
Answer the following questions on Research: How Health Care Advances:
 
1.             Definitions of the quality of medical care are no longer left to clinicians who decide for themselves what technical performance constitutes “good care.”  Name one (1) other dimension of quality care and why is it important? 
2.             What is the primary method of continuous quality improvement (CQI) in health care, and what is its underlying premise?
3.             Since an ever-increasing amount of research is funded by commercial companies, what is your opinion on a requirement for authors of scientific studies who receive income from these companies to disclose funding sources in their scientific publications?
Future of Health Care Questions:
4.             Today’s not-for-profit hospitals and health systems are commonly multi-billion dollar tax-exempt organizations. What is your position on the new federal scrutiny upon, and reporting requirements for justifying the charitable missions of not-for-profit hospitals and health systems?
5.             In 1999, the Institute of medicine report, To Err is Human, generated a brief flurry of concerns about avoidable hospital deaths.  While progress has been made in addressing system errors and deficiencies, it remains inconsistent across the nation’s hospitals.  Fourteen years after this report, is it time for the professions, payers and the public to demand corrections of system problems in an accountable, transparent and publicly disclosed manner?  What form can or should these demands take?
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e e Recovery and Reinvestment Act (ARRA) of 2009
over a period of two years 10 expand comparative o 1 : i
e IH The ARRA established a Federal Coordinating Cou reco : 3
e o i ereate a strategic framework for research activities. % n )
priority research areas for funding by the ARRA. Recommendalio
e ting Council and the IOM were released in June 2009, and sired th .
g . Department of Health and Human Services to consider these recom; ¥
in directing research funds.** The goal of comparative ¢ o

bealtheare treatment decisions by providing information
s by developing and dissemin

to improve health outcom
nd harms of different treatment options. The ev
geries, or ways 10 de

>d, produc

benefits,
Stadies that compare drugs, medical devices, test
Historically, clinical re examined the effectiveness of one met
time. Comparative effe
and treating health conditions, using methods such as practical ¢
systematic revi

iveness research compares two or more dif

ing, diagnosing.
analyses of insurance claim records, computer modeling,
Disseminating research findings in a form that is quickly useable by clinicians, p
s, health plans, and other payers about the effectiveness of treatments rel
effectiveness goals. In addition, “identifying
ntial to reduce unnecessary treatments, which

lative to other

options is key to comparative research
effective and efficient interventions has the pote

may help lower costs.

the most

The Patient-Centered Outcomes Research Institute
Empowering the Federal Coordinating Council, the ACA created the Patient-Centered Outcomes
Research Institute (PCORI), a not-for-profit, independent agency dedicated to conducting com-
parative effectiveness research. The PCORI is governed by a board of directors appointed by the
U.S. Government Accountability Office and is funded through the Patient-Centered Outcomes’
Research Trust Fund. The ACA allocated $210 million to PCORI activities for the fiscal years
2010-2012 and a total of $970 million for the years 2013-2019. Support is derived from the general:
fund, and fees are assessed to Medicare, private health insurance, and self-insured.
stakeholder orientation with patient satisfac
ty of care. Although the subjective ratings of

US. Treasury
plans.*! The PCORI maintains a strong patient and

tion recognized as an essential component of quali
health care rendered by patients may be based on markedly different criteria from those consid

ered important by healthcare providers, they capture aspects of care and personal preferences that
contribute significantly to perceived quality. The PCORI recognizes that it has become increas-

ingly important in the competitive market climate of health care that the providers' characteristics,
organization, and syste attributes that are important to patients be identified and monitored. In
addition to healthcare providers' technical and interpersonal skills, patient concerns such as wait-

15, emergency responses, helpfulness and communication of staff, and!

ing times for appointmen
ams and

pearances contribute to patient evaluations of health services delivery progr

facilitie:
subsequent satisfaction with the quality of care received.
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1. Physical functioning
2. Rolefunctioning—the extent to which heal
ealth interferes witl v activi d
as work or school ith usual daily activities, such
5. Social functioning—whether health affects normal social activties, such as visit
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personal well-being measures describe patients’ sense of physical and mental well-being—
et mentl health or general mood, their personal view of their general health, and their general
ense about the quality of their lives. Patient satisfa =

services received, including access, convenience, communication, financial coverage, and techni
alquality.

‘Outcomes research also uses meta-analyses, a technique to summarize comparable findings
om multiple studies. More importantly, however, outcomes research goes beyond determining
hat works i ideal circumstances to assessing which treatments for specif clinical problems
vorkbestin different circumstances. Appropriateness studies are conducted to determine the cir-
cumstances in which a procedure should and should not be performed. Even though a procedure
isproved to be effective, it is not appropriate for every patient in all circumstances. The frequency
of nappropriate clinical interventions is one of the major quality-of-care problems in the sys
tem, and research is underway to develop the tools to identify patient preferences when treat-
ment options are available. Although most discussions about appropriateness stress potential cost
savings that could be achieved by reducing unnecessary care and overuse of services, outcomes
research may be just as likely to uncover underuse of appropriate services.

Itis important to recognize that the ultimate value of outcomes researcl
nlybyits ability to incorporate the results of its efforts into the healthcare proct
the findings of outcomes research must first reach and then change the behaviors of pre :
aiens, healthcare institutions, and payers. The endpoint of outcomes research, the ch{m.\} pr :: r
tkeguidelines intended to assist practitioners and patientsin choosing appropriate health care ¢

faction measures the patients views about the

h can be measured
ess. To be effective,
of providers,
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A Framingham, Massachusetts, study.’ For years, epidemiologists have been studying a
Framingham population to determine associations between variables such as diet, welght
other behaviors, and characteristics related (o heart disease and other outcomes, These obseryl
tional studies are valuable in explaining patterns of disease or disease processes and providing
information about the association of specific activities or agents with health or disea w
Experimental Epidemiology. Observational studies are usually followed by experimantg)
studies. In experimental studies, the investigator actively intervenes by manipulating one varlabje
often called the independent variable) to see what happens with the other (often called e
dependent variable or the one that changes when the independent variable is changed). Althog
they are the best test of cause and effect, such studies are technically difficult to carry out anc ,nﬂ
mple, it would not be ethical to conduct a clinical trial where one group

raise ethical issues, For e
toxin to determine if the toxin caused cancer.

was going to be exposed to a potenti
ontrol populations are used to ensure that other non-experimental and sually unknows
ay raise ethical issygy

variables are not affecting the outcome. Like clinical trials, such studies r

when experiments involve the use of a clinical procedure that may expose the subjects to siga

nificant or unknown risk. Ethical questions also are raised when experimental studies requigs
the withholding of some potentially beneficial drug or procedure from individuals in the contrg}
group to prove decisively the effectiveness of the drug or procedure. For example, it would ot b

ethical to testa new anti-hypertension medication using a control group of patients with hypertens
sion that would not receive any treatment because the risks of untreated hypertension are known
to be harmful. In such a case, the control group may receive their usual care with their current
anti-hypertension medication and the intervention group would receive a new drug hypothesized

to better treat hypertension

Other Applications of Epidemiologic Methods. Because the population perspective of
epidemiology usually requires the study and analysis of data obtained from or about large-scale!
population samples, the discipline has developed principles and methods that can be applied to the
study of a wide range of problems in several fields. Thus, the concepts and quantitative methods
of epidemiology have been used not only to add to the understanding of the etiology of health and
disease but also to plan, administer, and evaluate health services. The concepts and methods alsa
are used to forecast the health needs of population groups, to assess the adequacy of the supply of
health personnel, and to determine the outcomes of specific treatment modalities in a variety of

clinical settings.
Advances in statistical theory and the epidemiology of medical care make it possible to analyze

and interpret performance data obtained from the large Medicare and other insurance databases,
Many of the research findings of seemingly inexplicable geographic variations in the amount and
cost of hospital treatments and in the use of a variety of healthcare services have resulted from the

analysis of Medicare claims data and other large health insurance databases.

Health Services Research

Until the 1980s, most medical research was basic science research or research into the biological
processes of the human body at the cellular and molecular levels. In the 1980s, the concept of
health services research was born. Investigators focused on using established scientific methods
in basic medical research to study the healthcare system itself. The goal was to find new and more
effective means of diagnosis and treatment and, in effect, to improve the quality and length of lfe
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» Evidence-Based Medicine

Accordir

¢ to Sackett et al., "Evidence-based medicine is the conscientious, explicit, and judicioug
ose of current best evidence in making decisions about the care of individual patients. The practig

of evidence

ased medicine means integrating individual clinical expertise with the best availabll
external clinical evidence from systema

i research. Individual elinical expertise refers to the pros
ficiency and judgment that individual clinicians acquire through clinical experience and clifeal
practice™ A more recent and concise definition from Chilvers et al. is evidence-based medig
cine (EBM) which ... involves combining the bes

research evidence with the patient’s valiies to
make decisions about medical care™ Although these statements may appear to be a descriptiong
the way physicians and other healthcare providers have practiced since the inception of selentifie
medicine, it reflects a concern that the opposite is true. The wide range of variability in elinieal
practice, the complexity of diagnostic testing and medical decision making, and the difficulty that
physicians have in keeping up with the overwhelming volumes of scientific lterature suggestihat

a significant percentag

of clinical management decisions are not supported by reliable evidenee
of effectiveness.

Although everyone g umes that physicians are reasonably confident that the treate
ments they give are beneficial, the reality is that medical practice is fraught with uncertaintys I
addition, the ethical basis for clinical decision making allows physicians 1o exercise thele prefees
ences for certain medical theories or practices that may or may not have been evaluated to link
treatment to benefits.*

Proponents of EBM propose that if all health services are intended to improve the health

programs, and
policies improve health beyond what could be achieved by different means or by doing nothing
atall. Although evidence is the key to accountability, patient preference s also integrated intothe
practice of EBM which more recently has become known as evidence-based practice (EBP)LThe
overarching tenet of EBP is that the decisions made by healthcare providers, administrators, pols
icy makers, patients, and the public all should be based on the highest level of evidence currently
available and appropriate application to individual patients.

What constitutes “the best evidence” refers to the highest form of evidence available for'the

The following is an abridged

enerally

status and quality of life of the recipients, then the acid test is whether servic

particular medical issue or question in the hierarchy of evidence,
summary of the hierarchy of evidence:
L. Systematic review: A meta-analysis of several high-quality randomized, controlled elin®
ical trials. An analysis of multiple analyses has more value as its conclusions are
on the larger, combined populations studied in all the individual clinical trialss
sidered the highest level of evidence but s also the most expensiVe

usually is cons
difficult to carry out.

Randomized controlled clinical trial: A study where patients are randomly ass
to two or more experimental groups where each group is identical to the Others
ception of the treatment they are assigned. Often one of the “treatments™y

the e:
placebo or no treatment. Selection of patients is carefully controlled to reduee
potential for any confounder or bias between the experimental groupss (_J !
study patients, their physicians, and the outcomes assessors are “blinded ™08
randomized to, again to minimize potential bia§

treatment each patient was
results. After systematic reviews, this is generally considered the highest

evidence.
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correlates with the rate of ice cream consumption. However, it is apparent that eating ice crean
The confounding variable in this case is the

does not really put individuals at risk of drowning
both increas

season, as the rate of ice cream consumption and the rate of drownir

during warmj
when more people swim. Even though the rates of drowning and ice cream consump
tion correlate anal variable, it might
indeed be concluded that cating ice cream inexplicably is related to the risk of drowning, This
example represents the power of randomization in a controlled clinical trial. The randomizationy
if truly random, automatically adjusts for all possible confounding variables, known or unknaui
between the groups under study. With observational studies, all the confounders must be kiow
and adjusted for in the analysis to ensure accurate results. This is often extremely difficult o dey
real world

weathe

obviously, one does not cause the other. Unaware of the

because there are myriad potential confounders in th
A famous example that illustrates the limitations of observational studies and the value of gane
domized controlled clinical trials is the research on post-menopausal estrogen supplementatiogy
For a time, the highest level of evidence on the benefits of the use of estrogen supplementation jn
post-menopausal women used only several observational studies. ! These observational studiés
and demographics into two groups—those taking estr

grouped women of similar age, rac
supplementation those and not taking it. The two groups were followed and the rates of heary
attack, stroke, bone loss and other outcomes were documented. Because these studies showedig
small but significant benefit for women who took estrogen supplementation in terms of reduced
rates of heart attack, stroke, bone loss, and high cholesterol, the studies had enormous influence
on the prescribing of supplemental estrogen to post-menopausal women. Eventually, a large, wells
designed randomized controlled trial was conducted and, surprisingly, demonstrated tht taking
estrogen supplementation not only did nof reduce the rates of heart attack or stroke but actually
slightly increased them and increased the rates of invasive breast cancer and pulmonary embolugi
What was wrong with all the prior observational studies? It was the fact that women who took
supplemental estrogen proactively also were more likely to be generally more health conscious:
Further analysis showed that the women in the observational studies who took estrogen also were
more likely to see their doctors for preventive checkups, eat more healthfully, and follow preventise
instructions from their physicians such as taking estrogen. It was not that the estrogen reduced the
rates of heart attack and stroke in the observational studies, it was that the women who would take
estrogen were just healthier than the women who did not take estrogen. The unknown confoundég
in all the observational studies was the participants’ overall health practices! Published results of
the randomized, controlled, clinical trial resulted in discontinuation of supplemental estrogen pre
scriptions almost overnight. But, as stated earlier, for many questions in medicine, observational
studies will likely be the only ones ever carried out and are therefore the best available evidences
This is why evidence-based practice includes the use of clinical judgment and patient preference
and values, as all the available evidence is far from perfect and in some cases, just incorrect.

Despite its common-sense approach, EBM has had many detractors. When EBM started gl
ing traction in the 1990s, many dismissed it as “cookbook medicine** Others focused on the lim
itation of outcomes research. “Outcomes research using claims data is an excellent way of finding
out what doctors are doing, but its a terrible way to find out what doctors should be doing” stated
Thomas C. Chalmers, MD, of Harvard School of Public Health.*

The situation has changed rapidly, however. Articles on evidence-based medicine appear e
quently in the medical literature.** Cost-control pressures that encourage efforts to mmrt' lf’\::
therapies have documented patient benefit, growing interest in the quality of patient hm‘\:[m
increasing sophistication on the part of patients concerning the care they receive have stim

acceptance of the concepts of EBM.*
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Epidemiological Research

miology, or population research, is concerned with the distribution and determinants of
bealth, diseases, and injuries in human populations. Much of that research is observational. An
observational study is the collection of observed information about natural phenomena, the char-
aterstics and behaviors of people, aspects of their location or environment, and their exposure to
tain circumstances or events.
Observational studies may be descriptive or analytical. Descriptive studies use patient records,
rview surveys, various databases of existing medical data, and other information sources to
atify those factors and conditions that determine the distribution of health and disease among
pecific populations. They provide the details or characteristics of diseases or biologic phenomena
#d the prevalence or magnitude of their occurrences. Descriptive studies are relatively fast and
Bexpensive and often raise questions or suggest hypotheses to be tested. They often are followed
¥ analytic studies, which test hypotheses and try to explain biologic phenomena by seeking sta-
lassociations between factors that may contribute to a subsequent occurrence and the initial
ence tself, e
Some analytic studies attempt, under naturally occurring circumstances, to nbser\je the differ-
# between two or more populations with different characteristics or behaviors. Por'é\amplsv
“2 sbout smokers and nonsmokers may be collected to determine the relative risk of a related
"ome such as lung cancer, or a cohort study may follow a population over time, asin the case of





image15.JPG
naking
: Drug .»\dnumstmlmm
the FDA to evaluate

< a5 part of the

new drug’

" eelves. The FDA 1S
"ind pharmaceutical
e. For exam-
: - et y the risks

DA to stray fromits SO e
o sh 15 alleged failu q S A
i & ¥ e FDAS handling
r the treatment O e bk

5 used drugs ! S the inform
Althoug! d‘ « FDA does n0t provide the public

The withheld informatio” falls into the defini-
cearch data are entitled to pro-
" d the FDA has taken the position that res T
tion, This explains the number 0 recent examp! L
er discovered to have major safety risks. Clearly, the FDA must reconsider its
Tl into the classfication of trade secrets o1
on of professional ethics s found in the growing body of evidence
ious US. medical schools have beer attaching their names.
hostwritten by employees of pharmaceutical companies
& oot the sales of pharmaceutical products. “The NIH,
ot the universities involved, rather

outcomes of the

the drugs safety and efficac

nical trial data

of course,

 the nation's medical research, suggests
1, should address the problem of ghost authorship. Because university admin-
ult to censure the prestigious medical faculty at their institutions, the prob-
o noted measurable decline in frequency in professional
010, Section 6002 of the ACA also known as the “Sunshine
pledicaid Servic = "“ ;:Ti:ﬂ;mduvz manufacturers to d\s‘(](nr to the Centers for Medicare and
Hospas 1 vty e ments o s e value made to physicians or teaching
: el wu”»r‘t:.n:rr:hvan‘d group purchasing organizations (GPOs) to
it h;’.; 3 1.v:‘ftsx< held in those companies.™

e o e ents with funding for food at

o e studeatIod ST ;lndr‘ =3 ooks, and office supplies, etc. In large
Sl e el st medical schools are creating
ce by preventing pharmaceutical companies

donations




image16.JPG
Outcomes Reseq
N and the gy,

\s of May 2016, the PCOR] }y4¢ funded
e top five areas funded included ¢, "“nlu”;"‘,”‘ eeneaey
Ly diseases, and trauma/injury, o 1y, o gy Orel hegigy, o
O arch Network (PCORNIET), g compoge e 1he nagigp oA
i I.“m-.‘-.cm\.‘..mwnu..m,.m.u»mvm.‘:‘;:w 13 i el
carch project. In the few years that peiops g bew, 1Y O Virloug co o
:W_.p,mblhlw.l on the emerging researcl, fndingsn " XIBeNCe, there 1o
patient Satisfaction Surveys
prior 10 the PCORIS establishment in 2006, number of g
et suisfaction with health care. Mot japan plans, h‘:;”u o were devised 1o e,
‘“,n“"’ and agencies adopted one of more to regularly assess ""h‘.“ and other heg)y o
-+ first national, standardized, publicly reporteq Survey of patienrs - Ufaction, In 2014
reated by the Department of Health

® Perspectives of ho,

10WN a5 the Hogpital (.o

¢y (HCAHPS).» The HCAFps

s and Human Sery ices. It is kn
\. essment of Healthcare Providers and Systems Sury,

administered to @ random sample of adult P nedical conditons e
<xweeks after discharge; the survey is not restricted 1o Medic
e an approved survey vendor, or collect their own Hc,
y‘u*\HPS can be uu,\lcnwnfcd in four different sur vey m
fallow-up, OF interactive voice recognition (IVR)?*
Compare” website. In addition, beginning in 2008, h,
full inpatient prospective payment systems
Qther surveys, such as the Patient S;

atients acro:

d ween 48 hours an
are beneficiaries Hospitals may cither

AHPS data (if approved by CMS to do s,
nodes: mail, telephone, mail with telephone
Results are publicly reported on the Hospital

OsPital reporting i required in order to reseye
eimbursement updates,*

atisfaction Questionnaire

developed at Southern Illinois
forms. Others, such as the pop
ston, Massachusetts, may be used
theare experience or completed
surveys.” Whether by mail, direct contact, or telephone inter-
view, questioning patients after a recent healthcare experience is an effective way both to identify
ouh(‘andmg service personnel and uncover fundamental problems in the quality of care as per-
cived by patients. These activities help promote humane and effective care and ars sound psber.
«
iders
techniques for providers. , ey
= Sinceqlhe 19505, the federal government has invested heavily in biomedical rescarch. The
ensuing public-private partnership in health has produced some of the finest medical research
in the world. The growth of medical knowledge is unparalleled, and the United S
ide in i cl lishments.
ll-deserved pride in its research accomp) L =
g —:Iﬂwever }:nany if not most, of the sophisticated new !eclmologxes‘have add:m;d the nf:i
e e roblems of patients who already have a condition or discase. Bm: Tl
o - ¥ rever
and the profits imiinsic to U.S. healthcare system have focused on ren?cdxlal r::f(\]&;re lm::;—}lqﬂﬂi e
strategies. Only in the cases of frightening epidemics, such as ‘hT'g{ pol m‘ lr e
A i i ives prevailed in orde Y
AIDS in the 19905, have the requisite moral imperatives pfr i A
fesearch efforts that address public health problems. Much or: e e b ol
i c axpayer- .
failed to fulfill the generally held belief that the prndI-ILIS of nml?-\l Jorge It intended golsare
benefit not only the practice of medicine but also the L.L)I“I‘“;II e
ichieved, the PCORI will change the research focus to be highly s g
¥ . : ] esearc| Y "6
id identifying the best mechanisms for meaningfully trans

tes can take





image17.JPG
Observatioy

where one

nal stug,

AN analygi oo

TOups of
Patien,, .

or more
1Sting data repreq,, tin, .
4. Caseseries: A publigy Summapy ?

ical literature.
or syndromes

and ofter,
are not performed, Th 1 oo
cases presented and poys

ally developed by expyery,
5. Expert opinion: Usually o

and upg,

t

ergo

. ANt Cote serigars

Presses the g recr ieW before ey o publishe

- This s the .7 o0 & medica et istin an ares of i
the most commonly Practiced. It ey »"“Vnr least-rigorgy, form of evide, it

. €an oceur forp, i .
PAtients primary care physicigy o informally ti‘:“ i
fmedical issue with 2 colleagye 1, PETSON, 0t the phang, o e 55 i
 Over the phone, or via emag
The goal of EBM is to inform the

Practice of medicine
ability to determine the highest leve] of ev

clinical judgment along with the patien;y
called the evidence-based process, or Epp
Many, if not most, medical decisions are ma
expert Bpimor.l. case series, or ubscr\an}mal evi
dence used is indeed the highest level of evidence gy sy
There are many reasons why randomized conteplled 1.
expensive in terms of time and effort, and they often ¢ fin
would volunteet for a xandomized tial of radiaton exposure by recevng e s doses
of adiation or placebo? It would be highly unethical to conduct such a sy, so the s
can do i perform observational studies on “natural experiments® where peogle wene sy
tally exposed to harmful radiation such as in the Chernobyl disaster or the [.\pznt\\tvpulpu\l:\mw
of Hiroshima or Nagasaki after the United States dropped nuclear bombs to :n:ll \urd‘ =
imilar examples are populations exposed to toxic chemicals in their water, I‘an ;orait. In 3.;7
o fonal studies compare the groups exposed t th toxic agents vith similar popla
= Obsm;mleaur areas that were not exposed. Whileitis diffcult to adjust the hndm%skh;r
{eup o other < 4 - the evidence produced by such analyses likely
alpossible confounders betveen the two groups, Sy
wilrhe the highest level resear.cher‘ ll_b? ahl“t:!z}i:::' |§r l::c\ausc Ehc S
Another reason observational studies e ,}‘\\‘uh the ever-increasing amount of data as arti-
e e B Y an
e ey e bcadtof vl . T s prodacd e
e o anayia” Thoe exmare ol o poict
BB DisDewond s R St
gt canbe ga'mEd fm":il (: zmrés available do not c"fmpe‘lme éuart; (i.e., statistics and
e i (s)rfil]lees oo, the methods of analysisfor Big
limitations of observationa . Also,

existence of unknown con-
modeling) are not new. th observational studies is mehli\‘:l‘;rl:ns the difference in
One of the major problems Wi A confounder is a variable ¢ ? observational analysis; in
founders between groups or cohorls.k;mwn or compensated for in ‘a‘;xpl‘" the rate of drownings
Outcome between groups that -‘sb?::does not prove causation. For ex:
¢fiect, association between varial =

by providing the
their clinica]
Preferences and valyes o

idence for iy 5

questions and then

" its application. This is ofte

de using the

lower levels of evidence (i.
idence). T|

his is not at all a bad thing if
ts at the time of the me

e., only
the ev

dical decision.
al trials cannot be conducted. They

an raise ethical questions. For example,

are





image18.JPG
Madtical brron 59

yanizattonk healtheare systems, and growp pracice Ve empirical measires of quainy includs

timeliness of ambulat

o Compliance with basic nur g Care standary
Average length of stay

s Numberofhome care referraly

o Numberof rehabilitation 1 ferrals

w Timeliness of consultation complesjon

a  Timeliness of orders and resulyy

u Patlent waiting tmes by departmeng o oy

w  Infection rates

®  Decubitus rates

s Medication errors

u  Patient complaints

w  Readmissions within 30 days

= Neonatal and maternal morgyljgjes

& Perioperative mortalities

Both normative and emplirical tandargs e sed in studying the quality of health care i
7€ performed (o test or modify normatiye
© collected to confirm performance and

ed from studies using nor

the United States. For example, empiricq analys
recommendations. Empirical o actual experion.s dat
alter the imposition of cljnic | guidelines deri

outcome improvements
mative standards,

» Medical Errors

In1999, the Institute of Medicine ABain issued a report op the qu
report described mistakes occurring during
and disability. Citing two major studies estimating that med
ical errors killed 44,000-98,000 people in 1 hospitals each year, the Ingtitute of Medicine report
Systems of hospital care at that time, The report contained a
1OVIng patient safety in the admittedly high.ris environments
of modern hospitals. Among the commendations was a proposal for establishing a center for
patient safety within the AHRQ. The proposed center wouls establish national safety goals, track
progress in improving safety, and invest in research fo Jeasn more about preventing mistakes,
Congress responded by designating part of the increase in budget for the AHRQ for that purpose,
In 2005, the Patient Safety and Quality Improvement Act was enacted by Congress to estab
lish patient safety organizations (PSOs) (o improve the quality and safety of healthcare. delivery by
encouraging healthcare providers and institutions to identify, analyze, and implement prevention
strategies to reduce or eliminate risks and hazards associated with the delivery of care 1o patients
and to voluntarily report and share patient safety data without fear of legal discovery, PSOs are
overseen by the AHRQ, which also maintains online access to the latesf annotated links to patient
safety literature and safety news at the Patient Safety Network (PSNet).

Despite the government reaction to the 1999 Institute of Medicine (IOM) report and the
» arecent analysis published in 2016 indicates that medicl errors are likely the

ality of medical care. Focused on
medical errors, the the course of hospital care as ope
ofthe nation’s leading causes of death

was a stunning indictment of (he
series of reccommendations for impi

intervening 17

third most common cause of death in the United States.
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Quality Improvement

Until the wmvie, hd.\lt: care’s impressive accomplishments had made
esearchers, policy makers, and organizational leaders to publicly ac
United States. In 1990, after two years of study, hearings, and site visits, the ;\(i‘cxn:mp"tt lan—“w
jsued a report that cited widespread overuse of expensive invasive technology, underuse of inex.
penive “caring” services, and implementation of error-prone procedures that harmed patients
P dwasted money.'*1* St
Although these conclusions from this prestigious body were devastating to healthcare reform.
s, they were hardly news to health service researchers. For decades, practitioners assumed that
qulity, like beauty, was in the eye of the beholder, and, thercfore, was immeasurable except in
asesof obvious violation of generally accepted standards. The medical and other healthcare pro-
fessions had promoted the image of health care as a blend of almost impenetrable, science-based
gisciplines, leaving the providers of care as the only ones capable of understanding the processes
(aking place. Thus, only physicians could judge the work of other physicians. Such peer review-
pased assessment has always been difficult for reviewers and limited in effectiveness. Peer review
recognizes that only part of medical care is based on factual knowledge. A substantial component
of medical decision making s based on clinical judgment. Clinical judgment requires combining
consideration of the potential risks and benefits of each physicians implicit list of alternatives
in making diagnostic and treatment decisions with his or her medical intuition regarding the
Jikelihood of success based on the condition of each patient. Under these complex and often inex-
plicable circumstances, physicians are repelled by the notion of either judging or being judged by

it difficult for healthcare

their colleagues.
For these reasons, until recently, quality assurance whether in hospitals or by regulatory agen-

(ies, was focused on identifying only exceptionally poor care. This practice, popularly known as
» was based on the presumption that the best way to ensure quality was

the *bad apple theor,
or “bad apples? and remove or rehabilitate them. Thus, during

W identify the poor performers,
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last halfrot' the IZQI} An-‘lj the early 2000s have seen remarkable growth of s entifically rig-
research in medicine, dentistry, nursing, and other health professions, The change focs

ndence on rhc» clinical impressions of mdnxd}ul physicians, tradition, and other healthcare

itioners to reliance on more accurate scientific findings from carefully controlled studies is

one of the most important advapces in medicine. Readers of peer-reviewed professional journals

can now monitor the progress of basic science and clinical and technologic discoveries, more con-

ent that the published findings were based on research studies designed and conducted to yield
satistically significant results.

In contrast, volumes of reports of medical developments that appear in the popular media and
on the Internet are often premature and, depending on the source, may be cause for skepticism. The
mprudent publication of inadequately proved or unproved therapies, the sensationalizing of minor
scientific advances, and the promotion of fraudulent devices and treatments create unrealistic patient
expectations that often result in disappointment, mistreatment, and costly deceptions. While the nter-

set can be a valuable tool for patients to learn about healthcare issues, it also often provides bad infor-
mation, which can lead to confusion, anxiety, and false hopes about fraudulent cures.
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dge through research has long been held as an appropriat o ol oy
ate and essenti

g : Bl e e National Institutes of
Health (NIH)- When it became clear that indecision about the most appropriate and effe s
C ate and effective ways

at specific medical, dental, and other conditions was contributing t
aptably large variations in the cost, quality, and outcomes of health care, federal le u:\:umm
o itosupport the development ofclinicl guidelines. The Agency for et it
Research (AHCPR) was es(.\})hshﬁd in 1989 as the successor to the National Center for Health Ser:
ces Research and Health Care Technology. It became one of eight agencies of the Publc Helth
service within the Department of Health and Human Services.

'AHCPR was responsible for updating and promoting the development and review of clin
clly relevant guidelines to assist healthcare practitioners in the prevention, diagnosis, treatment,
and management of clini conditions. The authorizing legislation directed that AHCPR or pub-
Jicand not-for-profit private organizations convene panels of qualified experts. These panels were
charged to review the literature that contained the findings of numerous studies of clin al con-
ditions and, after considering the scientific evidence, to recommend clinical guidelines to assist

practitioner and patient decisions about appropriate care for specific clinical conditions

The agency’s priority activities included funding two types of research proj

projects or meta-anal Both the patient

patient

outcome research teams and literature synthesi ! : fed and analyzed
outcome research teams and the smaller literature synthesis projects identified and a1ty
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occurrences. For example, flag

0s and 19805, quality-assurance interventions only foll

wed the detection of undesirable

ndards had 10 be documented
before professional review organizations required phy
Physi

10 begin quality improvement plan,
fans were guaranteed due process to dispute the evidence

Focusing on isolated violations required a great de
that called for remedial action. In addition, it

toa colleague who might soon be on a comm

of review time (o uncover a single cag

s an unpleasant duty for reviewers (o assign blame

tee reviewing their records. Most importantly, sucly
Juality inspections represented a method that implicitly defined quality as the absence of mishap,
Clinician dislike of quality-assurance activities during the 19705 and. 19805 s well founded, ay
these processes were professionally offensive and had little constructive impact

Specifying and striving for excellent care are very recent quality-assarance phenomena in
the healthcare arena. Hospitals and other healthcare organizations tha |

d long focused on peer
e comiltees,incident reports, and other negative quality-monitoring activities experienced
difficulty in transforming to t
and reporting activities

mwork and higher levels of transparcncy in quality monitoring

Health services rescarchers had known for decades that healthcare quality was measurable
and that excellent, as well as poor, care could be identified and quantified As early as 1966, Avedis
Donabedian® characterized the concept of health care as divided into the components of struc.
all of which

ture, process, and outcomes and the research paradigm of their assumed linkage:
have guided quality-of-care investigators to this day,

Donabedian suggested that the number, kinds, and skills of the providers, as well as the
adequacy of their physical resources and the manner in which they perform appropriate proce
dures should, in the aggregate, influence the quality of subsequent outcomes, Although today
the construct may seem like a statement of the obvious, at the time, attention to structural cri-
teria was the major, if not the only, quality assurance activity in favor. It was genera y assumed
that properly trained professionals, given adequate resources in properly equipped facilities,
performed at acceptable standards of quality. For example, for many years, the then Joint Com-
mission on Accreditation of Hospitals made judgments about the quality of hospitals on the
basis of structural standards, such as physical facilities and equipment, ratios of professional
staff to patients, and the qualifications of various personnel. Later, it added process components
fo its structural standards and, most recently, has shifted its evaluation process to focus on carel
outcomes.
Early landmark quality-of-care studies used implicit and explicit normative or judgmenta
standards. Implicit quality standards rely on the internalized judgments of the expert individu:
involved in the quality assessment. Explicit quality standards are those developed and agreed
in advance of the assessment. Explicit standards minimize the variation and bias that invarial
result when judgments are internalized. More recent studies judge the appropriateness of hospil
admissions and various procedures and, in general, associate specific structural characteristics
the healthcare system with practice or process variations.

Another method for assessing the quality of healthcare practices is based on empirical q
ity standards. Derived from distributions, averages, ranges, and other measures of data v
ability, information collected from a number of similar health service providers is compared
identify practices that deviate from the norms. A current popular use of empirical standar
in the patient severity-adjusted hospital performance data collected by health departments
community-based employer and insurer groups to measure and compare both process ac
ties and outcomes. These performance “report cards” are becoming increasingly ;
purchasers of care who rely on an objective method to guide their choices among manage
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Basic Science Research
s, pharmacologists, and

Basic science research is the work of biochemists, physiologists, biolog;
to understanding the growth, development
lular

others concerned with sciences that are fundam
structure, and function of the human body. Much of basic science research s at the c
hly sophisticated laboratories. Other basic research may involve animal or

and takes place in hi
human studies. Whatever its nature, basic science research is an essential antecedent of advances

in clinical medicine.

Clinical Research

Clinical research focuses primarily on the various steps in the process of medical care: the
early detection, diagnosis, and treatment of disease or injury; the maintenance of optimal
physical, mental, and social functioning; the limitation and rehabilitation of disability; and
the palliative care of those who are irreversibly ill. Individuals in all the clinical specialties

of medicine, nursing, allied health, and related health professions conduct clinical research,

( Types of Research |
Disciplinary | Biomedical | Clinical | Health Services | Public Healtn
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FIGURE 12-1 Variations in Research Focus
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ient outcomes assoclated with alternative practice patterns and recommended changes where

During its decade-long existence, the AHCPR supported studies that resulted in

appropriate.

a prodigious are

ay of publications focused on patient care and clinical decision making, tech
ssessment, the quality and costs of care, and treatment outcomes. Although no longeg

nology
directly involved in

producing clinical practice guidelines, the agency currently assists privae
by supplying them with the scientific evidence they need to develop their ows

sector groups

guidelines.
Significant changes occurred in the mandate of AHCPR since its 1989 inception. The agengy

narrowly escaped the loss of funding and faced possible elimination in 1996 after incurring the
wrath of national organizations of surgeons. In keeping with its original mission, AHCPR had
sued clinical guidelines. One such guideline discouraged surgery as a treatment for back pag
on the grounds that it provided no better outcomes than more conservative treatments. Organi
zations of angry surgeons led a lobbying effort that convinced key members of Congress that the
agency was exceeding ts authority by establishing clinical practice standards without considering
the expertise and opinions of the medical specialists involved
The dispute was resolved when the AHCPR agreed to function as a “science partner” with
public and private organizations by assisting in developing knowledge that could be used fo
improve clinical practice. The agency agreed to produce clinical guidelines that would focus off
funding research on medical interventions and analyzing the data that would underlie the develd
opment of clinical guidelines.
The Health Care Research and Quality Act of 1999 renamed the AHCPR to the Agency fo
Healthcare Research and Quality (AHRQ). The mission of AHRQ is to (1) improve the outcomes!
and quality of healthcare services, (2) reduce its costs, (3) address patient safety, and (4) broadeg

effecti
improvements in clinical and health systems practices, including prevention of disease

While clinical practice guidelines subsequently would be generated by medical specialty and
other healthcare organizations, the AHRQS role would be to evaluate recommendations made i

@ services through the establishment of a broad base of scientific research that promotes

the clinical practice guidelines to ensure they were based on a systematic review of the literatutg
(evidence-based) and were revised for currency on a regular basis.

More than 2,000 active, evidence-based clinical practice guidelines that have met the AHRQ)
evaluation criteria
available online at the AHRQ's National Guideline Clearinghouse (http://www.guideline.gov
The AHRQ also maintains a searchable database of nearly 5,000 archived guidelines that haye

have been collected in a database, organized by searchable topics, and made

been updated or withdrawn

A top priority of the AHRQ is transmitting its sponsored research results and new health!
information consumers. In addition to a number of consumer-oriented publications, the ageng
provides information to the public via the Internet. Its website, http://www.ahrg.gov, offers;
robust array of healthcare information. The AHRQ is now a major collaborating organization
the Patient-Centered Outcomes and Research Institute (PCORI) established by the Affordal

Care Act (ACA), described later in this chapter.

» Health Services Research and Health Policy

Health services research combines the perspectives and methods of epidemiology
lying the basic concepts of epidemiology, biostatistics, P!
: iables associated i

sociology, &

nomics, and clinical medicine by appl

cess, and outcome measures that reflect the behavioral and economic vari





