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Although comparative effectiveness research (CER) 
has been around for some time, the recent 
announcements that the American Recovery and 
Reinvestment Act of 20091 (generally referred to as 
the stimulus package) would make a “down pay-

ment” of $1.1 billion to fund comparative effectiveness research 
has given a tremendous boost to this form of research.2 Followed 
by announcements from the Agency for Healthcare Research and 
Quality (AHRQ ) that it would allocate $300 million1 and the 
National Institutes of Health (NIH) will allocate $400 million 
with $400 million for allocation at the discretion of the Secretary 
of Health and Human Services, CER is about to enter a new era. 
It is not that CER is new; AHRQ has been funding and conduct-
ing CER. This new funding and focus will “develop a definition, 
establish prioritization criteria, create a strategic framework, and 
identify priorities for CER; . . . foster optimal coordination of 
CER conducted or supported by federal departments; and . . . 
formulate recommendations for investing the $400 million pro-
vided to the Office of the Secretary.”1 In addition to actual 

research, the funds will be used to train researchers, develop 
methods, build infrastructure, and disseminate and translate 
research into practice. We should also keep in mind, as pointed 
out by Conway and Clancy (2009),1  the whole field of  health ser-
vices research under which CER falls is only 1.5% of the total for 
biomedical research health and only 0.1% of the total spent in the 
United States for health care.

For complementary and alternative medicine (CAM) and 
integrative medicine (IM) researchers, the fact that the National 
Center for Complementary Alternative Medicine (NCCAM) has 
issued a request for research proposals for CER of CAM has 
added to its importance for the field.3 Given that research gener-
ally follows the funding, we can expect to see a quantum leap in 
the number of CER trials done in CAM. Adding to this of course 
is the recommendation about the importance of CER from the 
prestigious Institute of Medicine (IOM) recommendation for 
CER in 2009.4 For the most part, this move to CER has been 
enthusiastically supported by the CAM community. A recent 
workshop for Stakeholders Symposium held by the Center for 
Medical Technology Policy and the Institute for Integrative 
Health in November 20095 showed widespread enthusiasm 
among those who work in IM and CAM for this type of research.

This possibly reflects the long-held concern in the CAM/IM 
community about the relevance of randomized controlled trials 
(RCTs) and the privileging of them for establishing efficacy and 
the concern about a general lack of effectiveness studies. Efficacy 
refers to the outcomes attributable to a specific therapeutic inter-
vention tested under controlled and ideal conditions in an RCT. 
Its strength is that the outcome can be attributed causally to the 
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Comparative	Effectiveness	Research:		
Does	the	Emperor	Have	Clothes?

Ian D. Coulter, PhD

With the recent allocation of a $1.1 billion “down payment” to 
fund comparative effectiveness research (CER) from the 
American Recovery and Reinvestment Act of 2009 (generally 
referred to as the stimulus package) and with $300 million 
being allocated for the Agency for Healthcare Research and 
Quality (AHRQ ), $400 million for the National Institutes of 
Health, and $400 million for allocation at the discretion of the 
Secretary of Health and Human Services and with the National 
Center for Complementary Alternative Medicine putting out  a 
request for research proposals for Comparative Effectiveness 
Studies of Complementary and Alternative Medicine, it is safe 
to say CER has entered a new era. CER solves two historical 
concerns for complementary and alternative medicine (CAM) 

researchers; first it focuses on effectiveness not efficacy; second 
it tests holistic approaches to care. Because it allows the provid-
ers to give care in any way they choose, it avoids the problem of 
reductionism inherent in standard random controlled trials. In 
CER, the provider can continue to practice holistically and to 
use individualized medicine to treat the patient. However, amid 
the largely positive responses to this move among researches in 
CAM, a more critical evaluation might be in order. This article 
argues that while the move to effectiveness research is a positive 
move for CAM, CER as currently being talked about and funded 
may just be a new form of privileging certain forms of evidence 
at the expense of other equally important and perhaps more 
relevant evidence. (Altern	Ther	Health	Med. 2011;17(2):8-15.)

This article is protected by copyright. To share or copy this article, please visit copyright.com. Use ISSN#10786791. To subscribe, visit alternative-therapies.com.
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intervention. Effectiveness refers to what works in real practice 
with all the complications that occur in such settings. Here the 
patients are not preselected and providers practice in the way they 
would in normal practice. So on one level, the move towards 
increasing the importance of CER and the increase in funding to 
conduct CER will be seen as a positive move in the CAM/IM com-
munity. But amongst the enthusiasm, this might be a good time 
to apply a more critical perspective and to make sure we are not 
simply moving from one form of privileged evidence, the RCT, to 
another form of privileged evidence, the CER, which has its own 
set of limitations and problems. That is, to ensure the emperor 
really does have clothes or at the very least is partially clothed. 

WHAT	IS	COMPARATIVE	EFFECTIVENESS	RESEARCH?
The IOM definition4 of CER states that 

CER	is	 the	generation	and	synthesis	of	evidence	 that	com-
pares	the	benefits	and	harms	of	alternative	methods	to	pre-
vent,	diagnose,	treat	and	monitor	a	clinical	condition,	or	to	
improve	the	delivery	of	care.	The	purpose	of	CER	is	to	assist	
consumers,	 clinicians,	 purchasers,	 and	policy	makers	 to	
make	 informed	decisions	 that	will	 improve	health	 care	at	
both	individual	and	population	levels.

AHRQ states that their Effective Health Care Program’s pur-
pose is to fund research that provides reliable and practical data 
that can inform decisions in clinical practice.1 CER has been iden-
tified by several names in the past: pragmatic trials, head-to-head 
trials, practical clinical trials. They are called pragmatic trials 
because their purpose is to determine pragmatically what works 
in practice; hence, they are also referred to as practical trials. A 
head-to-head trial occurs when two different therapies are com-
pared to one another in a pragmatic trial as opposed to being 
compared to a placebo or control group as would happen in a 
RCT. Given the importance being attributed to CER, it is crucial 
to know exactly what it is.

Some writers have contrasted CER (or practical clinical trials 
[PCTs]) with explanatory trials.6 The latter are hypothesis-driven 
and usually done with the hope of revealing the biological effect of 
a treatment. In contrast, CER or pragmatic trials are done to assist 
decision-makers: “PCTs address practical questions about the 
risks, benefits, costs of an intervention as they would occur in 
routine clinical practice.”7(p1626) They further note, “The most dis-
tinctive features of PCTs are that they select clinically relevant 
interventions to compare, include a diverse populations of study 
participants, recruit participants from a variety of practice set-
tings, and collect data on a broad range of health economics.”7  

zwarenstein and Treweek 8 note that this is a mismatch 
between the clinical setting in which decisions must be made and 
the RCTs (explanatory trials to test hypotheses). They note “evi-
dence from an explanatory trial is unlikely to inform a pragmatic 
question, nor vice versa.” They also note, however, that the bulk 
of studies have not been pragmatic trials. One review has shown 
only 100 pragmatic designed randomized trials in the US 

National Library of Medicine.8 
Three major reasons are given for this enormous imbalance 

between the numbers of CER and RCTs. The first is that there is 
no incentive for private companies who develop either drugs or 
devices to do comparative studies under less-than-ideal condi-
tions.8 Usually, the companies want to maximize the chances 
they get a positive outcome for their products, and secondly, they 
have no interest in head-to-head trials with competitors. Related 
to this is that the US Federal Drug Administration (FDA), whose 
concern is the safety and protection of the public, is more likely 
to stress animal studies first and Phase I to Phase IV trials but 
not pragmatic trials.8 This then has a direct impact on what com-
panies will do. Dominated as it is by scientific interests, NIH for 
its part is more likely to opt for the more rigorous RCT, explana-
tory trial and identifying the biological mechanisms involved. 
The end result is that “Neither of the major sources of funding 
for clinical research in the United States—the NIH and the medi-
cal products industry—has as a primary mission of the goal of 
ensuring that studies are performed to address clinical questions 
important to decision makers.”7 

One key feature of CERs is they are focused on effectiveness, 
not efficacy.2 Therefore, it is important to examine the difference 
between these two concepts.9 Efficacy establishes a causal con-
nection between an intervention and a specific outcome. To cre-
ate this link, however, it is necessary to control all biases so that 
the only thing contributing to the outcome is the specific inter-
vention. The most rigorous methodology for doing this is the 
RCT and in particular, the double-blind RCT that includes a pla-
cebo or sham. In this model, it is possible to measure how much 
of the outcome is placebo effect by studying the arm that got the 
sham intervention (in effect, a nonintervention). If the patients 
in this arm get a measurable effect (outcome) but it is less than 
the intervention arm, it is possible to determine how much of the 
outcome is due to placebo effect and how much is the result of 
the therapy. This is the model for most pharmaceutical research 
and the one required by FDA for approval of most pharmaceuti-
cal products and medical devices.2 Yet achieving accurate results 
requires that the enrollments in the trial are controlled and ran-
dom, that the intervention is standardized and controlled (it 
must be constant and identical across all subjects), that the pop-
ulations in the trials are homogeneous, and that the outcome 
measures are standardized and objective. The trials will have at 
least two arms, one in which the intervention is given and one in 
which a sham treatment or a placebo is given. Individual partici-
pants are randomly allocated to one of the arms. Neither the pro-
vider of the therapy nor the patient should know which arm of 
the trial the patient is in (double blinding). 

The problem is that to achieve the kind of controls needed 
for an RCT, researchers end up with a situation that is not like 
normal practice where ultimately practitioners want to know if 
the therapy will work. The exclusion criteria for the trial partici-
pants may ensure that the very subpopulations the provider 
wants to treat were not even included in the trial. Also, it may 
not be either practical or feasible, economically or otherwise, to 
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implement the therapy in normal practice. The problem is that 
the evidence from RCTs may be rigorous but not relevant to the 
real world of practice. Though observation studies are more rele-
vant, they in turn are less rigorous and may not provide defini-
tive information for making decisions.10   

Another way of contrasting the two types of trials was given 
by Schwartz and Lellouch: “[I]n most trials the treatments may 
be defined in two ways. Either ordinary current practice may be 
adhered to (‘normal’ conditions) or more exacting conditions 
may be introduced which could only be met in the course of a 
trial (‘laboratory’ conditions).”6(p500)   

However, evidence-based practice (EBP) or evidence-based 
medicine requires outcomes that can be achieved in the average 
practice with the average provider and with normal patients. 
Something that has efficacy may not have effectiveness in prac-
tice or a low level of effectiveness, and two therapies with equal 
efficacy may have quite different levels of effectiveness. The ther-
apy that is the most efficacious may in fact have a lower level of 
effectiveness than an alternative with lower efficacy. Logically it 
is thought that something with no efficacy will have no effective-
ness, but it is certainly the case that something with high effec-
tiveness could have a lower efficacy as determined by RCTs. 
Because of this, some authors have called for putting the “prac-
tice” back in “practice-based evidence.”11 They also have seen CER 
as a way of doing that.12  

Formal logic enters into the consideration between the two 
types of trials in another manner. A negative outcome (effect) in 
an explanatory trial is thought to be a fatal blow because if there is 
no effect when the trial is done under ideal conditions, it is highly 
unlikely that it would hold under less ideal conditions. This is 
akin to karl Popper’s argument for the logical superiority of falsi-
fication over confirmation.13 A positive effect in an explanatory 
trial still leaves one with uncertainty about what would happen 
under less ideal conditions. In pragmatic trials, however, a nega-
tive effect leaves one unclear about whether it might work under 
more ideal conditions and a positive effect can be informative 
about how it works under normal conditions (effectiveness).14

Thorpe et al (2009)15 prefer to use the term pragmatic for an 
effectiveness trial and explanatory for an efficacy trial. The former 
looks at the effects of an intervention under conditions in which 
it will be applied in practice. The latter tries to determine the 
outcome testing under ideal conditions. Those using the terms 
explanatory and pragmatic have usually seen the former as 

highly	controlled,	with	strict	eligibility	criteria,	restrictions	
in	 the	way	 the	 intervention	and	cointerventions	are	deliv-
ered,	and	focused	on	surrogate	or	biological	outcomes.	Most	
methodologists	 describe	 pragmatic	 trials	 as	 enrolling	all	
patients	 to	whom	health	 care	 providers	might	 offer	 the	
intervention,	allowing	 clinicians	 to	administer	 the	 inter-
vention	and	cointerventions	without	restrictions,	and	mea-
suring	patient-important	outcomes.16	

Tunis, Styer, and Clancy7 have noted that most systematic 

reviews of RCTs and observation studies conclude that either 
there are gaps in the evidence available or that the quality of the 
evidence is not good. This means that the amount of good evi-
dence and the type of evidence that policymakers, insurance 
companies, decision-makers, providers, and patients have to 
make practical decisions is very limited. Again, CERs are seen by 
some as a corrective to this situation.

In conclusion, Maclure (2009), discussing how to describe 
pragmatic trials to policymakers, states, “pragmatic trials are 
real-world studies ‘for decision’ whereas explanatory trials are 
specialized studies for ‘information.’”17 

WHAT	IS	WRONG	WITH	COMPARATIVE	EFFECTIVENESS	
RESEARCH?

There have been some debate and confusion over the term 
“pragmatic trials.” In some instances, this is not much more than a 
semantic difference as in the discussion over whether they should 
be called practical clinical trials7 or pragmatic clinical trials.6  

In some instances, however, this is a more serious debate 
since it is not just a semantic difference but a difference over 
what is the nature of such trials. This is the case in the debate 
over mechanistic trials vs practical trials as opposed to explana-
tory trials vs pragmatic trials. The mechanistic-practical group18 
argues that the explanatory-pragmatic framework confuses the 
purpose of the trial (its aim) with the structure of the trial and 
also ignores the varying perspectives of those using the trials to 
make policy and clinical decisions. Basically, this camp argues 
that the sort of pragmatic trial used would often be of little use in 
making clinical decisions: 

Indeed,	a	pragmatic	 trial	 that	 enrolled	a	wide	 range	of	
patients	with	 varying	 degrees	 of	 depression	 diagnosed	
and	managed	 by	 a	mix	 of	 primary	 care	 practitioners	
and	psychiatrists	using	a	wide	variety	of	cointerventions	
would	 be	 ill	 suited	 to	 inform	 this	 particular	 patient-	
clinician	dyad.18	

So a pragmatic trial may not be the best solution for inform-
ing real-world decisions. To truly apply results to the real world, 
the trialists would have to establish what context the results are 
to be used in prior to performing the trial. 

karanicolas et al18 think that policymakers’ interest is in 
groups/populations while clinicians’ interest is individual 
patients and that these different interests require different 
research designs. They feel the current explanatory-pragmatic 
framework ignores this dilemma. They feel mechanistic trials are 
ones whose purpose is to address a biological relationship. It is a 
practical trial when it collects data that bear on health care deci-
sions. How useful it will be in conducting a practical trial will 
depend on what kind of decision must be made, and the struc-
ture of the trial will depend on what kind of decision must be 
made. Basically, what karanicolas et al16 argue is that the term 
practical	 trials may cover trials with quite different structures 
(choice of patients, interventions, comparators, permitted coint-
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erventions, and outcome measures), whereas the pragmatic trials 
are usually viewed as enrolling all patients to whom the provider 
offers care for a particular intervention and allowing the provider 
to offer both the intervention and cointreventions as they see fit. 
karanicolas et al note that this may not be the most pragmatic 
trial given the decisions that it will be used for.16

The full debate between the “mechanists” and the “pragma-
tists” is beyond our purpose here, but the pragmatists19 agree 
that the former have identified an important problem in how 
explanatory and pragmatic trials have been interpreted. The 
response of the pragmatists is that the mechanistic-practical con-
tinuum moves too many trials from the explanatory end of the 
continuum over to the practical end and that designing trials to 
test different specific circumstances is not practical (and can be 
overcome somewhat by using subgroup analysis), ignores other 
relationships such as the psychological and sociological, and 
seems to suggest that clinical decisions should be based on indi-
vidual trials and not systematic reviews.19

Where the two groups agree is that there is a continuum 
from explanatory to practical/pragmatic and that whether a trial 
is judged to be more or less practical/pragmatic will depend on 
the perspective and context: “The perspective of pragmatic trials 
should be that of (clinical, public health, or health system) poli-
cymakers and not that of individual clinicians and patents.”19  

One of the major challenges of pragmatic trials is that to 
show effects under less-than-ideal conditions, researchers may 
need a much larger sample size which results in higher costs. 
Combine this with the fact that at least with manufactured treat-
ments and devices, there is no economic incentive for a company 
to carry out a CER8 and no FDA requirement to do so. In indus-
try, 90% of trial funding is for phase I, II, and III trials, which are 
all required by FDA, and only 10% for phase IV trials.7  

As noted earlier, NIH has also not been highly motivated to 
conduct CER, partly because research funded by NIH tends to be 
explanatory in nature and has no mechanism to identify the pri-
ority questions that might be solved by CER.7 Its funds go over-
whelmingly to biomedicine (70%).7 As Tunis et al (2003) note, 
even the $300 million earmarked for AHRQ in 2003 would not 
fund a large expansion in their CER studies if AHRQ was to meet 
its other core responsibilities.7  

Tunis et al make several proposals for improving the situa-
tion vis-à-vis CERs: establish a system for determining the priori-
ties or gaps in our knowledge; encourage decision makers not 
only to use high-quality evidence but also to include CER; create 
operational infrastructures within which to conduct CERs similar 
to primary-care settings, including training physicians to con-
duct CER; address methodological and ethical issues; and 
increase funding for CER.7  

Luce et al have suggested that the traditional statistical 
methods (frequentist school) are not suited to CER. Traditional 
methods require much larger samples because such trials will 
have a lot more background noise than an RCT and features of 
the trial might change over time due to information collected 
during the trial. Bayesian and adaptive analytical models could 

reduce the sample size but includes previous collected evidence 
and can adapt to either new interventions in the trial and/or the 
dropping of less effective interventions.2   

Volpp and Das20 note that if we approach CER as simply the 
comparison of two (or more interventions), what they term 
Medication A vs Medication B, we might miss the role of individu-
als’ health-related behavior as a major contributing factor. We also 
must consider the behavior of the health care delivery system.20  

Garber and Tunis also addressed the concern that CER 
might ignore individual differences and therefore might be a 
threat to personalized medicine. They conclude that rather than 
being a threat, CER might “hasten the discovery of the best 
approaches to personalization.”21 Presently, they feel we know 
very little about how a genetic test or genomic medicine might be 
used to effect in clinical practice and improve health. CER might 
provide the necessary information for this. Combined with the 
development of standards for CER and methods that are more 
rapid, relevant, and efficient, they feel CER could provide a key 
role in personalized medicine. 

One of the challenges for CER is the same as it is for any 
clinical trial and observation trial: how we determine the quality 
of the studies. Motheral et al report on a checklist developed to 
assess retrospective data bases.22 The checklist contains 27 ques-
tions that should be asked, and they cover such things as rele-
vance, reliability, and validity; data lineages; eligibility 
determination; research design; treatment effects; sample selec-
tion; censoring; variable definitions; resource valuation; statisti-
cal analysis; generalizability; and data interpretation.

Thorpe et al have published an instrument called Pragmatic 
Explanatory Continuum Indicator Summary designed specifical-
ly to evaluate pragmatic trials.15 It is based on the assumption 
that there is a continuum between explanatory and pragmatic 
trials. The instrument is diagrammatically drawn as a wheel with 
an “E” at the center, which represents the explanatory end of the 
continuum. The 10 spokes of the wheel are practitioner adher-
ence, participant compliance, outcomes, follow-up intensity, 
practitioner expertise (comparison), flexibility of the comparison 
intervention, practitioner expertise (experimental), flexibility of 
the experimental intervention, eligibility criteria, and primary 
analysis. Given any particular pragmatic or explanatory trial, 
this system can be used to draw a profile on these dimensions. 
There is still a very subjective element in determining where you 
would place any study on the individual spokes or dimensions. 
They also suggest it is a useful tool for designing a trial.

Dreyer developed a system called Good ReseArch for 
Comparative Effectiveness, or “GRACE Principles.” This is a hier-
archy of evidence for observational research but with no scor-
ing.23 The GRACE has three sections, and within each section 
additional components address the following concerns: 

1. Was the plan specified in advance of conducting the 
study? This should include key research questions, target 
population, patient characteristics, diseases/conditions, 
comparators, treatment regimens, and measurements of 
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effectiveness, safety, tolerability, and intended study size.

2. Was the study conducted, analyzed, and reported in a 
manner consistent with good practice and reported in 
enough detail for evaluation and replication? How were 
the data collected; what checks are there for validity; are 
data missing; were data compared to similar patients; 
were alternative explanations for the findings considered 
and evaluated; was there selection bias, misclassification, 
detection bias, performance bias, or attrition?

3. How valid is the interpretation of the CE for the popula-
tion of interest? Many variables can lead to confusion 
between the treatment and outcome, and we can create a 
hierarchy here from high-quality evidence where the 
determinants of treatment are not related to the determi-
nants of outcomes, to middle quality where consistent 
determinants of treatment are largely unknown, to lower 
evidence quality, where confounding and bias are likely 
to be present but little evidence is available. 

Dreyer concludes, 

unless	 an	 effect	 is	 observed	 that	 is	much	 larger	 than	
would	be	 expected	 or	 larger	 than	 could	be	 explained	by	
bias,	 it	 is	 unlikely	 that	 the	 study	will	 contribute	mean-
ingfully	to	clinical	decision	making.	Although	there	is	no	
unanimity	 about	 how	 large	 a	 relative	 benefit	 (eg,	 rela-
tive	 risk	of	benefitting	 from	a	 treatment)	needs	 to	be	 in	
order	 to	 be	worthy	 of	 serious	 consideration	 as	 evidence	
for	decision-making.23	

COMPARATIVE	EFFECTIVENESS	RESEARCH	AND	
COMPLEMENTARY	AND	ALTERNATIVE	MEDICINE:	THE	
REAL	CHALLENGE

In many ways, the move to CER should be beneficial for 
CAM research. Its focus on effectiveness and pragmatic trials is 
more in keeping with areas of CAM that are not amenable to RCTs 
without doing considerable “damage” to the very therapy that is 
being studied by using a reductionist methodology that removes 
the very strength of a holistic approach. Also, because pragmatic 
trials allow therapists to do what they wish with regard to treat-
ment—that is, to use their usual and customary care24—it is closer 
to whole-systems research25 than traditional RCTs. 

It also allows for variability in the way individuals are treat-
ed in the trial and therefore comes close to “personalized” medi-
cine.21 This not only solves some ethical issues with regard to care 
but may assist in recruiting CAM providers to participate. 

Due to the fact that it allows the study to focus on those who 
are getting the care normally and therefore includes populations 
and subpopulations that are normal in practice, CER leads to 
results that are more clinically relevant. Also, because they are 
not explanatory trials, the focus is on what concerns providers 
and patients: that is, what works (effectiveness) and not what 

concerns scientists (explanations of why it works, causal analysis, 
and efficacy). The focus on observational studies also harmonizes 
well with the CAM field.11 It places the “P” back in “EBP”: that is, 
it puts the “practice” back into “evidence-based practice.”11 It also 
provides a role for CAM in EBP based on evidence of effective-
ness by broadening the definition of acceptable evidence. 

The dilemma is that the choice is between being rigorous 
and being relevant (clinically). CER research is more clinically 
relevant, but can it be made more rigorous? RCTs are more rigor-
ous but are frequently not clinically relevant for the populations 
with whom the provider must deal. As noted earlier, there are 
systems that attempt to increase the rigor of CERs. Currently, 
there is a body of work on observation studies that shows they 
are highly correlated with RCTs26 and do not exaggerate the effect 
size if they are good observation studies.27 

There are, however, some major problems that should con-
cern the CAM community (both providers and researchers) with 
regard to CER. The first is the threat from once again privileging 
certain types of evidence. This has been the dominant problem 
with RCTs, EBP, and CAM and led Holmes, Murray, Perron, and 
Rail (2006) to state, “the evidence-based movement in health sci-
ences constitutes a good example of microfascism at play in the 
contemporary scientific arena.”28 Putting aside the hyperbole of 
the word fascism, the article draws attention to the fact that not 
only are certain forms of evidence privileged in EBP but that 
privileging evidence is a very social process and a highly political 
one. EBP does function currently as a powerful ideology and one 
that is used against CAM. This process of using evidence for ideo-
logical purposes against CAM has been documented previously 
in the CAM literature.29 The hierarchy of evidence has also been 
criticized in CAM, and alternative models have been suggested, 
such the house of evidence30 or the circular model of evidence as 
alternative conceptualizations.31 In a 2008 article in Lancet, 
Rawlins said,

Hierarchies	 place	 randomized	 controlled	 trials	 (RCTs)	
at	their	summit,	with	various	forms	of	observation	stud-
ies	nestling	in	the	foothills.	The	notion	that	evidence	can	
be	placed	in	hierarchies	 is	 illusory.	 .	 .	 .Decision	makers	
need	 to	 assess	 and	 appraise	 all	 the	 available	 evidence	
irrespective	of	whether	it	has	been	from	randomized	con-
trolled	trials	or	observation	studies.32(p2152)		

A second challenge, however, is that though CER will estab-
lish effectiveness (or lack of it), we may be left with no under-
standing of what makes it effective in any given trial or how we 
may replicate the intervention. It will also not allow us to sepa-
rate out any confounding variables or the impact of the encoun-
ter as opposed to the therapy. This problem is recognized by 
those writing about CER. As MacPherson said in 2004, “The 
pragmatic trial cannot be used to determine precisely what com-
ponents within the treatment process might have caused any 
benefits, since it is a package of care that is being evaluated.”24 
The only solution to this problem is to collect sufficient information 
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to determine what was done, but no method for doing this is 
offered, and no evidence that it can be done rigorously is offered. 
This is the Achilles heal of the CER, for without this data, we can-
not know for sure what was done or whether it can be replicated. 
All the claims made for the usefulness of CER for making clinical 
decisions and recommending any form of care become pointless 
if we cannot replicate the intervention.

One solution is to collect self-reported data from both the 
provider and the patient, but such data, usually collected retro-
spectively, is notoriously unreliable. Coulter, Hays, and Danielson 
(1996)33 found in their study of preventive care in chiropractic 
that asking both the provider and the patient independently to 
indicate what preventive services or recommendations were 
given immediately after the treatment had a wide variance in 
responses. Some 25% of the patients failed to indicate services 
the provider said were provided (which the providers assume 
reflects the fact patients do not always listen), but more surpris-
ingly, 25% of the patients listed services that the provider did not 
list.33 The conclusion from this study was that unless the 
researcher is observing the actual health encounter itself and 
recording it directly, no one knows exactly what occurred. Self-
reporting is not a solution for this problem.

What is required is ethnographic observation, the type used 
by anthropologists and sociologists. Chiropractic provides very 
powerful evidence for the difference between data collected this 
way and data collected through health services research. It is one 
of the few CAM groups that has a body of ethnographic studies 
and a large body of health services research. As the author has 
noted in earlier papers, the description one gets of the chiroprac-
tic role from these two distinct research paradigms is sufficiently 
different as to suggest that two totally different health care pro-
viders are being described.34 In one description, health services 
research, the picture of a chiropractor is that of a subspecialist in 
musculoskeletal problems who uses limited manipulative thera-
py. In the other, ethnographic research, the chiropractor is 
depicted as a holistic wellness practitioner who has developed a 
paradigm around largely musculoskeletal problems but who 
emphasizes such things as nutrition, weight, diet, exercise, stress, 
posture, and spirituality.35  

Rapid Assessment Procedures (RAP)—also called both 
Rapid Assessment Process and Rapid Evaluation Assessment 
(REA)—has been widely used as a methodology in the health 
field.36,37 Scrimshaw and Hurtado’s RAP for studying settings for 
evaluation uses extensive observation in the sense used by 
anthropologists and sociologists, including participant observa-
tion.38 REA accomplishes a great deal more in briefer time peri-
ods than can many traditional ethnographic projects that rely on 
a single researcher. Offshoots of REA have been developed such 
as Rapid Assessment, Response, and Evaluation used by the 
Office of the Surgeon General for studying HIV/AIDS in metro-
politan areas.39    

REA’s strengths are that it is quick and it captures contextu-
al factors: the characteristics of the therapeutic setting, the pro-
vider, the patient, and the therapy, including all aspects of the 

health encounter. This approach is the only entryway into under-
standing processes at work that are not easily quantified or may 
be unknown. 

A program may be effective, but how and why is it effective? 
Programs cannot be replicated (or corrected midcourse) unless 
the elements can be determined. RAP is the method for provid-
ing intensive process evaluation on a level not reached by other 
evaluation models. The weakness is that for the results of RAP to 
be useful, the researchers must be credible. Therefore, only an 
experienced and multidisciplinary team can do this type of fast 
assessment. RAP is not useful for measuring variables that can 
otherwise be analyzed with quantitative data; therefore, tradi-
tional analysis techniques must be used side-by-side with RAP 
for numeric process and outcome variables.

Rapid Ethnographic Observation has been used previously 
in studies in CAM. The most extensive use of this method in 
CAM was by kelner, Hall, and Coulter (1981) to study the chiro-
practic health encounter. They conducted ethnographic observa-
tion in 72 chiropractic clinics. Two trained observers visited each 
clinic and spent a minimum of 1 day and a maximum of 2 days 
observing the clinic, including treatment of patients. From both 
observations and the quantitative data they collected, the authors 
were able to create a model of the chiropractic healing encounter 
consisting of seven stages: (1) the first visit, (2) the formulation 
of the diagnosis, (3) the explanation to the patient, (4) the nego-
tiation of a plan of treatment, (5) the delivery of the treatment, 
(6) evaluation of the effects of the treatment, and (7) termina-
tion. They were then able to compare and contrast the chiroprac-
tic healing encounter with that of biomedicine on these same 
seven stages and to highlight the unique elements of the chiro-
practic encounter.40 But the essential feature of this approach is 
that it is grounded in what actually occurs in the encounter and 
captures the full range of contextual features without which it is 
not possible to fully describe the therapy or to replicate it.  

Although the number of clinics observed were less than in 
the kelner, Hall, Coulter study, Cowie and Roebuck,41 Coulehan,42 
and  Oths43 all used ethnographic methods for observing chiro-
practic clinics to develop a comprehensive account of what 
occurs in a chiropractic treatment setting. 

The bottom line is that if we are to control in any way for con-
founding variables in CER, we have to be able to measure the con-
founder44 or at the very least identify real or potential confounders. 
Without direct observation, this is very unlikely to happen.

Alternative	Approaches
While this author feels that REA/RAP is the most complete 

method for obtaining the information not generally collected in 
CER, a mixed-methods approach has been used by Little et al45 

and Hollinghurst et al,46 so at least some researchers working in 
CER are adapting methods to enable imputing of the processes 
being used. Such mixed methods, combining qualitative and 
quantitative data, have a long history in anthropology and sociol-
ogy and have been associated with the process of triangulation, a 
method for validating qualitative data.47,48
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It could also be argued that standard health services 
research can accomplish much of this work. Recent articles in 
Alternative	 Therapies	 in	 Health	 and	 Medicine by Herman, 
D’Huyvetter, and Mohler49 and by Coulter and khorsan34 have 
argued cogently that adopting a health services research para-
digm would help resolve some of the issues that the CAM com-
munity and those researching CAM face with RCTs.

Last but not least, the field of program evaluation can also 
claim to do much of this type of work particularly where it 
includes contextual,50 formative,51,52 process,53 and summative54 
evaluation approaches. Contextual evaluation collects descriptive 
data used to assess and compare sites. The evaluation focuses on 
the influence of these factors on the intervention structures, pro-
cesses, and outcomes. In the initial phases of a program, forma-
tive evaluation is used to collect data on intervention components 
to assess feasibility of proposed activities and to provide recom-
mendations for improving intervention structures and processes. 
Process evaluation is used to assess the extent to which the inter-
vention components were implemented as planned. Summative 
evaluation measures the extent to which program goals and objec-
tives were achieved and the intermediate and longer-term impacts 
of the program. Program evaluation therefore uses both qualita-
tive and quantitative methods allowing triangulation of the data. 

 
CONCLUSION

What has been lacking in the rush to CER is a critical apprais-
al without which it is likely that the same mistake will be made 
with CER that has been made with RCTs. When we privilege cer-
tain forms of evidence over other forms, we are involved in a pro-
cess that is not only political in nature but has serious political 
consequences. The hierarchies of evidence that have been con-
structed to date have clearly privileged those groups in the health 
field that have the most of that particular evidence and negatively 
impacts those groups who do not. This affects the process by 
legitimizing some groups and not others but also by determining 
who will be covered in health plans and reimbursed by insurance. 
As noted earlier, the NIH has not been highly motivated to con-
duct CER partly because research funded by NIH tends to be 
explanatory in nature and it has no mechanism to identify the pri-
ority questions that might be solved by CER.7 Its funds go over-
whelmingly to biomedicine (70%). Even the $300 million 
earmarked for AHRQ will not fund a large expansion in its CER 
studies if AHRQ must meet its other core responsibilities.7 

What is being proposed in this article can be thought of as 
an addendum to a recent article by Fønnebø et al,54 which pro-
poses that the research methods used for drug-related research 
that begins with the chemical substances and the biologic mecha-
nism and ends with efficacy trials should be reversed in the case 
of CAM research. The latter begins with clinical practice (con-
text, paradigms, philosophical understanding, and utilization), 
moves to safety, then to comparative effectiveness, and ends with 
biological mechanisms. Saying the structure of CAM research 
should be different is insufficient. CAM also requires the devel-
opment of rigorous alternative research methods. 

However, if all we are doing with CER is privileging a new 
“trial” model, then we have not advanced very much. Fields 
advance more effectively through critique. Does the emperor 
have clothes? Perhaps the emperor has some clothing, certainly 
more than in the past, but he is certainly not yet fully clothed.    
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