra­
structure building tasks as the health alliance 
may contract with the Foundation to perform. 
These could include (but are not limited to) 
evaluating the need for professional manpower in 
local and regional markets; building infra­
structure in underserved geographic areas or

Reviews and reconmends changes to the quality measures 
annually and establishes a five-year priority list for 
measures to be included in the future.

Representatives of academic health centers, schools of 
publish health, health professional schools (including, but not 
limited to, medical schools), practicing physicians, health plans 
and alliances will form private, non-profit regional consortia. 
Representatives from these regional consortia will advise the 
National Quality Management Council.

The Regional Professional Foundations will be organized 
over an eighteen month period to perform the following 
functions:

Reports annually on performance of the health care 
system.

Uses the national network of regional centers to obtain 
quality management data. (See section or. Information 
Systems and Administrative Simplification.)
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STATE ROLE

ROLE OF ALLIANCES

As part of the quality management program, health alliances:

As part of the quality management program, states assume 
responsibility to:

Prepare statewide comparative reports on the 
performance of alliances.

Contract for the administration of consumer 
surveys that measure access to care, use of 
health services, outcomes and satisfaction and 
document shared decisionmaking.

Contract with one or more organizations linked 
to the national data network.

undercapitalized areas such as primary care and 
community based care.

Disseminate information related to quality of health 
plans, providers and practitioners and assure through

Establish in each alliance a premium check-off system 
through which up to $1 per participant can be allocated 
for support of a consumer advocacy program.

Monitor the extent to which plans make the full range 
of benefits covered in the guaranteed package 
accessible to all population groups.

Planning grants would go to an eligible not-for-profit entity 
such as an existing Professional Foundation, a medical
school, medical society or state agency. The geographic base 
for the Foundation will include (1) the natural referral area 
of academic medical centers as empirically defined by patient 
origin studies; (2) a population of sufficient size to study 
and reduce unwanted variations in the processes and outcomes 
for major operations such as bypass surgery.

Develop and implement plans to meet enrollment, access 
and quality standards established by the federal 

government.

Assure that plans and providers meet essential national 
standards through licensure and certification 
procedures.

Resolve consumer complaints, grievances and requests to 
leave a health plan.



603 650 1225 P.006/011DARTMOUTH CECS-2OCT-10-1993 14=00

Conduct consumer education programs.

Provide technical assistance.

ROLE OF HEALTH PLANS

As part of the quality management programs, health plans:

Measure and disclose performance on quality measures.

PERFORMANCE REPORTS

care,

their negotiations with plans that performance and 
quality standards are met.

Report on, maintain and improve the quality of care 
delivered by providers and practitioners.

Organizations eligible to undertake this role 
include public-private partnerships, consortia led 
by academic medical centers, and others.

Providers and health plans are not required to use 
technical assistance, although health plans are 
accountable for improving performance on national 
quality measures.

Meet national, uniform conditions of participation 
established by the National Health Board (See "Health 
Plans").

Technical assistance targets improving quality 
management practices. It is not designed to 
regulate or interfere with the administration of 
plans and providers.

Technical assistance may include activities such 
as: fostering collaboration among health plans
and providers; disseminating information about 
successful quality-improvement programs, 
disseminating practice guidelines and research 
findings; and providing educational courses and 
other forums for providers. Encourages the 
adoption of employee participation committees and 
other quality programs.

Annual performance reports for each health plan create a 
public system of accountability for quality and provide consumers 
with useful comparative information.

Performance report include information on the performance of 
alliances and health plans on as many as 50 measures of access to 

appropriateness of care, health outcomes, health promotion.
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DEVELOPING INFORMATION FOR QUALITY MANAGEMENT

The measures incorporate minimal standard for 
meeting public health objectives.

The set is representative of the range of 
services provided to consumers by the entities 
in question.

Performance on measures included in the set 
vary widely among the entities on the 
performance report.

disease prevention, satisfaction with care and success in 
promoting shared decisionmaking.

To supplement routinely collected information, health plans 
er clinical data specified by the national quality management 

Measures are reliable and valid and data 
needed for calculation can be obtained without 
undue burden.

These centers electronically link regional quality programs, 
health alliances and plans, providing quality and utilization 
information for each health plan and provider as well as 
comparative information on other health plans and states.

When the measures are outcomes of care, 
performance lies within the control of 
providers and adequate risk adjustment car. be 
accomplished.

The following criteria determine the selection of national 
measures of quality performance:

The measures reflect important aspects of care 
in terms of prevalence of illness, morbidity, 
mortality or cost.

gath

DCT-ie-1993 14:00

Health plans, providers and alliances report information 
required for the national quality management program through an 
electronic network linked nationally. The electronic networks 
have a contractual relationship with the regional quality 
consortia. Information required includes data related to 
enrollment, clinical encounters, consumer satisfaction and 
specific quality measures.

The reports provide the results of a smaller number of 
quality measures for health care institutions, doctors and other 
practitioners if the available information is statistically 
meaningful. State performance reports include trends, results of 
national quality measures and of goals for national performance 
on access, appropriateness and health outcomes.
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THE KNOWLEDGE BASE TO IMPROVE THE QUALITY OF CARE

The Regional Professional Foundations:

Develops the survey instrument; states may add quality 
measures of local interest.

Develops clinical practice guidelines, methodology 
standards, and an evaluation and voluntary 
certification precess developed by the private sector.

Operates a clearinghouse and dissemination program, for 
practice guidelines.

Participates in outcomes research in cooperation 
with PORTS and other research projects under the 
national outcomes research agenda.

Establishes scientific standards and procedures for 
evaluating the clinical appropriateness of protocols 
used to manage health service utilization.

To promulgate information about best practices and effective 
treatment approaches, the National Quality Management Program:

Develops and validates practice guidelines in 
concert with the national quality management board.

Disseminates information documenting clinically 
ineffective procedures and treatments.

Undertakes program to investigate the processes of 
care to identify and reduce sources of variation in 
mortality and other untoward outcomes.

Contract with survey firms to conduct statistically 
valid surveys of sample populations to gather 
information related to consumer satisfaction, access to

Supports research on topics central to quality 
management and improvement, including outcomes 
research, dissemination methods, ways of measuring 
quality and design of electronic information systems 
and new ways of organizing work systems.

Defines priorities for health-care evaluation research 
and recommends projects. The priorities target 
diagnoses associated with the highest levels of 
uncertainty in treatment decisions, widest variation in 
practice patterns, significant costs and incidence.

program from samples of medical records. Results from consumer 
surveys , in combination with other information, gauge access to 
health care, use of service, outcomes and satisfaction.
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STREAMLINING REGULATORY ACTIVITIES

(See

When the new standards are in place, agencies charged with 
certifying health institutions focus their attention on 
institutions with problematic records, responding to complaints 
and randomly selected validation sites.

3y January 1, 1996, the National Quality Management Program 
completes demonstration projects for new performance standards 
and revises standards according to the findings. Demonstration 
projects evaluate the impact of these standards in assuring 
quality of care, reducing cost and burdens on providers.

Current standards are retained until new ones are tested, 
promulgated, evaluated and implemented. In the interim, 
government agencies responsible for licensing and certifying 
health care institutions coordinate inspections, reduce paperwork 
and control the number of inspections.

During the interim, the PRO program is streamlined. 
Administrative Simplification)

Minimum standards for health care institutions, the 
national quality management programs develops uniform standards 
for licensing of health care institutions that focus on essential 
performance requirements related to patient care. As they are 
developed, those standards replace current regulations except in 
areas of fire safety, sanitation and patient rights and without 
undermining recent reforms in nursing home care.

Medicare Peer Review Organizations. The peer review 
organization system under Medicare continues until the new 
quality system is implemented and the Secretary of the Department 
of Health and Human Services determines that Medicare enrollees 
are protected adequately though National Quality Management 
Program. PROs end at that time.

Disseminates practice guidelines that assist providers 
in achieving quality standards and underpin national 
measures of quality.

care and health outcomes. Survey samples include over- 
sampling of populations considered to be at risk for 
inadequate health care.

The Clinical Laboratory Improvement Act. Regulation of 
clinical laboratory testing refocuses to emphasize quality
protection while reducing administrative burdens. 

I

Regulation continues for labs that:
I
I

a) Perform a comprehensive menu of tests,- or
I

b) Perform a large volume of tests (50,000 or

I

I
\

I



OCT-ie-1993 14=02

etc.).

Focus proficiency testing primarily on education.

Ease regulatory burden on laboratories performing 
moderately complexity tests.

Create a new category of moderately complex tests 
performed using FDA-approved equipment subject to less 
stringent inspection requirements.

In accordance with recommendations by the CLIAC, 
individuals currently engaged in laboratory testing or 
supervision may continue to perform such testing in the 
absence of evidence of demonstrated poor performance.

To address the concerns of rural and underserved areas, 
the Department of Health and Human Service modify 
personnel requirements for certain laboratory 
positions.

By January 1, 1996, the Secretary of the Department of 
Health and Human Services issues a report on the extent 
to which [regulation of laboratories performing 
moderately complex tests should continue. Within six 
months, the Secretary determines, based on the report, 
the need for cost regulation for these laboratories.

Revise personnel standards to relieve in urban and 
rural areas.

Exempt laboratories performing waived and microscopy 
from all[requirements under CLIA, including 
registration and payment of fees to the Department of 
Health and Human Services. Approximately 79,000 labs.

Add more simple tests to the list of waivered tests, 

i
In accordance with recommendations by the Clinical 
Laboratory Improvement Advisory Committee (CLIAC), the 
physician-performed microscopy category are expanded to 
include tests performed by midlevel health care 
providers (e.g., nurse practitioners, physician's 
assistants, nurse midwives,

i

greater)|; or

I
c) Engage in critical testing (a test is critical if 
an answer is needed quickly or an error can result in 
serious harm to an individual); or

d) Conduct testing to monitor care while it is being 
delivered.

Ease regulatory burdens on laboratories performing 
simple tests.

DARTMOUTH CECS-2

I
I
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Streamline inspections.

Expand information and education activities.

>

Department of Health and Human Services work with 
congressional committees to develop a modified approach 
to cytology’ proficiency testing.

Department of Health and Human Services targets on-site 
inspections at high-volume, high-risk labs.
Inspections are announced.

To eliminate confusion and misinformation about CLIA 
requirements, the Department of Health and Human 
Services works with professional groups to provide 
information and education.

Department of Health and Human Services only takes 
proficiency-related enforcement actions if a 
laboratory's performance is extremely poor or it has 
failed to take corrective action after proficiency 
problems are identified.
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with the plan as reviewed

1. The conditions o« Partlcipstlon for pl.n. sr. now poorly

not assured.
Funding

comparable. The Department believe that the capability to 
carr^out^tho surveys already exists In the Departjent^

pwanei caJiMilty in NQMC staff would be redundant

The Department has three major concerns 
on October 18.

L.™ !° • -• " tesponsiblllty^for̂ certifylng^plans Joe.^not

:h:llSrde“l:P SonSTtiSn. oi-paSiripitlon for plan, and 

?S5t Sta?’s should have responsibility for certifying that

the plans meet these conditions.

2 The provision of technical assistance tor 
is diffused, bureaucracies have been multiplied, and fu g.

;Sd.Un:i7 Sut these should be carried out by PHS 
will have Insufficient staff, and creating the stat 
also create parallel and overlapping bureaucracies.

that a l
and counterproductive.

NQMC should specify needs in areas of research and 
auldsllnos, but these should ^carrled^ut^ PHS.f

1 O. 19. 05143 PM

Surveys must be nationally uniform. Section 5004 clearly 
and properly assigns this responsibility to NQMC, but 
Section 5009 suggests that the surveys might bo carried out 
by multiple entitles. Results would not be uniform or

defined end State responsibilitythat the 

:*::u;Ldeva-°? °n"-“o»»p=n»"HK?"=rn=:arii?;rn;

plans'meet these conditions.

“ technical assistance for <Jual^yxi™Pf°^e7®nt

The Department believes'that" States should have 
responsibility for securing technical assistance through 
-nntracts for which consortia and others would compete. 
ehSuld be guaranteed from premiums at a level to be set by the 

National Health Board.

3. Responsibilities for the survey, research, and guidelines 

functions should be redefined.
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1996

In addition, the Department 
create problems
(licensing). 
January 1 -

oiv... s much later date; advocatee of nureing home 
indicated that including nursing homes in this

1 O. 19.

has Identified two areas that will 
u of perception relating to section 5008 
First, the date for completion of demonstrations, 

aanuarv i is blatantly unrealistic because the proposed
s^nS^di'to’be'demonstrated are «ost unlikely to have been.

excluded or given a
reform have ----- ---- -
process will be perceived as a betrayal.

05:48 PM
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To Ira MaQaiiner 
Lynn Maroherio 

From Risa Lavizzo-Mourey 
Arnie Epstein 

Attached is a revt "•d var•ion o� the gua l 1 ty Management 
Progratn: Program specifications. The revisions incorporate (to 
the extent possible) the •uggestions &ade by Jack Wannberg and the 
Deans. 

This Demo de■oribea the chengos end the rationale for not 
incorporeting some of the requested change&. Please review those 
changes and edit if necea.sary. W• are prepared. t� :nake the 
necessary Chang g to the legislative languaqe as soon as Ira signs 
otf. Both of us are traveling on Monday, hut. can work while in 
transit or on Monday night so as to have the job finishec1 by 
Tuesi:2ay. 

All of the changes r•�•r to the National Rola and the Regional 
Foundations. The changes are •s follows:

1. The name ot the r•g1onal consortia vas changed to Regional
Professional Foundations and their formant ion was mandated, as ·
suggested by Jack Wennbarg knd the Deans.

2. The auggested composition tor the Regional Professional
Foundations was modified. However, we did not mandate inclusion of
any particular discipline or professional school. Rather we
described very broadly based organizations. We believe that they
wi 11 need to include ost of the organizations deacr ibed if the
Foundations are to accomplish the tunctions described, but do not
want to be prescriptive. The deans would have them more narrowly
defined and 11,ould mandate that AHC's have the lead, but we believe
this wo ld be inconsistent with the spirit of the reform and
ignores the tact that in some regions the AHCs are not the experts
in quality improvement.

3. The Regional Foundations will be reviewed and awarded by the
National Boa.rd.

4. The Foundations were given some additional functions - to
provide techni.cal assistance related to building infrastructure
including the study of practice variation and to develop and
val idete clinical practice guidelines. We did not mandate that the
Foundations conduct outcomes research, as suggested by Wennbarg,
because this function is not essential to the other regional
quality improvement functions. The research conducted by these
foundations could be synergistic with the regional quality
improvement activities and is a way to accomplish n4tional health
services research priorities. Therefore, we highlighted that the
Foundations could apply for funds to conduct health services
re&earch.



5. We did not i ncorpor•t• Jack Wennberg 's auqgestion to aake
"succesa in promoting shered deciaion aaking'' a categrory of
n asures in the report card, because it does not yet have the •a•e
universal credibility that the other categories have. Rather ve
highlighted this as an area for future research.

Ri•a can be reached at 215 143-,e?s on Sunday and until 9 am on 
Monday. After 9 am call Pat at 301 594-6662 and ah• can 9et a 

esaage to ne in New Joray. Arni• ean be reached at the URUal 
numbers. 



QUALITY MANAGEMENT AND IMPROVEMENT

SUMMARY

Active efforts at regional and alliance levels to 

The health care information system, which 
provides the basic elements through which 
consumers learn about the quality of their 
care.

Patients play a minor role in the system of micro­
management, lacking reliable information upon which to compare 
treatment options or the quality of health plans and providers. 
Yet rational choice among treatments depends on shared 
decisionmaking between physician and patient.

The program to simplify administration, which 
frees providers to focus more attention on 
quality.

Patient-focused continuous improvement, in contrast, depends 
on improving the outcomes of care and assuring that patient needs 
are met. The Health Security Act provides the professions with 
the resources they need to accept responsibility for improving 
quality in the Nations’ health care system. A sophisticated data 
system provides the needed performance measures. Based largely on 
routinely collected data, these measures deliver to consumers and 
patients useful information to make informed choice possible. 
Three components form the nexus of the quality improvement 
program:

Traditional quality assurance depends on after-the-fact 
checkers relying primarily on external reviews, forms and 
process checks to ensure that treatment occurred as it should. 
Insurance companies, peer review organizations, state and federal 
regulatory agencies audit the work of hospitals, offices, clinics 
and laboratories, searching for infractions and punishing rule 
beakers. Physicians and other providers, hospitals and insurers 
create special departments and hire personnel devoted to the 
demands of quality checkers; their job is to make the right forms 
appear in the right files and that checklists are checked 
correctly.

Many Americans worry that strong action to restrain costs 
will compromise the quality of health care. The goal of the 
Health Security Act is to improve health care by building 
attention to quality into all levels. To that end, a national 
quality management program transforms the current prescriptive 
approach to quality into a system focused on performance measures 
and continuous improvement.



support quality improvement.

Each component plays an equally critical role; no one is 
more vital than the others. The quality management program 
represents a seamless approach to bringing about improvement.



NATIONAL QUALITY MANAGEMENT PROGRAM: PROGRAM SPECIFICATIONS

NATIONAL ROLE

The National Quality Management Council:

Develops the core set of quality and performance 
measures and consumer survey questions and updates them 
over time to reflect changing goals for quality 
improvement in health care.

Evaluates the impact of health reform on the quality of 
care.

As part of that effort, the program develops sampling 
strategies to ensure that performance reports include 
populations difficult to reach, including consumers who 
fail to enroll in a health plan or resign from plans.

Supports research, technology assessment and 
development of reliable tools for measuring health 
outcomes.

Reviews and recommends changes to the quality measures 
annually and establishes a five-year priority list for 
measures to be included in the future.

Reports annually on performance of the health care 
system.

Sets national goals for performance on selected quality 
measures.

Establishes minimal standards of access and quality for 
plans on selected measures.

A National Quality Management Council under the National 
Health Board, consists of 15 members representative of the 
population. Appointed by the President, it includes 
representatives of consumer groups, health plans, states, 
purchasers of care and experts in public health and quality of 
care.

Under the Health Security Act, the responsibility for 
quality rests with a National Quality Management Council, 
regional quality foundations, states, alliances, health plans and 
providers.

A one percent per capita levy on insurance premiums flows 
through regional health alliances to fund the program.
WHA^-ABOUT -THE CORPORATE ASSESSMENT? IS THIS ^R~ADDITION TO THE 
S3 ^B-GOING -TO THE -AHC POOL FROM-THE -PREMIUM -ASSESSMENT?^



ROLE OF REGIONAL PROFESSIONAL FOUNDATIONS:

Develop programs in lifetime learning for the region's 
workforce to assure that the professions remain abreast 
of new knowledge, acquire new sills and adopt new roles 
as technology and societal demands change.

Regional Professional Foundations will be formed as private, 
non-private regional consortia. Included in the foundations may 
be academic health centers as well as schools of public health, 
health professional schools (including, but not limited to, 
medical schools, nursing schools, dental schools and allied 
health schools), health plans, alliances and practicing 
physicians. Representatives from these regional foundations will 
advise the National Quality Management Council

The regional professional foundations perform the following 
functions:

Contract with one or more organizations linked to the 
national data network.

Perform technical assistance related to building the 
infra-structure of the region. This could include (but 
is not limited to) evaluating the need for professional 
manpower in local and regional markets; evaluating 
local variations in care; and building infra-structure 
in underserved geographical areas or undercapitalized 
areas such as primary care and community based care.

Expand and disseminate information about best clinical 
practices, including development and validation of 
clinical practice guidelines and innovative uses of the 
health care workforce.

Contract for the administration of consumer surveys 
that measure access to care, use of health services, 
outcomes and satisfaction.

Approves and funds Regional Professional Foundations 
based on technical merit and the ability of these 
foundations to meet needs of regional alliances in 
participating states.

The regional foundations may contract with alliances to 
provide technical assistance and may apply for grants to carry 
out health services research as described in that section of this 
document.

Uses the national network of regional centers to obtain 
quality management data. (See section on Information 
Systems and Administrative Simplification.)



STATE ROLE

ROLE OF ALLIANCES

As part of the quality management program, health alliances:

Conduct consumer education programs.

Provide technical assistance.

As part of the quality management program, states assume 
responsibility to:

Resolve consumer complaints, grievances and requests to 
leave a health plan.

Establish in each alliance a premium check-off system 
through which up to $1 per participant can be 
allocated for support of a consumer advocacy program.

Monitor the extent to which plans make the full range 
of benefits covered in the guaranteed package 
accessible to all population groups.

Prepare statewide comparative reports on the 
performance of alliances.( Ira -IS THIS LESS DETAILED 
REPORT OK OR DO YOU WANT IT OUT?)

Technical assistance may include activities such 
as: fostering collaboration among health plans and 
providers; disseminating information about 
successful quality-improvement programs, 
disseminating practice guidelines and research

Organizations elible to undertake this role 
include public-private partnerships, regional 
professional foundations, academic medical 
centers, or others.

Prepare comparative reports on the quality of health 
plans, providers and practitioners and assure through 
their negotiations with plans that performance and 
quality standards are met.

Disseminate information related to quality and access 
to consumers.

Develop and implement plans to meet enrollment, access 
and quality standards established by the federal 
government.

Assure that plans and providers meet essential national 
standards through licensure and certification 
procedures.



ROLE OF HEALTH PLANS

As part of the quality management program, health plans:

Measure and disclose performance on quality measures.

PERFORMANCE REPORTS

Meet national, uniform conditions of participation 
established by the National Health Board (See "Health 
Plans").

Report on, maintain and improve the quality of care 
delivered by providers and practitioners.

Performance report include information on the performance of 
alliances and health plans on as many as 50 measures of access to 
care, appropriateness of care, health outcomes, health promotion, 
disease prevention and satisfaction with care.

Annual performance reports for each health plan create a 
public system of accountability for quality and provide consumers 
with useful comparative information.

findings; and providing educational courses and 
other forums for providers. Encourages the 
adoption of employee participation committees and 
other quality programs.

Providers and health plans are not required to use 
technical assistance, although health plans are 
accountable for improving performance on national 
quality measures.

Technical assistance targets improving quality 
management practices. It is not designed to 
regulate or interfere with the administration of 
plans and providers.

The reports provide the results of a smaller number of 
quality measures for health care institutions, doctors and other 
practitioners if the available information is statistically 
meaningful. State performance reports include trends, results of 
national quality measures and of goals for national performance 
on access, appropriateness and health outcomes.



The set is representative of the range of services 
provided to consumers by the entities in question.

Performance on measures included in the set vary 
widely among the entities on the performance 
report.

When the measures are outcomes of care, 
performance lies within the control of providers 
and adequate risk adjustment can be accomplished.

The following criteria determine the selection of national 
measures of quality performance:

When the measures are rates of process of care, 
these processes are linked by strong scientific 
evidence to health outcomes.

The measures incorporate minimal standard for 
meeting public health objectives.

The measures reflect important aspects of 
care in terms of prevalence of illness, 
morbidity, mortality or cost.

Measures are reliable and valid and data needed 
for calculation can be obtained without undue 
burden.



DEVELOPING INFORMATION FOR QUALITY MANAGEMENT

THE KNOWLEDGE BASE TO IMPROVE THE QUALITY OF CARE

Operates a clearinghouse and dissemination program for 
practice guidelines.

Establishes scientific standards and procedures for 
evaluating the clinical appropriateness of protocols 
used to manage health service utilization.

These centers electronically link regional quality programs, 
health alliances and plans, providing quality and utilization 
information for each health plan and provider as well as 
comparative information on other health plans and states.

Disseminates information documenting clinically 
ineffective procedures and treatments.

Develops the survey instrument; states may add quality 
measures of local interest.

Develops clinical practice guidelines, methodology 
standards, and an evaluation and voluntary
certification process developed by the private sector.

Supports research on topics central to quality 
management and improvement, including outcomes 
research, dissemination methods, ways of measuring 
quality and shared decision making, and design of 
electronic information systems and new ways of 
organizing work systems.

To promulgate information about best practices and effective 
treatment approaches, the National Quality Management Program:

Health plans, providers and alliances report information 
required for the national quality management program through an 
electronic network linked nationally. The electronic networks 
have a contractual relationship with the regional quality 
consortia. Information required includes data related to 
enrollment, clinical encounters, consumer satisfaction and 
specific quality measures.

To supplement routinely collected information, health plans 
gather clinical data specified by the national quality management 
program from samples of medical records. Results from consumer 
surveys, in combination with other information, gauge access to 
health care, use of service, outcomes and satisfaction.



The regional professional foundations:

STREAMLINING REGULATORY ACTIVITIES

Defines priorities for health-care evaluation research 
and recommends projects. The priorities target 
diagnoses associated with the highest levels of 
uncertainty in treatment decisions, widest variation in 
practice patterns, significant costs and incidence.

Disseminate practice guidelines that assist providers 
in achieving quality standards and underpin national 
measures of quality.

When the new standards are in place, agencies charged with 
certifying health institutions focus their attention on 
institutions with problematic records, responding to complaints 
and randomly selected validation sites.

Contract with survey firms to conduct statistically 
valid surveys of sample populations to gather 
information related to consumer satisfaction, access to 
care and health outcomes. Survey samples include over- 
sampling of populations considered to be at risk for 
inadequate health care.

Minimum Standards for Health Care Institutions. The
National Quality Management Programs develops uniform standards 
for licensing of health care institutions that focus on essential 
performance requirements related to patient care. As they are 
developed, those standards replace current regulations except in 
areas of fire safety, sanitation and patient rights and without 
undermining recent reforms in nursing home care.
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October 15,1993

To;

$26From:

Re;

center would play a significant role in assuring quality in health professional

some of their

1.

ft&

M5/JFS
JHUSOM
10/15/93

Dr. Arnie Epstein

Michael E. Johns, M.

Proposal for Quality Management and Improvement

School of Medicine
7?0 fiutb’Kj Avfnuc / Bjllimnrc MD Z1205-2I9C 
(410) 9S5-3180 / l-AX (110) ‘155-0809

Michael M.C Johns M.O
Oe.iri of the Mcdicji faeutry
Vice Piesitleni (or Meaiciiic

I have received the section on Quality Management and Improvement and 
have forwarded it to the rest of our work group for their comments. Enclosed for

ilBsSHS,
,o any role for ouj na,ionai°! h"ith

po“preIhop^tMOf responses Sever1' mcmbers °f

,o corr®sP°n^ »O. t*1* delineated functions, which .re limited to '•disseminating

There is the further implication that AHCs would stand to have
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cc: Ira Magaziner, work group

2-

I would be happy to talk to you about any of this over the weekend. My home 
number is 410/532-2904, my home fax is 410/435-6421. More feedback will follow on 
Monday. Thanks.

MEJ/JPS
JHUSOM
10/15/93

Despite our disappointment we are going to try to continue to offer 
constructive suggestions for strengthening the proposal. We hope and expect that 
both this and other sections of the final proposal will more fully incorporate the 
vital resources and capabilities of our academic health centers.
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1.

2.

3.

4 In general:

5.

3.ME]/JPS
JHUSOM
10/15/93

The proposal appears to create an enormous new multi-layered 
bureaucracy where many tasks will overlap.

In general:

The academic health centers (AHCs) should play a central role in the 
National Quality’ Management Program (NQMP). This includes: 
participation of AHC leaders in the NQMP Council; developing 
information for quality management; providing technical assistance to 
alliances and health plans in quality management; disseminating 
information, including practice guidelines, that are part of the quality 
management program; developing a system of continuing professional 
education; and evaluating new technology and new’ procedures before 
they are introduced widely into the medical care system. The Act 
makes available adequate financial support for clinical research 
(including outcomes research) to allow AHCs to carry out these quality 
management functions.

Preliminary Suggestions for Revising Section on Quality Management and 
Improvement

In section on NQMC:

Give AHCs direct function by having NQMC consult with AHCs to 
develop new initiatives to improve quality performance of health 
professionals.

In section on Regional Quality Consortia*

• Charge AHCs with developing health outcome reasearch for use in 
developing and refining continuing medical education.

Ln Consumer Education Programs:

• Challenge AHCs to develop innovative patient education systems that 
would involve patients to a greater extent in making health care 
decisions.



ces in the benefits package (with no co-

# # #

In summary’, expertise to provide public health services makes incrteased education of the existing 
and future public health workforce in such disciplines as organizational expertise, cultural sensitivity, 
interdisciplinary’ cooperation, biostatistics and epidemiology’, planning and program evaluation, and 
financial management, to name a few, critical to the success of health care reform effort.

Include the education and training of public health professionals in the section on 
innovative strategies for addressing priority health needs of regional and national 
significance: the shortage of public health professionals is serious (HHS/PHS report to 
Congress, 1991).

National data collection and analysis efforts must be expanded concerning issues related 
to the public health workfo«4. There is a need to develop centralized linkage at federal, 
state and local levels to collect uniform data; e.g., workforce numbers, educational levels, 
public health educational/needs, etc.

Sustaining the "training and education" provision of the plan’s core public health 
functions section that calls for the "training with special emphasis on public health 
professionals such as epidemiologists, biostatisticians, health educators, public health 
administrators," among others.

Greater emphasis of obordination of federal, state, and local environmental health 
programs and services including increased attention to the training and education of 
environmental healtlf^specialists such as/toxicologists, environmental epidemiologists, 
hazard communication specialists, among others.

/Two percent (2%) of national healthcare expenditures should be set aside to support the 
< core functionyof public healthjiicluding the education of the public health workforce 

/ and health professionals to ahcomplis/ these core functions.

/ /

There is a need to provide structured short-term academic training for the existing public 
health workforce. This process should be viewed as a continuum throughout the career 
of a public health Professionals.

yh

Sustaining inclusion of clinical prevenuve se; 
payments or deductibles). /

Consolidation of current federal a/ademic public health supports programs into a new 
authorizapon that v*ould earmark S5C million to train future public health professionals 
(a Public Health Sen-ice Corn^; to usher in health care reform at the federal, state and 
local level. Under this plat/ schools of public health and accredited programs in 
preventive medicine, would train and educate a cadre of new public health professionals, 
with Specials skills and competencies—needed to function in a managed competition 
envirpjuhent, for careers An officillpublic health agencies and alliances.
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I've put in bold the suggested changes in the 

Quality Managesnent Section.
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The health care information system, which 
provioes the basic elements through which 
consumers learn about the quality of their 

care.

Active efforts at regional and alliance levels 
to support quality improvement.

Patients play a minor role in the system of micro-management, 
lacking reliable information upon which to compare treatment 
options or the quality of health plans and providers. Yet 
rational choice among treatments depends on shared 
decisionmaking between physician and patient.

QUALITY MANAGEMENT AND IMPROVEMENT 
SUMMARY

Patient-focused continuous improvement, in contrast, depends on 
improving the outcomes of care and assuring that patient needs 
and preferences are met. The Health Security Act provides the 
professions with the resources they need to accept responsibility 
for improving quality in the Nation's health care system. A 
sophisticated data system provides the needed performance 
measures. Based largely on routinely collected data, these 
measures deliver to consumers and patients useful information to 
make informed choice possible. Three components form the nexus 

the quality improvement program:

The program to simplify administration, which 
frees providers to focus more attention on 
quality.

Traditional quality assurance depends on after-the-fact 
checkers relying primarily on external reviews, forms and process 
checks to ensure that treatment occurred as it should. Insurance 
companies, peer review organizations, state and federal 
regulatory agencies audit the work of hospitals, offices, clinics 
and laboratories, searching for infractions and punishing rule 
breakers. Physicians and other providers, hospitals and insurers 
create special departments and hire personnel devoted to the 
demands of quality checkers; their job is to make the right forms 
appear in the right files and that checklists are checked 
correctly.

Many Americans worry that strong action to restrain costs 
will compromise the quality of health care. The goal of the 
Health Security Act is to improve health care by building 
attention to quality into all levels. To that end, a national 
quality management program transforms the current prescriptive 
approach to quality into a system focused on performance measures 
and continuous improvement.
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NATIONAL QUALITY MANAGEMENT PROGRAM: PROGRAM SPECIFICATIONS

NATIONAL ROLE

care.

The National Quality Management Council:

•*

*

A one percent per capita levy on insurance premiums flows 
through regional health alliances to fund the program.

Establishes minimal standards of access and quality for 
plans on selected measures.

Knowledge about relevant treatment options are 
freely communicated to patients.
The choice among effective treatment options 
is based on the preferences of patients.
The process and outcomes of care are 
continuously evaluated and improved.

Develops the core set of quality and performance 
measures and consumer survey questions and updates them 
over time to reflect changing goals for quality 
improvement in health care.

As part of that effort, the program develops sampling 
strategies to ensure that performance reports include 
populations difficult to reach, including consumers who 
fail to enroll in a health plan or resign from plans.

Sets national goals for performance on selected quality 

measures.

Review and approve plans for operation developed by 
the Regional Professional Foundation. In
developing their plans, each Foundation is asked to 
specify how their organization will assure that the 
following criteria for quality are met!

Under the Health Security Act, the responsibility for 
quality rests with a National Quality Management Council, 
regional quality foundations, states, alliances, health plans and 
providers.

A National Quality Management Council under the National 
Health Board, consists of 15 members representative of the 
population. Appointed by the President, it includes 
representatives of consumer groups, health plans, states, 
purchasers of care and experts in public health and quality of 

Each component plays an equally critical role; no one is 
more vital than the others. The quality management program 
represents a seamless approach to bringing about improvement.
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ROLE OF REGIONAL QUALITY FOUNDATIONS:

Supports research, technology assessment and 
development of reliable tools for measuring health 
outcomes.

Develop programs in lifetime learning for the 
region's workforce to assure that the 
professions remain abreast of new knowledge, 
acquire new skills and adopt new roles as 
technology and societal demands change.

Evaluates the impact of health reform on the quality of 

care.

Develop and maintain regional networks among 
health care providers to evaluate practice 
variations, improve the quality of care, conduct 
research into the outcomes of care and assure 
that patients are informed about treatment 
options and choice reflects patient preferences.

Representatives of academic health centers, schools of 
publish health, health professional schools (including, but not 
limited to, medical schools), practicing physicians, health plans 
and alliances will form private, non-profit regional consortia. 
Representatives from these regional consortia will advise the 
National Quality Management Council.

Perform other technical assistance and infra­
structure building tasks as the health alliance 
may contract with the Foundation to perform. 
These could include (but are not limited to) 
evaluating the need for professional manpower in 
local and regional markets; building infra­
structure in underserved geographic areas or

The Regional Professional Foundations will be organized 
over an eighteen month period to perform the following 
functions:

Reports annually on performance of the health care 
system.

Reviews and recommends changes to the quality measures 
annually and establishes a five-year priority list for 
measures to be included in the future.

Uses the national network of regional centers to obtain 
quality management data. (See section on Information 
Systems and Administrative Simplification.)
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STATE ROLE

ROLE OF ALLIANCES

As part of the quality management program, health alliances:

As part of the quality management program, states assume 
responsibility to:

Prepare statewide comparative reports on the 
performance of alliances.

Contract with one or more organizations linked 
to the national data network.

Contract for the administration of consumer 
surveys that measure access to care, use of 
health services, outcomes and satisfaction and 
document shared decisionmaking.

undercapitalized areas such as primary care and 
community based care.

Establish in each alliance a premium check-off system 
through which up to $1 per participant can be allocated 
for support of a consumer advocacy program.

Monitor the extent to which plans make the full range 
of benefits covered in the guaranteed package 
accessible to all population groups.

Disseminate information related to quality of health 
plans, providers and practitioners and assure through

Planning grants would go to an eligible not-for-profit entity 
such as an existing Professional Foundation, a medical 
school, medical society or state agency. The geographic base 
for the Foundation will include (1) the natural referral area 
of academic medical centers as empirically defined by patient 
origin studies; (2) a population of sufficient size to study 
and reduce unwanted variations in the processes and outcomes 
for major operations such as bypass surgery.

Assure that plans and providers meet essential national 
standards through licensure and certification 
procedures.

Resolve consumer complaints, grievances and requests to 
leave a health plan.

Develop and implement plans to meet enrollment, access 
and quality standards established by the federal 

government.



603 650 1225 P.006/011DARTMOUTH CECS-2OCT-16-1993 14:00

Conduct consumer education programs.

Provide technical assistance.

ROLE OF HEALTH PLANS

As part of the quality management programs, health plans:

Measure and disclose performance on quality measures.

PERFORMANCE REPORTS

care.

their negotiations with plans that performance and 
quality standards are met.

Meet national, uniform conditions of participation 
established by the National Health Board (See "Health 

Plans").

Report on, maintain and improve the quality of care 
delivered by providers and practitioners.

Organizations eligible to undertake this role 
include public-private partnerships, consortia led 
by academic medical centers, and others.

Providers and health plans are not required to use 
technical assistance, although health plans are 
accountable for improving performance on national 

quality measures.

Annual performance reports for each health plan create a 
public system of accountability for quality and provide consumers 
with useful comparative information.

Technical assistance may include activities such 
as: fostering collaboration among health plans
and providers; disseminating information about 
successful quality-improvement programs, 
disseminating practice guidelines and research 
findings; and providing educational courses and 
other forums for providers. Encourages the 
adoption of employee participation committees and 
other quality programs.

Technical assistance targets improving quality 
management practices. It is not designed to 
regulate or interfere with the administration of 
plans and providers.

Performance report include information on the performance of 
alliances and health plans on as many as 50 measures of access to 

appropriateness of care, health outcomes, health promotion.
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meaningful.

DEVELOPING INFORMATION FOR QUALITY MANAGEMENT

I

The set is representative of the range of 
services provided to consumers by the entities 
in question.

Performance on measures included in the set 
vary widely among the entities on the 
performance report.

disease prevention, satisfaction with care and ■uccese in 
promoting shared decisionmaking.

When the measures are outcomes of care, 
performance lies within the control of 
providers and adequate risk adjustment can be 
accomplished.

To supplement routinely collected information, health plans 
gather clinical data specified by the national quality management

These centers electronically link regional quality programs, 
health alliances and plans, providing quality and utilization 
information for each health plan and provider as well as 
comparative information on other health plans and states.

Measures are reliable and valid and data 
needed for calculation can be obtained without 
undue burden.

The measures incorporate minimal standard for 
meeting public health objectives.

The measures reflect important aspects of care 
in terms of prevalence of illness, morbidity, 
mortality or cost.

The following criteria determine the selection of national 
measures of quality performance:

The reports provide the results of a smaller number of 
quality measures for health care institutions, doctors and other 
practitioners if the available information is statistically 

. state performance reports include trends, results of 
national quality measures and of goals for national performance 
on access, appropriateness and health outcomes.

Health plans, providers and alliances report information 
required for the national quality management program through an 
electronic network linked nationally. The electronic networks 
have a contractual relationship with the regional quality 
consortia. Information required includes data related to 
enrollment, clinical encounters, consumer satisfaction and 
specific quality measures.
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THE KNOWLEDGE BASE TO IMPROVE THE QUALITY OF CARE

The Regional Professional Foundations:

Develops the survey instrument; states may add quality 
measures of local interest.

Operates a clearinghouse and dissemination program for 
practice guidelines.

Establishes scientific standards and procedures for 
evaluating the clinical appropriateness of protocols 
used to manage health service utilization.

Supports research on topics central to quality 
management and improvement, including outcomes 
research, dissemination methods, ways of measuring 
quality and design of electronic information systems 
and new ways of organizing work systems.

Participates in outcomes research in cooperation 
with PORTs and other research projects under the 
national outcomes research agenda.

Contract with survey firms to conduct statistically 
valid surveys of sample populations to gather 
information related to consumer satisfaction, access to

Develops and validates practice guidelinee in 
concert with the national quality management board.

To promulgate information about best practices and effective 
treatment approaches, the National Quality Management Program:

Undertakes program to investigate the processes of 
care to identify and reduce sources of variation in 
mortality and other untoward outcomes.

Disseminates information documenting clinically 
ineffective procedures and treatments.

Develops clinical practice guidelines, methodology 
standards, and an evaluation and voluntary 
certification process developed by the private sector.

program from samples of medical records, 

surveys ,
health care.

Defines priorities for health-care evaluation research 
and recommends projects. The priorities target 
diagnoses associated with the highest levels of 
uncertainty in treatment decisions, widest variation in 
practice patterns, significant costs and incidence.

Results from consumer 
in combination with other information, gauge access to 

use of service, outcomes and satisfaction.



603 650 1225 P.009/011DARTMOUTH CECS-2OCT-lB-1993 14:01

STREAMLINING REGULATORY ACTIVITIES

(See

X
I

When the new standards are in place, agencies charged with 
certifying health institutions focus their attention or. 
institutions with problematic records, responding to complaints 
and randomly selected validation sites.

Disseminates practice guidelines that assist providers 
in achieving quality standards and underpin national 
measures of quality.

During the interim, the PRO program is streamlined. 
Administrative Simplification)

3y January 1, 1996, the National Quality Management Program 
completes demonstration projects for new performance standards 
and revises standards according to the findings. Demonstration 
projects evaluate the impact of these standards in assuring 
quality of care, reducing cost and burdens on providers.

care and health outcomes. Survey samples include over- 
sampling of populations considered to be at risk for 
inadequate health care.

Medicare Peer Review Organizations. The peer review 
organization system under Medicare continues until the new 
quality system is implemented and the Secretary of the Department 
of Health and Human Services determines that Medicare enrollees 
are protected adequately though National Quality Management 
Program. PROs end at that time.

Current standards are retained until new ones are tested, 
promulgated, evaluated and implemented. In the interim, 
government agencies responsible for licensing and certifying 
health care institutions coordinate inspections, reduce paperwork 
and control the number of inspections.

Minimum standards for health care institutions, the 
national quality management programs develops uniform standards 
for licensing of health care institutions that focus on essential 
performance requirements related to patient care. As they are 
developed, those standards replace current regulations except in 
areas of fire safety, sanitation and patient rights and without 
undermining recent reforms in nursing home care.

The Clinical Laboratory Improvement Act. Regulation of 
clinical laboratory testing refocuses to emphasize quality
protection while reducing administrative burdens.

I

Regulation continues for labs that:
I
I

a) Perform a comprehensive menu of tests; or

b) Perform a large volume of tests (50,003 or
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Conduct testing to monitor care while it is being

• /

etc.).

Focus proficiency testing primarily on education.

Ease regulatory burden on laboratories performing 
moderately complexity tests.

Revise personnel standards to relieve in urban and 
rural areas.

Create a !new category of moderately complex tests 
performed using FDA-approved equipment subject to less 
stringent inspection requirements.

In accordance with recommendations by the CLIAC. 
individuals currently engaged in laboratory testing or 
supervision may continue to perform such testing in the 
absence of evidence of demonstrated poor performance.

To address the concerns of rural and underserved areas, 
the Department of Health and Human Service modify 
personnel requirements for certain laboratory 
positions.

Ease regulatory burdens on laboratories performing 
simple tests.

Exempt laboratories performing waived and microscopy 
from all requirements under CLIA, including 
registration and payment of fees to the Department of 
Health and Human Services. Approximately 79.000 labs.

I
Add more simple tests to the list of waivered tests, 

i
In accordance with recommendations by the Clinical 
Laboratory Improvement Advisory Committee (CLIAC), the 
physician-performed microscopy category are expanded to 
include tests performed by midlevel health care 
providers (e.g., nurse practitioners, physician's 
assistants, nurse midwives,

d) r - 
delivered.

I.

I

greater)!; or

I
c) Engage in critical testing (a test is critical if 
an answer is needed quickly or an error can result in 
serious harm to an individual); or

By January 1, 1996, the Secretary of the Department of 
Health and Human Services issues a report on the extent 
to which (regulation of laboratories performing 

moderately complex tests should continue. Within six 
months, the Secretary determines, based on the report, 
the need for cost regulation for these laboratories.
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»

Streamline inspections.

Expand information and education activities.

>

i

To eliminate confusion and misinformation about CLIA 
requirements, the Department of Health and Human 
Services works with professional groups to provide 
information and education.

Department of Health and Human Services targets on-site 
inspections at high-volume, high-risk labs.
Inspections are announced.

Department of Health and Human Services work with 
congressional committees to develop a modified approach 
to cytology proficiency testing.

Department of Health and Human Services only takes 
proficiency-related enforcement actions if a 
laboratory's performance is extremely poor or it has 
failed to take corrective action after proficiency 
problems are identified.
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Comments on Draft Legislation Specifications for Subtitle C—Health Research Initiatives

PAGE 1 - Line 21 - should read "entities" instead of "agencies".

PAGE 2 - Line 4 - add the word "prevention" after the word "supporting".

PAGE 2 - Line 5 - add "related to " after the word, research. Remove the word ’on’.

PAGE 2 - Line 6 - add "diseases" after the word recurrent.

PAGE 2 - Line 18 - add ". demonstrations and evaluation" after the word "research".

PAGE 3 - Line 2 - add ";and medical liability reform." after the word "simplification".

PAGE 3 - Line 6 - add "quality measurement;" before the word "workplace".

PAGE 4 - Line 10 - delete the word "development and".

PAGE 2 - Line 8 - remove the phrase "prevention research". Add the phrase, "to 
supporting" after the word "and".

PAGE 2 - Line 9 - add the phrase "related to health promotion and disease prevention" 
after the word "development".

PAGE 3 - Line 1 - add the phrase "clinical and other health data and information systems^" 

after the semicolon.

PAGE 1 - Line 8 - should read "PREVENTION" as opposed to the word, 
"PREVENTIVE", and delete "HEALTH SERVICES"

PAGE 2 - Line 15 - We believe the correct designation for the new subsection should read 
(e) rather than (f).

PAGE 3 - Line 10 - add ", consistent with Sec. 913 (process for development of guidelines 
and standards)." before the word "and". Add the phrase ". consistent 
with Sec. 903 (dissemination)" after the word dissemination.



V-A-10, line 4, after "approve" add "in consultation with DHHS."

V-A-10, line 10, after "Council" add "in consultation with DHHS."

V-A-13, line 5, after the word "shall" insert "employ research conducted by the AHCPR to."

V-A-14, line 20 after "shall" insert "employ the research conducted by AHCPR to."

V-A-15, line 7 after "shall" insert "in conjunction with the AHCPR."

V-A-16, line 12, after "research" insert "conducted by AHCPR."

V-A-17, line 5 after "research" insert "they support at AHCPR ."

V-A-18, line 8, Can these really be completed by January 1? (Policy question).

V-A-21, line 3, through V-A-22, line 2. Is CLIA Policy OK?

V-A-15, line 20, change "section" to "title." 
line 21. after "with" insert "AHCPR and."

V-A-18, line 1 after "shall" insert "coordinate and conduct through AHCPR the 
development of" and remove the word "develop."

V-A-10, line 6, after "the" add "National Center for Health Statistics or the Agency for 
Health Care Policy and Research for the”

V-A-10, line 7, after "may" add "request the addition of," and remove "add", 
line 8. after "state" add "subject to state funding and in compliance with procedures 
established by the council."

V-A-19, lines 1 to 8,
- Is Section (d) OK?
- Any role for AHCPR or IG?

V-A-19, Section 5009 - Is Regional Quality Consortia OK? (Policy question).

Comments by Jim Kaple 
V-A-l through V-A-26

Draft of 10/18/93

V-A-20, line 9, change "shall" to"may."
line 18, after "board" add "or the DHHS."
line 21, remove "performance" and replace with "Analyze and disseminate results."
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1

2

*******3

4

5

PART I—Pl OGRAMS FOR CERTAIN AGENCIES6

7 SEC. 3201. BIOMEDICAL. AND BEHAVIORAL RESEARCH ON

r~~PREVENTIW5[>«8

Section 402(f) of the Public Health Sen-ice Act (429

10 U.S.C. 2S2(f)) is anicndcd—

11

12

13

14

(3) as subparagraphs (A) tluough ((.’);15

16

17

13

19

23

21

O')I

23 •I

’ i 7, -. •■i »n )

IIHSI’HSSION DRAFT)

4<’

TITLE III—PUBLIC HEALTH 
INITIATIVES

(1) in paragraph (3), by re<lc.signating sub­

paragraphs (A) and (B) as clauses (i) and (ii), re-

(3) by inserting “(D” after “(f)”; and

(4) by adding at the •nd the following para-

spcctivcly;

(2) by redesignating paragiaphs (1) through

I
if I' I

■ )<• I Ijix-t-(<»«♦ i‘< r PreVeiilion and ui»li the heads 

enb t»£ J

Subtitle C—Health Research 
Initiatives

and support bio-

<!:•• As/.i.e

<•11 promol>:>g health andical and 1 ••havim al rraean h

i ii nrv nl‘ the Xa»ional lusIHutes ol llealth, shall

gra).h:

“(2)(A) The Dim-tor of NIH, in <•ollaboralion w h

'V ?

tfI 11ie -

• iisine that sm-h Iialiluics condiirt
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9 *

prrventing diseases. health (-otnli-1 »p

tions.2

‘■(B) In cariying out subparagraph (A), the Director3

4

5

6

substance abuse, infectious diseases, health and wellness7
‘jr 7 I h 4promotion, environmental health,prevention 18

l-ro-
resource development^”.9

10 SEC. 3202. HEALTH SERVICES RESEARCH.

(a) Agenct fok Health (Lu<e Policy and Re-11

seaL'CB.—Section 902 of the Public Health Seivicc Act12

13

14

15

sect ion16

17

ai< h .on the18 |rs<

the l. nited States.19

20

21

22

-(AI <23

I24 <■11 (he al­

ii »i t)

I,

i
‘ r 7, r

and ic |7

following subsect ion:

e 
•’XTReseaiu'h <>n Health (’ale Refol-m.—

i i0.m'.TT!i

ta I « ! I < et i\ < 11<

!o.\ :e»:

!• l.i.'At.e ehme.-l :>i I . 11 < i<s; I l|e hl v an

pr<’uh<''er

hieiiog air I > upp'i! ing research

aj i'i opi i e.-.S

(12 U SA*. 299a) is amend, d by adding at the end the

disorders, and other

on;

of NIII shall give priority to conducting and supporting
"tc

research^ child and adolescent health, chronic and recur- 
A

icntAhealth conditions, reproductive health, mental health.

■‘(2) I’l.’K miTlEs. In carrying out paragraph 

9t)l (b), the Administrator .shall conduct and suppoil

I 'Toi m of the health car e system of

»•

( 1 >, the Ailmini.'lr;.tor shall give priority to the fo|-

s o|

“(1) I.N GENERAL.—Tn carrying out

1 
i • :< i
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. I f.
h ro

of1 comes

2

3

4

5

6

7

8

CcnQisfeA ■/"cj, rh___

' , 10
assess*11

12

9 13ck n

i

•‘RESEARCH and studies on health cape reform

“S.x’. 1110A. (a) In General.—lu canpfJg out s< v-

•. *

22

23 <!..■

24 •<»'.
j » ‘ . .si « h «>r

•‘(I) (;25

;•« <; »rn: t> l

, > . ... r; . ell* ' ' t

of the health earn

; a;>< i >:L

18

19 tinns 1110, 1115, ami 1875,

16 the following section:

17

tl:;« (

the Seei-vtavv shall i»iovi;le

20 for rcsrareh studies on the lefoini

21 system of (he United States.

•£(l») i’RloRiTJES,—In earrying out subsection (a),

< r<-(;.rv si dl give priority to providing for the fo|-

t~cr

I

de-

shn-

i.. A

“(C) The (levelopment^.nnd disscinination^e <-.7 «

plification; a n

“(B) Conducting and supporting research 

on consumer choice and information resources, 

the effects of health care reform on health de-

4'. »l A I fl t I • ‘

clinical,

;:ild Ilppiil t mg

I eff.rt

<j.A4a. I i fy m eas e nf' y 
lively systems;Aworlq)lace injury and illness pre­

vention; methods for risk adjustment, fac.toi’S 

influencing access to health care for under­

served populations; and primtuy care.

..
C ‘ r 7. 1 p . •)

3 
t c/«o.ta ( ■■JI'S i

caref administrative
j ha b J Jy •

of clinical practice guidelines and the

ment of the effectiveness of such guidelines.”.

(h) Health Cake Financing Administration.—

14 Part A of title 11 of the Social Security Act (42 U.S.C.

15 1301 ct seq.) is amended by inserting after section 1110
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1

2

3

4

5

6 : fl
7

7
r,

8

9 /

10 J'

J11

12

13
3

15

22

25

•»

Vr
'V 

',C

r’

6i 

z 
r

rwwI] dissemination of

clinical practice guidelines and the assessment of the 

effectiveness of such guidelines.”.

I AKT II—FUNDING FOR PROGRAMS

• /z
/•

' A#?* f

«. ?

, i

t

i 

tt(. ' ■ 

/

Sccn-triiy

RKclions (b) mid (<•), i nsure

encing access to health care for underserved popu­

lations; and primary cai-e.

“(3) The (duuiliiiiininl

- 7 i

HEALTH KESEAItf’H INITL\TnES

4

alternative clinical strategies; the quality and out­

comes of care; and administrative simplification.

“(2) Conducting and supporting research or

studies on consumer choice and information re­

sources; the effects of health care reform on health

delivery svstenis; workplace injuiy and illness nre- 
‘ ‘ Me r „ /■- f’ C 'C'

vention; methods for risk adjustment; facto is influ-

M

Cc’.L ir 7, r ' > (7:i '|cn )

14 SEC. 3211. AUTHORIZATION OF APPROPRIATIONS.

For the purpose of carrying out activities pursuant

16 to the amendna nts made by part I, there is authorized

17 to be appropriated $X,000,000 for each of the fiseal yeais

18 . *[Siieh authorization is in addition to any "other au-

19 thoriz.ition of appropriations that i; nvailablo for such

20 purpose.]

21 EEC. 3212. OTHER. FUNO1NG SOURCES.

Balance.—’fhe

V 
C

V 1

(;0 Initial Annual

23 ' hall, in at roiilam e with > d

24 ;l..it as id* Or Liber I of (he trial year involved, there is

il title for purpost s of early in g out. aHivil't-s pt.r.'.u.'nt

e-'

/ - 
t
■ I
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5

.» $(1) In the case of fiscal year 

4 (2) In the case of each subsequent fiscal year,

5 $ increased by an amount equal to the product

6 of $ and the percentage by which the maximum

7 amount of premimmns authorized in section has

8 increased since October 1, 

9 (b) Transfers from Medicare Trust Funds.—

10 (1) Determination of amount.—For pur-

11

12

13 from the funds established in sections 1817 and

14 1841 of the Social Security Act the following

15 amount (in the aggregate), as applicable to the fiscal

16 year: t

17 , *[$XXX).

18

19

20

21

22 in section has »i:crv;.s<‘d shire October 1,

23 .s

24 (2) t'ERTAIN AI.MjUATIU.XX.-- -Willi respect to

25 the f.) I-I).(IIH'lltll I

»

[DISCl’XSION DRAFT)

♦

c. ‘ 4:or 7,im (7:13pm )

jioses of complying with subsection (a) for a fiscal 

yeai-, there shall be transfen-ed to the Sccretaiy

(A) In the case of fiscal year 

•h subscqrtent fiscal

year, $xxx incn ascd by mi amount equal to the 

product of $.xxx muL the p<‘ic< utagc by which 

the maximum amount of pi t miniums authorized

1 to the amendments made by part I the following amount,

2 as applicable to the fiscal year:

3 

(B) In the case of ca<

i<-<|iiirrd inulcr p tragi .ij>h
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1

2

3

4

5

7

8

9

10

11

12

13

14 *[$NXX].

15

16 year, $ 

17

18

19

20 

21

22

23

24

Z">

I

(1) Determination of amount.—For pur­

poses of comphnng with subsection (a) for a fiscal 

year, regional and corjjorate alliances under this Act 

shall, subject to the provisions of this subsection, 

make available to the Secretary an aggregate finan­

cial contribution in an amount equal to the fol­

lowing:

transferred for a fiscal vear from the funds estab- 

lished in sections 1817 and 1841 of the Social Secu-

rity Act, the Secretaiy shall determine the allocation 

of such amount among the funds.

(c) Contributions of Regional and Cori’orate

6 Alliances.—

(A) In the case of fiscal year 

(B) In the case of each subsequent fiscal

increased by an amount equal to the 

product of $ and the pci-ccutage by wliich 

the maximum amouiit of prcinimums authorized 

in section __ lias im-rea-sed sinec O< tuber 1,

(2) Allocation among regional and < oic-

• ••
:r7. ,3 (7. < 3 p’•’)

POI.’ATE ALLIANCES. -VVilh respect to the aggregate 

financial contribution reqiiir.d under paragraph (1) 

to Ih* made fur a. f« . al y»ar by r.•gbm.-d and cor- 

p<aate alli.-'ii<-rs liod< r ibis Art—
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13
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15

16 . f

17

18

19

20

21

22

23

24

25
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portion so required may be genrrated by such 

iilhancvs through premiums paid by cmplovei's

the following appli -s:

(A) In the case of regional alliances, the

and iiidividnals for h^lth plans of the alliance.

(B) In (he vase of corporate alliaiu-cs, the

amount, <»t such portion shall (for purposes of

tlie portion rrcpihed pursuant to paragraph (2) to be 

contributed for a fiscal year by regional alliances 

and corporate alliances under this Act, ivsepcctively,

C k’- .r 7, (7:i3p.r.’i.)

compliance with subsection (a)) he transferred 

to 11. • ’er ref ary from ann.'int:; pc. id under sec- 

___(I' lafiiig to assvJ-snn fits on corporate

HEALTH KESEAIM’H INITIATBICS

7

(A) the portion required to be contributed 

by regional alliances is the pei-centage con­

stituted by the ratio of the total health expendi­

tures of regional alliances to the combined total 

health expenditures of regional alliances and 

corporate alliances; and

(B) the portion required to be contributed 

by coi-jiorate alliances is the peiventage con­

stituted by the i-atio of the total health expendi­

tures of corporate alliances to such combined 

total health expenditures.

(3) Manner of compliance.—With respect to
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8

alliances), and such transfer shall be considered1

to be the portion so required.2

3 (4) Contributions of individual regional

4

5

6

7

8

9

10

11

12

spect to a fiscal year, means the amount required in13 -

14

15

16

17

18

19

20

•t

Cv’.bcr?. K. ? '7:13 pri )

subsection (a) to be made available as of July 1 of 

the fiscal year.
I

(2) The term “health expenditures”, with re­

spect to a regional or corporate alliance under this 

Act. means the ai •omit expended by the health plans 

of the alliance to provide health sarvices in compli­

ance w ith this Act.

ALLIANCES.—With respect to the financial con­

tribution requii-ed pursuant to paragiaph (2)(A) to 

be made for a fiscal year bj’ regional alliances under 

this Act, the portion i-equiied to be contributed by 

a regional alliance is the peiventage constituted by 

the ratio of the health expenditures of such alliance 

to the total health ex]>enditures of regional alliances, 

(d) Definitions.—For puqioses of this subtitle:

(1) The tenn “initial annual balance”, with re-
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