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ABSTRACT

Randomized controlled trials (RCTs) have an important place in the assessment of the effi-
cacy of complementary and alternative medicine (CAM). However, they address only one, lim-
ited, question, namely whether an intervention has—statistically—an effect. They do not address
why the intervention works, how participants are experiencing the intervention, and/or how
they give meaning to these experiences. Therefore, we argue that the addition of qualitative re-
search methods to RCTs can greatly enhance understanding of CAM interventions. Qualitative
research can assist in understanding the meaning of an intervention to patients as well as pa-
tients’ beliefs about the treatment and expectations of the outcome. Qualitative research also as-
sists in understanding the impact of the context and the process of the intervention. Finally, qual-
itative research is helpful in developing appropriate outcome measures for CAM interventions.
Greater understanding of CAM interventions has the potential to improve health care delivery.
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INTRODUCTION

The strengths and limitations of the use of
randomized controlled trials (RCTs) to as-

sess the efficacy of complementary and alter-
native medicine (CAM) have been widely de-
bated in the literature (e.g., Nahin and Straus,
2001; Vickers et al., 1997) and this debate con-
tinues. Adaptations to RCTs that have been
suggested (see below) increase the potential of
RCTs to assess the efficacy of CAM. However,
despite these adaptations to RCTs, many ques-
tions remain regarding the usefulness and ef-
fectiveness of CAM that are not easily ad-
dressed using these strategies.

In this paper we argue that although RCTs
have an important place in the assessment of
the efficacy of CAM, the addition of qualitative
research methods to RCTs can greatly enhance

the understanding of CAM. Such additions
have the potential to improve CAM interven-
tions, and, thus, health care delivery. 

LIMITATIONS OF RCTs

An RCT is a study design in which individ-
uals are randomly allocated to at least two
groups, usually called the “study” and the
“control” group. One group is subject to a stan-
dardized experimental intervention, while the
other group receives placebo or standard treat-
ment. The results are assessed by rigorous com-
parison of the outcome(s) in the study and con-
trol groups respectively. In order to limit bias,
group allocation maybe concealed to partici-
pants (i.e., blinding). RCTs are generally con-
sidered as the most scientifically rigorous
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method of assessing the efficacy of an inter-
vention and, thus, represent the “gold stan-
dard.”

Challenges to RCTs of CAM interventions
are various and include the following. First,
CAM interventions are often complex and use
multiple modalities (e.g., naturopathy and Tra-
ditional Chinese Medicine). Second, CAM
treatments are frequently not standardized, but
individualized and flexible, adjusting treat-
ment as needed for the individual patient. In
addition, there are wide variations in practice.
Third, CAM interventions often apply to non-
specific, multifactorial conditions (e.g., stress,
lack of energy) or patients with complex,
chronic conditions (Walach et al., 2002). Thus,
defining clinical problems (and treatment) may
be very difficult. In addition, the focus is often
on restoring balance rather than treating spe-
cific symptoms. Fourth, recruitment and ran-
domization can be problematic because of par-
ticipants’ beliefs, practices, and preferences.
Fifth, identification of appropriate placebo
treatment (e.g., acupuncture, massage therapy)
is often difficult or impossible, which results in
difficulty blinding patients and practitioners.
Finally, RCTs generally try to minimize or ex-
clude the impact of the patient–provider rela-
tionship (nonspecific effects) on the outcomes,
while in CAM the therapeutic effect of the pa-
tient–provider relationship is considered a cru-
cial part of the intervention. It is important to
understand that many of these challenges are
not unique to CAM and apply equally to sev-
eral conventional interventions, such as phys-
iotherapy, psychotherapy, surgery, and nurs-
ing care. 

Several adaptations of RCTs have been sug-
gested to address these issues, such as the con-
duct of pragmatic trials in which whole sys-
tems are assessed in their proper context so that
both the diagnosis and treatment may be
highly individualized (e.g., Stephenson and
Imrie, 1998; Vickers, 1996). This solution ad-
dresses the first three challenges. Preference tri-
als, which take into account patients’ prefer-
ences as a separate variable, deal with the
fourth challenge (e.g., Brewin and Bradley,
1989; Torgerson et al., 1996). The difficulty is
that such trials are not always possible, in par-
ticular if potential participants have strong

preferences for the intervention. Vickers (1996)
has pointed out that blinding and placebo con-
trol are not integral parts of the RCT design
and, thus, if not appropriate can be deleted.
However, this may be considered as weaken-
ing the design, and thus, the evidence pro-
vided. The last challenge is not easy to resolve.
Because of interactions between the diagnostic
process, the therapist, and the patients, RCTs
will not be able to explain the specific effects of
the patient–provider relationship.

A challenge of a different nature is related to
limitations to the type of information that can
be generated from RCTs. Mostly knowledge
generated from RCTs is general and in aggre-
gate form and answers questions about fre-
quencies and strength of association. Qualita-
tive research, however, is designed to generate
specific information regarding the why and
how of individual experiences and, therefore,
should be considered as an addition to RCTs.

QUALITATIVE RESEARCH AND 
ITS PURPOSES

Qualitative research consists of the investi-
gation of phenomena in their natural context,
in an in-depth holistic fashion through the col-
lection of rich narrative data. As such it does
not seek quantified answers. Its goal is the de-
velopment of concepts, which helps us to un-
derstand social phenomena in natural (rather
than experimental) settings, giving due em-
phasis to the meanings, experiences, and views
of all the participants (Pope and Mays, 1995).
Research purposes for which qualitative stud-
ies are especially suited include the following.
(Green & Britten, 1998; Maxwell, 1996). The
first purpose is gaining an understanding of an
intervention by identifying the meaning of the
intervention for participants in the study, of the
events, situations, and actions in which they are
involved. The second purpose involves under-
standing the particular (natural) context within
which the participants act, and the influence
that this context has on their actions. An im-
portant part of this is identifying the role of pa-
tient-provider interaction in the intervention.
The third purpose is understanding the process
by which events and actions take place, and the
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fourth, assessing how perspectives of reality of
different stakeholders (patients, practitioners,
and researchers) on interventions differ. In the
process of conducting qualitative research it is
common that unanticipated phenomena and
influences emerge that have the potential to
formulate new research questions and to im-
prove health care practice.

As in quantitative research, there are multi-
ple strategies to ensure rigor in qualitative re-
search (Mays and Pope, 1995). Although these
strategies are different, there is no reason to as-
sume that qualitative research in itself is not
rigorous.

RELEVANCE OF ADDING QUALITATIVE
METHODS TO RCTS

Understanding the meaning of the intervention

RCTs can establish whether an intervention
works by means of a strong, highly controlled
design in which two or more groups are ran-
domized to rule out confounding variables.
However, just as there are intervention studies
that generate statistical significant results that
have no clinical significance or substantive or
real-life importance either to patients or to their
caregivers, it is also possible to find nonstatis-
tically significant results that have important
implications for individual patients. If an RCT
shows no treatment effect, it cannot tell us
whether the intervention worked in ways other
than expected or whether some specific indi-
viduals benefited from the intervention. Al-
though less dramatic, this may also apply to
RCTs that do show a treatment effect.

Although such issues have been addressed
in disciplines such as nursing and education,
medicine is slower to follow, and information
has appeared in abstracts and/or is as yet un-
published. Becker et al. (2001) conducted a con-
trolled intervention study aimed at evaluating
the effects of qigong lessons on performance, so-
cial behavior, and health in school children.
While improvements were found with respect
to several outcomes, no significant differences
were found between the two groups in quality
of life using a validated quality-of-life scale.
However, data collected in qualitative inter-

views with teachers illustrated a calming and
relaxing effect of qigong, as well as a decrease
in complaints for some children. These ele-
ments were not part of the quality of life scale.
Pope found several significant outcomes fol-
lowing an RCT of a mind–body intervention
for patients with a chronic disease, however no
improvement was found in the amount of per-
sonal stress (cited in Verhoef et al., 2001). In
qualitative interviews, participants described a
personal growth process, which they felt was
moving them toward improved well-being.
They spoke about gaining self-awareness,
which they viewed as a positive outcome, even
though their reaction to this awareness was not
always positive. How an intervention works
has also been addressed by Alraek and Baer-
heim (2001) who qualitatively assessed par-
ticipants’ subjective experiences in a trial of
acupuncture in the prevention of recurrent cys-
titis. This trial has not yet been published. The
qualitative study was based on the investiga-
tors’ experiences in their practice that patients
often described changes in their health in ad-
dition to curing the problem they came for,
which seemed to reflect going from dishar-
mony to harmony. The results demonstrated
experiences related to changes in urinary
habits, more energy, reduced stress level, better
sleep, better digestion, and reduced pain from
headaches, back pain and joint pain.

Weinholtz et al. (1995) report a dramatic ex-
ample of a combined study in the education lit-
erature. They describe how qualitative data
helped them find significance from the statisti-
cally insignificant findings of a study they con-
ducted on the impact of small group instruc-
tion. These data showed that one of their
outcome measures was insensitive to a certain
learning outcome. 

These examples show that an intervention
may result in meaningful and desirable
changes to patients that may not be apparent
as improvement on instrumental measures de-
signed with a specific conceptualization of nor-
mal, average, or optimal functioning. In order
to assess such changes, research needs to ad-
dress the individual experiences of people re-
ceiving the intervention. Qualitative research
as opposed to quantitative research is case-ori-
ented rather than variable-oriented and is more
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suitable to detecting subtleties in the interven-
tion process that account for the research find-
ings (Sandelowski, 1996). 

Outcomes of an intervention

The above examples illustrate that available
outcome measurements do not always address
all potential benefits of CAM interventions. Co-
hen and Mount (1992) found that the tendency
of most instruments to weigh their questions
toward the physical while ignoring issues re-
lated to meaning, purpose, and spirituality ren-
ders them invalid in the palliative care setting.
We would argue that this also applies to many
CAM interventions that frequently are holistic
in nature and are based on a strong belief in
the mind–body connection. In addition, the
previous examples identified that we do not al-
ways know what potential benefits of inter-
ventions are. Levin et al. (1997) describe that
according to the literature on Bach Flower
remedies, treatment with the water violet for-
mula is said to restore serenity. Most likely,
available outcome measurements will not as-
sess this quality, and thus, may conclude that
this remedy has no effect. In such cases it is use-
ful to conduct qualitative research before the
start of the trial, to assess what relevant out-
comes are, in order to develop appropriate
measures.

While availability of appropriate measures is
an issue, the study conducted by Weinholtz et
al. (1995) has shown that lack of sensitivity of
existing measures to assess important qualita-
tive between- and within-person differences is
another issue. To increase sensitivity, outcome
measures need to be valid, reliable, specific,
amenable to change (long- or short-term) and
have a range of scores that allow detection of
change (Stewart and Archbold, 1992, 1993).

Context

For the purposes of research and analysis, in-
terventions in RCTs are studied in isolation,
whereas in clinical practice any intervention is
but a part of a treatment approach. van Weel
(2001) indicated that “nonspecific effects work
through their integration into the overall treat-
ment approach, which is an essential way into

which context effects differ from specific ef-
fects.” The value of context effects is in their
enhancement of specific interventions, so that
efficacy is maximized. RCTs are not the ideal
design for assessing context effects. Therefore,
exploring the unique physical and psychoso-
cial context in which an intervention takes
place is an important added value of qualita-
tive research.

One of the most frequently discussed non-
specific effects is the patient–physician rela-
tionship, which is often seen as an integral
part of treatment by complementary practi-
tioners. Di Blasi et al. (2001) have conducted
a systematic review to examine whether there
was any empirical evidence to support the
therapeutic effects of the doctor–patient rela-
tionship. Their results showed much incon-
sistency regarding these effects and the only
relatively consistent finding was that physi-
cians who adopt a warm, friendly, and reas-
suring manner are more effective than those
who keep consultations formal and do not 
offer reassurance. Systematically and rigor-
ously conducted qualitative research might
lead to deeper insight and, thus, allow build-
ing theoretical models that can be tested in
quantitative research. Similarly, Jobst (2001)
comments that “while it may be well said that
good bedside manners work, the question
nevertheless remains: ‘How?’”

Process 

How interventions fit within the process of
participants’ lives is important for future ap-
plications of the intervention. Research has
shown that people often experiment with dif-
ferent types of complementary treatments and
use “trial and error” in making their disease
management decisions. (Verhoef et al., 1998).
This practice results in frequent changes in
treatment. How patients integrate symptoms
and management of symptoms with the prac-
ticalities of their lives is an important area of
exploration. Information about participants’
circumstances will increase understanding of
the feasibility of the intervention in real life and
real time and will identify the burdens of the
intervention.

The process of the intervention itself is im-

VERHOEF ET AL.278



portant as well. Weaver et al. (1996) describe
how they complemented their study of case
management for people with serious mental ill-
ness with a qualitative study of process de-
signed to identify aspects of case management
associated with positive or negative outcomes.
The results of this study have not yet been pub-
lished. Qualitative research could also provide
profound insight in what flexibility and ad-
justment within an intervention involve. Last,
implementation of an intervention is often very
different from the way it was planned (Rabe-
neck et al., 1992). In such cases, qualitative
methods can be used to assess how the inter-
vention is actually enacted as well as the ac-
tors’ responses to it (Sandelowski, 1996).

Multiple realities

Qualitative sociologists have long recog-
nized the existence of multiple realities. Yerxa
(1991) has contended that the experimental
method does not represent the patient’s reality
because it excludes the patient’s subjective ex-
perience and natural environment. Around
CAM, patients and practitioners may have dif-
ferent beliefs about healing (holism versus bio-
medicine) and about evidence. While re-
searchers, and to a lesser degree practitioners,
find scientific evidence crucial, many patients
tend to believe that CAM is natural, and thus,
safe, and find scientific evidence of less impor-
tance than personal evidence. Patients’ beliefs
are closely related to their expectations and
may have a major impact on trial results. Ex-
ploring how such expectations are related to
the process of the intervention is of great im-
portance. 

The role and importance of patients’ beliefs
have been described in several qualitative stud-
ies. For example, the factors that Chinese im-
migrants with arthritis perceived as contribu-
tory to the disease as well as the perceived
severity of the disease were major factors in
treatment preferences and choices (Zhang and
Verhoef, 2002). Holman (1993) describes how
patients who benefited from an arthritis self-
management program did not view their dis-
ease as irretrievably damaging their lives and
believed that they could do things to better
their situation.

DISCUSSION

RCTs are important in assessing the efficacy
of CAM. Many adjustments to RCTs have been
suggested that facilitate their conduct with re-
spect to CAM. However, RCTs address only
one, limited, question, namely whether the in-
tervention has—statistically—an effect. They
do not address why the intervention works,
how participants are experiencing the inter-
vention and/or how they give meaning to
these experiences. These are different ques-
tions, that require a different design, so it
would be wrong to fault RCTs for not being
able to address these questions, just as it would
be wrong to fault qualitative research for its
lack of “statistical significance.” We argue that
both are needed to evaluate fully the useful-
ness of CAM interventions provided that both
are conducted rigorously, meticulously, and
with great attention to validity and interpreta-
tion of the data. When such methods are com-
bined, the potential for increased validity of the
results is enhanced by numerical as well as con-
ceptual generalizability.

Combining quantitative and qualitative
methods is especially relevant with respect to
CAM. In conventional medicine, randomized
clinical trials are frequently conducted after ex-
tensive pretrial studies, such as in vitro and an-
imal studies to assess the mechanism of the in-
tervention. With respect to CAM, RCTs are
often conducted based on prevalence and pop-
ular demand. The use of qualitative methods
to identify why an intervention works, is more
suitable to interventions that are complex, and
that are based on mind–body, spiritual, and en-
ergy paradigms, than those that are focused
and based on a body paradigm, such as herbal
treatments.

Qualitative methods may be used before
starting an RCT, to assist in the development
of appropriate outcome measures or they may
be embedded in the trial to assist in under-
standing the measuring context and process of
the intervention. Third, qualitative methods
can be used after the trial is completed to ex-
plain the trial results.

The discussion of the use of combined meth-
ods is directly relevant to the tension between
patient-centered care and the use of evidence
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in clinical practice. As Holman (1993) states,
“the practice of medicine, with its focus on the
individual, lives an unrelieved tension between
knowledge of the average effects of a disease
or treatment upon a group and the individual
effects upon a single patient.” Practitioners are
interested in improving individual patient out-
comes in specific situations, and, therefore, in
understanding as much as they can about the
application, operation, and outcomes of an in-
tervention in particular cases. Accordingly, em-
phasizing individual variation as idiosyn-
crasies in responses to interventions over time
may be more clinically relevant than group
means per se, from which individuals will of-
ten deviate in subtle, but clinically important
ways.

Methods other than qualitative methods can
provide such information as well, for example,
comparing all patients who improved with
those who did not, disregarding the group they
were in, or collecting survey data looking at pa-
tients’ beliefs and experiences. However, in
such methods it is still the investigator who
identifies what data need to be collected or an-
alyzed and thus, still the investigator’s reality
that is being tested or explored. This prespeci-
fied perspective is avoided by qualitative meth-
ods. We argue that the best way to assess the
advantages of combined methods research is to
conduct such studies and to demonstrate the
potential to contribute to improved health care
delivery and ultimately health status.
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