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AHCPR

Agency for Health Care Policy and Research

2101 East Jefferson Street, Rockville, MD 20852
Public Affairs Branch 301/594-1364

FOR IMMEDIATE RELEASE Contact: Public Health Service
Wednesday, June 8, 1994 (301) 594-1364
: Bob Isquith ext. 173
Bob Griffin ext. 169
Paula Zeller ext. 148
AHCPR EXPANDS OUTCOMES RESEARCH
The U.S. Public Health Service’s Agency for Health Care
Policy and Research today announced the award of six grants,
totaling approximately $33 million, to support a second
generation of special clinical studies. The studies, known as
Patient Outcomes Research Teams (PORT-II), are designed to

determine "what works best" in clinical treatment for common

diseases and conditions.

The grants were announced by Linda K. Demlo, Ph.D., AHCPR's
acting administrator. "These new studies will further advance
our understanding of what constitutes effective and cost
effective health care," said Dr. Demlo. "Health care consumers,
providers, and third party payers all will benefit from this

research."

(more)
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Richard Greene, M.D., Ph.D., director of AHCPR’s Center for
Medical Effectiveness Research, said that work is still underway
on 14 first-generation PORTs, funded by the agency between 1989
and 1992. Those projects have succeeded in documenting the
evidence, or lack thereof, in support of many current clinical
practices, including radical surgery for localized prostate
cancer, spinal fusion for low back pain, and gallbladder surgery
in asymptomatic patients with gallstones. PORTs also have
illuminated the importance of understanding patient preferences
and other nonclinical variables that affect clinical decisions,
and in developing new measures and methods for patient outcomes

research.

The PORT-IIs, or second generation of PORTs, are designed to
retain and build upon the basic goals of the original research
program. They expand the original approach by permitting
researchers to employ experimental, quasi-experimental or
observational studies, as well as any appropriate clinical,
epidemiological or social science methods and data that are

available.

The six PORT-II grants announced today were awarded to:

o Georgetown University, Washington, D.C. ($6.8 million)
Principal Investigator: Jack Hadley, Ph.D. (202) 342-0107 -
A five-year project to determine the outcomes and cost-
effectiveness of three common treatments for local breast

(more)
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cancer in the elderly, including modified radical
mastectomy, breast conserving surgery with radiotherapy and
breast-conserving surgery without radiotherapy. Choice of
treatment as well as short- and intermediate-term outcomes
will be analyzed based on prospective data from a cohort of
approximately 800 newly-diagnosed breast cancer patients,
aged 65 or older. A retrospective analysis also will be
conducted, based on random samples of breast cancer surgeons
and their Medicare patients who were treated in 1992. This
analysis is designed to validate and extend the treatment
choice model to a national sample, and to measure 5-year
outcomes.

Stanford University School of Medicine, Stanford, CA.

($4.9 million) Principal Investigator: Mark A. Hlatky,
M.D. (415) 723-6426 - A five-year study to develop a model
to help physicians decide how best to screen and treat
patients at risk for sudden cardiac death. Heart disease is
the leading cause of death in the United States, and half of
those deaths are sudden and unexpected, occurring within an
hour of symptom onset. Cardiac arrhythmias, or irregular
heartbeat, have been identified as strong risk factors for
sudden cardiac death. Researchers will document in a
prospective patient cohort the effectiveness of different
management strategies, including use of implantible cardiac
defibrillators, on patients’ functional status, quality of
life, health care cost, and mortality.

The Johns Hopkins School of Medicine, Baltimore, MD. ($7.6
million) Principal Investigator: Oliver Schein, M.D.,
M.P.H (410) 955-8179 - A four-year study to determine the
value of medical testing prior to cataract surgery.
Laboratory tests, including blood count, electrolytes, chest
X-ray and electrocardiogram, are routinely ordered for
patients who undergo cataract surgery, at an annual cost of
approximately $150 million, although the importance of these
tests has not been shown. Twenty thousand patients aged 50
or older who are scheduled for cataract surgery will be
randomized to receive, or not receive, the preoperative
tests. Based on assessment of medical outcomes during
cataract surgery, and up to one week post-operatively,
researchers will develop recommendations on the appropriate
use of preoperative medical tests.

Massachusetts General Hospital, Boston, MA. ($6.0 million)
Principal Investigator: Michael J. Barry, M.D. (617) 726-
4106 - A five-year project to define current patterns of
diagnosis and treatment of prostate disease, including
benign prostatic hyperplasia (BPH) and localized prostate

(more)
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cancer. This study will determine the optimal pattern of
screening for prostate cancer with the tumor marker prostate
specific antigen (PSA), better define the effectiveness of
aggressive treatment of localized prostate cancer with
radical prostatectomy or radiation therapy, and evaluate
alternative treatments for BPH.

Trustees of Health and Hospitals of the City of Boston,
Inc., Boston, MA. ($500,000) Principal Investigator: Alan
Meyers, M.D., M.P.H. (617) 534-4233 - A three-year project
to evaluate the safety and effectiveness of homemade cereal-
based oral rehydration solutions (ORS) for treating
potentially fatal diarrheal dehydration among children aged
2-24 months of age. Diarrhea with dehydration is a common
illness among young children, accounting for 10 percent of
hospitalizations and 500 deaths per year among children
under age five. Although commercial products are widely
available, their cost may serve as an economic barrier to
use by poor families, whose children are most likely to
suffer diarrheal dehydration. Researchers will compare
outcomes for patients treated with a commercial product with
those who receive a homemade cereal-based preparation.

The Johns Hopkins University School of Medicine, Baltimore,
MD. ($7.5 million) Principal Investigator: Neil Powe,
M.D., M.P.H., M.B.A. (410) 955-4128 - A five-year project
to study factors that influence decisions about mode of
dialysis for patients with end-stage renal disease (ESRD).
Approximately 200,000 patients currently undergo chronic
dialysis at a cost of $30,000 per year per patient; Medicare
expenditures for dialysis now exceed $6 billion annually.
Researchers will assess patient outcomes and costs of
alternative dialysis prescriptions, and formulate optimal
dialysis strategies that take into account the perspectives
of patients, providers and payers.

AHCPR expects to award additional PORT-II grants during

Fiscal Years 1995 and 1996. 1In addition to the 20 PORTS now
underway, AHCPR is supporting approximately 85 other medical

effectiveness research projects.

44



Where We Are

Findings from MEDTEP studies are mounting, and several distinct Kinds of
products and benefits are starting to emerge. In the remaining time, I hope to peak
your interest in some of the specific accomplishments and expected future findings
of our outcomes research studies by focusing on examples of these.

0 The PORT on Low Back Pain has conducted meta-analyses to ascertain the
effectiveness of several widely used diagnostic tests (including
myelography, magnetic resonance imaging, computed tomography, and
thermography). The important, general finding has been the surprisingly
poor quality of the medical literature on which current practice rests. The
PORT has published articles identifying serious flaws in the design of
research studies previously cited in support of the use of these tests, and
suggesting that these tests are often used unnecessarily, or that one is used
when another may be more specific and sensitive, or less invasive.
Ongoing analyses by the PORT will help to define appropriate indications
for each of these tests. Similar deficiencies in the quantity and quality of
clinical evidence in support of one or another treatment have been reported
by other PORTs based on critical and systematic evaluation of the available
literature.

0 Most PORTs have developed measures of functional status specific to the
condition under study. For example, the Cataract PORT has developed a
14-question measure of visual function for assessing the extent to which
cataracts affect a person’s ability to perform usual activities, such as
reading, driving, and other valued activities. This measure based on
patient-reports has been widely endorsed as a valuable test of whether or
when to remove the cataract -- a much better test than mere presence of
cataract or traditional measures of visual acuity, glare, etc. The same
measure can be used to assess the outcome of cataract surgery. The
AHCPR panel which developed clinical practice guidelines for cataract
emphasized the need for a measure of this type. Over 1,350,000 cataract
procedures are performed annually.

0 The PORT on community-acquired Pneumonia has focused on variations in
the most expensive component of pneumonia care, i.e., hospitalization.
Their work is leading to development of a measure for identifying patients
who are at low risk of death or serious complications. They estimate that
about 60% of pneumonia patients can be safely managed in ambulatory
settings or with shorter hospital stays.

0 The PORT. on Prostate Disease has uncovered a virtual epidemic of surgery
for localized prostate cancer, that flies in the face of the extraordinarily
weak evidence that elderly men benefit, and evidence based on patient
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surveys by the PORT that the risk of serious complications following
surgery had been greatly understated. So compelling are these findings that
the PORT has gained the confidence and support of the urological
community, the Veterans Administration, and NCI which will collaborate in
funding a controlled clinical trial for radical surgery vs. radiation vs.
watchful waiting.

A study in our pharmaceutical outcomes program has published an article in
NEJM revealing troubling racial disparities in receipt of medication to
prevent PCP among patients with HIV disease. 82% of whites but only
58% of African Americans whose CD4 cell counts (below 500) made them
eligible were receiving PCP prophylaxis as recommended by NIH
guidelines. The disparity was even greater for people with the lowest CD4
cell counts (below 200), all of whom should receive preventive therapy.

Another study in our pharmaceutical outcomes program calls to question the
value of early therapy with zidovudine. This study compared quality of life
for patients with asymptomatic HIV infection receiving different doses of
AZT and placebo. Differences in average time with neither a progression
of disease nor an adverse event were significant, but small, ranging from
15.7 to 14.8 months. For patients receiving AZT in accordance with
current recommednations, the increase in quality of life associated with
delay in the progression to HIV disease is approximately the same as the
decrease in quality of life due to severe side effects of therapy. Earlier
studies, on which the treatment recommendations are based, did not assess
Q of L or cost.
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Medical Treatment Effectiveness Program
Patient Outcomes Research Teams — PORTs and PORT-lIs

Establishment of the Agency for Health Care Policy and
Rescarch (AHCPR) and its Medical Treatment
Effectiveness Program (MEDTEP) in 1989 brought major
investment in a set of special studies known as Patient
Outcomes Research Teams (PORTS). For clinical problems
as diverse as cataract, childbirth, and schizophrenia, each
of the 14 PORTs employs a similar, multimethod strategy
1o identify and address major questions of treatment
effectiveness. These projects are succeeding in
documenting the state of the evidence in support of many
common clinical practices, identifying promising areas for
research, and demonstrating the relative effectiveness and
cost effectiveness of different interventions. They are also
contributing to the development of clinical practice
guidelines, illuminating the importance of understanding
patient preferences and other nonclinical variables that
affect clinical decistons, and developing new analytic
methods and measures of outcomes. The original PORTSs,
all of which are 5-year projects, will conclude between
mid-1994 and late 1997.

In July 1993, AHCPR initiated the second generation of
PORT research, “PORT-IL,"” with publication of a one-time
Request for Applications. Ongoing interest in PORT-II
studies is described in a May 1994 Program Announcement
and the corresponding June 1994 Grant Announcement.
PORT-1ls build on and retain the basic goals of the original
PORTs. PORT-IIs continue the PORT tradition of
developing important new evidence for clinical practice
and breaking new methodological ground. They address
outstanding issues of effectiveness and cost effectiveness in
terms of the outcomes that matter to patients and the
realities ol clinical practice, from a multidisciplinary
perspective and with multiple research methods. A
common feature of PORT-II projects is their potential for
developing convincing scientific evidence about the
effectiveness, or ineffectiveness, of particular health care

services and procedures for the prevention, diagnosis,
trecatment, or management of clinical conditions. Like all
MEDTEP rescarch, PORT-11s address important questions
regarding clinical conditions that are: (1) common, (2)
associated with high cost, and (3) surrounded by open and
documented controversies over which clinical stratcgies are
best. Also, like all MEDTEP projects, the new PORTs
address the dimension of “effectiveness,” i.c., does the
intervention work in the typical clinical setting, for the
typical patient? Wide generalizability of research lindings,
10 the entire population or 1o major subgroups, is a
hallmark of MEDTEP research.

PORT-IIs do not use the standardized approach of the
original PORT model; instead, they employ whatever
individual methods and combinations of methods can most
clficiently answer the questions at hand. PORT-1Is may
use experimental, quasi-experimental, or observational
study designs; any appropriate clinical, epidemiologic, or
social science method(s); and any appropriate data.

In assessing effectiveness, PORT-I1s measure a broad sct
of patient outcomes that emphasize the patient’s
perspective. This includes survival, symptom relief,
quality of life, functional status and costs, both short- and
long-term. PORT-IIs also consider how patient preferences
influence evaluations of effectiveness and cost
effectiveness. Dilferent patients with similar conditions
weigh difterently the costs, risks, and benefits of the sume
treatment options; there may be no single “optimal”
treatment — or outcome — for all patients.

The first six PORT-1Is, representing a first-year
investment of $7 million, were awarded in mid-1994,
They expand AHCPR’s *portfolio” beyond the mainly
hospital-based conditions emphasized in the original
PORTSs and add attention to women’s health issues and
clinical problems in ambulatory care settings. These
projects arc listed on the back page.

Public Health Service

U.S. Department of Health and Human Services



PORT-II for Prostatic Diseases
Michael Barry, M.D., Massachusctts General Hospital
September I, 1994 10 August 31, 1999

Care, Costs, and Outcomes of Local Breast Cancer
Jack Hadley, Ph.D., Georgetown University
September 30, 1994 to Scptember 29, 1999

Cardiac Arrhythmia PORT
Mark Hlatky, M.D., Stanford University
August 1, 1994 10 July 30, 1999

Homemade Cereal-Based Oral Rehydration
Therapy

Alan Meyers, M.D., Health and Hospitals of the City
of Boston

July 1, 1994 to June 30, 1997

Dialysis Care: Choices, Outcomes, Costs and
Tradeoffs

Neil Powe, M.D., Johns Hopkins University

July 1, 1994 10 June 30, 1999

Value of Medical Testing Prior to

Cataract Surgery
Oliver Schein, M.D., Johns Hopkins University
September 1, 1994 (o August 31, 1998

AHCPR anticipates award of additional PORT-IIs during
fiscal years 1995 and 1996. Interested investigators shouid
obtain a copy of the June 1994 PORT-II Grant
Announcement, AHCPR Publication No. 94-0077. Copics
of this Grant Announcement, as well as complete
application Kits, may be obtained by contacting Global
Exchange Inc., 7910 Woodmont Avenue, Suite 400,
Bethesda, MD 20814-3015; telephone: (301) 656-3100,
Fax: (301) 652-5264. Investigators are also encouraged to
contact the Center for Medical Effectiveness Research
(CMER) to discuss research interests. CMER’s telephone
number is: (301) 594-1485. PORT-1I applications usc the
ROI grant mechanism, and applications (on form PHS No.
398) may be submitted for any of the recurring receipt
dates of October |, February 1, and June I.

U.S. Department of
Health and Human Services

Public Health Service

Agency for Health Care Policy and Research
Executive Office Center, Suite 501

2101 East Jefterson Street

Rockville, MD 20852

Official Business
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AHCPR
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Medicsl Effectiveness Research

Question:
How does medical effectiveness research improve quality of care? Can you give examples?
Angwer:

Outcomes and effectiveness research improves quality in two ways.

First, outcomes and effectiveness rescarch answers the question, "What trcatment
works and what does not?" for typical patients seen by typical practitioners in many
different community settings. This is different from research at NIH where clinical
trials arc done in very controlled situations with highly sclected patient. It also
means that outcomes research looks at practices that are already in usc today, rather
than just focusing on new trcatments. In this way, the findings help doctors and
paticnts to choose treatments that are truly effective.

For example, the PORT on back pain showed that there was no ¢vidence that a
particular type of back surgery was effective in the treatment of certain back
problems. .

Second, outcomes and effectiveness research ¢valuates any treatment or intervention
against a8 broad range of outcomes, not just whether the discase was cured. In other
words, outcomes rescarch allows one to broaden the concept of "quality” to
encompass patient preferences and satisfaction. Particular outcomes or
complications of treatment have diffcrent values or importance to different
individuals.
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Need for Federal Role in Health Services Research

Question:

Why should the Federal government be involved ia health services research? Shouldn’t this
be left to the private sector?

Answer:

Private sector organizations often focus on particular markets or areas for expansion
based on portability. The Federal government is in the position of looking at
markets from a different perspective and addresses issues such as underserved ares
or gversaturated areas where costs are rising despite cost containment measures.

The Federal government can cxamine issues such as quality of care and access to
care on a national scale, unlike private scctor organizations that arc inclined to focus
on narrow issucs in particular geographical arcas or markets,

As the largest payor of health care services in the country the Federal government
also has an obligation to the taxpayers and beneficiarics of its programs to assure the
most effective and efficient means of delivering and financing such services.

Resources for research and development in the private sector are limited and there is
a shortage of persons available with the expertise necded to conduct health services
research, a Federal agency can make the most efficient use of limited skills and
personnel by bringing together scientists, clinicians, and others to conduct rescarch
in a central location.

- Federally-supported health services research represents the best chance for
policy makers to have ready access to unbiased, accurate information.
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Clinical Practice Guidelines
Question:

Why should the Federal government be involved in the development of clinical practice
guidelines, especially when specialty societies and professional medical associations are
developlng their own? Why can’t this activity be privatized?

Answer:

There are multiple reasons for a continued Federal role in the development of
practice guidelines.

1) The guidclines supported by AHCPR are a public good that can be shared with
all interested parties. The guidclines can be used by health care providers in all
types of delivery settings--managed care plans, fee-for-service practice, or in HMOs.

2) The Federal government is the largest payer of health care services in this
country. Through the Medicare, Medicaid, FEHB, CHAMPUS, YA and DoD health
programs, the Federal government finances (directly and indircctly) nearly 40% of
all hcalth carc delivered in this country. The costs of this care are growing rapidly.
Thus, mercly from a budgetary perspective, the Federal government has a substantial
interest in the development and use of practice guidelines that can reduce costs,
while increasing the quality, effectiveness and efficiency of health services.

3) AHCPR is viewed as an impartial agency. It has neither operational
responsibilities for any Federal health program, nor is it linked to any particular
rescarch agenda. Thus, it serves as a moderator among parties with conflicting
interests. They are not influenced by competing economic motives of providers or
purchasers which could bias their recommendations.
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Coordination Between Agencies to Develop and
Implement Quality Measures

0: What efforts are being made to coordinate government
activities to develop and implement quality indicators?

) A number of efforts across agencies in the Department of
Health and Human Services ensure coordination in the
development, testing and implementation of quality
indicators. Each agency contributes its own expertise while
building on the experience and skills of other Agencies.

For example, within the Public Health Service, HRSA, SAMSHA, and
CDC are working together to develop a consolidated set of E
performance indicators to assess the quality of health care in
the programs funded under block grants. The Health Resources and
Services Administration (HRSA), which is concerned with access to
and quality of care provided in maternal child health programs;
rural and migrant health care programs; and care provided to
persons with AIDS, focuses on the implementation of quality
measures in state and local health care settings which deliver
these services. The CDC's programs are more closely concerned
with population based assessment of health status, and measures
related to preventive services. The Substance Abuse and Mental
Health Services Administration (SAMHSA) is concerned specifically
with i1ssues related to the prevention and treatment of addictive
and mental disorders. Finally, AHCPR, through its focus and
experience in medical effectiveness and health services research,
contributes the science based guality measurement tools which
permit the assessment of clinical quality of care. PHS
workgroups ensure ongoing communication among all the agencies.

AHCPR focuses on the development of quality indicators for use
across all age groups and medical conditions. Many of the
indicators useful for assessing quality provided to beneficiaries
in the Medicare program, are used by the Health Care Financing
Administration as well as by other organizations for quality
oversight and quality improvement efforts. AHCPR is also -
compiling a centralized information source on clinical
performance measures, including measures used in DHHS agencies
and in other public as well as private sector health care
organizations.
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'NIOSH RESPIRATOR REGULATION
42 CFR Part 84

BACKGROUND

Beginning with the Federal Coal Mine Health and Safety Act of 1969, respirators have been
certified by HHS and DOL under an antiquated dual-department regulatory program
contained in 30 CFR Part 11, as originally promulgated in 1972. Since that time NIOSH has
had principal responsibility for respirator testing and certification.

NIOSH has been frustrated in attempts that began in the late 1970s to revise these
reqgulations. Obstacles to change have been:

Technical complexi'ty and the broad scope of change involved in a single,
comprehensive revision of 30 CFR 11, and

‘The complication of coordinating revisions between two separate agencies--the Mine
Safety and Health Administration (MSHA) within DOL and NIOSH within HHS.

In 1985 MSHA and OMB agreed that NIOSH should have the lead responsibility in revising
these old rules.

In 1987 NIOSH published an NPRM that would have recodified 30 CFR 11 as HHS
regulations at 42 CFR Part 84 while at the same time comprehensively revising them.
MSHA concurrently published a proposal to eliminate the old 30 CFR 11 once the new 42
CFR 84 was finalized. This attempted regulatory reform failed due to the complexity of the
comprehensive revision and resistance by respirator manufacturers. Reforms that were
generally recognized as needed and beneficial could not be achieved because of resistance
to a limited number of issues.

To minimize these problems, NIOSH has now adopted a modular abproach to this
rulemaking. A series of modules will address various aspects of the 1987 NPRM and

additional issues subsequently identified. They will be proposed in sequence with a separate
notice and comment period for each module.

This is the first of these modules. Addressing the greatest public health priority first, it will:
Recodify 30 CFR 11 in its entirety to 42 CFR 84,

Limit the joint role for MSHA to respirators used for mine emergencies and mine
rescue,

[ntroduce new filter efficiency tests to resolve recognized leakage problems with some
current filters, and :

Establish ‘sunset’ dates after which filters certified under 30 CFR 11 may no longer be
manufactured, distributed, or sold.

February 24, 1955 Page 1 42 CFR 84
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PUBLIC HEALTH SIGNIFICANCE

FILTER LEAKAGE: Since 1987 four independent studies have shown that some certified
dust/mist (DM) and dust/fume/mist (DFM) respirators allow unacceptable leakage through
their filters of the smalil-size (<2 micron) particles that are most likely to reach the deep lung
and cause respiratory problems. NIOSH issued a report on those data in 1992, and scientific
and manufacturer reviewers agreed that the data showed significant filter leakage problems
with many disposable respirators certified under 30 CFR 11. These studies raise serious
public health concerns and underscore the urgent need to remove regulatory impedinients to
a new generation of respirators.

TUBERCULOSIS: CDC has published draft (1993) and final (1994) guidelines for preventing
the transmission of tuberculosis in health-care facilities. Those CDC guidelines established
minimum performance criteria that are met only by the most protective ciass of respirators
(HEPA) certified under 30 CFR 11. These respirators are the most expensive type and also
have high breathing resistance, which makes them uncomfortable for some individuals to
use. The new generation of respirators is urgently desired by the heaith-care industry to
ease problems in protecting workers against tuberculosis and to help hold down health care
costs. All fiiters certified under 42 CFR 84 will exceed the CDC performance criteria.

ISSUES AND CONTROVERSIES

RESPIRATOR MANUFACTURERS: Some manufacturers are prepared now to submit filters
for certification under the new protocols specified in 42 CFR 84. Others are not and they
may raise objections because they may be at a competitive disadvantage if they cannot
quickly produce the new generation of filters. The manufacturers' trade association and most
companies, including the largest single manufacturer of respirators, have been supportive of
the modular approach to reforming respirator regulations in general and of this module in
particular. -

HEALTH CARE: This industry is anxiously awaiting the new generation of filters. The use of
respirators for protection against TB is new to this industry. They reluctantly used DM or
DFM respirators prior to the 1993 draft CDC guidelines. Since that time they have been
forced to use HEPA-filter respirators because that is the only currently available class that
meets the CDC.criteria. HEPA respirators are significantly more expensive than DM or DFM
respirators. A single-use HEPA filter respirator generally costs $7 16 $10, while single-use
non-HEPA respirators cost $1 to $8 when purchased in bulk. The health care industry has
claimed that use of HEPA filters adds enormously to the annual cost of health care
nationwide. Some of the new generation of filters certified under 42 CFR 84 will be
introduced at prices comparable to DFM respirators. Costs are expected to decline in time
as competition among manufacturers increases. The health care industry is therefore
extremely anxious for the new filter classes to be available.

February 24, 1535 Page 2 42 CFR 84
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PUBLIC COMMENT

NIOSH published a proposed rule (59 FR 26850) to establish a new 42 CFR part 84, on May
24, 1984. On May 26, 1984, NIOSH published a notice in the Federal Register (538 FR
27257) for an extension of the public comment pertod and a re:scheduling of a public
meeting. A public meeting was heid to obtain comments on the proposal in Washington, D.C.
on June 23-24, 1994,

A total of 303 comments on the proposal were received from safety professionals, respirator
manufacturers, representatives of industrial and health-care facilities, and workers’
associations. The distribution of these comments was 126 from health-care workers; 86 from
health-care facilities; 15 from associations of health-care professionals; 17 from trade or
manufacturers' associations, 8 private citizens; 6 regulatory agencies (federal, state, county);
5 respiratory protection experts; 3 workers' organizations; 2 instrument manufacturers; 1
representative of industrial hygiene professionals; and 1 Federal Advisory Committee.

MODULAR APPROACH

The modular approach will allow improvements to be implemented on a priority basis and
facilitate adaptation to new requirements by the manufacturers and users of respirators. It
will minimize the potential for disruption in the supply of certified respirators and facilitate
public participation in rulemaking. Some anticipated future modules are:

Assigned Protection Factors

Fit Testing

Powered Air Purifying Respirators

Quality Assurance Requirements

Gas and Vapor Requirements

Positive Pressure SCBA Requirements

Simulated Workplace Protection Factor Test

Administrative Program (application submittal and processing, fee structure, etc.)

February 24, 1995 Page 32 42 CFR 84
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ICAAC - Talking Points -

I. Introduction

A.

National outbreak of TB has led to increasing
occupational exposure to M. tuberculosis.

At risk for exposure: occupational groups at risk for

silicosis, workers in institutional settings such as
hospitals, residential care facilities, nursing homnes,
correctional facilities, homeless shelters, and autopsy
rooms. ' |

Occupationally acquired TB is avoidable and
preventable.

S/17
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II. Hierarchy of Controls

A.

Early recognition and treatment are vital to overall
reduction of TB.

Prevention also requires the use of industrial hygiene
controls, including engineering controls,
administrative controls, and personal protective
equipment.

1.

a. Function primarily by isoiating the hazard
from the worker

b. Negative pressure isolation rooms for any
suspected or known TB patient will
minimize the spread of droplet nuclei
outside the patient room.

c. Local exhaust ventilation, general
ventilation, and ultraviolet germicidal
irradiation (UVGI) can also be employed
inside of such isolation rooms to inactivate,
remove and/or dilute TB droplet nuclei.

6717
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Identification and isolation of patients

All workers in health care facilities, not
just those providing direct patient care,
should have frequent purified-protein
derivative (tuberculin) skin tests.

All facilities should emphasize worker
training and education.

Since (pulmonary) TB is transmitted by
inhalation of airborne droplet nuclel
contaminated with M. tuberculosis,
respiratory protective devices are also vital
in protecting workers.

Each of the recommendations CDC and
OSHA have made concerning control
measures to protect health care workers
have included worker respiratory protective
devices.

7717
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A. 1990 CDC Tuberculosis Guidelines

1. Stated that "surgical masks may not be effective
in preventing inhalation of droplet nuclei.”

2. Recommended the use of disposable "particulate
respirators,” while acknowledging that "the
efficacy of particulate respirators in protecting
susceptible persons from inhalation of
tuberculosis has not been demonstrated.”

3. Particulate respirator was defined generally as a
disposable respiratory protective device that is
designed to filter out particles 1-5 microns in
diameter, with no specific reference to the three
classes of dust-mist, dust-fume-mist, or high-
efficiency air (HEPA) filters as certified under
Federal regulations (31 CFR Part 11) which
were published in 1972.

4. Since the generic term particulate respirator was
used, the implication was that any of these three
filter types would meet the intent of the 1990
Guidelines.
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In a 1992 draft report, NIOSH presented peer
reviewed data showing that there was
significant leakage of small size particles (< 2
microns) through the filters of certain dust-mist
and dust-fume-mist respirators.

In August 1992, OSHA made a formal request
to NIOSH to recommend which respirator
should be required for health care workers to
prevent occupational acquisition of TB.

NIOSH recommended:

a. In areas where potential or confirmed TB
patients were being cared for -- the use of
NIOSH-certified, halfmask respirators
equipped with high-efficiency partlculate
(HEPA) filters. { '

o s

b. In the most hazardous locations/procedures
(bronchoscopies etc.) -- air-line supplied,
posmvej pressure, half-mask resp1rat0rs

9717
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Issued in response to increasing reports of
outbreaks of both drug-susceptible and
multidrug-resistant TB, and growing concern
about transmissions from patient-to-patient and
patient-to-health care worker.

Emphasized hierarchy of controls.
Outlined respirator performance criteria.

Stated that only HEPAs were known to
consistently meet or exceed performance
criteria, although some dust-mist or dust-fume-
mist respirators might.

Only HEPAs are certified by NIOSH, as
required by OSHA.

12717
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D. 1993 OSHA Compliance Memo

1.

LI

Relies on the hierarchy of controls and requires
respirators in those situations CDC has
identified where engineering and other controls
would not be effective in preventing worker
exposure.

Requires that all respiratory protective devices
be certified by NIOSH.

Working to develop standard for occupational
exposure to TB.

E. 1994 NIOSH concurs with CDC

1.

Reviewed interim status of research and events
subsequent to the 1992 NIOSH respirator
recommendations.

In the place of the Institute’s 1992 -
recommendation (PAPRs), NIOSH now
recommends that workers exposed to patients
with infectious tuberculosis wear respirators that
meet the CDC performance criteria.

13717
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F. CDC Final Guidelines

1. Modified after receiving extensive public
comment

a. Filter efficiency of > 95%. for 1 micron
particles, at flow rates of up to 50 L per
minute

b. Fit tested to obtain a face-seal leakage of <
10%

c. Fit the different facial sizes and
characteristics of HCWs, which can usually
be met by making the respirators available
in at least three sizes

d. Ability to be checked for facepiece fit, at
each use, in accordance with standards
established by OSHA and good industrial

hygiene practice
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selected settmos a level of resplratory -
protection exceeding the standard criteria and
compatible with patient-care delivery (e.g. more
protective negative-pressure respirators;
powered air-purifying particulate respirators
[PAPRSs]); or positive-pressure air-line half-mask
respirators) should be used.

G. NIOSH revision of respirator regulations

Respirators with high-efficiency particulate air
(HEPA) filters are the only NIOSH-certified
devices that meet or exceed the standard criteria
in CDC's Final Guidelines and meet OSHA's
respiratory protection standard.

While some believe that dust-mist and dust-
fume-mist filters can be effective in preventing
the transmission of TB, there is currently no
certification procedure to evaluate their ability
to meet the CDC criteria.

NIOSH has been working for some time to
upgrade existing procedures for testmo and
TR TR T A,
certlfymg respirators. {81k ratory

15717
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NIOSH has adopted a modular approach to
respirator certification revision.

a. Seven modules have been proposed

b. First module would revise respirator filter
penetration tests and remove the
regulations that currently impede marketing
new generation respirators.

c. The new certification process includes
testing respirators with a particle size of
approximately .3 microns and will certify
respirators at three levels of filter
efficiency (i.e., 99.97%, 99%, and 95%).

Improved testing requirements will enable
manufacturers to produce more practical and
economical respirators that will satisfy the
criteria in the CDC Final Guidelines and the
OSHA Compliance Memorandum.

These new regulations have been placed on an
accelerated schedule and should result in a final
rule sometime this year.

16717
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IV. NIOSH Efforts 0,

A.

B.

Revising respirator regulations
Evaluating Engineering Controls

1. Evaluating efficacy of UVGI as a control
method for TB -- in collaborative effort with
CDC's National Center for Prevention Services
and National Center for Infectious Diseases.

2. Evaluating four ventilation configurations in a
study of local exhaust and general ventilation in
health care facilities.

Developing sampling methods for M.tuberculosis for
industrial hygienists to use in evaluating biological
indoor air contaminants in settings where exposure
to TB is likely. o

At the request of workers and employers, NIOSH
has also conducted various health hazard evaluations
focusing on the transmission of TB (including multi-
drug resistant strains) in health care and other
workplace settings.

17717
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MEMORANDUM
TO: Nelson Reyneri
FROM: Karen Guss
DATE: March 24, 1995
RE: Carol Rasco's remarks

Carol Rasco will be addressing the Society for Healthcare
Epidemiology of America's annual scientific and planning meeting.
SHEA's "mission statement" follows this memo.

The bulk of Carol's speech will be about health care reform.
However, she will also be addressing some of the specific
concerns of SHEA's organization. One of these concerns is
regulations that affect the health of hospital personnel. 1'd
like for Carol to be able to talk briefly about what is going on
at OSHA with respect to such regulations.. Carol will also be
taking questions.

What would be most helpful to me would be:

. a couple of paragraphs about activity at OSHA that
relates to SHEA's interest in health care employee
health regulations

. Q & As that flag any hot and/or controversial issues
that are likely to be asked about by this group

I hope to have this information by early Tuesday. Please let me
know if this timeframe will not work for you. I can be reached
at 456-5603 and my fax number is 456-7431.

Thank you in advance for your assistance.
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March 27, 1995

TEE CHILDHOOD IMMUNIZATION INITIATIVE

The goals of the Childhood Immunization Initiative (CII) are
to strengthen efforts to immunize children and to reduce or
eliminate vaccine preventable diseases. Specifically, the CII
seeks to increase vaccination levels for two-year-olds to at
least 90 percent for the initial and most critical doses in the
vaccine series by 1996.

The Centers for Disease Control and Prevention, along with
its public and private sector partners, is making progress to
meet these goals. Immunization coverage levels for 1993 (the
most recent year for which complete data are available) were the
highest ever reported, although almost two million 19-35 month
old children were still not yet fully immunized.

The CII consists of the following five broad areas:

-=- Improving the quality and quantity of vaccination
delivery services. '

—-Reducing vaccine costs for parents through the Vaccines
for Children Program (VFC).

~-Increasing community participation, education, and
partnerships.

--Improving disease surveillance and vaccination coverage.

--Improve Vaccines and vaccine use.
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THE CHILDHOOD IMMUNIZATION INITIATIVE
IMPLEMENTATION AND CURRENT ISSUES

The Childhood Immunization Initiative (Cil) aims to strengthen efforts to immunize children
and prevent disease. Specitic goals of the program include eliminating or reducing vaccine
preventable diseases, increasing vaccination levels for 2-year-old children to at least 90
percent for the initial and most critical doses in the vaccine serles, and building a vaccine
delivery system to maintain these achievements in the United States. The Centers for
Disease Control and Prevention, along with its public and private sector pariners, is making
progress to meet these goals. Immunization coverage levels for 1983 were the highest ever
reported, although almost 2 million 19-35 month old children were stili not yet fully immunized.
Based on 1994 reporting to date, national goals for the elimination of diphtheria, polio due to
wild virus, tetanus in children less than 15 years of age, and congenital rubella syndrome are
close to being met. The Cli focuses on five broad areas of activity designed to attain the

goals for 1396 and beyond. The following information covers prograss and issues related to
each area of the CII.

I. IMPROVING THE QUALITY AND QUANTITY OF VACCINATION DELIVERY SERVICES

in September 1994, CDC awarded $33 million in incentive awards to States which fully
vaccinated at least 50 percent of children by 2 years of age.

. An additional $38 million was awarded to States meeting immunization coverage
objectives in their Immunization Action Plans (IAP).

= $86 million was awarded to States in January, 1995 to strengthen AP activities.

" CDC has been examining strategies to increase immunization levels in addition to

implementing the VFC program. Recent studies have identified several program areas
with the potential to have a significant impact in achieving immunization goals --
linkages with WIC, clinic assessments, reminder/recall systems and eliminating missed
opportunities. CDC is working with its partners to implement these activities.

. CDC supports efforts to develop immunization registry systems to monitor vaccination
levels in States. in FY94, CDC awarded a total of $8.3 million to assist in the

development of integrated registry systems in each State. An additional $8.3 million
will be awarded in FY95 to supplement these efforts.
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i REDUCING VACCINE COSTS FOR PARENTS THROUGH THE VACCINES FOR
CHILDREN PROGRAM (VFC)

Current survey resulls from the States Indicate the VFC program is continuing to move ahead:

» 36 States have reported a centralized distribution system is in place to ship vaccines to
both public and privats providers. 13 States and the District of Columbia distribute
vaccine to only a portion of enrolled providers (combination system). Of these, 6
States are proposing to wait for the establishment of an altemative vaccine distribution

system by CDC to deliver to remaining providers. Alaska has elected not to
participate in the VFC program.

. Over 20,000 private provider sites were enrolled in the VFC program as of mid-
January, 1995.
= Almost 8,000 public provider sites are enrolied in VFC. Public clinics include Health

Departments, Migrant and Community Health Centers, Rural Health Centers, Indlan
Health Centers, and clinics at public hospitals.

L] 16 States reported they are universal and purchase vaccines for all children served by
both public and private providers, up from 12 States prior to the initiation of VFC.

Universal States make publicly purchased vaccine available to ALL providars to
immunize ALL children in their practices.

. States are continuing to enroll public and private providers.

. The VFC ordering system iIs operating effectively. As of mid-January, over 1300 bulk
VFC/317 orders have been processed, totaling over $127 million in vaccine purchases.

lll. INCREASING COMMUNITY PARTICIPATION, EDUCATION, AND PARTNERSHIPS

. The outreach components of the Cll are designed to increase awareness of child
immunization, enhance community participation, and expand public-private
partnerships. Qutreach coordinators in the HHS regions facilitate coordination among
the many public and private sector organizations working in the childhood

immunization effort, and provide training and asslstance in coalition building and
communications strategies.

. Regilonal outreach meetings were convened this fall throughout the country and
brought together thousands of individuals from all sectors of the community in¢luding
those from health, business, government, religious, civic, and community organizations.
The purpose of the meetings was to facilltate greater coordination among these
organizations and to provide a forum for exchange of ideas about successful strategies

at the state and community level. Keynote speakers included Secretary Shalala and
Dr. Satcher.

L] CDC is teaming up with the business and entertainment communities to promote

2
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childhood immunization. Organizations such as McDonald’s, Gerber and General Mills
are including immunization messages in their marketing and promotional activities and
singer Bonnie Raitt publicized local immunization efforts during her recent concert tour.

- Cll outreach efforts are getting the Immunization message out to the public through
television, radio, outdoor and print public service announcements. As of September
1994, more than $1.5 million in free media has been generated and over 10,000
billboards installed. In addition, a national toll-free hotline was established to give all

parents a place to get baslc information about child immunization and to link parents
with a local source of information.

. Education and training activities are an important component of CDC's program. In
January 1995, COC conducted, by satellite, the first live nationwide interactive course
on the epidemiology and prevention of vaccine-preventable diseases. Over 17,000
individuals participated in this well-raceived seminar. The course is designed for
physicians, nurses, volunteers, and others who manage and work in immunlzation,
communicable disease, and/or infection control programs.

. CDC is building and strengthening partnerships with national organizations and other
Federal agencies. CDC has joined forces with the AMA to develop new immunization
curriculum materlals for undergraduate, residency, and continuing medical education.
In addition, the Cll is fostering collaboration with HCFA, USDA, Head Start and the
Corporation for National Service (Americorps).

IV. IMPROVE DISEASE SURVEILLANCE AND VACCINATION COVERAGE

. Vaccination coverage levels have improved between 1992 and 1993. National Health
Interview Survey data report up-to-date coverage levels (4DTP/30PV/1MMR) are 67
parcent in 1993, up from 55 percent in 1992. (See Appendix |)

. CDC Is making gains in disease prevention. Cases of rubella and Haemophilus
Influenzae type b (Hib) are at or near all time low levels, and CDC has recsived
provisional reports of 895 cases of measles in 1994. While this Is higher than last
year, it is the second lowest number of measles cases ever reported, and activity
during the last few months is at record or near record low levels. (See Appendix I1)

V. IMPROVE VACCINES AND VACCINE USE

- A working group of the Advisory Committee on Immunization Practices, the American
Academy of Pediatrics, and the American Academy of Family Physicians has
completed work on developing a harmonized childhood immunization schedule. The
new simplified schedule was introduced in January 1998.

» The Advisory Committas on Immunization Practices met on October 19-20 and voted
unanimously to recommend that all children age 11-12 years should be given Hepatitis
8 vaccine if they have not previously received this vaccine as infants. This
recommendation for universal Hepatitis B vaccination ot adolescents will be
incorporated into a revised Hepatitls B statement which will be presented to the
Committee at the February meeting. Also during the February meeting, ACIP is

3
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expected to vote on whether this recommendation should be included in VFC.
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Appendix | -

Immunization Levels of 19-35 Month Old Children
United States 1992 and 1993, Goals for 1996 and 2000

SENT BY:CDC/Washingtoen Ofc.

Vaccine

DTP 3+

DTP 4

OPV 3
Measles-containing
4DTP/30PV/1MMR
Hib 3+

Hep B3

83%
59%
72%
83%
95%
28%

88%
72%
79%
84%
67%
55%

Goals
1996 2000
90% 90%
- 90%
90% 90%
90% 90%
- 90%
90% 90%
70% 90%
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- Appendix Il -
Comparison of Cases of Vaccine Preventable Diseases

1988 - 1992 and 1993

Median annual

cases
1988 - 1992 1993
Diphtheria 4 0
Measles | | 9,643 312
Mumps 4,866 1,692
Pertussis 4,083 6,586
Polio (paralytic) 9 3
Rubella 396 192
CRS | 11 | 5
Tetanus 53 48
Hep B 21,102 13,361
Haemophilus influenzae 2,764* 1,419

* Cases reported in 1991, not previously notifiable nationally
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Bryan Simmons, M.D.
President, SHEA

BUBJECT:
Carol Rasco’s speach

DATE:
March 23, 1995

There are no official SHEA legislative initiatives.
However, 1 will give you my personal "wish list", I
think many SHEA mewmbers will agree with this list.

First, there is a need for a uniform system of quality
meacurca, sometimes called “indicators”, that can be used
to compare the quality of carc provided by healthcare
systems., Thls objective was mentioned in Precident
Clinton’c draft health reform bill. I have attached
Several pages of this draft. According to the plan a
National Health Board would establish a national guality
management cystem and manage a "perfourmance-based system
Oof quality management." The draft plan also states that
"to measure quality, the Board develops and implements
standarde to eectablish a National Health Information
System." ‘This need still exists. Tha Joint Commisaion
on Accreditation of Health Care organizations (JCAHO)
Planned to establich a common set of quality indicators
Lo be used by all hospitals. However, resistance to this
plan has resulted in new JCAHO plans to allow a variety
of non-comparable quality indicator systems. The
government should facilitate the study of proposcd
national quality indicator systems in order to ensure
valid and fair comparisone among healthcare institutions.
SHEA is currently working with JCAHO on a plan to cetudy
indicators.

8econd, Lhe Centers for Disease Control (CDC) in Atlanta

should expand its mission intu healthcare quality
management in partnership with JCAHO and kcy professional
organizations. CDC .is the world’s leading authority on
using epidemiology to improve public health. The study
of quality indicators is basically an epidemiology study.
In fact, most quality wanagement in healthcare would
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benefit greally from the science of epidemiology. The
gtudy of the quality of healthcare is among the top
priorities for our nation, partly becauese of the
trcmendous pressures tou control healthcare costs. Yet,
the world’s premier epidemiology organization is not
involved in one of our nationg most important
epidemiology projects., CDC should not remain on the
sidelines.

Third, our members want the Nalional Institute ftor
Occupational Safety and Health (NIOSH) to recertify
respirators for hospital use. I am attaching a draft
letter about this topic.

I hope that my thoughis are useful. 'lhanks for asking.
/ps

Encloscures

/ps

SHEA
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WORKING GROUP DRAFT PRIVILEGED AND-CONFIDENTIAL-
QUALITY MANAGEMENT AND IMPROVEMENT

Health reform transforms the current preseriptive quality assurancs program fnro a
quality-masagement systcm (ocused On performance messures and continuous improvemens.

Quality assurance programs in the curreat system rely on external checks, forms and
process mazuals. Loswrance carviers, peer review organizstions, state and federal inspection

mdumdinhwutbdnsdminhapmmwrommm:mmm

thmvi'dmuth:yhihofollwmlu. Paticnts play a minor role, lacking reliable
informazion upon which 10 compare the quality of bealth placs, providers or weaments.

Under the American Health Scaurity Act, eustumer-focused continuous improvemest
assures quality improvement.

NATIONAL QUALITY MANAGEMENT PROCRAM

The National Quality Managsascat Program develops the quality informarion and
accoupmbility program. As advisory council under the N
o - advisory atiozal Heaith Board, sppointed by

The council consists of 15 members reprwseatasive of the popalation, incl
muvudmum.wplmmmdmwmw in
public health and quality of care and related fields of health service rescarch.

‘lhmdnmlmamyﬁmmhw

° Develops the core st of qualtty and measures and )

quality improvement 18 health care.

2011-0820-3
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WORKING GROUP DRAFT PRIVILEGED AND-CONFIDENTIAL

e  Conduets consumer surveys that measure accss ;
OUICOmEs and sarisfaction. to care. usc of bealth services,

As part of that effort, the program dovelops sampling strategies 10 ensure that
mmmnmmmadtmmwimu&um
qnammhumwhunwmthmmﬂhgunnmuu i

bealth o reaiga who fail to earoll i a

° ummmmumwgym

e Establishes minimsl standards of sccess and ;
o quality for plans on selected

@  Suppons reacarch, techoology asscssmem and dovel :
, ealth ourcoemes opment of reliable tools for

] Mwuthimpaothsdthm«iumitydm.
® Rwumuyonmutbmﬁm_,x'

® . Reviews aad recommends ”“Wm.mu
establlsh : and
 five-year priority h-mp--&uuun:u futare.

e Ummuﬂunlmtdnﬁulm;bmqudhy
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I am writing to urge you to support the plan of the
National Institute of Occupational Safety and Health
(NIOSH) to revise respirator certification. As you
know there has been a resurgence of tuberculosis (TB)
in several citier in the United States. Some strains
of TB arc very resistant to therapy and almost
untreatable, Patients infected with TB usually get
admitted to hospitals, where hospital personnel are at
risk for becoming infected. This problem has been
addressed recently by the Centers for Disease Control,
which issued "Guldelines for Preventing the
Transmission of Mycobacterium tuberculosiys in Health-
Care Facilities, 1994" on Uctober 28, 1994, in thair
publication Morhidity and Mortality Weekly Reportl
(MMWR) . These guidelines require use of a mask to
protect hospital personnel when thcy are in close
contact with a TB patient. These masks are called
"respirators" and must be certified by NIOSH before
thaey can bc used in healthh care facilities.
Unfortunately only one type of mask, a HEPA respirator,
is currently certified. This respirator is cumbersome
to use. NIOSH has proposed changing its reepirator
certification procecs to allow several other types of
respirators to be used. Thesa respiratore arc lesa
expensive, seem to work as well as HEPA respirators,
and are more acceptable to personnel. This
recertification of respirators requires a change in
regulations. However, this change in regulations is
now being held up because of the overall anti-
regulatory environment in Washington, DC. Tn fact,



. Simmons/Gelfand

TEL:901-726-8249 Mar 23.95

this change in regulations can be called a “down
regulation" because the rules of rcapirator use will
actually be loosencd by the new regulations. Furthar,
this change is supported by all intereetcd parties,
including the national infection countrol societies (the
Society for llealthcare Epidemiology of America--SIIEA--
and the Association of Profcsaionals in Infection
Control and Epidemiology=--APIC), tha American Hospital
Association, major labor unions, and of course the CDC,
NIOSH, and OSHA.

On bshalf of SHEA I am trying to get the new
regulations passed. Would you pleace use your contacts
in washington, DC, to see if we can get this process
moving. I don’t believe anyone opposee the change,
which should create a "win-win" situation for all those
involvea.

14:35 No.004 P.OS
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APPENDIX |

What Is SHEA?

~Thg Society for Haalthcare Spidemiclosy of America (SHEA) was organized in 1980 te foe-
ter the development and application of the science of healthcare epldemiology. Healthcare
epidemiology is broadly defined as any activity designed to study and/or improve patient
care outcomes in any type of healthcare institution or setting. Activities may include epi-
demiologic and laboratory investigation, surveillance, prevention and control programs,
policy development and implementation, education and information dissemination, and
cost-benefit assessment of prevention and control prograrns. Historically, most SHEA activi-
ties have been related to nosocomial infections. However, in recent years, SHEA members
have devoted increasing efforts to evaluating non-intectious outcomes of healthcare and
bringing epidemiologic principles to bear on other quality-of-care issues. Individuals work-
ing or interested in healthcare epidemiology are welcome as SHEA members.

SHEA Mission

SHEA's misslon is to promote the highest quality of patient care in all healthcare settings.

* As an organization, SHEA will provide leadership and advocacy to influence public
policy In standard setting, prevention and control of infectious diseases and other
threats to patient health and safety as the voice of healthcare epidemlology.

* In healthcare settings, SHEA members will manage programs for continuous quality
improvement built upon uniform hospital data bases under the direction of highly
qualified and appropriately compensated epidemiologists.

* To advance the scientific base of healthcare epidemiology, SHFA will actively support
research in prevention, control and outcomes and will support the education of a
cadre of highly-trained quality assurance professionals.

* To communlcate the best sclentific and quality assurance methods nationally and
internationally, SHEA will promote communication among colleagues, support grad-
uate education programs, and provide education and training to the field.

Major SHEA Activities
° Journal
) Annual Meeting
. Educational Courses
. Position Papers
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SHEA

THE SOCIETY FOR HEALTHCARE EPIDEMIOLOGY OF AMERICA
FII"TH ANNUAL SCIENTIFIC MEETING
Apmi 2.4, 1329

SAN DIEGO, CALIFORNIA

Health e Delivery: What D he Future Kold?
or b acker/Si

Moderator: Bryan Simmons

4*? Special Updale on Current Political Realities of Health Care
Carol H. Rasco
35 minntes

Rolc of the JCAHO in Improving Quality as the Healtn Care
Nalivery System Changes

Paul Schyve

35 minutes:; development nf functional, pertormance based
standards; the IMS system, including infection control and the

projct to monitor indicatore; evaluation of integrated health
care networks :

BREAK

Moderator: Michael Decker

Impact of Health Care Delivery Changes on Quality Improvement
Activities

Stephen Schocnbaum

25 minutes: measurement of clinical care: report cards;
implementalion of clinical guidelines

Impact of Health Care Delivery Changes on the Hospital
Epidemiologist '

Jamee Allen

25 minutes: Retrospective: The impact of previous chanyes in the
health care delivery and financing systems on thc practice of °
hoepital eopidemiology; Update: Current status of health system
raform ertorts and market frforces; Projection: Potential impact of
managed care systems on hospital epidemiology; Opportunity:
Charting the course of hospital epideminlogy in the future
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e s January iy, 1995
By FAX to:  Malissa Bishop, 609-853-0411

Bryan Simmons, YU1-726-8249

David Betl, 404-639-6459

Dear Culleagues: .

| was called a faw days ago by . James Allen at the AMA, who said he would have to cancel
hic 1alk at the SHEA Annual Meeting on Monday mutning; his employers required that he be at
Cold Spring Harbur, Lony Island that same evening. After negotiation, Dr. Allen agreed 1o
present his talk earlier in the schedule, so that he could catch a plane that would get him to New
York by 10PM. -Drs. Allen and Schyve have accepted the follnwing changes; | have notified Dr.
Schoenbaum and presume his acceptance, as the change Is so minor for him (see allachimnents).

Note that these changes requite that the Coifee Break be moved from 10AM to 9:50AM, in order
10 allow the speakers 10 speak for their previously allotied time. The revised schedule is:
. #)’ o A

8:30 Introduction, Simmons (no change! Mmow o Aﬂk 3

8:40 Political Realities (no change)

9:15 Audlence guestions (nv change)

9:20 Impact of I iealth Care Delivery Changes on the Hospital tpidemiologist
James R. Allen, MD, MPH, Vice-President, Group on Science, Technnlogy, and Public
Health, American Medical Ascociation

9:45 Audience questions

9:50 Coifee Break

10:20 Role of the JCAIIO in. Improving Health Carc Quality in the Fra of Health Care Reform
Paul M. Schyve, MD, Joint Commission on Accreditation of Healthcare Organizatinns,
Oakbrook Terrace, lllinois

10:55 Audience QQuestions _

11:00 Impact of Heaith Care Delivery Changes on Quality lmpruvement Activities
Stephen Schoenbaum, MD, MPH, Harvard Community Health Plan of New England,
Brookline, Massachusetts

11:25 Audience questions

11:30 Lunch

If you see any problem with this, please let me know.

Sincerely,

//('ﬂ . Michael 1. Decker, MD, MPH
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- i Rockville MD 20852

NOTE TO Karen Guss, Assrstant to the Fxrst Lady

From: Claire Maklan, Deputy Dlrector Center for Medlcal Effectlveness Research

)

The followmg 1nformat10n is prov1ded in, response to your request regarding
outcomes research; for @ speech at the upcoming meeting of.the Society for Health Care
Epidemiology. If you would like addmonal mformatlon or need clarification, please call
me (301/594-1485). Lo 2

, L. '\i.‘ PR

1. The enclosed paper entltled MethodologlcaIChallenges and Innovations in Patient
Outcomes Research” contains 4 brief, basic iritroductionto AHCPR’s Medical
Treatment Effectiveness Program (p. JS14). In the same paper (pp JS15-16),you will

find an explanation of what AHCPR means by "outcomes.

It is worth noting that "outcomes research means dlfferent things to different people.
In particular, some audiences equate it with outcomes managenent. Some identify it
solely with analysis of large databases. In contrast:

-AHCPR’sprogram of medical effectiveness research assesses effectivenessin
terms of patient outcomes.

- AHCPR research stresses a broad range of outcomes, that includes traditional -
clinical endpoints (mortality, morbidity, complications), but also includes cost,
and more subjective outcomes such as functional status, symptom relief, quality
of life, and satisfaction with care.

- AHCPR research emphasizes generalizability of results (i.e., "effectiveness,"as
opposed to "efficacy").

- AHCPR research employs a full range of clinical, epidemiological, and social
science methods. It represents a new way of defining research problems, not a
single way to study them.

- AHCPR is the leader in outcomes/effectivenessresearch within the Federal
government.

2. To date, AHCPR has awarded approximately 200 research projects (from very small
to very large) under MEDTEP. (This does not include the agency’s "general health
services" research projects focused on issues of cost, quality, and access.) Those which



most directly address "outcomes" are focused on one or another clinical condition. The
conditions (and, sometimes, procedures)addressedare common, and costly. Thus,
ongoing research focuses on, among other things: low back pain, prostate disease,
diabetes, depression, schizophrenia, HIV/AIDS, breast cancer, and hysterectomy.

The general parameters for the research portfolio are described in the enclosed
Grant Announcement (pp. 2-3). That document also includes more discussion of
the themes and objectives of MEDTEP research (p.2)

The enclosed document entitled "MEDTEP Research Projects, 1989 to Present”
identifies all the projects funded as of May 1994. It illustrates the breadth of
topics addressed and identifies the institutions to which the grant (or,
occasionally, contract) is awarded.

The major effectivenessresearch projects awarded since May 1994 are the 7
"PORT-IIs." Six of these are described in the enclosed Fact Sheet, on "PORTs
and PORT-IIs"and in the enclosed press release from June 8, 1994. Most
recently, we funded a PORT-I1on depression.

3. The final 2-pageitem, "Where We Are," highlights some of the important
findings of outcomes/effectivenessresearch projects to date.

Enclosures
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ABBREVIATED RESUME
TERRY YAMAUCHI, M.D.

EDUCATION: Portland State University
University of Oregon Medical School
UCLA-Harbor General (internship,
residency, and fellowship)

TRAINING: Postdoctoral Fellowship in Infectious
Digeases and Microbiology -UCLA,
Los Angeles, CA

FACULTY: UCLA - los Angeles, CA
University of Arkansas for Medical
Sciences and Arkansas Children’s
Hospital, Little Rock, AR
Centers for Disease Control, Atlanta, GA

SOCIETIES: Dr. Yamauchi is a member of more than 30
scientific societies including Society of
Pediatric Research, American Pediatric
Soclety, Infectious Diseases Society of
America, American Society of Microbiology,
Pediatric Infectious Disease Society, and
American Academy of Pediatrics

HOBBIES: Hunting, fishing, softball and magic

PUBLICATIONS: Dr. Yamauchi has published more than 190
articles and book chapters.

Dr. Yamauchi is Senior editor of the bi-
monthly newsletter "Nosocomial News"
which has a national readership.

He has served as a medical consultant
for the "Today Show" and has made several
instructional video tapes on Infectious

Diseases.
CURRENT Profegssor and Acting-Chairman, Department of
POSITION: Pediatrics, Pediatric Infectious Diseases,

University of Arkansas College of Medicine
and Arkansas Children’s Hospital,
Little Rock, AR

PAST Former member of Governor Bill Clinton’s

EXPERIENCE: state cabinet, Director of Department of
Human Services; Associate Dean, University
of Arkansas for Medical Sciences
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Withdrawal/Redaction Marker
Clinton Library

DOCUMENT NO. SUBJECT/TITLE DATE RESTRICTION
AND TYPE
001. resume Address; DOB; POB (Partial) (1 page) n.d. P6/b(6)
COLLECTION:

Clinton Presidential Records

First Lady's Office

Domestic Policy Council (Karen Guss)

OA/Box Number: 5931
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Epidemiology [1]
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Presidential Records Act - {44 U.S.C. 2204(a)]

P} National Security Classified Information [(a)(1) of the PRA|
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financial information |(a)(4) of the PRA|

P5 Release would disclose confidential advice between the President
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PERSONAL HISTORY:
Addraess:

Date & Place of Birth:
Marital Status:

Children:

DUC G :

1955-57
1957-59
1959-63

1963-67

OF :

1967-68

1968-70

Home

office -

i3 PR yemy T

Arkansas Children's
Hospital

800 Marshall St.,
Little Rock, AR 72202

3

Married: WwWife - Alison
Marcia Walker Yamauchi

Ji11 Marie

H
g

Narimasu High School
Tokyo, Japan

pavid Douglas High School
Portland, Oregon

Portland State University
Portland, Oregon, B.S.

University of Oregon

Medical Schocl, M.D.,
Cunm Laude, Portland,

Oregon

Rotating Intern, UCLA -
Harbor General Hospital
Torrance, California

Resident-in-Pediatrics
UCLA - Harbor General
Hospital, Torrance,
California
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1969-~70

1970-72

MILITARY SERVICE:
EACULTY AND STARE APPQINTMENTS:
1994-present

1980-present

1987-1994

1990-May 1992

1988-1992

1988-1992

1987-1990

P.23

Chief Resident-Pediatrics
UCLA - Harbor General
Hospital, Torrance,
California

Post-Doctoral Fellow,
Infectious Diseases and
Microbiology ~ UCLA,
Los Angeles, California

None

Acting-Chairman,
Department of Pediatrics,
Univeraity of Arkansas
College of Medicine,
Little Rock, Arkansas

Professor of Pediatrics,
Department of Pediatrics,
University of Arkansas
College of Medicine,
Little Rock, Arkansas

Vice-Chairman, Depart-
ment of Pediatrics,
Univereity of Arkansas
College of Medicine,
Little Rock, Arkansas

Director of Human
Services, State of.
Arkansas, Little Rock,
Arkansas

Asgsociate Dean,
College of Medicine,
University of Arkansas
for Medical Sciences,
Little Rock, Arkansas

Director, Continuing
Education for Physicians,
University of Arkansas
for Medical Sciences,
Little Rock, Arkansas

Section Head, Infectious
Diseagses and Clinical
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1980-1989

1975-1989

1975-1%80

1875-1980

1975-1979

1972-1975

1972-1975

CONSULTANT:
1980-1990

P.24

Pharmacology, University
of Arkansas College of
Medicine, Little Rock,
Arkansas

School Physician,
Little Rock Public
Schools, Little Rock,
Arkansas

Chief, Pediatric
Infectious Diseaseas,
University of Arkansas
College of Medicine
Little Rock, Arkansas

Director, Pediatric
Ambulatory Medicine,
Arkansas Children's
Hospital, Little Rock,
Arkansas

Agsociate Professor of
Pediatrics, University
of Arkansas College of
Medicine, Little Rock,
Arkansas

Consultant, Virology
Section, National
Center for Toxi-
cological Research,
Jefferson, Arkansas

Assistant Chief,
Receiving-Emergency
Department, Harbor
General Hospital,
Torrance, California

Assistant Professor of
Pediatrics, UCLA School
of Medicine, Los Angeles,
California

Scheool Physician,
Little Rock Public
Schools, Little Rock,
Arkansas
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1981-1990

1959
1965
1966

1967

1967

1975

1976

1977

1976, '77, '78, '79
‘so, 'si, ‘'s2, '83
's4, '85, '86, '8s7
‘88, '89, '90

1987

1987

1988-93

1989

1990-presant

P.@5

Hospital Infections
Branch, Center for
Disease Control,
Atlanta, Georgia

Oregon State Scholarship
State Scholarship |
Pfizer Scholarship Award

Alpha Omega Alpha Honor
Society

Nominee, Gold-Headed
Cane Award

outstanding Young Men of
California

Outstanding Teacher Award
- Pedlatric House Staff

Outstanding Young Men of
America

Most Honored
Faculty

Golden Apple Award -
First Runner-up

Arkansas Chapter,

American Academy of
Family Physicians

Editorjial Board -
American Journal of
Infection Control

Nominated by Portland
State University for
NCAA Silver Anniversary
Award

Editorial Board -
Paediatrics in Review
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1990-1991

1990-1991

May 3-14, 1993

May, 1994

SPECIAL COURSES
November 1974

May 1978

November 1979-1985%

January 1980

P.06

Who's Who in Health and
Medical Services

who's wWho in U.S.
Executives

Adviger to World Health
Assembly (World Health
organization), Geneva,
Switzerland

Faculty Volunteer

Service Award, University
of Arkangas for Medical
Sciences

Co-Director, Post-
graduate Course -
"Emergency Department

of Medicine in Practice",
UCLA Barbor General
Hospital - The American
College of PEmergency
Physicians, Torrance,
California

Director, Postgraduate
Course - "Fundamentals
of Hospital Infection
Control", Association
of Practitioners in
Infection Control, Ar-
kansas Chapter and
University of Arkansas
for Medical Sciences,
Little Rock, AR

Staff, "Surveillance,
Prevention and Control of
Nosocomial Infections",
(Course #1200-G), Centers
for Disease Control,
Atlanta, Georgia

Principal Speaker, Post-
graduate Course - "The
Child in an Emergency:
Immediate Management and
Prevention of Pediatric
Injuries and Illnesses",
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Mississippl University
for Women - Meridian,
Columbus, Corinth and
Cleveland, Mississippi

November 1980 Director, Postgraduate
Course - "Beyond the
Basics: An Advanced
Program in Infection
Control"” -~ Association
of Practitioners in
Infection Control/
Arkansags Chapter and
Univereity of Arkansas
for Medical Sciences,
Little Rock, AR

February 1983-1989 Staff, "Infection
Control in Small
Hospitals and Extended
Care Facilities", (Course
#1800-G), Centers for
Disease Control, Atlanta,
Georgilia

March 1984 Director, "Infectious
Diseases Update",
Continuing Education for
Physiclans, University
of Arkansas Medical
College and Arkansas
Children's Hospital,
Hot Springs, AR

June 1984 Staff, "Bermuda CE
Seminar", Continuing
Education for Physicians,
University of Arkansas
Medical College and
Arkansas Children's
Hospital, Bermuda

November 1984 Director, "Infectious
Diseases for the
Practicing Physician”,
Continuing Education for
Physicians, University
of Arkansas for Medical
Sciences and Arkansas
Children's Hospital,
Cancun, Mexico
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February 1985

November 1985

February 1986

October 1986

February 1987

October 1987

P.28

Director, "Infectious
Diseases: Update",
Continuing Education

for Physicians,
University of Arkansas
for Medical scliences

and Arkansas Children's
Hospital, Hot Springs, AR

Director, "Office Manage-
ment of Infectious
Diseases", University of
Arkansas for Medical
Sciences and Arkansas
Children's Hospital,

‘London, England

Director, "Infectious
Diseases: Update”,
Continuing Education

for Physicians,
University of arkansas
for Medical Sciances

and Arkansas Children's
Hospital, Hot Springs, AR

Director, "Clinical
Correlations of
Infectious Diseases",
Continuing Education

for Physicians,
University of Arkansas
for Medical Sciences

and Arkansas Children's
Hospital, Owahu and Maui,
Hawaii

Director, "Clinical
Correlations of
Infectious Digeaseas",
Continuing Education
for Physicians, Univer-
sity of Arkansas for
Medical Sciences and
Arkansas Children's
Hospital Hot Springs,
Arkansas

Director, "Management

of Infectious Diseases",
Continuing Education for
Physicians, University
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November 1987

February 1988

March 1988

September 1988

December 1988

March 1989

of Arkansas for Medical
Sciences and Arkansas
Children's Hospital,
Puerto Vallarta, Mexico

Director, "Clinical
Focus on AID8", Continu-
ing Education for

. Physiciang, University

of Arkansas for Medical
Sciences and Arkansas
Children's Hospital
Little Rock, Arkansas

Director, "Infectious
Disease Update", Continu-
ing Education for
Physicians, University

of Arkansas for Medical
Sciences and Arkansas
Children's Hospital,

Hot Springs, Arkansas

Director, "Educating and
Caring for Young Child-

ren", Continuing Educa-

tion for Physicilans,
University of Arkansas
for Medical Sciences and
Arkansas Children's Hos-
pital Little Rock, AR

Director, "Infectious
Disease Update",
Continuing Education for
Physicians, University

of Arkansas for

Medical Sciences and
Arkansas Children's
Hospital, Toronto, Canada

Director, "AIDS Issues

in the Public S8chools"
Arkansas Children's
Hospital, Little Rock, AR

Director, "AIDS and
Children: Issues and
Dilemmas", Continuing
Education for Physiclans,
University of Arkansas
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March 1989

March 1989

March and November 1989 -
present

March 1990

april, 1990

for Medical Sciences and
Arkansas Children's
Hospital, Little Rock, AR

Director, "Infectious
Disease Update",
Continuing Education for
Physicians, University
of Arkansas for Medical
Sciences and Arkansas
Children's Hospital,

Hot Springs, Arkansas

Co-Director, "Symposium
on Critical Care
Medicine", University
of Arkansas for Medical
sciences, Office of
Continuing Medical
Education and The
University of
Tennessee, Memphis,
College of Medicine,
Dept. of Family Medicine,
Hot Springs, Arkansas

Speaker, "“The Funda-
mentals of Surveillance,
Prevention and Control
of Nosocomial Infections
(Basic Training Course,)
Chicago, Illinois

Co-Director, "Symposium
On Critical Care
Medicine, University of
Arkansas for Medical
Sciences, Office of
Continuing Education for
Physicians and The
University of Tennessee,
Memphis College of
Medicine, Department of
Family Medicine, Hot
Springs, Arkansas

Co-Director, "Infectious
Disease Update",
Continuing Education for
Phyeicians, University of
Arkansas for Medical
Sciences and Arkansas



@3-23-199S 11:34

July, 1990

April, 1991

September, 1991

September, 1991

March, 1992
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Children's Hospital,
Hot Springs, AR

Co-Director, "'Symposium
on Maternal and Fetal
Infections", The
Department of Obstetrics
and Gynecology and The
Office of Continuing
Education for Physicians,
University of Arkansas
for Medical Sciences and
The Arkansas Chapter of
NAACOG, Hot Springs, AR

Co-Director, "S8ymposiun
on Critical Care and
Emergency Medicine",
Continuing Education for
Physicians, University of
Arkansas for Medical
Sciences and The Uni-
versity of Tennessee,
Memphis, Tennessee

Hot Springs, Arkansas

Director, "Treatment of
Infectious Diseases",
Continuing Education for
Physicians, University of
Arkansas for Medical
Sciencaes and Arkansas
Children's Hospital,
Little Rock, AR

Director, "Symposium on
Treatment of Infectious
Diseases'", Continuing
Education for Physicians,
University of Arkansas
for Medical Sciences and
Arkansas Children's
Hospital, Little Rock, AR

Director, "Symposium on
Critical Care and
Emergency Medicine",
Continuing Education for
Physicians, University of
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April, 1993

July,

1993
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Arkansas for Medical
Sclences and The
University of Tennessee,
Memphis, Tennessee,

Hot Springs, Arkansas
Director, "Symposium on
Critical Care and
Emergency Medicine",
Continuing Education for
Physicians, University of
Arkansas for Medical
Sciences and The
University of Tennessee,
Memphis, Tennesses,

Hot Springs, Arkansas

Speaker, "The Funda-
mentals of Surveillance,
Prevention and Control of
Nosocomial Infection
(Basic Training Course),
Dallas, Texas

American Academy of
Pediatrics

American Society of
Magicians,

American Association
for the Advancement of
Science,

Association of Practi-
tioners in Infection .
Control,

American Academy of
Pediatrics,

American Federation for
Clinical Research,

American Pediatric
Society,

American Society for
Microbiology,
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American Institute of

- Biological S8cience,

American Venereal
Dicease Assoclation,

Los Angeles Pediatric
Society,

Infectious Diseases
Society of America,

International Pediatrics
Association

Western Society of
Paediatric Research,

Southern Society for
Pediatric Research,

Society for Pediatric
Research,

Ambulatory Pediatric
Association,

Central Arkansas
Pediatric Society,

Southern Perinatal
Association,

Arkansas Society of
Clinical Microbiolgy,

Arkansas School Health
aAssociation,

South Central Society for
Microbiolegy,

Soclety for
Epidemioclogic Research,

Society of Hospital
Epidemioclogists of
America,

Pedliatric Infectious
Disecases Society,
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Southwest Association of
Clinical Microbioclegists,

Sigma XI - The Research
Society

Alliance for Continuing
Medical Education

National Committee of
Child Abuse - 1975,

National Institute of
Health - Study Section -
1978,

American Society for
Microbiology, Nosocomial
Infections Division -
Nominating Committee-
Co~-Chairman -~ 1980,

National Center for
Toxicological Research
Peer Raview Commnittee -
1975-79,

Association for Practi-
tioners in Infection
Control Education
Committee - 1981-1984;
Board of Directors,
1985-1991;

Chairman of Awards
Committee 1987-1988;
Committee on AIDS,

Centers for Disease
Control - Committee on
Infectious Diseases for

Physicians - 1984;

Committee on Vaccination
Practices - 1983-1987,

National Association of
Governors - Task Force on
AIDS - 1987,

National Immunization
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Advisory Committee -
1987-195%50

National Vaccine
Advisory Committee-1987

Southwestern Association
for Clinical Micro-
biologists - Board of
Directors=-1987-1994

Nominated to FDA
Advisory Committee on
Anti-infectives and
Vaccines - 1988

Alliance for Continuing
Medical Education -
Membership Committee
1989~-present

Rx Management's National
Pharmacy and Therapeutics
Committee

1992-present

Oral Anti-Infective
National Advisory Board -
Bristol Myers Squibb

1992 - present

American Journal of
Infection Control

Pediatrics in Review

American Academy of
Pediatrics - Arkansas
Chapter - Imnunizations
and Infectious Diseases
Chairman - 1980-present

American Diabetes
Association - Arkansas

. Affiliate - Advisory

Board ~ 1977=79, 1982~
1987
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Assoclation for Practi-
tioners in Infection
Control, Arkansas
Chapter Advisory Board -
1980-84; Board of
Directors ~ 1986

Arkansas Action for
Foster Children -
Steering Committee -
Board of Directors -
1980-1985

Governor's Council for
School Health - Sub-
committee Chairman -
1980~1983

Arkansas Advocates for
Children and Families -
Board of Directors -

-1981-1987

Arkansas AIDS Foundation-
Nominating Committee,
Chairman, 1984; Board of
Directors - 1986-1987

Committee on Health and
Nursing Services,
Arkansas Department of
Health - 1986

Little Rock Public School
Scientitic Advisory
Board, 1985-1986

Arkansas Educational
Department - Task Force
on AIDS - 1986-present

Arkansas Health Depart-
ment - Speclal Comnittee
on AIDS - 1986-present

Health Care Access
Council, 1990-present

State Job Training
Coordinating cOuncil
1990~-1992
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Vision 2000 Task Force,
1990-praesent

Children's Medical
Services Advisory
Council, 1990-199%92

Hot sirings
Rehabilitation Center
Board, 1990-1992

AIDS Advisory Council,
1990-present

National Council of
State Human Services
Administrators, 1990- .
1992

Red Ribbon Campaign
Advisory Council,
1990-1992

Governor's Quality
Management Team,
1990~-1992

Arkansas Actlvity
Association - Medical
Advisory Committee
1993-present

Governor's Commission
on People with
Disabilities, 19%90-
1992

Infection Control -
1979-1980

Raesearch Council -
1977-1979

House Staff - 1977

Child Protection -
1978-1989

Medical College
Physician's Group -
1978

16
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BOSPITAL COMMITTEES:

17

Continuing Education
for Physicians -
1980-present

Curriculum Committee -
1987-1992

Promotions Committee -
1988-1991

Dean's Cabinet - 1988~
1991

Chairman - Committee for
Continuing Medical
Education for Physicians-
1988-1991

Distinguished Faculty
Lectureship Committee -
1994 - present

Medical College
Physiclan's Group

Executive Committee -
1994 - present

Infection Control -
Chairman =- 1978=-present

Joint Conterence
Committee - 1994-present

Medican Staff Executive
Committee - 1994-present

Pharmacy and Thera-
peutics - 1979

Clinical Training -
1977

Ambulatory Clinics -
Chairman - 1980

Parking - 1986-1989
Executive - 1986-1988

Promotions and Tenure -
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CERTIFICATION;

1966
1968
1972

1976

LICENSURE:

1967
1970
1976
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1987-1991

Child Protection -~ 1985~
1990

Oregon State Board of
Basic Science

Diplomat, National Board
of Medical Examiners

Diplomat, American Board
of Pediatrics

Arkansas State Board of
Healing Artsg

State of California
State of Oregon
State of Arkansas

Audio-Digest Foundation
Family Practice

Vol. 41, Number 37
October 4, 1993
Pneumonia

- Audio-Digest Foundation

Family Practice
Vol. 42, Number 14,
April 11, 199¢
Immunizations

Audio-Digest Foundation
Family Practice

Vol. 42, Number 48
December 19, 1994
Emerging Communicable
Diseasges
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aspiration. American Socilety for Microbiology,
78th Annual Meeting, S8ession 150, May 15, 1979,

Yamauchi, T., Hall, R. W., White, M. E., Beard, A. G.,
and Arrington, R. W.: gSerratia parcescens; a noso-
comial infeotion in the intensive care nursery and its
control. APIC Journal, 6:27, 1978.

Chalhub, E. G., Nash, N. G., Yamauchi, T., and Nolan,
C. M.: Treatment of bacterial meningitis with intra-
venous amoxicillin. Antimicrobial Agents and chemo-
therapy 17:184, Interscience Conference. October 1-4,

Eisenach, K. D., Chalhub, E. G. and Yamauchi, T.:
Countercurrent immuncelectrophoresis: Laboratory
and clinical correlation of bacterial meningitis in
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Yamauchi, T. and Eisenach, K. D.: Hemophilus
ipfluenzae cellulitis in children: diagnosis by
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Annual Meeting of American Society of Microbiolegy,
page 313, 1979.

Eisenach, K. D. and Yamauchi, T.: Countercurrent
immunoelectrophoresis: laboratory and clinical
correlation of bacterial meningitis in a pediatric
population. Abstracts of the Annual Meeting of
American Society of Microbiology, page 361, 1979,

Miles, P. S. and Yamauchi, T.: Child health liaison:
a unique entry/exit mechanisem. Pediatr. Res., 13:394,
1979.

Yamauchi, T. and Vollman, E. G.: Epidemic parotitis
due to parainfluenza 3 virus. Pediatr. Res., 13:394,
1979.

Yamauchi, T. and Eisenach, X. D.: Team surveillance:
a working model in a small hospital. APIC Journal,
7(2):32, 1979.

Jacobs, R. F., Yamauchi, T., and Eisenach, K. D.: The
use of counterimmuncelectrophoresis (CIE) for detecting
groups A, B, and D streptococcal antigen with

extension to prenatal and neonatal diagnosis. Clin.
Res., 27:810A, 1979.

Johnson, B. C., Brown, R. E., and Yamauchi, T.: Lactic
dehydrogenase (LDH) isograms of cerebrospinal fluid
(CSF) in the diagnosis of bacterial meningits. Clin.
Res., 27:810A, 1979.

Eisenach, K. D. and Yamauchi, T.: Increased recovery
of group A streptococci from throat cultures using
sulfamethoxazole-trimethoprim blood agar. Clin. Res.,
27:809A, 1979. _

Yamauchi, T. and Vollman. E. G.: Atypical mumps in
previously immunized children. Clin Res, 27:799A,
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Identification of group A streptococci using
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United States. American Society for Microbiology,
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27

.09



©3-23-1985 11:49

44.

45.

46.

47.

48.

45.

50.

51.

52.

53.

54.

Furr, S., Jackson, M., and Yamauchi, T.: Nosocomial
Grand Rounds: an innovative approach to inservice
education. Association for Practitioners in Infection
Control, Annual Meeting, June 22-~26, 1980.

Yamauchi, T., Furr, S., and Elsenach, K.: The
epidomiology of a scablies outbreak in the out-
patient clinic. Association for Practitioners in
Infection Control, Annual Meeting, June 22-26, 1980.

Yamauchi, T. and Eisenach, K.: Scabies in the
emergency room: an epidemiological study. 8S8econd
International Conference on Nosocomial Infections
(Center for Disease Control), August 5-8, 1980.

Yamauchi, T., Eisenach, K., and Furr, 8.: Nosocomial
infections at death: experience in a children's
hospital. Second International Conferance on
Nosocomial Infactions (Center for Disease Control),
August 5-8, 1980.

Schultz, 5. and Yamauchl, T.: Parasitic infestation
of vietnamese children situated in Arkansas. Clin.
Res., 28:852A, 1980,

vamauchi, T., Eisenach, K., and Furr, S.: Nosocomial
scabies infections: epidemiology in the outpatient
clinic. Clin. Res., 28:852A, 1980.

Miles, P., Jones, J., and Yamauchi, T.: Medical care
of foster children: a perennial pediatric challenge.
Clin. Res., 28:861A, 1980.

Jacobs, R. F., Yamauchi, T., and Eisenach, K. D.:
Antibiograms - monitoring antibiotic resistance. Clin.
Res., 28:864A, 1980.

Feild, C. and Yamauchi, T.: The incidence of emaergency
room visits for asthma during an annual event -
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1979, Clin. Res., 28:848A, 1980.

Yamauchi, T., Scroggin, C., Euler, A., and Eisenach,
K.: Incidence of yersinia and campylobacter from
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Jacobs, R. F., and Yamauchi, T.: Recurrent
meningococcal meningitis caused by poly groups
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population: epidemiology and treatment. Clin. Res.,
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Miles, P., Yamauchi, T., and Jones, J.: A unigue case-
centered approach from monitoring health care of foster
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Shultz, 8. and Yamauchi, T.: paraeitic infestation of
vietnamese children situated in Arkansas. Clin. Res.,
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tions in children. 13th International Congress of
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Interscience Conference on Antimicrobial Agents and
Chemotherapy (ICAAC), 1983.
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Resistant Staphylococcus Aureus Recovered from Pet Dogs
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Diagnosis and Treatment in Pediatric patients. Clin.
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Resistance of Cover Gowns to Penetration by Microbially
Contaminated Human Body Fluids. 29th Interscience
Conference on Antimicrobial Agents and Chemotherapy
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Foster, D., Yamauchi, T.: Roentgenographic Findings in
Toddlers with Purulent Rhinitis. <Clin. Res., 38:51A, 1890.

Foster, D., Highsmith, W. A., Yamauchi, T.: Methods of
Cleansing Children's Lacerations for Suture Repair.
Clin. Res., 38:51A, 1990

Komoroski, E. M., Kirby, R., Rickert, V. I., Yamauchi, T.:
Environmental and Demographic Features of Infants Under 10
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Gilliam, C. H., Yamauchi, T., Jardine, J.: Preparing for
OSHA: A Mock Survey Team for the Hospital. Presented at
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Yamauchi, T., Gibby, H. E., B.Ed., Stanford, G., Ph.D.:
AIDS Pducation in a Pediatric Hospital. (in press)

Yamauchi, T.: Patient Compliance: A Key to Effective
Management of Childhood Otitis Media. (submitted)

Yamauchi, T., Eisenach, K., Johnson, F.: Protective
Capability of Cover Gowns: Resistance to Penetration
by Microbially Contaminated Human Body Fluids. (in press)

Gilliam, €., Yamauchi, T., Furr, S.: Varicella:
Nosocomial Infection Risk - Fact or Fiction. Clin. Res.
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Nosocomial Infections in Pediatric Cardiac Transplantation
Patients. (submitted)

Book Chapters:
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Yamauchi, T.: Lymph Node Infections. Current
Pediatric Therapy - 8th Edition. Philadelphia: W.
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B. Saundere Company, 1978.

Yamauchi, T.: Lymphangitis. Current Pediatric Therapy -

9th Edition. Philadelphia: W. B. Saunders Company,
1980.

Yamauchi, T.: Lymph Node Infectjons, Current
Pediatric Therapy - 9th Edition, Philadelphia: W. B.
Saunders Company, 1985.

Yamauchi, T.: Skin and Soft Tigaue Infections.
Clinical Manuel of Pediatic Infections Disease.
Norwalk, Connecticut: Appleton-Century~Crofts, 1985.

Yamauchi, T.: Infectiop Control. Clinical Manual of
Pediatric Infectious Disease. Norwalk, Connecticut:
Appleton-Century-Crofts, 198S5.

Yamauchi, T.: Cellulitis, Current Therapy in
Pediatric Infectious Diseases. JD Nelson, ed. New
York, NY, B. C. Decker, 1986.

vamauchi, T.: The Infection Coptrol Professional.
Hospital Acquired Infection in the Pediatric Patient.
Leigh Donowitz, E4., Williams and Wilkins, 1987.

Yamauchi, T.: gSeminaras in Respiratory Infections.
Antiviral Chemotherapy for Pneumonia. Seminars in
Respiratory Infections, Sept. 1987.

Yamauchi, T.: Immunizationg. The APIC Curriculum.
1987.

Yamauchi, T.: Nosocomial Pneumonia. Current Therapy
in Pediatric Infectious Diseases. Nelson, J. D., Ed.,
B. C. Decker, Inc., Philadelphia, PA, 1987.

Yamauchi, T.: Herpes Simplex Virus Infections.
Current Pediatric Therapy - 13th Edition. s. S.
Gellis and B. M. Kagan, Ed. Philadelphia: W. B.
Saunders Company, 1990.

Boe, T., Cabe, R. D., and Yamauchi, T.: The legal
issues of aids in the workplace in Arkansas. 1990.

Yamauchi, T.:

Infection Contrel in the Child Care
Center and Preschool. Guidelines for Attendees and
Personnel. lLeigh Donowitz, Ed., Williams and Wilkins,
1991,

Yamauchi, T.: W_MMM

Center and Preschool. Second Edition. Guidelines
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for Attendees and Personnsl. Leigh Donowitz, Ed.,
Wwilliams and Wilkins, 1993.

16. Schutze, G. E. and Yamauchi, T.: Hospital Epidemiology
. Nosocomial Bacterial Infections
of the Central Nervous System, Upper and Lower Respiratory
Tracts and the 8kin in Pediatric Patients. Glen Mayhall,
Ed.
Letters to the Editor:

1. Yamauchi, T., St. Geme, J. W., Jr., and Wilson, C.:
Ethics of human experimentation. N. Engl. J. Med.,
292:321, 1975.

2. St. Geme, J. W., Jr., Van Pelt, L. P., Yamauchi, T.,
and Noren, G. R.: Transplacental mumps virus
infection. Am. J. Obstet. Gynecol., 125:280, 1976.

3. Yamauchi, T.: Pertussis vaccine. Ark. Gazette, Oct.,
1982.

4. Yamauchi, T.: Mumps virus vaccine in pregnancy. Ped.
Infect. Dis., Vol. 4, No. 4:424, 1985.

S. Yamauchi, T.: Ark. Gazette, July 17, 1985.

6. Yamauchi, T.: Pets in the Hospital, Ped. Infect. Dis. J.
(in press)

Commercial Video Tapes:

1. Yamauchi, T.: "Infectious Diseases", Audio Video
Transcript, Inc., New York, NY 1984.

2. Yamauchi, T.: "Bacterial Meningitis", Audio Video
Transcript, Inc., New York, NY, 1985.

3. Yamauchi, T.: "AIDS", Little Rock Public Schools,
Little Rock, AR., 1987

4. Yamauchi, T.: "AIDS Education for the Health Care
Professional," 1987.

Newgletter:

Dr. Yamauchi is senior editor of Nosocomial Newg, an
infectious disease newsletter published bimonthly.

Miscellapeous:

1.

Jones, J. G. and Yamauchi, T.: Physicians' Evaluation
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and Management of Sexuvally Abused Children. Teaching and
training manual used by the Office of the Prosscutor
coordinator of the State of Arkansas 198S.

Yamauchi, T.: (contributing editor) Arkansas School
Infectious Diseasa Guidelines. Arkansas Department of
Education, 1987.

Yamauchi, T.: (contributing member) National Governors
Association Pclicy on AIDS, 1987
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TO: (See Below) W.\%

FROM: Julie E. Demeo
Domestic Policy Council

SUBJECT: Immigration Tour

I spoke to Carol tonight (Sun), about timing for the various
events in San Diego.

1. 1INS should pick her up at the hotel (Town & Country Hotel, 500
Hotel Circle North) at 1:00pm, and return her at 4:00pm.

2. She needs one hour to get. ready for the reception and return
phone calls, etc. (4:00-5:00pm)

3. Then allot travel time to reception (5:00—5:30bm)

4. Then reception from 5:30-6:30pm. Carol would like to bring
Dr. Yamauchi with her to the reception (Dr. Yamauchi is a friend
of the Clinton's and is the one who asked her to give the speech
in San Diego on Mon morning) --- Karen, can you coordinate with
Roz and invite Dr. Yamauchi to the reception, first call Ben
Austin (reception contact) and make sure it is okay with him
(x65239).

5. Extra time in case reception goes over. Travel time back to
hotel. Changing time. etc. (6:30-7:45)

6. 7:45 or 8:00pm, -- Pick up at hotel by INS
7. INS should drop Carol back off at hotel by 11:15 pm
8. 8:40 am: Carol's speech at hotel.
9. 11:36 am Carol's flight back to DC.
NOTES: Steve, please work with Roz & BEN AUSTIN if there are any
problems with these times.
BEN: Please try to find a reception site that is no more

than 30 minutes from her hotel. . Also, please see if there is
someone going to the reception that can pick Carol and Dr.



Yamauchi up at the Hotel and drop them back off there.
THANKS
Distribution:

TO: Stephen C. Warnath
TO: Benjamin B. Austin
TO: Karen R. Guss

TO: Rosalyn A. Miller

CC: Carol H. Rasco
CC: Jeremy D. Benami
CC: Thomas S. Epstein
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