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There is often wide variability in the reported effects of complex behavioral interventions.
Effectiveness can vary across studies, sites, and providers. A factor that has been insufficiently
considered is the fidelity of the behavioral treatment that was provided. Low quality practice
could be likened to partial doses of a vaccine or antibiotic: the right idea but insufficient
strength. Using motivational interviewing (MI) as an example, the authors describe three
quality conditions that should be present for a study to be regarded as a trial of a complex
behavioral intervention: (1) The treatment should clearly contain the components that are
theoretically or empirically related to its efficacy; (2) providers should be trained to an
adequate and specified criterion of proficiency before treating trial patients; and (3) the
fidelity of treatment should be documented by reliable coding of practice throughout the study
and reported in a manner that permits comparison with skill levels in other trials. The authors
also discuss bona fide intervention failures despite strong clinical trial methodology, offering
recommendations for future outcome research.
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1. Introduction

Mixed findings are common in clinical trials of behavioral,
pharmacological, and medical interventions. Whereas pharma-
ceutical trials can maintain tight control over the content and
dosage of medications delivered, complex behavioral interven-
tions pose special challenges. It is impossible to include a true
double-blind placebo condition in which both patient and
provider are unaware of the specific treatment being delivered.
For many years behavioral trials simply named and briefly
described the treatment that was allegedly provided. Detailed
therapist manuals were introduced to standardize and better
specify treatments, but the presence of a manual does not
indicate howwell it was followed. The actual implementation of
r).
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evidence-based treatments is a complex research topic in itself
[1].

An example of the complexities of treatment evaluation
is provided by research on motivational interviewing (MI),
a collaborative counseling style for strengthening a person's
own motivation and commitment to change [2]. Interventions
identified as MI have been evaluated in hundreds of outcome
studies including over 200 randomized clinical trials across a
broad range of problem areas [3]. Meta-analyses have reported
small to medium effects on average with highly variable effect
sizes [4–6], and have concluded significant efficacy for substance
use [7–9], smoking [10], weight loss [11], gambling [12], and
medical outcomes such as blood pressure, cholesterol, dental
caries, HIV viral load, and mortality [13].

Embeddedwithin these averages are numerous trials finding
no significant effect of MI-based training and interventions,
including some in which we, as the original developers of MI,
participated [14,15]. In one meta-analysis [6], the mean effect
size across a wide range of health problems was g = .22
(p b .001), and only 77 of 132 studies (58%) yielded effect sizes
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of .20 or greater, with wide variability ranging up to g = 2.06,
which was not a statistical outlier.

In this article we consider reasons why behavioral interven-
tions such as MI may be found to be ineffective, focusing in
particular on treatment implementation and fidelity issues [16].
We conclude our discussion with recommendations for future
clinical research and training.

2. Intervention content

In contrast to pharmacotherapies, the title given to a complex
behavioral intervention conveys very little about what was
actually delivered. Even the intended content of treatment can
vary widely within a domain such as “cognitive–behavior
therapy.” Only a few behavioral interventions have been
trademarked or patented in an attempt to control content, and
even for these the nature of the intended treatment in a
particular clinical trial needs to be specified.

One factor that can influence outcomes, then, is the
specific content of the treatment that was meant to be
delivered in a clinical trial. Complex behavioral interventions
may contain components with specific efficacy, but also
superstitious elements that have no effect or even detrimen-
tal impact on treatment outcome. A starting point is to ensure
that the intervention contains what are theoretically expect-
ed to be active ingredients [16]. Research on mechanisms
of action may provide evidence for empirically-supported
components that should be present, yielding greater clarity
about what aspects can be adapted (e.g., across cultures)
without compromising efficacy.

The content delivered has varied widely in trials of “MI,”
which has been confused with other types of interventions
including cognitive–behavior therapy, client-centered counsel-
ing, and decisional balance [12,17,18]. Some interventions that
have been labeled as MI seem to bear little resemblance to
the method that we developed. For example, Kuchipudi and
colleagues [19] found no effect of a 3-session “MI” intervention
(relative to treatment as usual) for patients with pancreatitis,
ulcer or cirrhosis who had not responded to prior advice
to decrease their drinking. The intervention consisted of
“interviews with three different persons emphasizing the need
for and benefits of alcoholism therapy. The person's health and
drinking were reviewed from the viewpoint and with the
authority of the director of the unit” (p. 357). Such a didactic,
persuasive, and authoritarian approach sounds entirely contrary
to the style of MI. Because we decided not to trademark or
copyright the name of MI, it can be attached to methods
unrelated or even antithetical to our original approach. This has
contributed to confusion regarding the basic nature of MI [20].
From our perspective [2] the fundamental characteristics of MI
are:

1. A person-centered non-authoritarian counseling style
as originally described by Carl Rogers and his students
[21,22], and

2. A clearly identified change goal toward which the conversa-
tion is directed, and

3. Differential evoking and strengthening of the person's
own motivations for change.

One possible reason for variability of effects in clinical
trials, then, is diversity in what was meant to be delivered.
3. Quality assurance

The behavioral intervention that was intended to be tested,
even if well specified, may bear little resemblance to what was
actually provided if there is inadequate quality assurance. In an
early trial of the community reinforcement approach for
alcohol dependence [23], the investigators (including the first
author — WM) prepared a manual, trained therapists in the
intended treatment, and met with them weekly to discuss
cases. All sessions were recorded, but the audiotapes were not
coded for fidelity until the treatment phase had ended. On
examination the sessions contained shockingly little of the
intended procedures. “We know now,” they reported, “that
what therapists say they do may bear little resemblance
to what is actually done, even when sessions are recorded”
(p. 103).

A common limitation, particularly in earlier trials of MI,
was a lack of documentation as to what intervention
was actually delivered. Rollnick [24] commented that, “Put
bluntly, we do not know what went on inside the consulta-
tion in most of the studies. Why researchers and funding
bodies overlooked this requirement in many studies is
puzzling” (pp. 1769–1770). Sometimes there has been little
more than a statement that “MI techniques were used.”

When the interventionwaswell characterized and consistent
with a MI approach, this is still no guarantee that the treatment
was delivered as described. Even with a detailed therapist
manual, the delivery and outcomes of MI often vary widely
across providers [25,26]. In one meta-analysis [4] the effect size
ofMIwas twice as large in studieswithout a therapistmanual, as
compared with those using a manual to standardize the
intervention.

In the absence of quality assurance (QA) that is based on
recordings of actual practice, it is impossible to determine what
behavioral intervention was provided. Many negative trials of
“MI” included no QA measure at all. In others the QA procedure
was inadequate to determine whether MI had been delivered. A
large trial with childrenwith type 1 diabetes and their caregivers
[15] evaluated an intervention that “was drawn from, but did not
fully equate to, motivational interviewing” and found no
beneficial effect. The trial carefully documented outcomes but
unfortunately relied on novel untested global rating scales for QA
of the intervention. Consequently it was difficult to determine
whatMI skill levelwas attained and practiced by providers in the
trial.

Well-validated QA tools are available to provide measures
of MI fidelity with inter-rater reliability [27] that do change
with training and predict treatment outcome [28–35]. One
widely used system is the Motivational Interviewing Treat-
ment Integrity (MITI [36,37]) code containing both global
rating scales and provider behavior counts for which
normative values and recommended competence thresholds
are available. The MI Skills Code [38,39], from which the
MITI was derived, also quantifies client responses during MI
sessions, allowing the linkage of therapist and client process
measures with clinical outcomes [40–42].

4. Intervention fidelity

People cannot benefit from a treatment to which they have
not been exposed [1]. No fixed dose of initial training is likely to
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produce consistent practitioner fidelity. Ongoing feedback and
coaching generally improve the quality of behavioral interven-
tions [43] and of MI in particular [44], and the amount of such
training that is necessary varies across providers. Another
potential source of ineffectiveness, then, is insufficient initial
training to establish and maintain intervention fidelity.
Broekhuizen and colleagues [45] relied on a 3-day training in
preparing lifestyle coaches to deliver MI in a large trial to reduce
LDL cholesterol, using a well-validated instrument to assess
intervention fidelity. The intervention yielded no significant
effect on outcomes, but none of analyzed counseling sessions
met thresholds forMI fidelity, and fewer thanhalf of patients had
received the intended intervention. In amultisite trial finding no
effect of MI [46], “fidelity was monitored and maintained
through direct observation, review of a random sample of
audiotapes of counsellor-participant sessions, and review of case
notes,” (p. 175) but the QA review procedure was unspecified
and no data were provided to document fidelity.

An ambiguity in QA monitoring is that it is unclear what
level of MI fidelity is “good enough” to facilitate change within
particular contexts or sufficient to conclude that MI was actually
delivered and tested. Published provisional competence thresh-
olds (such as an average of 3.5 on 5-point global rating scales [2])
have not been empirically derived. The unanswered issue here
is analogous to dose–response analyses in pharmacological
research.

Clinical trials should specify the expected and actual
attained levels of therapist proficiency in delivering a behavioral
treatment. What proficiency threshold was required to certify
therapists prior to treating trial patients, and what fidelity level
obtained in treatment delivery?

5. Adequacy of treatment

An issue often insufficiently considered or reported in
behavioral trials is how to handle sub-threshold therapist
performance. When guidelines are specified, they often
involve procedures for de-certifying (red-lining) providers
to not treat any further trial cases until remedial steps have
been completed and performance meets or exceeds the trial's
standards. This is a sensible procedure, but depending on the
rapidity and reliability of tape review, decertification can lag
far behind drift in fidelity.

And how should cases be handled when the delivered
treatment quality fell below trial standards? One option is to
exclude such cases from analysis to ensure that what is being
evaluated is good-quality treatment. This introduces worri-
some bias into a trial, however, because treatment fidelity
varies within as well as between therapists, and may be
related to factors such as patient characteristics. Thus
selectively excluding low-fidelity cases changes the sample
in unpredictable ways. We recommend retaining such cases
and analyzing outcome data both ways: for all treated cases,
and for high-fidelity cases.

Another issue of treatment adequacy is dosage. With an
active treatment, dose is presumably a relevant variable. Is there
a minimum length of time, number of sessions, or set of
procedures to which participants should be exposed in order to
be regarded as treated? Here there is a clear research precedent:
to report outcomes for both the full intent-to-treat sample and
for patients regarded as treated. In addition to the absolute
amount of treatment delivered, the spacing or scheduling of
“dosage”may be an important consideration.

6. Bona fide intervention failures

Most perplexing are studies where all of the previously
described methodological issues were adequately addressed,
and nevertheless the intervention failed to produce benefit.
For example, the clinical method of MI was apparently well
understood, quality assurance procedures were in place, and
fidelity of treatment delivery was monitored with reliable
methods and found to be good. Short of other compromising
factors such as insufficient statistical power to detect an
effect, these can reasonably be interpreted as failures of the
intervention itself. Such failures, in combination with other
positive trials of the same intervention with similar popula-
tions and target problems, point to insufficiently understood
(or controlled) determinants of efficacy.

6.1. Single-site efficacy studies

An example of such a negative trial was conducted in
our clinic in NewMexico [14] treating people with drug use
disorders (primarily stimulants and opiates). The thera-
pists were trained and supervised by the first author (WM)
in manual-guided delivery of one-session motivational
enhancement therapy (MET — a combination of MI with
assessment feedback). All sessions were recorded and high
therapist fidelity was documented using the MI Skills Code.
Outcomes were quantified through timeline follow-back
interviews [47,48] and at no point during 12 months of
follow-up did we observe any intervention effect.

Psycholinguistic analyses in this study compared in-session
speech patterns of clients who had more favorable (abstinence)
versus less favorable outcomes (continued drug use) [49]. Those
with better outcomeshad showna steady increase in change talk
(strength of commitment language for drug abstinence) over the
course of the MET session. A very different pattern of rising and
falling commitment was found for clients with less favorable
outcomes. Because the intervention had been standardized by a
therapist manual, the drops in client commitment could be
identified as occurring at two particular points in the sequence of
the session: during assessment feedback, and when a change
plan was initiated. In retrospect, the manual inadvertently
violated the clinical style of MI by requiring therapists to
continue assessment feedback and to complete a change plan
whether or not the client was responding to it well. One cannot
know whether this inflexibility accounted for failure of the
intervention, but process analyses linking in-session speech to
adverse outcomes are consistent with this flaw. The fact that the
manual was written by the first author (WM) illustrates
how readily seemingly small variations in delivery may have
unintended consequences.

6.2. Multisite efficacy trials

The design logic of multisite trials is to amass a large
sample across multiple recruitment sites and thereby obtain
an estimate of effect that is not rooted in the vicissitudes of a
particular local context. If the study is conducted in ongoing
community clinics and provided by regular agency staff, a



237W.R. Miller, S. Rollnick / Contemporary Clinical Trials 37 (2014) 234–241
multisite trial begins to bridge the gap from efficacy to
effectiveness, and that has been the normative design for
studies conducted within the National Institute on Drug Abuse
Clinical Trials Network (CTN), a collaboration involving dozens
of community treatment programs across the United States
[50]. Interventions were prioritized for testing in CTN trials
based on their established efficacy in prior research. Conse-
quently MI and MET were chosen for testing in four multisite
trials within the CTN conducted in outpatient clinics [51,52],
with Spanish-speakers [53], andwith pregnant drug users [54].
Research methodology was consistently strong, and in all four
trials, no significant main effect of MI or MET (relative to
treatment as usual) was found on the specified endpoint
measures. In two of the trials [51,53] intervention by time
interactions reflected a significant advantage for MET during
the follow-upperiod after treatment completion, a period often
regarded to be irrelevant in pharmaceutical trials [55]. Two
trials also reported site by treatment interactions such that the
effectiveness of the treatment varied significantly across sites
[51,54].

Other multisite trials have tested MI-based interven-
tions compared with no intervention [56], a waiting list
[57], treatment as usual [58,59], or more extensive treatment
[46,57,60–63]. Again effects have varied across trials, and the
effectiveness of intervention has differed from site to site
within multisite studies [61,63]. Although it may seem odd for
a treatment to work at one site and not another, site-by-
treatment interactions are common (though not always report-
ed) in multisite trials, also occurring in placebo-controlled
medication trials [64].

A possible source of site and study differences is that
client outcomes vary widely across the therapists deliver-
ing treatments [25,63,65]. Providers are nested within and
thereby confounded with sites and studies. Intervention-
ists vary in their level and consistency of treatment fidelity,
but may also differ in other outcome-relevant ways that are not
detected by QA measures. Only a portion of therapist effects is
accounted for by MI fidelity measures.

These multisite trials point to three potential factors that
deserve closer study in MI research as well as for other
behavioral interventions. First, MI “works” at some sites and
not others, suggestingunidentified contextual factors influencing
the efficacy ofMI. Rather thanbeing regarded as unwantednoise,
site-by-treatment interactions may yield important information.
Studies may identify attributes of implementation procedures,
providers, client populations, or treatment settings that influence
effectiveness. Second, therapists vary widely in MI skill and
client outcomes, which may account for observed efficacy
differences across sites and studies. Finally, benefits of a
behavioral intervention may emerge only after the active
treatment phase, so length of follow-up and choice of endpoints
are important considerations [55].

7. Effectiveness studies

Compared to efficacy trials, effectiveness studies are
meant to assess the impact of interventions when delivered
“in the real world,” typically in ongoing community clinics in
the hands of regular agency staff. With pharmacotherapies
such studies are reasonably straightforward. Medications are
delivered “open label” without double-blind and sometimes
without randomization, as would occur in normal practice.
The question is whether the positive medication effects
observed in highly-controlled efficacy trials obtain under
conditions of ordinary treatment delivery.

What then constitutes an adequate effectiveness trial of a
complex behavioral intervention? One perspective is that
extensive training time and ongoing QA are not feasible in
ordinary practice, and therefore a realistic test of any interven-
tion is whether it can be achieved within the constraints of
normal service delivery (e.g., with minimal training). Though
understandable, this is analogous to testing the effectiveness of a
medication capsule with unknown and highly variable contents.
Without QA measures (commonly absent in normal practice) it
is impossible to know what was “in the capsule,” what was
actually being delivered and how well. Without adequate QA,
these are essentially trials of a dose of training and not of the
particular intervention itself. For example, in a large effectiveness
trial of MI delivered by nurses via recorded telephone conver-
sations, subsequent process analyses revealed that key aspects of
MI were rarely present in the sessions [66]. Even in controlled
trials, off-protocol “chat” is a frequent element and has been
related to poorer client outcomes [67].

A legitimate effectiveness question, we believe, is whether it
is cost-effective to train (or re-train) clinical staff to a level of
competency in a new intervention. If staff are properly trained to
provide the intervention and do deliver it with fidelity, are client
outcomes significantly improved over those resulting from prior
treatment procedures? Such analyses can take into account the
additional time and cost investment required in training and
providing the new intervention [68,69]. Is the additional cost
offset by improved outcomes?

8. Treatment process research

Finding an effective intervention is only part of a puzzle. A
remaining question is how the intervention exerts its effects. It
has been common inmedicine todiscover, document anddeliver
interventions that have beneficial effects for unknown reasons.
The health benefits of carrying citrus fruit on sailing ships [70] or
of washing one's hands before delivering a baby [71] were
documented long before the reasons were known. Placebo
effects can be controlled for, but the mechanisms by which a
particular medicationworks may be understood poorly or not at
all. Subsequent clarification of the mechanisms of efficacy can
lead to new discoveries and still better treatments.

Increasing attention has been paid during the past two
decades to exploring mechanisms of action in behavioral
interventions [72–74]. As “active ingredients” of treatment are
identified (including those sometimes described as non-specific,
interpersonal, or general factors) it becomes clearer what should
be emphasized in implementation, training, and QA.

Thus far Miller and Rollnick [2,75] have identified
three mechanisms of change within MI for which there is
reasonable empirical support. First is the therapeutic skill
of accurate empathy as described by Rogers and his
students [21,22,76]. Empathy is sometimes treated as a
non-specific factor in psychotherapy [77], but within MI it
is a fundamental, purposeful, specific and measurable
component skill. Within addiction treatment, therapist
empathy is rather consistently associated with better client
outcomes, and low empathy with poor outcomes [78].
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Therapist empathy in MI has also been linked to change
talk [79], better outcomes [80], and lower client resistance
[81]. Secondly, training in MI may suppress counter-therapeutic
responses such as confrontation and counterargument that are
linked to increased client resistance and poorer outcomes [82–87].
Thirdly, MI training and fidelity have been linked to increased
client change talk anddecreased sustain talk,which in turn predict
behavior change [40–42,80,84,88–91]. A meta-analysis [92]
similarly identified three aspects of MI associated with better
outcomes: client experience of discrepancy, low levels of
MI-inconsistent counselor behavior, and client change talk.

9. Recommendations for future evaluation research

From the foregoing discussion we offer here a set of
recommendations for future MI clinical research and training.
Many of these apply aswell to researchwith complex behavioral
interventions more generally.

9.1. Intervention content

As knowledge emerges regarding activemechanisms atwork
within the practice of MI, future training and research should
ensure that these are reflected in intervention content, QA,
fidelity coding, and process analyses. At present we suggest that
anyMI intervention should contain at least these three elements
reflecting the engaging, focusing, and evoking processes of MI
[2]:

1. Proficiency in a person-centered counseling style and specif-
ically in the therapeutic skill of accurate empathy

2. Clear identification of one or more change goals toward
which the intervention is directed

3. Differential evocation of clients' ownmotivational statements
(change talk) for and commitment to change.

Furthermore, an intervention identified as MI should not
contain standard elements that are inconsistent with the spirit
and style of MI such as confrontation or uninvited advice. We
also regard a classic decisional balance [93] to be different from
and inconsistent with MI, both because it is theoretically
contraindicated [2,17] and because clinical trials have found
that a decisional balance intervention with ambivalent people
decreases their commitment to change [18]. If a therapist
manual is used, it should allow substantial clinical flexibility to
respond to clients' behavior in the moment, avoiding rigid
prescription of required steps, sequence, or procedures (such as
a change plan) without regard to client response.

9.2. Training

Providers in clinical studies should be trained to a specified
within-trial criterion of proficiency based on observed practice.
No fixed dose of training is sufficient for all; the criterion is the
ability to deliver MI at a specified standard of competence.
Provisional thresholds for competent practice have been sug-
gested [2], though these are likely to require adjustment to
particular contexts. The key is to have a specified criterion
performance level that all providers must demonstrate
before being certified and beginning to deliver MI in evaluation
research. Studies should document and report pre-trial levels of
proficiency using reliable practice coding procedures.
9.3. Quality assurance and fidelity

Pre-trial competence to deliver MI does not guarantee
fidelity in doing so during the study interventions [16]. We
recommend routine recording of all sessions, and for most
purposes audio recording is sufficient. This permits
reporting of actual intervention fidelity during the study
period. Use a replicable coding system, with training of
coders to a specified criterion of inter-rater reliability
[37,94]. If QA is not done for all sessions, select a random
sample for coding, with providers unaware of which
sessions will be coded. In efficacy trials the QA process
should be rapid and ongoing so that drift in practice quality
can be detected and corrected quickly throughout the
study. To maintain a standard of intervention quality, give
providers corrective feedback in timely fashion, with close
fidelity monitoring of subsequent sessions. If intervention
quality falls below a specified standard, a provider can be
decertified from treating further study cases until criterion
proficiency has been restored [95].

High standards for training and fidelity monitoring
should be maintained in effectiveness as well as efficacy
studies. In differentiating explanatory (efficacy) from
pragmatic (effectiveness) trials, Thorpe and colleagues
[96] suggested that in the latter an intervention should be
delivered by providers “regardless of their expertise” and
that there should be “unobtrusive (or no) measurement
of compliance” (p.466). Although this logic can apply to
pharmacologic trials where medication content is known
and standardized, it does not generalize well to complex
behavioral interventions where specific provider expertise
is required and one cannot know whether the intervention
is being tested without knowing if it was delivered. Even
with previously demonstrated efficacy, the effectiveness of
an intervention in standard practice cannot be determined
if the intervention has not been provided.

In the case of MI, a sharp explanatory/pragmatic
distinction is problematic. Thorpe et al. [96]. characterized
explanatory trials as having an “inflexible experimental
intervention, with strict instructions for every element” (p.
466). Such inflexibility is incompatible with MI, in which
the provider's behavior is guided by clients' immediate
responses, and (as described earlier) prescribed sequenc-
ing would be expected to undermine efficacy. In pragmatic
trials, after provider proficiency has been established, a
reasonable compromise to parallel standard practice
conditions is to monitor fidelity without offering ongoing
corrective feedback [96].
9.4. Process coding

QA systems like the MITI that code only therapist
responses offer a partial picture of MI. If evoking client
change talk is one key mechanism of action in MI, this can
be measured only by coding client responses as well.
Certain practice behaviors are associated with increased
frequency of client change talk [40], but do not guarantee
its occurrence. Coding both provider and client responses
enables the linkage of in-session communication processes
to treatment outcomes [38,89].
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10. Summary and conclusions

One possible explanation of negative trials of a complex
behavioral intervention is that there is no effect to detect:
that the treatment is inert and exerts no specific effect. Most
meta-analyses of MI have reached a different conclusion, but
a clear pattern in efficacy trials of interventions identified
with MI is high variability in outcomes across studies, sites,
and therapists. Effects are of small to medium size on
average, ranging from nil to quite large effects. It is important
to clarify the conditions under which a complex treatment
like MI is less or more effective. Larger effects have been
linked to a number of factors including absence of a therapist
manual [4], intervention fidelity [28–35], and disadvantaged
minority populations [4,54,97].

We regard an adequate efficacy or effectiveness study of
MI to be one in which at least the three above-described
fidelity conditions are met. Of the many published outcome
studies of interventions identified as MI, a relatively small
subset would meet this methodological standard for demon-
strating that MI was actually delivered, and this subset
contains both positive and negative findings. These consid-
erations are not unique to MI. In any study of a complex
behavioral intervention there are legitimate concerns as to
whether the treatment contained an adequate dose of the
crucial active ingredients, the providers were trained to an
appropriate level of competence, and the intervention was
actually provided with fidelity sufficient to expect an effect.

This suggests a different approach in evaluating the
efficacy and effectiveness of complex behavioral treatments.
Whereas meta-analyses to date have typically included all
studies delivering interventions that were identified as MI, a
more refined approach would be limited to studies in which
there is clear evidence that MI was actually provided. Most
likely there are studies in which fidelity was not documented
but MI was nevertheless delivered; it is just impossible to tell
without QA monitoring and reporting. This involves more
than including the three fidelity conditions as moderator
variables in a meta-analysis, because the review would then
include (and be biased by) studies in which MI was never
delivered. (An analogy could be a meta-analysis of the
efficacy of medications in which contents of the administered
capsule were examined as moderators of effect.)

Another useful analytic approach would be dose–re-
sponse analyses relating behavioral outcomes to the amount
and quality of exposure to MI. There is already evidence for a
dose effect in meta-analyses of MI trials [6,98]. Instead of
conceptualizing MI as monolithic, it could also be useful to
evaluate the importance of fidelity to various components of
MI (such as empathy [99], direction [100], and the elicitation
of change talk [88–90]). Such analyses could help to clarify
the effective processes at work within a complex behavioral
intervention like MI.

Finally we note that different behavioral treatment compo-
nents are often blended to create a hybrid intervention. There
have been numerous trials in which MI was combined with
standard practice or other evidence-based interventions. If such
studies do not meet the fidelity criteria for MI described in this
article, it does not invalidate themas evaluations of the particular
intervention that was delivered. A problem arises, however, if
such studies are subsequently represented (without sufficient
evidence) as evaluations of MI itself. Optimal procedures for
training, QA, and interpretation of such hybrid interventions
remain to be determined.
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