
Editorial

Evidence-Based or Evidence-Biased: The Need to 
Re-appraise and Re-align Levels of Information 
with Stakeholder Values

From: 1Messer-Racz International Pain Center, Texas Tech University 
Health Sciences Center, Lubbock, TX; 2Georgetown University Medical 

Center, Washington, DC; and Center for Neurotechnology Studies 
Potomac Institute for Policy Studies, Arlington, VA.

Dr. Boswell is Professor and Chair, Dept of Anesthesiology, Messer-
Racz International Pain Center, Texas Tech University Health 

Sciences Center, Lubbock, TX.
Dr. Giordano is Samueli-Rockefeller Professor, Dept of Medicine and 

Neurosciences, and Center for Bioethics, Georgetown University 
Medical Center, Washington, DC; and Senior Fellow and Director, 

Center for Neurotechnology Studies, Potomac Institute for 
Policy Studies, Arlington VA.

Address correspondence:
Prof. J. Giordano, PhD

Depts of Medicine and Neurosciences
Georgetown University Medical Center

4000 Reservoir Rd, Bldg D
Washington, DC 20057

E-mail: jg353@georgetown.edu
Disclaimer: Supported by L.S. Rockefeller Trust (JG), AAPM Visiting 

Professorship (JG).

Mark V. Boswell, MD, PhD1, James Giordano, PhD2

www.painphysicianjournal.com

Pain Physician 2009; 12:283-286 • ISSN 1533-3159

One of the incentives of the incoming 
presidential administration is consideration 
of healthcare reform(s), and certainly, pain 

medicine would be impacted by any such change(s). We 
feel that this will be beneficial, as pain medicine cannot 
remain static, but must incorporate new information, 
knowledge, and capabilities, and be empowered in 
these pursuits. One of the true challenges is how to 
utilize the groundswell of research fostered by the 
Decade of Pain Control and Research initiative, so as to 
maximize the intent of governmental policies toward, 
and realities of, providing safe and effective pain care, 
in ways that support the public good.

 President Obama has recognized the need to es-
tablish a medical system that both decreases the ef-
fects of disease and illness, and facilitates preventive 
strategies and tactics. Toward these ends, he has pro-
posed evidence-based analyses of treatments and out-
comes, as well as patient and physician choices, needs, 
and resources (1). Such acknowledgment of both sup-
ply and demand variables can be seen as a positive 
direction for pain medicine, and we believe that this 
re-organization is necessary in light of the past years’ 
scientific developments, number of viable, emergent 
techniques and technologies, and the contingencies 
that these advances incur for both commutative and 
distributive equity in the allocation of the goods and 
services that should be rendered in pain care. 

Demand-side variables consider several patient-
based factors — not only the those specifically dic-
tated by a particular pain diagnosis and/or nosology, 
but also other biological, psychological, and socio-eco-
nomic constraints — and the values that are related to 
each (2). Thus, to a large extent, clinical equipoise is a 
dialectic process involving the (clinical) values of the 
physician, and values patients place upon different 
approaches to their care. This interactive decisional 

process engages the physician as a steward of knowl-
edge to discern what types of care are best suited to 
each patient’s medical condition, limitations, resourc-
es, goals, and values. Different types and levels of 
evidence may be used to develop and support these 
value sets (3-5). To be sure, there is some common 
evidentiary norm — perhaps patient safety — that 
ultimately dictates choice(s) in medical decision-mak-
ing. However, when examining and assessing certain 
benefits versus other (perhaps less absolute) risks and 
burdens, it seems that such comparisons are relative 
to the value(s) that physicians and patients place 
upon certain outcomes and/or contingencies of care. 

Therefore, we question whether evidence, and/
or evidence-hierarchies are, or can be, a “one-size-
fits-all” construct. Given the heterogeneity of patient 
(genotypic, phenotypic. and hence bio-psychosocial) 
variables, it may be that relative value of any/all evi-
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can occur as a consequence of over-regarding various 
types of studies and/or data. As a result, durable biases 
for or against whole systems and categories of treat-
ment may be fostered, when in fact, other measures 
of study and data quality (and worth) might be bet-
ter suited to provide a more accurate representation 
of the validity and value of particular evidence. Thus, 
while it is likely that in some cases, “mainstream” ap-
proaches may indeed be more effective than CAM, the 
problems in reporting and judging evidence in support 
of this claim may make any head-to-head comparison 
factually difficult. Similar difficulties are frequently 
encountered when trying to evaluate the evidence il-
lustrating the effectiveness of pharmacological versus 
non-pharmacological treatments (not only of head-
ache, but also for musculoskeletal or certain forms 
of discogenic spinal pain), where any negative results 
(particularly in those trials conducted by pharmaceuti-
cal firms) might  not be reported, thereby imparting a 
positive skewing of the data, that would be fortified 
by the judged “level of evidence” (i.e., a multi-center, 
randomized, controlled trial, RCT).  In other words, 
both Crawford et al (6) and Manchikanti and co-work-
ers (8,9) have provided review and critique of what 
has become something of a world view (i.e., a Weltan-
schauung) in healthcare — evidence-based medicine 
(EBM) — and in this way illustrate its strengths, limits, 
and weaknesses. 

We opine that these criticisms do not dispel or dis-
arm EBM, but rather suggest that EBM must acknowl-
edge a changing epistemology, engage new knowl-
edge of the bio-psychosocial complexity of patients, 
and revise methods toward developing and sustaining 
a progressive, current paradigm for the valuation of 
information. This is essential given the disparity be-
tween knowledge and clinical skills, and the necessity 
to weigh abundant information in the process of clini-
cal decision-making. By definition, EBM entails an inte-
gration of (best) research evidence, clinical expertise, 
and patient needs. None of these variables are value 
free. Simple acknowledgment of this fact demands an 
approach that can and should appreciate the relative 
value of different evidence to distinct stakeholders 
in the course and outcome of clinical decisions and 
practice(s). 

What then, constitutes “best” research evidence? 
The reviews by Crawford et al (6) and Manchikanti et 
al demonstrate (8,9) considerable variability in tech-
niques, protocols, and methods, and it is often difficult 
to make prima facie determinations of whether a par-

dence to specific “stakeholders” in the clinical relation-
ship (and its course and outcomes) must be taken into 
account when both 1) examining how and what (types 
of) evidence is right, and 2) how any such evidence 
can and should be utilized to maximize the “good” 
of both the patient (as the stakeholder who often has 
the most “at stake” in the clinical encounter), and the 
profession and practice of medicine as the nexus for 
the therapeutic and moral fiduciary. 

In this issue of Pain Physician, Cindy Crawford, 
Mylene Huynh, Alyson Kepple, and Wayne Jonas (6) il-
lustrate the issues, and problems that are inherent to, 
and arise from, attempting an evidence-based compar-
ison of types of treatments for headache, a condition 
commonly seen in the practice of pain medicine. This is 
a worthwhile area of inquiry;  the information provid-
ed by Crawford et al (6) adds to that of the Cochrane 
Library (7), and given the epidemiology of headache, 
and the variety of possible treatments that may be 
employed,  this review is of obvious worth to the pain 
physician. However, we feel that the more important 
point made by the authors relates to the “state-of-
the-field,” not simply of complementary therapeu-
tics (although the authors make several noteworthy 
observations in this regard), but of evidence-based 
practice (or evidence-based medicine, EBM) as a sys-
tem of clinical information evaluation. Recent reviews 
of evidence-based pain medicine by Manchikanti (7) 
and Manchikanti et al (8) have also explicated many of 
these issues, and when taken together, these papers 
present a critique of the values and validity of those 
methods of experimental design, and data analysis 
and interpretation that fundamentally dictate the 
scope, nature, and trajectory of much of practice of 
pain medicine (if not medicine, at large). 

For example, in discussing how CAM-based ap-
proaches to headache may be evaluated against more 
“mainstream” therapeutics, Crawford et al (6) address 
how the Jadad scale, while popular in the past, may 
not be a viable means of assessing and ranking such 
studies, given its inherent limitations to appreciate 
the distinctions between various research protocols 
that may or may not be possible in certain clinical set-
tings. These limitations have been recognized by both 
the Cochrane group and the AHRQ. Crawford and 
colleagues (6) are convinced that the state of the lit-
erature is such that it is possible to make broad gen-
eralizations about not only the apparent distinctions 
in quality between CAM and mainstream medical re-
porting, but also about the relative value skewing that 
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ticular research approach was best suited to maximally 
elicit specific outcomes. Similarly, clinical expertise is 
not a monolithic entity. It too reflects particular values 
that may dictate physicians’ decisional process and/or 
predispositions towards certain clinical approaches 
and/or types of care. Moreover, clinical expertise is re-
liant, at least in part, upon the physician’s ability to 
intuit the benefits, burdens, and risks of various treat-
ments relative to both a patient’s diagnosis (i.e., the 
pathologic condition), and its impact upon the patient’s 
lived experience and expectations (i.e., illness effects). 
Each of the dimensions of EBM are embedded with 
stakeholder values, and thus the goal of EBM is to uti-
lize various levels of information, as relevant to these 
values, to pose an answer to the prudential questions 
of “what can be done,” and most importantly, “what 
should be done to treat this patient” (10). Hence, the 
fundamental process of EBM compels evaluation of 
the “best” evidence for the circumstances relevant to 
both the patient and the integrity of clinical care. This 
involves a multi-step process. First is a critical appraisal 
of any evidence for its validity. Second, is the integra-
tion of this appraisal with a given patient’s specific 
biological condition, circumstances, and goals and val-
ues. Last, is the need to evaluate the evidence and the 
process, itself. Namely, does the evidence match the 
variables of a particular case with sufficient alignment 
so as to justify use. In light of this, we opine that EBM 
is a casuistic process that is reliant upon the practical 
wisdom of the physician to uphold the primacy of the 
patient’s best interest. While this process may be en-
acted in its entirety, at least to some extent in every 
clinical case, more common clinical problems tend to 
require evidence review and appraisal, less frequent 
clinical problems may require the integration of infor-
mation from larger data banks (e.g. Cochrane reviews; 
meta-analyses, etc.) and rare clinical problems can re-
quire either replication of some other clinical report 
(including perhaps N = 1 studies,) or may necessitate 
a unique therapeutic approach that is based upon ra-
tional use of related information and clinical intuition 
and skill.

The limitations of EBM reflect the core constraints 
of much of medical science in practice. These include 
1) lack of consistent scientific evidence; 2) difficulties 
in applying techniques studied in controlled settings 
to the actual care of individual patients; and 3) lim-
ited time and resources for effective review of avail-
able and best evidence. To date, third party payers 
have been a driving force in sustaining EBM, albeit 

primarily as a means of cost containment. However, 
in reality EBM may not decrease healthcare costs that 
are necessary in the treatment of individual patients. 
When evidence acknowledges and appreciates the 
resonance of physician and patient values so as to 
support the appropriate use of both high- and low-
tech treatments as best suit the needs of the patient, 
then as matter of fact, the best treatment might not 
be “the cheapest,” but there is a high likelihood that 
it will be the most prudent choice, and therefore the 
least wasteful of medical resources (11-13). We argue 
that if conducted in this way, EBM is not “cookbook” 
medicine, but rather becomes a viable tool to enable 
soundly practical casuistry. 

Defining prudence as practical wisdom necessi-
tates that some form of guidance must be available 
and utilized to navigate the complexities offered by 
each clinical encounter and its constituent decisions. 
Our hope is that President Obama’s directive to devel-
op healthcare practices based upon the best available 
evidence will 1) recognize how values mandate that 
such evidence be tiered relative to particular stake-
holders, and 2) incorporate these evidence hierarchies 
into clinical guidelines and healthcare policy. If done 
in this way, Mr. Obama’s model of evidence-based 
healthcare may foster the translation of scientific re-
search to medical practice, and thus, facilitate improve-
ment in both. Such explicit goals would be important 
when formulating policies that 1) direct and support 
basic and clinical research; 2) develop and sustain 
databanks and administrative infrastructure for the 
evaluation of (various types and levels of) evidence; 
and 3) empower and subsidize healthcare programs 
that utilize appropriate evidence in clinical practice. 
We claim that in order to best develop such guidelines 
and policies, government must collaborate with physi-
cian organizations to produce and evaluate scientific 
evidence that can best accommodate patients’ needs. 
Extant and future considerations of any/all evidence 
that will be utilized in clinical practice might require 
some reappraisal of how qualitatively different types, 
forms, and levels of evidence might be used by dif-
ferent stakeholders, and how evidence-stakeholder 
interactions might affect  the relative strength of any 
clinical recommendations. 

In conclusion, we commend President Obama’s in-
tentions and efforts to develop a more effective “evi-
dence-based” healthcare system, and we are hopeful 
that any meaningful attempt at this enterprise will 
reassess EBM as process and purpose; as Crawford 
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et al (6) and Manchikanti and colleagues (8,9) have 
shown, EBM is certainly not value-free and not with-
out flaw(s). Yet, EBM is, and can be, evermore useful. 
The fundamental revision toward this utility involves 
appreciation of what factors and values determine 
“best” evidence. Clearly, this is an iterative endeavor 
that will improve pain medicine by making sound, ef-
fective patient-centered pain care a reality. 
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