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The Patient-Centered Outcomes Research Institute (PCORI) was established by the Affordable Care Act
of 2010 to promote comparative effectiveness research (CER) to assist patients, clinicians, purchasers,
and policy-makers in making informed health decisions by advancing the quality and relevance of
evidence concerning the manner in which diseases, disorders, and other health conditions can
effectively and appropriately be prevented, diagnosed, treated, monitored, and managed through
research and evidence synthesis.

The development of PCORI is vested in the Medicare Modernization Act (MMA) and the American
Recovery and Reinvestment Act (ARRA). The framework of CER and PCORI describes multiple elements
which are vested in all 3 regulations including stakeholder involvement, public participation, and
open transparent decision-making process. Overall, PCORI is much more elaborate with significant
involvement of stakeholders, transparency, public participation, and open decision-making. However,
there are multiple issues concerning the operation of such agencies in the United States including the
predecessor of Agency for Healthcare Research and Quality (AHRQ), the Agency for Healthcare Policy
and Research (AHCPR), AHRQ Effectiveness Health Care programs, and others.

The CER in the United States may be described at cross-roads or at the beginnings of a scientific era
of CER and evidence-based medicine (EBM). However the United States suffers as other countries,
including the United Kingdom with its National Health Services (NHS) and National Institute for Health
and Clinical Excellence (NICE), with major misunderstandings of methodology, an inordinate focus
on methodological assessment, lack of understanding of the study design (placebo versus active
control), lack of involvement of clinicians, and misinterpretation of the evidence which continues to
be disseminated.

Consequently, PCORI and CER have been described as government-driven solutions without
following the principles of EBM with an extensive focus on costs rather than quality. It also has been
stated that the central planning which has been described for PCORI and CER, a term devised to be
acceptable, will be used by third party payors to override the physician’s best medical judgement and
patient’s best interest. Further, stakeholders in PCORI are not scientists, are not balanced, and will set
an agenda with an ultimate problem of comparative effectiveness and PCORI that it is not based on
medical science, but rather on political science and not even under congressional authority, leading
to unprecedented negative changes to health care. Thus, PCORI is operating in an ad hoc manner
that is incompatible with the principles of evidence-based practice.

This manuscript describes the framework of PCORI, and the role of CER and its impact on
interventional pain management.

Key words: Patient-Centered Outcomes Research Institute (PCORI), comparative effectiveness
research (CER), National Institute for Health and Clinical Excellence (NICE), Patient Protection
and Affordable Care Act (ACA), Medicare Modernization Act (MMA), American Recovery and
Reinvestment Act (ARRA), interventional pain management, interventional techniques, evidence-
based medicine, systematic reviews.
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The most entrenched conflict of interest in medicine is a disinclination to reverse a

previous opinion (1). Yudkin, Richter, Gale. Lancet 2011; 377:1220-1222.

The Patient-Centered Outcomes Research Institute
(PCORI) was established by the Patient Protection and
Affordable Care Act of 2010 (ACA) as a major new pro-
gram for comparative clinical effectiveness research. It
is a private non-profit, tax-exempt corporation, to “as-
sist patients, clinicians, purchasers, and policy-makers
in making informed health decisions by advancing the
quality and relevance of evidence concerning the man-
ner in which diseases, disorders, and other health con-
ditions can effectively and appropriate be prevented,
diagnosed, treated, monitored, and managed through
research and evidence synthesis (2-5).” The ACA’s direc-
tive that the institute, “shall enter into contracts for
the management of funding and conduct of research
with government agencies and academic or private sec-
tor research entities and that it shall give preference
to the Agency for Healthcare Research and Quality
(AHRQ) and National Institutes of Health (NIH),” forces
the use of failed policies. It creates a politically-driven
program with the attendant dangers of central plan-
ning and Recipients of healthcare services are at risk
of having stakeholders who are not scientists or phy-
sicians setting the final agenda, using political and fi-
nancial, rather than medical, criteria. The entity would
be without congressional oversight, freeing it from the
usual checks and balances (2-7). Unfortunately, PCORI is
functioning in an ad hoc manner, with a history of us-
ing process to determine outcomes that are incompat-
ible with evidence-based practice even in the opinion
of most liberal politicians or scientists, leading to un-
precedented negative consequences of health care and
credibility of evidence-based medicine.

On March 23, 2010, President Obama signed into
law the most sweeping health care system reform leg-
islation since Medicare was enacted in 1965 (2-4). The
ACA is not only historic and transformational, but pro-
foundly troubling for some and controversial for many
(2-8). Whatever the future of the ACA, legislatively or
judicially, its impact will be long lasting in many forms
— including the practice of medicine. While the ACA
may make health insurance available to an additional
34 million Americans (4), it does not provide the cover-
age for many individuals and may detrimentally affect
others, and the regulatory environment will adversely
affect the practice of medicine (9). It has been state that
professional independence could be affected by funda-

mentally altering the relationship between individual
Americans and the federal government (7,9).

The ACA established two independent and inde-
pendently funded boards to control costs. The Inde-
pendent Payment Advisory Board’s (IPAB) task is to
implement target growth rates for Medicare, while
the PCORI task is to evaluate and apply effectiveness
research (CER) (2-4,10,11).

The major impact of the ACA on physicians is re-
lated to these 2 boards. The IPAB has been described
by the president as the Medicare Payment Advisory
Commission (MedPAC) on steroids. Thus, the PCORI
focus on CER may, in an analogous manner, be de-
scribed as AHRQ on steroids. The intent underlying
the formation of the two panels is that they will, with
their comingled effects on what care can be provided
and what will be paid, provide high quality care at
a reasonable cost. The reality is that neitherof them
will be practical or appropriate. In fact, while gains
may be none to modest based on administrations and
Congressional Budget Office’s (CBO) projections, the
permanent deleterious effects and regulatory influ-
ence with extended costs will be enormous measured
in dollars, but more so in declining quality, access,
complicated delivery system, and finally without any
change or increase in costs. Recently the Institute of
Medicine (IOM), another organization within the De-
partment for Health and Human Services (HHS), has
provided a recommendation that the PCORI, should be
the central organization to provide CER (9), indepen-
dent from congressional oversight (12). This absence
of check or balance creates the possibility of uncon-
trolled regulatory activism.

The supporters of the PCORI and ACA continue
to tout the advantages of the PCORI and CER and its
components including the methodological commit-
tee (11-18). The supporters of the PCORI believe this
research could educate patients and help them make
better medical decisions. It is true that this organiza-
tion indeed could foster patient education and benefit
patients and doctors. In a 2008 report exploring ways
to reduce health care costs, the CBO wrote that CER,
“would gradually generate modest changes in medi-
cal practice as providers responded to evidence on the
effectiveness of alternative treatments, the net effect
of which would be to reduce total spending on health
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care in the United States by an estimated $8 billion from
2010 to 2019 (or by less than 1/10 of 1%) (19). Thus, CER
would generate some savings, but not nearly enough to
support the industry budget of over $2 trillion a year.
Further, this analysis does not take into consideration
the regulatory costs and stifling effect analysis of bu-
reaucracatic oversight on the practice of medicine. In
addition, in an earlier report, the CBO wrote that for
CER to significantly decrease spending, the government
would probably need, “additional legislative authority
to allow the program to consider relative benefits and
costs in a more extensive way and to modify the finan-
cial incentives facing doctors and enrollees accordingly
(20).

President Obama has promised that CER won't lead
to rationing. However, Donald Berwick, MD, the recess
appointmee as the Admistrator of the Centers for Medi-
care and Medicaid Services (CMS), the organization
within which PCORI exists, has expressed lavish praise
for National Institute for Health and Clinical Excellence
(NICE) and its restrictions on care. In a 2009 interview
with Biotechnology Healthcare, Dr. Berwick said NICE
has “developed very good and very disciplined, scientifi-
cally grounded, policy-connected models for the evalu-
ation of medical treatments from which we ought to
learn” (21). Consequently, the PCORI either is America’s
NICE or could easily become one.

In contrast to the supporters (6), opponents state
that CER is not a medical science, but a political science
and will be detrimental to health care with its poten-
tial dangers of cost emphasis and centralization which
will be used by payors to override the physician’s best
medical judgement and patient’s values. Further, the
ACA and PCORI are not interested in working on in-
tricate issues of CER, the appointment process, meth-
odologic quality assessment, the cost, and its eventual
non-effectiveness. It appears that the basic concept
that everything should be performed based on CER or
evidence-based medicine (EBM), is not applied to these
regulations (11-18). In an editorial in Lancet (22) authors
write about guiding the guidelines complimenting the
IOM’s 2 complementary sets of standards to improve
the quality of systematic reviews and clinical practice
guidelines (12,23). The potential harm from the PCORI
depends on how the research is used, which could easily
quell medical innovation by centralizing care. The fear
is that officials seeking to control costs would use this
research to restrict access to more costly medical inter-
ventions as done by NICE. As the government puts more
people into the US health care system and the promised

savings, fail to materialize, there will be tremendous
pressure on elected officials to slow spiraling costs,
which can reduce access and quality.

Every guideline, editorial, and article repeats the
same issues that clinicians can be overwhelmed by the
quantity of reported clinical evidence, and often need
to rely on aggregated evidence to guide decision-mak-
ing. But, after spending millions of dollars they recom-
mended 21 standards to systematic reviews and 8 for
guidelines, which probably will never be followed even
by the makers of IOM guidelines. Further, these are
not new, these are already available in the literature
such as Preferred Reporting Items for Systematic Re-
views and Meta-analyses (PRISMA), Quality of Report-
ing of Meta-analyses (QUOROM), Consolidated Stan-
dards of Reporting Trials (CONSORT), Strengthening
of Reporting of Observational Studies in Epidemiology
(STROBE), and Meta-analysis of Observational Studies
in Epidemiology (MOOSE) (24-41). The same investiga-
tors and agencies have provided the same or similar
guidelines with previous failures such as the Agency
for Healthcare Policy and Research (AHCPR) and the
birth of AHRQ (42-45). It also has been suggested that
CER needs incentivizing and centralizing (46). Further,
despite PCORI the billions to be spent on CER, there
are advocates who continue to recommend that an
additional independent organization should be cre-
ated that would work with multiple stakeholders to
develop guidelines potentially to improve their quality
(47). These authors, without evaluating the guidelines
properly and by looking at only the headlines, conclud-
ed that guidelines from NICE were more rigid and ap-
propriate than AHRQ guidelines which provided more
autonomy.

In the United States similar to England, numerous
publications have come and gone with changing con-
cepts increasing only the costs of implementation in an
ad hoc manner. This increasing cost of implementation
is incompatible with evidence-based practice, yet pro-
moted as EBM. These include IOM standards of patient
safety (48-60), AHCPR guidelines (42-45), issues related
to infection control and implementation of safe injec-
tion practices (61-67), and yhe well known mammog-
raphy guideline fiasco (68,69), ever-changing recom-
mendations of hormone therapy (70,71), and American
College of Occupational and Environmental Medicine
(ACOEM), American Pain Society (APS), Official Disabil-
ity Guidelines (ODG), and Washington State Authority
guidelines (30-41,71-76). We live in a world in which
nurses spend time educating patients who are intubat-
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ed and unconscious about the risk of falls because such
eduction is a marker of quality.

Further, methodologists tend to ignore the fun-
damental principles of methodology and clinical rel-
evance and more importantly patient preferences in
production of guidelines (38,39,77,78). These concepts
can lead to unsubstantiated cost savings (79). In a man-
uscript evaluating CER and its ability to pay for itself,
Elshaug and Garber (79) have projected an 80% savings
in costs associated with vertebroplasty and kyphoplasty
by eliminating the use of these two procedures on the
evidence derived from 2 poor quality randomized tri-
als, that were published in the New England Journal
of Medicine (79-81). The literature is replete with nu-
merous examples of such abuses in EBM and CER lit-
erature which may be leading to thr PCORI and may
exceed abuses in practices of medicine — the former
leading to severe restrictions of access, significant ra-
tioning in health care, and the latter leading to overuse
and abuse.

1.0 EvoLuTtion oF THE CONCEPT OF
CompPARATIVE EFFeEcTIVENESS RESEARCH

Despite the controversy surrounding comparative
effectiveness over the past several years, as evinced by
the multitude of publications, both for and against,
which the field has inspired over the years, CER has be-
come the most celebrated research initiative in medi-
cine in the United States. However, CER has been prac-
ticed too long considered a new concept or standard
of practice, with its intellectual roots being traced back
to mid eighteenth century Scotland and “arithmetical
medicine” practiced by the graduates of Edinburgh
Medical School (38,39,82). The first comparative effec-
tiveness study, in fact, was initiated by James Lind who
undertook a controlled trial of 6 separate treatments
for scurvy (82). In the United States, the first use for
CER has been attributed to Ernest Codman, at the be-
ginning of the twentieth century, with his founding of
“outcomes management” in patient care (83).

CER is defined by the IOM (84) as, “the generation
and synthesis of evidence that compares the benefits
and harms of alternative methods to prevent, diagnose,
treat, and monitor a clinical condition, or to improve
the delivery of care.” This is not significantly different
from the definition of EBM which is defined as, “the
conscientious, explicit, and judicious use of current-best
evidence of making decisions about the care of individ-
ual patients” (85). While EBM is focused upon the use
of the right type and extent of knowledge to guide the

right and good intentions and actions of medical prac-
tice, which is fundamental to the prudential clinical de-
cision-making (31), CER, in contrast, is aimed at assisting
consumers, clinicians, purchasers, and policy-makers to
make informed decisions that will improve health care
at both the individual and population levels. Thus, EBM
and CER not only share many similarities and goals, but
they appear to be one and the same specifically under
the new regulations (12,23,31-39,86-90).

While the present attention is focused on the ACA
of 2010, the American Recovery and Reinvestment
Act (ARRA) of 2009, and President Obama for CER, it
started long before 2009, with passage of the Medi-
care Modernization Act (MMA) in 2003 (2-4,38,91-93).
The U.S. government has a rather long, but somewhat
checkered, history of involvement in CER and related
efforts. Further, CER and its impact has been felt in Eu-
ropean countries prior to the United States.

The 1930s saw the development of health services
research in a world increasingly obsessed with egalitar-
ian uniformity. Subsequently, in the 1970s and 1980s,
following several decades of socialized health care in
the United Kingdom, multiple studies were released
that highlighted the wide geographical variations in
general medical admissions, including operations such
as appendectomy, caesarean section, cholecystectomy,
hysterectomy, tonsillectomy, and prostatectomy (94).
These variations, while demonstrating the inequities
of the National Health Services (NHS), raised multiple
questions about the probity and questions about the
appropriateness and cost-effectiveness of many of its
treatment. Further publications from Archie Cochrane
(95) and other researchers (96,97), that such variation
meant either under-provision in some places and/or
over-provision and possibility ineffective treatment in
other regions.

In the United States, federal efforts date at least
to the late 1970s and the short-lived National Center
for Healthcare Technology. It was established in 1978
as part of the Department of Health, Education, and
Welfare (DHEW) and was given a broad mandate to
conduct and promote research on health care technol-
ogy. It included an advisory board appointed by the
secretary to assist in setting research priorities. The
center sponsored or co-sponsored major evaluations of
coronary artery bypass graft surgery, dental radiology,
and caesarean delivery, and made about 75 recommen-
dations to the Medicare program about coverage. The
center ceased operations at the end of 1981, reflecting
changes in priorities for the new administration and
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the Congress, as well as opposition from some provider
and industry groups (97).

In 1972, the Office of Technology Assessment
(OTA) was created as an advisory agency to Congress,
covering a broad set of issues, including health care.
Most of the focus on evaluation of technologies now
would be called CER. The OTA produced an extensive
review and analysis of the issues involved in options for
improving evidence about the clinical effectiveness and
cost-effectiveness of medical treatments (98). For a vari-
ety of reasons — having little to do with its health care
study specifically but instead reflecting broader ques-
tions about the agency’s role, — the OTA was elimi-
nated in 1995.

In 1989, the AHCPR was created as an arm of the
HHS (99). AHCPR undertook a number of initiatives,
including creation of the National Guideline Clearing-
house (NGC) designed to summarize the available med-
ical evidence on the appropriate treatments for various
conditions (99). They produced 15 guidelines at a cost
of $750 million. In the mid 1990s, controversies arose
after an agency-sponsored research team concluded
that there was insufficient evidence to support certain
spinal surgeries, and on the basis of that, the agency is-
sued practice guidelines for the treatment of back pain
(42-45). Strong opposition from spine surgeons, along
with broader questions about the value of the research
that the agency had funded and other factors, led to
pressure to eliminate the agency (45).

Ultimately, AHCPR was retained, but its funding for
fiscal year 1996 was reduced and it was renamed the
AHRAQ. Since then, its overall budget has generally been
maintained, at least in nominal terms, or increased (99).

In 2003, the landmark MMA authorized the AHRQ
to spend up to $50 million in 2004 and additional
amounts in future years to conduct and support re-
search with a focus on "outcomes, comparative clinical
effectiveness, and appropriateness of healthcare items
and services” for Medicare and Medicaid enrollees
(91,100,101). The actual funding appropriated for that
initiative has been $15 million per year. Using that fund-
ing, the AHRQ has established an “effective healthcare”
program consisting of 3 main functions: reviewing and
synthesizing existing evidence (using its evidence-based
practice centers; generating new information using a set
of approved research centers (such as the HMO research
network) that have access to data from medical claims
and electronic medical records, and publishing findings
and formats that are geared to the differing needs of
clinicians, patients, and policy-makers (102).

Other federal agencies also engaged in various ac-
tivities related to CER — efforts that received less atten-
tion than the AHRQ's activities, but that are probably
larger in dollar terms. The Department of Veterans Af-
fairs has a very substantial research program that re-
views evidence from the medical records of its patients,
focusing particularly on the clinical effectiveness of
treatments. The department also sponsors evidence re-
views through the technology assessment program and
helps fund clinical trials — including the study compar-
ing strengths of drug therapy. Over the years, the NIH
has sponsored a number of trials that compare treat-
ments directly.

The CMS also has helped to sponsor a limited
amount of research on comparative effectiveness (i.e.,
lung volume, reduction surgery). The CMS generally
considers only whether devices and procedures are clin-
ically effective in making payment decisions. However,
it has sponsored some studies comparing the effective-
ness of different treatments but has done so largely to
determine whether to establish separate payment rates
for similar treatments (103). CMS has sponsored a trial
with the NIH that may eventually compare the effects
of daily dialysis for kidney patients with the conven-
tional treatment of dialysis 3 times per week. However,
this may increase the cost rather than reduce it if daily
dialysis proves more effective for certain patients. CMS
could modify its payment policy to cover the additional
costs of more frequent treatments for those patients.

Overall, it has been estimated that the federal
government has spent $1.5 billion in 2005 on health
services research. This broader category includes some
of the work on comparative effectiveness, but also en-
compasses many other types of studies (104). Further, it
also has been stated that aggregate figures may not in-
clude all federal funding for comparative trials or other
efforts that are outside the traditional scope of health
services research.

On February 17, 2009, President Obama signed
into law the ARRA. Of $787 billion that was appropri-
ated, $150 billion was allotted for medical issues, be-
ing touted as a down payment on health care reform
(92,93). Among the most controversial provisions of the
medical spending was the allotment of $1.1 billion for
CER. Further, multiple bills have been introduced in the
100th U.S. Congress that directly address CER (89).

The ARRA established the Federal Coordinating
Council compared to stakeholder groups established by
MMA. The ARRA established this council as specified
in the law with no more than 15 members appointed
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by the IOM without statutory requirement for broad
stakeholder representation on the panel. The MMA
in its effective health care programs had stakeholder
groups and AHRQ solicited contracts for citizen forum
to engage stakeholders in CER activities. This aspect
also was funded by ARRA with $10 million over 5 years.

The ACA of 2010 (2-5) established the PCORI, a
non-profit corporation charged with identifying re-
search priorities, developing a research project agenda
,and executing research to better inform patients and
physicians on their treatment choices.

Since the passage of the MMA, numerous projects
have been developed with the ARRA funding itself
which has led to over 400 grants and contracts focused
on evidence development, evidence translation and
dissemination, and establishment of CER infrastructure
and methodologies. Recently the IOM has recommend-
ed (12,23) that the PCORI should be pivotal in provid-
ing future centralized CER, effectively eliminating the
research conducted by clinical practices and clinicians,
with a focus on public and private partnerships with
private partnerships being academic centers.

2.0 PATIENT-CENTERED OUTCOMES
ReseARCH INSTITUTE

The ACA authorizes the PCORI for clinical effective-
ness research (2-5). The purpose of the PCORI is to as-
sist patients, clinicians, purchasers, and policy-makers
in making informed health decisions by advancing the
quality and relevance to evidence (2-5). The ACA speci-
fies that institute, “shall enter into contracts for the
management of funding and conduct of research” with
government agencies and academic or private sector
research entities, and that it “shall give preference to
the AHRQ and the NIH" (5).

The ACA lays out a framework for conducting com-
parative effectiveness reviews that includes several key
elements: stakeholder involvement, transparency, pub-
lic participation, and open decision-making.

The ACA, in some areas, explicitly sets forth certain
requirements, whereas in other areas, these requirements
are identified in statutes, some of them not yet fully de-
fined, and are addressed on an ongoing basis in the course
of implementation of the ACA and PCORI. However, the
basic framework has been developed by the Federal Co-
ordinating Council of Comparative Effectiveness Research
established through the ARRA. The ARRA established the
Federal Coordinating Council for CER to foster optimal co-
ordination of CER conducted, are supported by the feder-
al government. The council consists of 15 members, all of

whom must be government employees and at least half
of whom must have clinical experience. Writing on the
structure of the Federal Coordinating Council of Compar-
ative Effectiveness Research. Ezekiel Emanuel, the brother
of former White House Chief of Staff, Rahm Emanuel,
and a member of the council (90), in his book Healthcare
Guaranteed, wrote, “the Institute for Technology and
Outcomes Assessment will provide information on the
effectiveness and cost to eliminate tests or treatments of
marginal or no value” (105). Further, this council bore a
striking resemblance to the agency that assesses compara-
tive effectiveness in Great Britain — NICE. The NICE ana-
lyzes both clinical effectiveness and cost effectiveness.

On June 30, 2009, the council released a report
to President Barack Obama and Congress on its recom-
mendations for CER funding priorities for the Office of
the Secretary (106,107). The council established explicit
threshold and prioritization criteria to guide recommen-
dations for funding priorities. The council also developed
a strategic framework for categorizing current CER activ-
ity, identifying gaps, and informing the recommendations
for priorities.

3.0 FrRamework oF CER Anp PCORI

Since the final development of the PCORI is vested
in its origins in the MMA with an intermediary boost
from the ARRA, many of the elements are common for
all 3 regulations, including stakeholder involvement,
transparency, public participation, and open decision
making.

3.1 Stakeholder Involvement

The stakeholder involvement is described in all 3
legislations, the MMA, ARRA, and ACA. Table 1 illus-
trates the stakeholder involvement (108). While there
are similarities as illustrated in Table 1, there are also
differences.

3.1.1 Medicare Modernization Act

The MMA requirements are simpler, providing
regulation that the AHRQ must insure that there was
broad and ongoing consultation with relevant stake-
holders in carrying out the program. The statute leaves
the AHRQ broad discretion in how it implements this re-
quirement. One of the AHRQ's responses to this general
mandate was the formation of an advisory stakeholder
group to provide feedback on program initiatives and
to serve as a sounding board for interests impacted by
CER. Thus far, 3 stakeholder group panels have been
formed to advise AHRQ. The first panel met on a quar-
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terly basis from early 2005 to mid 2007, and the second
panel met from fall of 2007 through early 2010 (108).
The second stakeholder group was organized into mul-
tiple workgroups such as product development, pro-
gram priorities, and product dissemination. The AHRQ
solicited nominations for a third stakeholder group in
January 2010 which started meeting in the fall of 2010,
and will meet for a 2-year period. The AHRQ described
the role of the stakeholder group in the federal register
(109) as follows:

e quality improvement;

e opportunities to maximize impact and expand
program reach;

e ensuring stakeholder interests are considered
and included; and

e evaluating success.

Provide input on implementing Effective Health

Care Program reports and findings in practice and

policy settings.

Identify options and recommend solutions to issues

4 Provide guidance and program implementation,

including:

identified by Effective Health Care Program staff.

¢ Provide input on critical research information gaps

Table 1. Framework for conducting comparative effectiveness reviews: stakeholder involvement.

ACA’S Patient-Centered Qutcomes Research

ARRA’S Comparative Effectiveness
Research

MMA’S
Effective Health Care Program

PCORI Board of Governors

- 21 members

- AHRQ Director and NIH Director specified in law

- 19 members appointed by the Comptroller General

— Composition of 19 appointed members specified
in law: 3 patient reps/consumers; 7 physician/pro-
vider reps; 3 payer reps; 3 industry reps; 1 rep for
quality improvement or health service researchers;
2 federal government/state reps

— [Sec. 1181(f)]

Federal Coordinating Council

- specified in law

- “not more than 15 members, all of
whom are senior Federal officers or
employees with responsibility for
health related programs, appointed by
the President, acting through the Sec-
retary of Health and Human Services”

Stakeholder Group

- not FACA compliant; not required in
law; no votes taken; serves as a sounding
board

- AHRQ is flexible regarding the number
of members

- AHRQ provides only general selec-
tion criteria in public notices soliciting
nominations

PCORI Expert Advisory Panels

- may be permanent or ad hoc

- will assist in identifying research priorities, estab-
lishing the research project agenda, and for other
purposes.

Two Required Panels:

1. Clinical Trials Expert Advisory Panel

2. Expert Advisory Panel for Rare Disease

Composition of Panels:

— practicing and research physicians, patients, experts
with experience in the topic

- may include a technical expert of each manufactur-
er or each medical technology included in the study

IOM Priority-Setting Committee

- IOM appointed members

- no statutory requirement for broad
stakeholder representation on panel

Support for Patient and Consumer Reps:
— Institute must “provide support and resources” to
help reps participate effectively

Methodology Committee:

- required by statute

- standing committee

- 15 members appointed by Comptroller General

- composition: experts in their field; stakeholders
with expertise; Directors of NIH and AHRQ

— function: to develop and improve science and
methods of research by developing and updating
methodological standards

[Sec. 1181(d)(6)]

ARRA Funding:

- $1.1 billion in CER spending

— ARRA provides funding for AHRQ
Citizen Forum Contract

AHRQ Citizen Forum Contract:

— AHRQ solicited contracts for a Citizen
Forum to engage stakeholders in CER
activities

- funded by ARRA; $10 million over 5
years

— contractor selection forthcoming

Adapted and modified from: Partnership to Improve Patient Care. A Procedural Framework for the Conduct of Comparative Clinical Effectiveness
Research. November 2010. www.improvepatientcare.org/sites/default/files/ CER_Procedure-PIPC_Whitepaper.pdf (108)
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for practice and policy, as well as research methods

to address them, specifically:

e information needs and types of products most
useful to consumers, clinicians, and policy makers;

e feedback on Effective Health Care Program re-
ports, reviews, and summary guides;

e scientific methods and applications.

4 Champion objectivity, accountability, and transpar-
ency in the Effective Health Care Program.

In summary, the stakeholder group does not have a
fixed or specified number of members. Its composition
included individuals drawn from multiple constituen-
cies presumably impacted by the comparative effective-
ness program research, including patients, consumers,
and employers. These meetings are held in private
(109). Further, there is no formal voting process, and
discussions are based both on the AHRQ requests for
input and individual member suggestions on all aspects
of the program. Further, the stakeholder group is not a
formal advisory committee, and is not operated accord-
ing to the requirements of Federal Advisory Committee
Act concerning open meetings (109). In addition, the
AHRQ has combined the management of the new stake-
holder group with an initiative to increase consumer in-
put into CER operations and processes. It also solicited
proposals to establish and support community forums
on effective health care to formally engage stakehold-
ers. According to the AHRQ, this initiative is expected
to build all the smaller initiatives that has guided the
AHRQ's effective health care program and will be an
important component for a larger and more sustained
national initiative in CER, translation, and use (110).
Further, according to the Center for Medical Technol-
ogy Policy (CMTP), this project has been awarded to the
American Institutes for Research (AIR), AcademyHealth,
CMTP, and several other organizations under a multi-
year, $10 million per year contract.

However, the stakeholder groups in the effective
health care program and many other aspects of the
AHRQ have been mostly silent advisors without imple-
mentation of the input from the public, with develop-
ment of multiple initiatives, which have not been shown
to be effective in providing practical CER findings.

3.1.2 American Recovery and Reinvestment Act
The ARRA of 2009 made available $1.1 billion to
accelerate the development and dissemination of CER.
Of the $1.1 billion, $300 million was allocated to the
AHRQ, $400 million to NIH, and $400 million to the Of-

fice of the Secretary of HHS for disbursement (92,93).

The ARRA legislation required that a Federal Co-
ordinating Council for CER composed of senior federal
officials with responsibility for health-related programs
located in the HHS department, the Department of Vet-
erans Affairs, and the Department of Defense be cre-
ated to guide and coordinate the use of these funds.
The legislation also required the IOM to recommend
national research priorities for CER conducted or sup-
ported by ARRA funds after considering stakeholder
input. THe IOM formed a committee for this purpose,
funded by a contract with the HHS department.

Finally, there was a 23-person IOM committee
which included 3 consumers and patient advocacy rep-
resentatives in its membership, even though neither the
Federal Coordinating Committee nor the IOM commit-
tee was required by the ARRA to include stakeholders.

The IOM has published guidance on CER, prepara-
tion of guidelines, and standards for systematic reviews,
with the obvious conclusion that the PCORI should be
the pivotal organization with the AHRQ in conducting
and promoting CER.

While there are no stakeholders, the individuals
involved in preparation of these guidelines may have
significant conflicts of interest which have not been
disclosed. They also have numerous interrelationships
with organizations related to the NIH, IOM, AHRQ,
Economic Cycle Research Institute (ECRI), Research and
Development Corporation (RAND), and multiple other
organizations.

3.1.3 Affordable Care Act’s Patient-Centered
Outcomes Research Institute

In contrast to the MMA and ARRA, the ACA pro-
vides for broad stakeholder participation on both
its governing board and its advisory committees. In
fact, it appears that the membership has been care-
fully balanced in composition of the board. However,
a critical look at the composition of the board and
the lack of congressional oversight on this board il-
lustrates this may not be the case.

The ACA requires the PCORI to have a 21-mem-
ber board of governors including a specified number
of representatives of patients and consumers, physi-
cians and providers, health insurers, medical technol-
ogy manufacturers, researchers, and government of-
ficials. Specifically, it requires 3 representatives from
the patient and consumer groups; 4 representatives
from the physicians group, one representative from
the nurse group, and one representative from the
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integrated health care practitioners group combin-
ing for a total of 9 representatives; 4 representatives
from government, 3 from insurers, and one from
quality improvement and health services researchers,
with a total of 8 representatives; 3 representatives
from technology manufacturers and development;
and one representative from hospitals.

In addition, the law identifies the directors or
designees of the AHRQ and NIH as members of the
board, it delegates responsibility to the comptroller
general to make the other 19 appointments to the
board. The board of governors is intended to repre-
sent a broad range of perspectives and collectively
have scientific expertise. The appointments to the
board are made for 6-year terms staggered evenly
over 2-year increments, with a limit that no individu-
al shall be appointed for more than 2 terms.

In addition to the primary governing board, the
ACA also provides opportunities for the board to
make use of both standing and ad hoc expert advi-
sory panels to support the institute’s work to iden-
tify research priorities, establish the research project
agenda, and evaluate other essential needs. These
panels also must have broad representation, includ-
ing patient and provider representatives. The ACA
requires that 2 ad hoc expert advisory panels be es-
tablished. These include a clinical trials panel and a
panel for each project related to a rare disease. Fur-
ther, the ACA also provides statutory direction on the
composition of these panels, as well as other expert
advisory panels that the board chooses to establish,
without setting out precise numbers and composi-
tion. However, the law provides the guidance on this
issue that these panels must include practicing and
research clinicians, patients, and experts in scientific
and health services research, health services delivery,
and EBM with experience in the topic, and as appro-
priate, experts in integrative health and primary pre-
vention strategies, somewhat similar to the govern-
ing board.

The ACA also requires the establishment of a
separate 15-member expert methodology committee
to be appointed by the comptroller general to ad-
dress methodological standards for CER. This panel is
required to be composed of the NIH and AHRQ direc-
tors or their designatees and experts in their scien-
tific field. The purpose of this provision is that the
stakeholders with expertise in various areas may be
appointed to this panel, thus not limiting participa-
tion to individuals employed by academic research

centers. However in practical terms this may not be
an issue amenable to clinical specialists to be serving
on this committee, and even if that happens, there
is no evidence that any such input will be accepted.

While the composition appears to be appropri-
ate, this does not meet the real requirement. Most of
the panel experts are methodologists from interest
groups of various organizations, thus this may lead
to inappropriate decisions or an inability to reach
consensus, if in fact there is independence for these
members.

3.2 Transparency

Transparency has been established the MMA,
ARRA, and ACA (Table 2). However multiple regula-
tions written for the MMA related to AHRQ programs
and PCORI continue to emerge.

3.2.1 Medicare Modernization Act

Under the MMA, effective health care program,
meetings of the stakeholder group established by the
AHRQ are held on a quarterly basis, however these
meeting are closed, and meeting materials are not
posted. The AHRQ encourages the public to visit the
effective health care program website, and to sign
up for LISTSERVS in order to track developments and
have opportunities to comment on key questions to
draft reports for systematic reviews and to receive
notices of general research topics that are underway.
Even though there is no statutory requirement for
posting of CER reports, it appears that CER studies
are posted in a timely manner after their completion,
based on the AHRQ policy that all comments will be
publicly posted on the effective health care program
website within 3 months after a final report is posted.

Much of the information is not transparent in-
cluding the process and methods used to conduct CER
and the AHRQ's effective health care program. The
only information provided is with the publication of
the final reports.

3.2.2 American Recovery and Reinvestment Act

Working meetings of the Federal Coordinating
Committee and IOM priorities committee have been
held in private, though the public was asked to pro-
vide input for consideration. The Federal Coordinat-
ing Committee was eliminated by the ACA. The IOM
committee that established CER priorities for the
ARRA funding completed its business when its report
was issued on June 30, 2009.
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Table 2. Framework for conducting comparative effectiveness reviews: transparency.

ACA’S Patient-Centered Qutcomes
Research

ARRA’S Comparative Effectiveness

Research

MMA’S
Effective Health Care Program

PCORI Board of Governors Meetings

- meets in public at call of the Chair or a
majority of members

— public notice requirement for meetings (at
least 7 days advance notice)

Federal Coordinating Council and IOM

Committee Meetings

- working meetings were not open to the
public

- meeting summaries were included in the
report of the Council

— stakeholder input was solicited by both
the Council and the IOM panel

Stakeholder Group Meetings
— meets in private at call of AHRQ

Public Availability of Information via Internet
Website
- required by statute, includes the following:

Research Findings:

- must be made available to clinicians, pa-
tients, and the general public within 90 days
of the conduct or receipt of findings

Federal Coordinating Council
- posted final report on HHS web site

IOM Committee

- posted stakeholder open meeting pre-
sentations and final report on the IOM
website

ARRA Contract Solicitations and Funding
Awards:
- posted on AHRQ and NIH websites

Public Availability of Information via Inter-
net Website
- no statutory requirement

Research Findings:

- AHRQ EHC practice is to post research
reports, and to notify interested parties of
developments through Listservs

Process and Methods for Conduct of Research:

— identity of the research entity and the investi-
gators conducting the research

— conflicts of interest

— direct or indirect links to industry

- research protocols

— other information the Institute determines
appropriate

Process and Methods for Conduct of

Research:

- MMA Sec. 1013(a)(3)(D)(i) requires “all
scientific evidence relied upon and the
methodologies employed” to be made
publicly available “so that the results...can
be evaluated or replicated”

- AHRQ EHC practice is not to post the
identity of the research entity and the inves-
tigators conducting the research

Notice of Public Comment Periods:
- includes posting deadlines for public
comments

Comments Received During Public Comment
Periods

Institute Proceedings

Notice of Public Comment Periods:

- AHRQ EHC practice is to post information
on the review process and notify interested
parties of opportunity to comment via
Listservs

Comments Received During Public Comment:

- AHRQ EHC practice is to solicit public sug-
gestions for research proposals, post sug-
gestions, and to post comments (and report
authors’ responses to comments) within 3
months after a final report is posted

Stakeholder Group Proceedings:

- AHRQ EHC practice is not to post meeting
agendas, minutes, or proceedings of these
meetings

Peer Reviewers:

— alist of those contributing to any peer review
process shall be made public and included in
annual reports

— PCORI may utilize the peer review processes
of contractors or other entities, as well as
medical journals

Peer Reviewers:

— peer reviewers for systematic reviews are
noted in the Appendix of Final Reports and
posted on the website — published reports,
including DECIDE network reports, have
been subject to peer review processes of the
applicable journal

Adapted and modified from: Partnership to Improve Patient Care. A Procedural Framework for the Conduct of Comparative Clinical Effectiveness
Research. November 2010. www.improvepatientcare.org/sites/default/files/ CER_Procedure-PIPC_Whitepaper.pdf (108)
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3.2.3 Affordable Care Act’s Patient-Centered
Outcomes Research Institute

The ACA requires the PCORI board of governors to
meet in public at the call of the chair or a majority of
its members. The law also specifies that at least 7 days
advance notice must be given for these meetings. Thus,
the law is much stricter and more transparent than ei-
ther the ARRA or MMA, but it continues to be silent on
whether agendas and other meeting materials must be
posted, and whether other standing or ad hoc commit-
tees established by the board must meet in public.

The law requires the PCORI to use an Internet web-
site to keep the public informed of its activities and
encourage participation, including posting of the in-
stitute’s proceedings, and research findings within 90
days of the completion or receipt of reports. Further,
the public must be informed of comment periods and
deadlines, and comments that have been submitted by
the public must be provided.

Further, ACA requires transparency in the process
and methods used by the institute to conduct CER. It
specifically requires the institute to identify the re-
search entity and the investigators conducting CER,
the research protocols used, any conflicts of interest of
these parties, and any other information the institute
determines to be appropriate.

While these aspects of the ACA and PCORI appear
laudable, these are not substantially different from many
other federal agencies. The data may be collected and
opinions may be given, yet the decisions are made in the
same fashion by members of the federal government.

3.3 Public Participation

Public participation is considered pivotal in health
care reform. However, the ACA, in its debate through-
out and various regulatory initiatives have not taken
into consideration the public participation as a major
issue at its core, even though it appears on the paper
that public participation is not only important, but
mandatory. Table 3 illustrates the differences between
the MMA, ARRA, and PCORI on various aspects of pub-
lic participation. As expected, public participation is
more significant with the PCORI, even though, it may
still be inadequate and impractical.

3.3.1 Medicare Modernization Act

The AHRQ has taken various steps to engage the
public in identifying research priorities for CER includ-
ing a public listening session in May of 2004. Following
these evaluations, the HHS secretary identified an ini-

tial set of 10 priority conditions focusing on the needs
of the Medicare population in December of 2004. There
was also a second listening session which was held on
January 11, 2006, leading to the expansion in 2008 of
the CER priorities to 14 conditions including conditions
also relevant to Medicaid and State Child Health Insur-
ance Program (SCHIP) programs.

The AHRQ also has encouraged public participation
in effective health care program activities by encourag-
ing the public to submit research topics for CER projects,
by establishing a 4-week public comment period for
all draft reports, and by posting for comment the key
questions for systematic reviews performed by evidence-
based practice centers. However, there has not been any
transparency with regards to the AHRQs disclosure of
the research center or individual researchers undertak-
ing specific CER studies. Further, public comments are
solicited for CER key questions and draft reports that
are systematic reviews of the literature on a given topic,
however, AHRQ does not permit public comment on
projects undertaken by the Effective Health Care Pro-
grams Developing Evidence to Inform Decisions about
Effectiveness (DEcIDE) research network. These research
centers generate new scientific information to fill knowl-
edge gaps or just methodological issues as opposed to
performing systematic reviews of existing literature.
These research abstracts are posted for the public, even
though the AHRQ does not post or solicit public com-
ment on draft key questions for this research, and does
not post draft final reports for comment.

3.3.2 American Recovery and Reinvestment Act

The ARRA called for a 15-member coordinating
council. The membership on the council was specified
in the law to included representatives from the various
federal agencies engaged in CER; however, there was
no public participation. The council held 3 listening ses-
sions to receive public comments which were also so-
licited through the HHS website for the Recovery Act.

The ARRA directed HHS to contract with the IOM
to prepare a report on national priorities for CER con-
ducted. The ARRA also specified that the IOM commit-
tee must consider input from “stakeholders” in identi-
fying national priority topics for CER.

Under ARRA funding, multiple meetings were
held and numerous speeches were heard with numer-
ous suggestions leading to identification of 100 prior-
ity topics for CER. However, since the decision-making
solely rests on government officials, the importance of
public participation has been questioned.
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Table 3. Framework for conducting comparative effectiveness reviews: public participation.

ACA’S Patient-Centered Qutcomes
Research

ARRA’S Comparative Effectiveness
Research

MMA’S
Effective Health Care Program

Public Comment Period

- 45 - 60 days comment period required by
statute for:

v/ national priorities

v research project agenda

v methodological standards

v’ peer review process

v draft findings for systematic reviews

Public Comment Period
- 4 week comment period established by
AHRQ/EHC Program for:
v Key Questions (for systematic reviews only)
v’ Draft Reports (both systematic reviews and
DECIDE Network reports)

Forums

- required to increase public awareness and
obtain and incorporate public input and
feedback on research priorities, research
findings, and other duties, activities, or pro-
cesses the Institute determines appropriate

Federal Coordinating Council

- 3 public listening sessions

- received comments filed through the
public website for 2 months

- posted interim working documents for
feedback:

v’ definition of CER

v prioritization criteria

v strategic framework

Public Meetings

- comments were solicited and reviewed, and
listening sessions were held on identifying
research priorities

- final decisions were made by an HHS
committee

- no public comment on HHS committee
determination

deliberations

- open door meetings held to inform

— three avenues:

committee

IOM Priority-Setting Committee
— legislation required priorities to be based
on “input from stakeholders”

v direct correspondence with the
v/ written and oral presentations at an open

stakeholder’s meeting
v’ submission of specific CER topics

Other Consultations

- Methodology Committee may consult
with relevant stakeholders to carry out its
activities

[Sec. 1181(d)(6)(D)]

— Process of Developing and Updating Meth-
odological Standards

v include input from experts, stakeholders,
and decision makers

v’ provide opportunity for public comment

Adapted and modified from: Partnership to Improve Patient Care. A Procedural Framework for the Conduct of Comparative Clinical Effectiveness
Research. November 2010. www.improvepatientcare.org/sites/default/files/ CER_Procedure-PIPC_Whitepaper.pdf (108)

3.3.3 Affordable Care Act’s Patient-Centered
Outcomes Research Institute

The ACA provides a series of detailed specifications
for engaging the public in the PCORI's operations. It
specifies that a public comment period of between 45
and 60 days must be used in several areas including set-
ting national priorities for CER, establishing a CER proj-
ect agenda, determining methodological standards for
CERs, developing a peer review process, and arriving at
findings for systematic reviews.

Further, the ACA also specifies that the PCORI
should consider making use of public forums to increase

public awareness of its operations and to incorporate
public input into its activities. Further requirements
include that the methodology committee consult with
relevant stakeholders as it carries out it duties. It specifi-
cally requires that the process of developing and updat-
ing methodological standards must include input from
experts, stakeholders, and decision-makers, as well as
an opportunity for public comment.

Since the composition of the committees appears
to be heavily focused on methodologists, very little di-
rection can be provided by other stakeholders.
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3.4 Open Decision-Making

In a democratic society open decision-making must
be a rule, not an option. However, it appears that many
of the decisions are made behind closed doors without
public input. Further, when public input is required, it
is not taken into consideration. As illustrated in Table
4, open decision-making has been appropriated for all
3 legislations with significant variations among them.

3.4.1 Medicare Modernization Act

The program decisions made by the AHRQ concern-
ing the CER program are not readily identifiable, ex-
cept as part of documents prepared for Congress. Thus,
it is not clear to members of the public how research
priorities are determined, how decisions are made to
fund specific CER projects, and why public comments
are solicited and considered for some CER projects and
not others. In addition, there is no information on how
nonpublic meetings with particular stakeholder groups
impact agency decision-making.

3.4.2 American Recovery and Reinvestment Act

The Federal Coordinating Council has submitted
its meeting reports to the president and congress. The
IOM report on priorities for CER provides information
on the panel’s decision-making process. Even though
the ARRA requires the HHS secretary and directors of
NIH and AHRQ to submit an operating plan for the
CER funds appropriated to the Appropriations Commit-
tee of Congress that detail the type of research being
conducted and priority conditions addressed, these re-
ports provide only general information on the priori-
ties addressed. Thus the issue of open decision-making
is non-existent.

3.4.3 Affordable Care Act’s Patient-Centered
Outcomes Research Institute

The ACA requires decisions of the PCORI board to
be made in public, by majority vote. The law also speci-
fies that there will be votes on national priorities for
CER, the CER research project agenda, methodological
standards for CER, and the CER peer review process.
However, the law does not address the decisions-mak-
ing process for standing in ad hoc committees of the
board of governors, leaving numerous questions on the
open decision-making process and the commitment of
the ACA in this aspect.

4.0 Issues ReELATED To Pcori Anp CER

The issues related to the PCORI and CER are inter-
twined. The process that the federal agencies and pri-
vate sector organizations use to set research priorities
is central to the benefit that patients, physicians, and
others will receive from the investment in this project
by Congress, however without any oversight. Multiple
priorities have been described by various organizations.
The key elements in the priority setting processes in-
clude stakeholder involvement and participation, trans-
parency, public participation with a range of input op-
portunities, particularly from patients and consumers,
with clinical input and guidance throughout the pro-
cess; and open decision-making with systematic input
by decision-makers of information received.

4.1 Stakeholder Involvement

The major element of an acceptable process is the
inclusion of all interested and affected stakeholders. In
its 1992 report, the IOM offered among its guiding prin-
ciples that the process must be sensitive to political con-

Table 4. Framework for conducting comparative effectiveness reviews: open decision-making.

ACA’S Patient-Centered Qutcomes
Research

ARRA’S Comparative Effectiveness
Research

Effective Health Care Program

MMA’S

PCORI Board of Governors
- specifies votes on:

v/ national priorities

v’ research project agenda
v methodological standards
v’ peer review process

[Sec. 1181(d)(9)]

Federal Coordinating Council; IOM Priority-

Setting Committee

— decisions were not made in public

- NIH took steps to obligate ARRA funds
prior to publication of IOM priorities

Stakeholder Group

- advisory group

- provides sounding board

Voting
— decisions made by majority vote
[Sec. 1181(d)(9)]

Voting
- no votes taken

Adapted and modified from: Partnership to Improve Patient Care. A Procedural Framework for the Conduct of Comparative Clinical Effectiveness
Research. November 2010. www.improvepatientcare.org/sites/default/files/ CER_Procedure-PIPC_Whitepaper.pdf (108)
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text, which includes a requirement for the process to in-
vite input from a variety of interested parties (111,112).
In addition, the essence of stakeholder participation
was highlighted in the report’s special recommenda-
tion that the AHRQ, should involve a broad spectrum
of interested parties (112). Further, Sibbald et al (113)
described a conceptual framework for priority-setting
in health technology assessments, offering stakeholder
engagement as a central characteristic. They also noted
the need for a genuine commitment by organizations
in engaging stakeholders through partnership and em-
ployment, as well as the connection between engage-
ment and stakeholder satisfaction with their level of
involvement.

The AHRQ has taken steps to implement the rec-
ommendations for broad stakeholder participation by
establishing a stakeholder advisory group that includes
representatives from patients, providers, manufactur-
ers, and private payers. Even though this group does
not hold public meetings, it does provide a forum for
stakeholder views to be expressed. In addition, using
funds provided under the ARRA, the AHRQ is setting up
a community forum as a mechanism to engage mem-
bers of the public in discussions related to CER (108).

The stakeholder participation was also emphasized
as an essential component of any process in public
comments during the ARRA implementation. The IOM
committee on CER priorities, the National Health Coun-
cil, noted that the ARRA offered “few safeguards” to
insure a patient-focus or the inclusion of patients as
stakeholders in the governance and decisions-making
process (114).

The PCORI's main mechanism for stakeholder par-
ticipation is through its oversight and/or advisory bod-
ies, only one of which, the Board of Governors, deals
explicitly with priority setting. The Government Ac-
countability Office announced the appointments to the
21-member board in September 2010. However, the
literature emphasizing the importance of stakeholder
engagement as well as the concerns that arose during
the ARRA implementation suggests that a more robust
engagement mechanism than the Board of Governors
may be necessary (108).

The CER provisions of the ACA are unique in the
requirements they create for full and active stakeholder
participation in both the leadership and the operations
of the PCORI. While stakeholder engagement is an im-
portant and valuable characteristic of existing HHS pro-
grams for CER, it does not have the same central role
that is provided by the ACA (111).

It appears that the PCORI program under the ACA
is approaching the issue with broad stakeholder partici-
pation, however, the stakeholder composition itself ap-
pears to be suspect. The IOM and others (11,13,23) are
essentially silent on the constitution of the stakeholder
groups and total control of the administration. How-
ever, the white paper on a National Strategy for CER
Dissemination by National Network for Health Innova-
tion (NEHI) (13) does recommend that national medi-
cal societies and patient groups are crucial as potential
partners going forward. The group consists of 4 repre-
sentatives of physicians with at least one surgeon with-
out indication whether these are practicing physicians.
The composition also provides significant influence for
private payors with 3 representatives, 3 members rep-
resenting pharmaceutical devices, etc., and 3 patient
representatives. Consequently, either it will be difficult
to make decisions or it will be impossible to reach con-
sensus even if it is not evidence-based.

Table 5 illustrates the composition of the PCORI
Board of Governors, and Table 6 illustrates the compo-
sition of the PCORI Methodology Committee. Further
evaluation of the composition of the Board of Gov-
ernors illustrates the lack of specialty representation.
The lack of physician dominance essentially follows the
principle that stakeholders are not physician scientists
(115,116). Further, many of the stakeholders have sub-
stantial conflicts of interest.

The importance of the methodology committee is
that it sets the tone. After the methodology is assigned
and reviews are performed, no one pays attention to
the methodology and generally public comments are
not taken into consideration.

By definition, successful dissemination of CER
evidence will require collaboration. Even the highly
decentralized nature of evidence dissemination, col-
laboration, and consensus building will be critical even
when CER produces findings that seem to be clear and
unambiguous. However IOM is recommending a cen-
tralized process. In general, stakeholder groups that
are not part of a consensus-building process are less
likely to become active advocates for the dissemination
of guidelines or other evidence-based aids to decision-
making or may in fact become active opponents of
guidelines (13).

The controversial 2009 United States Preventive
Services Task Force (USPSTF) recommendation on mam-
mography screenings is a case in point (67,68,117-120).
It is unclear whether the task force’s recommendations
on mammography screening would have been better
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Table 5. Composition of Board of Governors of PCORI.

MEMBERS OF BOARD

Debra Barksdale, PhD, RN

Associate Professor at the University of North Carolina (UNC) at Chapel Hill School of Nursing in
Chapel Hill, NC.

Kerry Barnett, JD

Group Executive Vice President, Corporate Services, Chief Legal Officer, and Ethics and Compliance
Officer for The Regence Group.

Lawrence Becker

Director of Strategic Partnerships and Alliances for Xerox Corporation in Rochester, NY.

Carolyn Clancy

Director of the Agency for Healthcare Research and Quality (AHRQ).

Francis Collins

Served as the Director of the National Institutes of Health (NIH) .

Allen Douma, MD

Chief Executive Officer of Empower, LLC, in Ashland, OR.

Arnold Epstein, MD

John H. Foster Professor and Chair of the Department of Health Policy and Management at Harvard
University School of Public Health in Boston, MA, and is a practicing internist in the Department of
Medicine at the Brigham and Women's Hospital.

Christine Goertz, DC, PhD

Vice Chancellor for Research and Health Policy at Palmer College of Chiropractic and Palmer Center for
Chiropractic Research in Davenport, IA.

Leah Hole-Curry, JD

Program Director for the Health Technology Assessment (HTA) program of the Washington State
Health Care Authority in Olympia, WA.

Gail Hunt

President and CEO of the National Alliance for Caregiving.

Robert Jesse, MD, PhD

Principal Deputy Under Secretary for Health, Department of Veterans Affairs in Washington, DC.
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of Medicine in New Haven, CT, and is a practicing cardiologist.
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Sharon Levine, MD
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Executive Vice President and Chief Medical Officer for Pfizer Inc.
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President and Chief Executive Officer of BJC HealthCare in St. Louis, MO.

Grayson Norquist, MD, MSPH

Professor and Chairman, Department of Psychiatry and Human Behavior, University of Mississippi
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Vascular surgeon at Dartmouth-Hitchcock Medical Center in Lebanon, NH, and professor of surgery
at the Dartmouth Medical School. He is also Chief of Surgery at the Veterans Administration Medical
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accepted if clinicians and other patient groups had
been involved earlier. Their lack of involvement in the
process clearly helped to fuel opposition to the recom-
mendations. Consequently, the USPSTF’s mission and
operating procedures, previously held up as a model
for other organizations by proclamation of methodolo-
gists and centralists, were thrown into serious dispute
(68,117-125).

Thus, national medical societies and patient groups

could be potential and crucial partners for the PCORI.
Many national organizations operate programs to iden-
tify and disseminate standards of practice; however, it
has been alleged that few have specifically focused on
the development of mechanisms to build rapid consen-
sus and expedite the use of good evidence. This may
be a disingenuous and self-serving statement by the
methodologists, administration and supporters of the
bureaucracy. Further, they also claim that limited fund-
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Table 6. Compositions of Methodology Commiitee of PCORI.
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Department of Medicine, Department of Economics and the Harris School of Public Policy Studies at
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Medical School and Professor in the Department of Biostatistics at the Harvard School of Public Health.
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ing and the complexity of bringing experts together
can constrain the consensus-building process, as evi-
denced by the NIH Consensus Development Program,
which releases no more than 3 or 4 consensus state-
ments per year (126). However, there is no proof for
such allegations and there is no evidence that anything

developed by NIH Consensus Development Program has
been methodologically sound and has improved either
health care, or access to the patients, or even costs.

In contrast, even small organizations such as Amer-
ican Society of Interventional Pain Physicians (ASIPP)
have developed guidelines without major conflicts of
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interest or funding. These guidelines have not been
accepted by the rule makers. Efforts to clarify the lack
of acceptance have only generatedroutine and inap-
propriate explanations (30-41,71-75,79-81,115,116,127-
180). Further, the effectiveness of the guidelines de-
veloped by AAHCPR and the present effectiveness
health care programs is open to question. The guide-
line development continues to cost taxpayers millions
of dollars per guideline, yet the guidelines are neither
understandable nor useful for clinical application. The
shortcoming of these guideliines seems to arise from
the development process, as most of these are prepared
by methodologists without understanding the clinical
aspects and by physicians who function as methodolo-
gists either out of clinical practice, having only a token
practice or not aware of the clinical practice in that par-
ticular technology they are evaluating.

EBM and CER is based on not only methodologic
quality assessment of studies, but, also the understand-
ing of the clinical nature of the technique, procedure,
or intervention being evaluated.

Overall, as in the case of the PCORI, stakeholder
groups may disagree on the implications of evidence,
even when the evidence seems to be clear. Further,
many of the groups which are contracted outside the
agency also possess substantial conflicts of interest, as
the income source even in non-profit organization can
be unclear and as representative from various insur-
ance and manufacturer stakeholders may have conflict-
ing loyalties. Recently, the American College of Chest
Physicians and the American Academy of Orthopedic
Surgeons took markedly different positions on the out-
comes to be used in defining the efficacy of measures to
prevent thromboembolism during hip and knee surgery
(181). The same philosophy applies to interventional
techniques and surgical interventions. There is always
disagreement between interventional pain physicians
and surgeons with contradictory opinions for both.

The conflict in guideline preparation dissemination,
transparency, and openness has been well described
along with intricacies, complications, and difficulties
in the systematic assessment of evidence (142,148,182-
206). There is over representation of multiple organi-
zations and some institutions (182). It has been stated
that financial relationships with pharmaceutical, medi-
cal device, and biotechnology companies may create
conflicts of interest and a risk of undue influence on j
entities that sponsor the development of clinical prac-
tice guidelines or systematic reviews, and for the indi-
viduals who participate in their development (182-206).

In addition to the financial relationship with industry,
other potential sources of bias in the development of
clinical practice guidelines include professional affilia-
tions and practice specialization, reimbursement incen-
tives, intellectual preconceptions and previously stated
positions, and the desire for recognition and career
advancement. However, the conflicts of interest of aca-
demic positions, the research, and the original source
of funding even if it appears not related to the phar-
maceutical industry or device manufacturers, and the
basic income derived from non-profit organizations is
not well described (198,207-211). Numerous organiza-
tions with purposes and objectives of advancing health
care mostly are associated with one or the other view
and consist of financial conflicts of interest or IOM pub-
lication on conflict of interest in medical research edu-
cation and practice (212). The sections on conflicts of
interest and development of clinical practice guidelines
(212) describe extensively how it is difficult for organi-
zations to fund. They also show that multiple organi-
zations provide funding from their general revenues.
ASIPP also funds their guidelines from general reve-
nues. No one is paid except for travel, accommodations,
etc. when special meetings are held. Ironically, the IOM
quotes personal communication by Roger Chou stating
that smaller professional societies that have sought to
fund clinical guidelines development and systematic
reviews without industry support have found it diffi-
cult to do so. They suggest that professional societies
nominate topics for AHRQ-supported systematic re-
views. The same publication also reveals that each sys-
tematic review may cost approximately $200,000. These
statements themselves illustrate a conflicts of interest
because Chou did not divulge the receipt of approxi-
mately $1.2 million from APS which received its fund-
ing from drug manufacturers, resulting in opinions
which were favorable to opioids without evidence, and
the rejection of any reasonable evidence for interven-
tional techniques and the denial of evidence for any
and all interventional techniques in managing low
back pain (132,213). The influence of industry on the
development of opioid guidelines is also illustrated in
the activities of the Wisconsin Pain Policy Studies Group
which provided model guidelines to the Federation of
Medical Boards, were eventually followed by many of
the medical boards, promoting opioid use while on the
surface looking to control opioid abuse (200,214). Fur-
ther, the same evidence synthesis was utilized by Spec-
trum Research, without consideration of peer review
comments, which also provided remuneration to Chou
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for his services, as the only physician on the evidence
synthesis committee for interventional techniques for
Spectrum Research. Thus, we cannot consider that pub-
licly funded guidelines within the United States or Eng-
land are without bias and are accurate.

Thus, the PCORI, instead of restricting and doing
business behind closed doors, should challenge all the
communities in medicine to rally around a common ap-
proach to evidence synthesis, consensus building, and
the dissemination of appropriate guidelines with prop-
er stakeholder involvement.

4.2 Transparency

The process must be transparent and open. It's a
key element throughout the process. The absence of
this element may limit the value of each of the subse-
quent elements.

If openness and transparency are not present, any
process viewed by decision-makers as fair and objective
may be perceived very differently by patients and pro-
viders and by the public at large. This important point
was noted in the IOM’s 1992 report, “Setting Priorities
for Health Technologies Assessment: A Model Process,”
which noted among its guiding principles that the pro-
cess “must be — and must appear to be — objective,
open, and fair.” Further, the IOM observed that the pro-
cess “must present the logic of the process clearly and
carefully to others” (112).

Daniels and Sabin (215) have offered that a fair
process “will involve transparency about the grounds
for decisions; appeals to rationales that all can accept as
relevant to meeting health needs fairly; and procedures
for revising decisions in light of challenges to them.”
When combined, the authors suggest that these com-
ponents create "accountability for reasonableness,”
which allows for the education of stakeholders on the
material included in deliberations and aligns decision-
making “to broader, more fundamental democratic de-
liberative processes” (216). Finally, Sibbald et al (113)
suggest that transparency may contribute to the over-
all success of a program through positive media cover-
age; peer emulation; or changes in policy, legislation,
or practice.

Transparency is an important issue which is lacking
not only in the PCORI, but at many levels of health care.
When it does exist, it is limited to following the rules
and regulations and publishing the results without any
input from the public as the materials submitted by the
public are not considered. The PCORI should publish
transparently all the stakeholders involved and their

conflicts of interest not by illustrating their present
positions, but by providing the financial information
in great detail. The PCORI also will be best to provide
transparency in the gaps of knowledge and their in-
ability to assimilate and discuss the deficiencies openly.
Further, Congress along with the President, should not
only receive a nominal report from the board, but these
reports must be made available to the public including
the details of the institute’s research methodology pri-
orities, activities, and conflicts of interest.

4.3 Public Participation

Stakeholder involvement, transparency, public par-
ticipation, and open decision-making all go hand-in-
hand. Public participation should never be a nominal
or a philosophical approach, but ishould be substantive
with consideration of all aspects, including the ability to
admit the shortcomings of the commission. In the past,
the public forums and listening sessions were offered by
the IOM and the Federal Coordinating Council for CER.
Thee PCORI has a 45 to 60 day comment period for the
public to respond to research priorities, and also requires
the Institute to provide additional input opportunities
(e.g., through a website). This approach still might not
ensure meaningful and comprehensive input, and be
considered deficient. Coulter and Ham (217) suggested
that the need for an unbiased and systematic approach
for encouraging patient and public participation in the
process is “a crucial step toward reducing the democratic
deficit in health-care decision making.”

Sibbald et al (113) recommended that decision-
makers adopt multiple techniques to solicit stakeholder
feedback, including roundtables, open forums, and
administrative meetings. Patient and consumer groups
have also noted the importance of multiple opportuni-
ties for stakeholder input, chiefly among patients and
clinicians. The National Working Group on Evidence-
Based Health Care issued a policy paper in August 2008
that called for patient and consumer engagement in
defining a CER research agenda through the creation of
a separate patient/consumer advisory body whose pur-
pose would be to advise the organization throughout
the research process (218). Given these perspectives,
the PCORI and other CER organizations should strive
to implement and ensure meaningful opportunities for
public guidance in priority setting. Instead, not only the
PCORI, but the IOM, AHRQ, their contractors, and other
organizations even if not for profit failed to take into
consideration public comments which at times may be
crucial in the decision-making process. The members of
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the committees at various levels do not have the time
or resources to evaluate or even read the public com-
ments, thus there should be an open mechanism for
public comments to be taken into consideration, which
has been done to a great extent positively, by the CMS
in preparing various payment schedules (219-221). Con-
sequently, the decision-makers must incorporate the
input they receive in a systematic manner.

4.4 Open Decision-Making
Transparency and open decision-making are 2 peas
in a pod. However, there are multiple issues to be con-
sidered in open decision-making. The decision-making
must be open not only by vote of the governors, but
also the ad hoc committees. CER decisions to date have
been made by federal officials, with no opportunity for
the public to witness how important determinations
are made, how research priorities are set, how funding
decisions are made, how research gaps and method-
ological challenges are considered and addressed, and
how non-public meetings with particular stakeholders
impact decisions. Finally, the cost of any of these activi-
ties is never provided to the public, or for that matter
to Congress. Further, the involvement of private con-
tractors must be open and transparent showing their
own conflicts of interest. Consequently, a more open
decision-making process might enhance the credibility
of these determinations and increase the acceptability.
Open decision-making also should address the is-
sues with regards to the handling of situations where
members disagree on important matters. Given the
broad representation of stakeholders on the board, it is
likely that disagreements will occur on matters like the
methodological approaches taken in specific research
efforts and the interpretation of research findings.
Open decision-making is essential specifically for
the methodological process. The expert advisory panel,
including patient subgroups, should provide advice on
research designs and protocols, and it requires that a
methodologic committee develop standards for conduct-
ing CER that account for and evaluate patient subpopula-
tions. However, the deficiencies at the present time exist
even in understanding randomized control trials, their
subgroups, and placebo control and nocebo hyperalge-
sia. Further, the attention must be focused on effective-
ness rather than efficacy, and, as much as possible, away
from strict adherence to academic centers and placebo
controlled randomized double-blind trials, unless the in-
stitute is focused on eliminating the entire medicine.
Further, the institute must follow the same rules

and regulations for all interventions considered in the
research rather than continue to change for each regu-
lation based on their own interpretations and follow-
ing the recommendations of the methodology commit-
tee only when it is convenient.

5.0 IvpracT oF PCORI Anp CER

The CBO report states that to affect medical treat-
ment and reduce health care spending, the results of
comparative effectiveness analysis would ultimately
have to change the behavior of doctors and patients
(103). Further, for any large-scale changes to occur, CER
would have to generate new findings for a substantial
number of medical conditions, which may take many
years. To have the maximum effect on behavior, these
findings would then have to be incorporated into the
incentives for providers and patients, a process of ad-
justment that might also take time.

Health policy-makers and health care advisors
foresee that there is a potential for savings on health
care; however, predicting the impact CER could have
on health care spending is difficult. In essence, research
could show some of the denied treatments are effec-
tive; then there would be a public outcry. CER could
also cause spending to increase on treatments already
considered effective, but not used as extensively as rec-
ommended protocols indicate. Even then, new research
on comparative effectiveness seems unlikely to increase
the use of services that are already deemed effective.
But, as shown in Fig. 1, it appears quite certain that
it will decrease the utilization and the cost (222). The
10-year impact of CER has been shown to illustrate ap-
proximately $368 billion in systemwide savings.

The PCORI in essence may provide the support for pri-
vate and public payors to implement cost-effective mea-
sures based on CER, no matter how deficient it may be.

Consequently, private insurers may not cover drugs,
devices, or procedures that were found to be less cost
effective. Alternatively, insurers could require enrollees
to pay some or all of the additional costs of more ex-
pensive treatments that were shown to be less effective
or less cost-effective, also known as value-based insur-
ance design.

5.1 The Impact of Well Established
Comparative Effectiveness Research’s
Programs

NICE is the best known example of an agency that
assesses medical treatments and is most praised by pol-
icy-makers and promoters of national health care and
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criticized by many sectors of public groups and physician
groups in the United States. NICE has published apprais-
als of over 100 specific technologies, guidance on the
use of over 200 medical procedures, and about 60 sets
of treatment guidelines (223). If NICE approves a drug,
device, or procedure, it must be covered by the NHS, but
local health authorities make coverage decisions about
treatments that NICE has not yet evaluated. With a staff
of about 200 and an annual budget of over $60 million,
NICE does not fund new clinical trials or other forms of
primary data collection. Instead, it commissions system-
atic reviews of existing research on clinical effectiveness
and combines those findings with models of cost-effec-
tiveness. Clinical trials are funded by the British Ministry
of Health, but data on total spending in the United King-
dom for research on comparative effectiveness are diffi-
cult to come by. The opponents of the British health care
system and NICE criticize that NHS health care is rationed
through long waiting lists and, in some cases, omission
of various treatments. It has been stated that NICE at its
heart is a center for health technology evaluation that
issues formal guidance on the use of new and existing
medicines based on rigid and proscriptive “economic”
and clinical formulas (7,78). Even though the NHS is
obliged to adhere to NICE's pronouncements, criticism
of NICE has been ceaseless, particularly from various pa-
tient organizations. Consequently, NICE is considered a
controversial body.

The criteria by which NICE makes its decisions have

been kept largely secret from the public (78). The evi-
dence used by NICE has been systematically disputed by
clinical experts who are more concerned with patient
welfare than with vote-seeking, but the institute has
also come under fire for not involving doctors who are
active on the frontline of medicine (224). In the past
year or so the NHS and NICE have been undergoing
atransformation (225-236). The criticism is analogous to
the criticism which was faced in the United States by
the AHRQ's panel on mammography recommendations
(67,68,117-125,237,238).

Nicholas Timmons, a public policy editor of the
Financial Times in London and vising professor and a
senior associate of Nuffield, in an article in December
of 2010, wrote that the United States is not alone in un-
dertaking health system reform amid financial uncer-
tainty. A new British government prepares for a major
renovation of the NHS on which the United States is
modeling upon. This is the system the PCORI is depend-
ing on. There have been numerous complaints about
NICE and its dealings and in NHS in general (225,236).
It has been described that NICE has managed to sup-
press costs at its methodology, and ignores choice and
individual predilection. According to Berwick, the CMS
administrator, “the decision is not whether or not we
will ration care - the decision is whether we will ration
with our eyes open” (21). Despite the claims that health
care is poor in the United States, a 5-year survival rate
for breast cancer and prostate cancer, are significantly
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Fig. 1. 10-year impact of comparative effectiveness on spending.

Source: Based on estimates by The Lewin Group for The Commonwealth Fund, 2007 (222).
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higher than that of England. In the United States, the
survival rates for breast cancer and prostate cancer are
83.9% and 91.9% respectively, compared to 69.7% and
51.1% in England (239). Since 2000, when the labor
prime minister Tony Blair made a pledge to get Brit-
ain’s comparatively low health spending up closer to
the European average, NHS expenditures have been
rising 6% to 7% a year in real terms. Now, the years of
spectacular growth in the NHS budget are grinding to
a halt. The NHS faces a budget freee in real terms for
the next 4 years - likely to be the most for the system
since the 1950s. Britain is facing the same problems as
the United States and the system needs to produce up
to $20 billion a year (US $32 billion) in savings, even as
it struggles to cope with an aging population, the ad-
vance of medical technology, and other pressures faced
by all health systems world wide. One of the important
aspects of NICE is that they are proposing that the ad-
ministrative costs of managing the NHS be slashed by
45%. Under the NHS, primary care physicians are not
employed by the government, but rather function as
independent contractors, whereas specialists are em-
ployed by one of the many publicly owned hospitals.
A patient always has to be refereed to a specialist by
the primary care practitioner. However, over the years
more independence has been provided to the hospi-
tals and the specialists. In the new proposed system,
family doctors will have much more say than they had
in the previous years. However at the moment, these
proposals are a statement of the government’s intent
and have not been formally translated into legislation.
However, NICE along with the NHS is facing a makeover
from what we are attempting to adapt and what we
have known.

Based on the controversy of NICE, as generated on
quality of life issues with new health care technologies
and drugs, the PCORI may not use the cost at least for
now. One of the conservative health ministers said that
NICE’s assessments of whether or not an intervention
was cost-effective will become somewhat redundant,
due to the changes coming. Thus, as far as NICE is con-
cerned, the only thing clear at this point about NICE's
future is that nothing is clear. Unfortunately we can't
say the same about the PCORI.

In fact, it would be very tempting for federal reg-
ulators to exploit CER to ration care. This would be
implemented by financially punishing physicians pre-
scribing the “less effective” interventions with lower
reimbursements or refusing to pay for them outright.
Thus, if the government is prepared to go down this

route, it could apply tremendous pressure on physicians
to coerce them to practice to its liking. Recently, Pear-
son and Bach (240) advocated for such a regimen where
reimbursement would be tied to the comparative clini-
cal effectiveness of a product. However, this would be
a stark deviation from Medicare’s current reasonable
and necessary “bench mark.” However, private insurers
do not have to follow any of these recommendations,
and thus are already implementing findings of poorly
performed flawed CER and many aspects of the ACA
which is awaiting to be implemented in 2014. Further,
it should be noted that the ACA explicitly says it should
not be construed as preventing the secretary from us-
ing evidence or findings from such comparative clinical
effectiveness research in determining coverage, reim-
bursement, or incentive programs (2-4). Thus, the PCO-
Rl will recommend treatment regimens for the stan-
dard patient. These recommendations, coupled with
reimbursement changes, could easily pave the way for
government dictating to patients the medicines, tests,
procedures, and medical interventions they can and
cannot have, irrespective of willingness to pay for an
individual preference. This one-size-fits-all approach
could replace the professional judgement of the physi-
cian actually examining and talking to the patient with
rules set by regulators in Washington. Consequently,
such an approach may control rising costs, but would
not “bend the cost curve,” but arbitrarily would flatten
it (7).

Thus, due to multiple uncertainties and differences
even in established programs, American physicians con-
sider comparative effectiveness as problematic. Further,
the application of CER is much more primitive with sur-
gical techniques, interventional procedures, and mul-
tiple devices. Finally, the unlimited powers granted to
the DHHS and their organizations controlled by the ad-
ministration rather than Congress remain a major issue.

6.(5) THE Present STATE oF CER 1IN THE
uI -

In recent publications it was illustrated that adverse
events in hospitals based on IOM standards do not accu-
rately measure them (48). It is well known that improv-
ing patient safety continues to be a priority for both
policy makers and health care providers. As a result, dur-
ing the 10 years since the publication of the IOM'’s land-
mark report, To Err Is Human: Building a Safer Health
System, there have been numerous initiatives to improve
the safety of patient care in the United States (49-52).
Since then, several studies have reported on the often
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resource-intensive interventions intended to improve
the safety and reliability of care (50-52). Many studies
have attempted to evaluate the safety of US health care
overall. Some emphasize great progress, and others
highlight how much more work is to be done. However,
none of these studies have taken into consideration the
cost and cost-benefit ratio of these interventions. In a
study of hospitals in North Carolina showed a high rate
of adverse events that has not changed over time, de-
spite notable efforts in the state to improve the safety
of in-patient care, at ever-increasing costs (53-55). Clau-
son et al (48) have described that the key challenge has
been agreeing on a yardstick for measuring the safety
of care in hospitals (56), despite multiple tools and the
ever-expanding costs with regulations not only from
government agencies, but also from accrediting bodies
(241,242). An 10M-sponsored review noted that while
entry reporting systems missed many significant adverse
events, and it called for the development of other meth-
ods for measuring patient safety (243). Consequently,
multiple instruments have been developed including au-
tomated reviews. Most of them, even the ones that ap-
plied by the Harvard Medical Practice Study, have been
shown as either lacking sensitivity, too expensive, or ex-
tremely labor intensive without providing appropriate
data (57-59,244-246). Yet, another tool was developed
by the Institute for Health Care Improvement, namely
the Global Trigger Tool (60). Utilizing this sensitive tool
after many years and expenses illustrated not only that
all the measures have not improved the care by reduc-
ing the adverse events in hospitals but, adverse events
in hospitals may be 10 times greater than previously
measured (48), with overall adverse events occurring in
one-third of hospital admissions. This spectacular conclu-
sion was based on a retrospective review of 795 patient
records. Adverse events occurred in 33.2% of hospital
admissions, some patients experiencing more than one
adverse event, the overall rate was 49 events per 100
admissions. Patients who experienced adverse events
were older and had a higher mortality, longer hospital
stay, and a higher case-mix index, which measures the
characteristics of patients treated based on resource use
and intensity of care, than patients without an adverse
event. However, what is ignored is the conflict of interest
of these authors who are all employed by the organiza-
tion which developed the tool and will probably provide
at a modest cost.

The second case in point regards to the infection
control and the role of CER. A commentary about in-
fection prevention in CER (61) described that health

care-acquired infections, particularly those due to
antimicrobial-resistant bacteria, have received signifi-
cant attention in recent years. In fact, CMS and other
agencies have established rigid controls on many of the
aspects of infection control even including ambulatory
and in-office procedures that are simple injections,not
requiring a skin incision (62-67,247). The institution of
strict and extended infection control programs cost the
federal government millions of dollars and cost hun-
dreds of thousands of dollars for each practice and hos-
pital to implement. These are based on spotty evidence,
without appropriate epidemiological surveys, resulting
in regulations without any evidence. This may have cre-
ated many incentives and jobs for personnel for inspec-
tion purposes and to implement enhanced infection
control measures, and for interested parties, it has be-
come a cottage industry.

In fact, as of 2011, it has been shown that an
evidence-based intervention bundle did not reduce
surgical site infections (248). They concluded that the
bundling of interventions, even when the constituent
interventions have been individually tested, does not
have a predictable effect on outcome. Thus, they rec-
ommend yet another formal testing of bundled ap-
proaches prior to implementation. In a commentary
(249), the overall rate of surgical site infection was
45% in the extended arm of the study and 25% in the
standard arm. Most of the increased number of infec-
tions in the extended arm were superficial incisional
surgical site infections. Kim (249) commented that im-
provements in surgical care can take several forms: ma-
jor advances that revolutionize the field; incremental
improvements; and seemingly better practices that are
later abandoned. Even though patients treated with
the extended bundle faired significantly worse than
patients not receiving the bundle, having a higher
rate of surgical site infections, Kim (249) commented
that although a neutral result from this trial might be
understandable, an adverse effect of these combined
interventions is counterintuitive because individually
each of these interventions has been thought to re-
duce wound infections. For example, the Institute for
Health Care Improvement has recommended bundles
of interventions to prevent central line infections and
ventilator-associated pneumonia (250). This is the same
institute that developed the Global Trigger Tool as il-
lustrated above (48). In another study of intervention
to reduce transmission of resistant bacteria in intensive
care (251), expanded barrier precautions or interven-
tions as compared with the existing practice (control)
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showed the interventions to be ineffective in reducing
the transmission of methicillin-resistant staphylococcus
aureus (MRSA) and vancomycin-resistant enterococcus
(VRE).

Along similar lines, potential flaws of random-
ized trials of vitamin supplements have been described
(252). The extensive research on vitamin D even then it
is considered not ready for prime time. Further, dietary
reference intakes for vitamin D established by the IOM,
charging with determining the population needs for vi-
tamin D in North America, fail to play any roles in out-
comes beyond bone health, including, cancer, cardio-
vascular disease, diabetes, and autoimmune disorders
(253). The researchers failed to take into consideration
their own results of publications which provide contra-
dictory results (254). In a best-evidence review of diag-
nostic procedures for neck and low back pain Rubin-
stein and van Tulder (254) provided strong evidence for
certain diagnostic interventions; however, these were
never taken into consideration. Finally, the broadened
scope of nursing practice and empowering them to do
multiple procedures is not based on evidence-based
practice, but based on legislation rather than educa-
tion (255). The skepticism is based on previous experi-
ences and regulations with increasing preventable er-
rors, infection rates, which have not been reduced by
increasing regulations and in fact increasing the costs
and eventually may reduce quality and access to care.
Further, numerous challenges have been described with
CER and its application (256-262).

Further, all concerned with CER may fall onto rig-
id efficacy studies with randomized control trial and
its misinterpretation of active control trials. Based on
flawed evidence, commentators in the New England
Journal of Medicine (79) described that without ran-
domized trials, ineffective and costly treatments with
risks and complications would continue to be admin-
istered largely because the alternative treatments are
disappointing. They also considered that CER won't al-
ways yield definitive conclusions about therapies effec-
tiveness and individual patients might benefit despite
disappointing results in randomized trials. However,
such statements and facts are never taken into consid-
eration when making the recommendations. In addi-
tion, family planning as a cost-saving preventive health
service (263) illustrates that in 2001, an estimated 3.1
million pregnancies were reportedly unwanted or mis-
timed, and by 45 years of age, nearly half of US women
will have had an unintended pregnancy. Authors rec-
ommend family planning services, etc. which have been

present for several years with numerous entitlement
programs which may or may not provide incentives or
disincentives, once again illustrating regulatory fixes
are always not effective.

7.0 ImpAcT on INTERVENTIONAL PAIN
MANAGEMENT

The major impact on interventional pain manage-
ment would be a lack of interventional pain manage-
ment clinicians on panels evaluating interventional
techniques for comparative effectiveness and panels
making recommendations for coverage or lack thereof.
It is a common practice in interventional pain man-
agement to perform systematic reviews and prepare
guidelines by a host of physicians considered peers
and clinicians, even though these physicians are only
methodologists, unaware of many of the clinical ele-
ments of interventional pain management. The lack of
understanding of technical aspects of interventional
techniques, placebo analgesia, and nocebo hyperal-
gesia, and methodological flaws based on conflicts of
interest are major drawbacks. Consequently, the va-
lidity of any evaluation will be considered invalid or
mostly focused on benefits for the guideline preparer
(30-41,72,75,132-138,143-148).

7.1 Interventional Pain Management Under
NICE

Multiple evaluations and publications related to
interventional pain management have been published
by NICE (264-270). These evaluations essentially confirm
the fear and uncertainty of American interventionalists.
NICE (264), in conjunction with the National Collaborat-
ing Centre for Primary Care (NCC-PC) and Royal College
of General Practitioners (RCGP) (265), developed guide-
lines for early management of persistent non-specific
low back pain. However, these have been inappropri-
ately applied for chronic persistent low back pain.

The evidence statement provides that searches
were carried out to identify any form of injection for
the lower back; however, only data on facet joint, pro-
lotherapy, and intradiscal injections were identified. It
was very surprising that such a search criteria should
fail to identify numerous treatments, including mul-
tiple guidelines and systematic reviews. Consequently,
it appears that evidence synthesis is suboptimal with
inappropriate application from one evaluation to an-
other, such as from non-specific acute low back pain to
chronic persistent specific low back pain. Among the
interventional procedures, NICE has provided positive
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evidence for spinal cord stimulation for chronic pain of
neuropathic or ischemic origin (271).

7.2 PCORI and CER in the U.S.

CER in the United States is confused with EBM.
Though both are similar, there are some differences.
Further, it is controlled by a few people in the country
who are intermingled with the Cochrane Review Group
and others in the United Kingdom and other countries.
Tragically, they fail to utilize appropriate methodologi-
cal principles and lack accountability and transparency.
Most organizations only discuss the process, never their
deficiencies and conflicts of interest, while they discuss
the conflicts of interest of others.

Multiple organizations, either for-profit or not-
for-profit, are vested in CER. Even though these orga-
nizations may appear as not-for-profit, they do have
a business to run including payroll and maintenance.
Conflicts of interest range from the origin of the fund-
ing to the final use. The majority of the funding comes
from either manufacturers or insurers with divergent
philosophies. The authors regularly fail to disclose their
incomes and how they have been derived which cre-
ates conflicts of interest. As an example, the Washing-
ton State Health Authority System has produced nu-
merous guidelines, some entirely without public input.
Their recent spinal injections guidelines were evaluated
by Spectrum Research by only one physician. This pro-
duced controversial guidelines, without information
on the cost and the benefits derived by the company
and the participants (73,76). None of the peer review
suggestions were taken into consideration, though the
analysis was flawed (75). Further, the open-discussion
forums were avoided although they finally were heard
with substantial restrictions. The final decision by the
committee took into consideration only what was
presented by Spectrum Research, which was totally
flawed and biased and some individual presentations.
Understandably, the committee members neither have
time nor resources to review the evidence themselves;
however, at least they could have reviewed the peer
review reports and the reports from others. One of the
members of this organization is also on the Board of
Governors of the PCORI, even though, this individual’s
expertise is related to administration.

Numerous divergent guidelines and interpretations
with the same evidence yielding different results by dif-
ferent groups have been presented. This has been fre-
quently illustrated by the authors who are consistently
negative about interventional pain management.

In fact, reassessment of Chou and Huffman'’s evalu-
ation (132), illustrates that they have utilized multiple
studies inappropriately and have excluded appropriate
studies. Also, Chou and Huffman failed to eliminate
their bias in their study evaluations.

Further, the integrity assessment showed deep
concerns that the APS guidelines (40,41) illustrating
significant methodologic failures which raise concerns
about transparency, accountability, consistency, and in-
dependence due to not only methodology, but conflicts
of interest.

Another prime example is American College of Oc-
cupational Medicine Practice Guidelines which have
been reassessed (72,137,138). It has been concluded
taht the ACOEM guidelines on chronic pain and low
back pain lack applicability in modern patient care due
to the lack of expertise by the developing organization
— ACOEM; lack utilization of appropriate and current
EBM principles; and lack significant involvement of ex-
perts in these techniques, resulting in a lack of clinical
relevance. Thus, Manchikanti et al (72) concluded that
this may result in reduced medical quality of care; may
severely hinder access to appropriate, medically need-
ed and essential medical care; and finally, may increase
costs for injured workers, third party payors, and the
government by transferring the injured worker into a
non-productive disability system. Contrary to ACOEM'’s
conclusions of insufficient evidence for most interven-
tional techniques, the reassessment results showed ex-
tensive deficiencies illustrating evidence different from
that published in their manuscripts.

In contrast, rigorously performed evidence-based
guidelines for interventional techniques by ASIPP (30)
with multiple supporting documentation of these
guidelines (154-160) and 21 systematic reviews (150,161-
179,272) utilized strength of evidence as assessed by
USPSTF criteria using 5 levels of evidence ranging from
Level | to Il with 3 subcategories in Level Il and quality
of individual articles, and quality of systematic reviews
as described by Cochrane Review and AHRQ criteria
(273,274). With adherence to evidence-based principles
and strict criteria applying methodology, clinical knowl-
edge, and relevance, these guidelines’ conclusions were
quite different from ACOEM, ODG, and APS guidelines.

Numerous systematic reviews also have been pub-
lished in interventional pain management in the U.S.
and abroad. Similar to guidelines, the systematic reviews
also arrive at different conclusions utilizing the same
evidence due to methodological flaws, bias, and lack of
clinical knowledge (150-153,161-179,272,275-288).
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8.0 ConcLusion

The PCORI should not only outline the principles
of transparency, independence, stakeholder involve-
ment, but also, nondiscrimination of the evidence. The
historic and transformational ACA continues to be pro-
foundly troubling for some and controversial for many.
There is lack of understanding in the public about what
this law does and its effects. It appears that it will re-
sult in insurance for many and coverage for few. Con-
sequently, the national debate over the ACA has raised
hurdles to the implementation on dissemination of CER
by creating public skepticism over the mission and value
of CER, and consequently the PCORI. Supporters believe
that the central thrust of the CER mission as outlined
in the law is one that should command broad support
to improve health care for individual patients by find-
ing more effective ways to treat iliness and deliver care.
This is promising in the opinion of some, whereas it cre-
ates a perfect storm in medicine for others.

The PCORI for the first time, at least on the paper,
brings together many stakeholder representatives in-
cluding patients, consumers, and care-givers, and they
will be the decision-makers. However, as with all the
government agencies, the PCORI, even though consid-
ered as a private organization, suffers the same draw-
backs and deficiencies, with the continued involvement
of the AHRQ, NIH, and IOM with their well known con-
flicts of interest and inability to produce any useful ac-
cepted CER in the past.

The supporters are starting to promote CER and its
mission, that the PCORI must take a visible leadership
role and make bold decisions. However, the skeptics
and opponents have a different view and are even con-
sidering its elimination (263-271).
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