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Patients can be harmed by treatment or by the decisions
that are made about those treatments. Although dramatic
examples of harmful effects of psychotherapy have been
reported, the full scope of the problem remains unclear.
The field currently lacks consensus about how to detect
harm and what to do about it when it occurs. In this article,
we define the ways in which treatment (or the inferences
about treatment) can do harm and discuss factors that
complicate efforts to detect harm. We also recommend
methods to detect and understand harm when it occurs,
drawing from and modifying many of the same strategies
that are used to detect benefit. Specifically, we highlight the
value of establishing independent systems for monitoring
untoward events in clinical practice, reporting descriptive
case studies and qualitative research, and making use of
information from randomized clinical trials, including ex-
amining potential active ingredients, mechanisms, moder-
ators, and a broad range of outcomes measured over time.
We also highlight the value of promoting discussion in the
field about standards for defining and identifying harm.
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I f psychotherapy is powerful enough to do good, it may
be powerful enough to do harm. Although it is now
well established that most psychotherapies provide

benefit, recent discussions have raised concerns about ex-
amples of psychotherapies that may do harm (Lilienfeld,
2007). It is still unclear whether such harm is more wide-
spread than is currently recognized and how psychologists
would know if that were the case. With few exceptions,
psychologists have been primarily concerned with deter-
mining whether psychotherapy has benefit. Such an em-
phasis is necessary and important; however, failure to
detect harm can have serious consequences.

This article represents an attempt to address this im-
balance by defining harm and identifying ways in which
harm can be detected and understood. Attempts to classify
specific treatments as harmful have generated considerable
controversy, and we encourage such debate in the field.
Progress in identifying harmful treatments likely will
evolve from a combination of rigorous empirical research
and lively discussion in the field about optimal conventions
and standards. We seek to contribute to this endeavor by
outlining methods for research that can address the ques-
tion of harm. We also identify questions and processes that

may advance consensus building in the field. Thus, our goal
here is not to identify specific treatments as harmful or
helpful but to lay out a method for detecting such effects.
We consider psychotherapy to be broadly defined as any
psychosocial intervention intended to aid a client with
mental health or life problems. We first define the ways that
treatments can cause harm directly and the ways in which
decisions made about treatments can cause harm indirectly.
We then examine the conceptual complexities involved in
the detection of such harm. We next recommend methods
for detecting harm, drawing on what has been learned from
the science and practice of both psychotherapy and medi-
cine. Finally, we close with a discussion of some strategies
that can be used to understand harm when it occurs.

What Do We Mean by Harm?
Patients can be harmed by treatments themselves or by

the decisions that are made about those treatments. We first
discuss ways in which treatments directly cause harm and
then turn our attention to the indirect harm that may stem
from inferences made about treatments. Harmful treat-
ments have a causal effect, producing outcomes that are
worse than they would have been in the absence of treat-
ment. We underscore that harmful effects are more than
simply unhelpful. As defined by Webster’s Third New
International Dictionary (1993), unhelpful is “offering no
assistance” (p. 1034), whereas harmful is “damaging, trou-
blesome, injurious” (p. 2498).

There are many examples of treatments that fail to
make things better and of the failure to provide treatments
that might have made things better. It is widely accepted
that poor detection or undertreatment of depression is a
widespread problem. However, failing to provide interven-
tions that may provide relief is not the same as providing
interventions that cause harm. The latter is our focus.
Related to this are many examples of treatments that are
unhelpful (e.g., a depressed suicidal patient who commits
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suicide despite being in treatment). In this case, treatment
clearly was not helpful; however, such a clearly negative
outcome does not by definition imply that treatment was
harmful. Finally, we recognize a distinction between harm
that can be caused by a disorder and harm that can be
caused by the application of a treatment. Many disorders
exist that clearly are associated with harmful consequences.
People with antisocial personality disorder or psychotic
disorders may commit violent acts, and depressed people
may commit suicide; however, our focus is harm that
results from treatment, not harm that is an inherent feature
of the disorder itself.

Thus, what is at question here is whether a treatment
makes things worse. There are at least two ways in which
a treatment can be harmful. A treatment can make the
target problem worse. A treatment also can make worse
other domains that were not the initial target of interven-
tion. The matter is further complicated in five ways.

First, the same treatment can have both beneficial and
harmful effects. Use of some selective serotonin reuptake
inhibitors as antidepressant medications among adolescents
has been associated with both improvement in depression
and possible increased risk for suicide (Whittington et al.,
2004). Similarly, perinatal women and their treatment pro-
viders often are presented with complicated cost–benefit
decisions regarding treatment options during pregnancy
and lactation. As Wisner et al. (2000) explained,

There are unique aspects to this decision-making process that
involve potential consequences for two individuals. The mother
has to consider the risk information not only for herself, but also
for her fetus. The outcomes can be positive for both, negative for
one but positive for the other, or negative for both. (p. 1936)

Thus, considering the maternal/fetal system, the same
intervention may have effects that are both positive (e.g.,

resolution of maternal symptoms) and harmful (e.g., fetal
toxicity). Although these examples are taken from pharma-
cological interventions, the same logic applies to psycho-
therapy.

Second, different parties can view the same outcome
in different ways (Strupp & Hadley, 1977). For example,
ending a troubled marriage following marital therapy may
be viewed as beneficial by one spouse and as harmful by
the other. Disagreement about the outcome of clinical
intervention also may occur in professional and political
domains. The use of conversion therapy for gay and lesbian
clients provides a controversial example. Large profes-
sional organizations and individual experts suggest that
such practices are harmful not only to the individual client,
but also to society as a whole, because they reinforce
stigma and prejudice (Davidson, 2001; Haldeman, 1994).
The American Psychiatric Association, for example,
strongly supports this position, stating in a position paper
on psychiatric treatment and sexual orientation that “the
potential risks of reparative therapy are great, including
depression, anxiety, and self-destructive behavior, since
therapist alignment with societal prejudices against homo-
sexuality may reinforce self-hatred already experienced by
the patient” (American Psychiatric Association, 2000b). In
contrast, some claim that the use of conversion therapy is a
legitimate, potentially beneficial treatment option for some
gay and lesbian clients (Throckmorton, 2002; Yarhouse &
Burkett, 2002). Such controversial opinions underscore the
reality that different parties may view the same outcome in
radically different ways.

Third, the nature of the outcomes can change over
time. An intervention that seems harmful initially may be
beneficial over time, and vice versa. For example, exposure
therapy is often thought to lead to increased levels of
distress during its implementation, an issue that has been
raised as a cause for concern regarding the use of exposure
for posttraumatic stress disorder. Empirical data suggest
that exposure is associated with symptom exacerbation for
some patients. A small minority of patients evidenced
reliable increases in general anxiety in one trial (Foa,
Zoellner, Feeny, Hembree, & Alvarez-Conrad, 2002) and
exacerbation of posttraumatic stress disorder symptoms in
another (Nishith, Resick, & Griffin, 2002). Such deteriora-
tion, however, appears to be transient and is not associated
with higher rates of dropout or nonresponse (Foa et al.,
2002). Thus, although some patients may experience wors-
ening at the outset of exposure treatment, such patients
appear to improve over time and experience long-term
resolution of the target problem.

Conversely, the current controversy regarding grief
therapy represents an example in which questions are
raised about later harm produced by an intervention that
seemed initially beneficial. Concerns about grief therapy
were raised in a review by Neimeyer (2000), in which he
suggested that grief therapy may interfere with the normal
process of recovering from loss over time. Recent reports
have questioned the methods used in Neimeyer’s review
(Larson & Hoyt, 2007), and active debate continues regard-
ing the status of grief therapy (Bonanno & Lilienfeld, 2008;
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Hoyt & Larson, 2008). Perhaps a less controversial illus-
tration is the inducement of tardive dyskinesia as a conse-
quence of treating patients with schizophrenia with anti-
psychotic medication. This well-known example illustrates
a harmful effect of a beneficial treatment that emerges only
over time.

Fourth, a treatment can be universally harmful in its
effects, or such effects can be moderated by patient char-
acteristics. For example, there are indications that relax-
ation training can induce panic attacks among a minority of
patients (Adler, Craske, & Barlow, 1987). Thus, whereas
relaxation has been generally beneficial for most patients, it
may be harmful for a few.

Fifth, ambiguity regarding what is meant by treatment
complicates efforts to define harmful effects. The same
psychotherapy can be applied in a range of different ways,
depending, for instance, on the content of the intervention
and the skill level of the practitioner. One manner of
delivery of a treatment may be helpful, whereas another
may be harmful. Given the multifaceted nature of most
psychological treatments and the possible variability in
delivery, it is important to specify at a more nuanced level
the specific ingredients of the approach. Such consider-
ations also highlight the potential importance of clinician
skill. An unskilled surgeon may kill a patient, whereas a
skilled surgeon may save someone’s life. Whether this
holds true with respect to psychotherapy is controversial
(Jacobson & Christensen, 1996), but there are indications
that expertise may influence outcome, at least in cognitive
therapy for depression (Coffman, Martell, Dimidjian, Gal-
lop, & Hollon, 2007; DeRubeis et al., 2005; Jacobson &
Hollon, 1996). Although such variability would not neces-
sarily meet standards for harm, the sensitivity of outcome
to clinician expertise suggests the possibility of harm re-
sulting from the incompetent application of a treatment.

Finally, although it clearly is possible for patients to
be harmed directly by psychotherapy, patients also can be
harmed by the decisions that are made about psychother-
apy. The field has paid inadequate attention to direct harm-
ful effects (Lilienfeld, 2007), and it has also ignored the
indirect harm that can result from inaccurate inferences
drawn about treatment efficacy. An inert treatment that is
falsely assumed to be beneficial can be costly in terms of
time, expense, and other resources. A beneficial treatment
that is falsely assumed to be inert or worse can result in
opportunities lost. These instances do not represent causal
effects of the treatment but are consequences of erroneous
inference regarding treatment efficacy and merit consider-
ation in a discussion of harm.

Efforts to develop consensus in the field regarding
how to define harm undoubtedly will require consideration
of the following factors: iatrogenic effects on the target
problem or other domains, the simultaneous presence of
beneficial and harmful effects, variability in the perspec-
tives of different parties, the dimension of time, moderating
patient characteristics, and a detailed understanding of the
intervention. Moreover, it is necessary to consider carefully
the basis on which inferences about benefit and harm are
drawn.

What Complicates the Detection of
Harm?
Detecting whether treatments cause harm is a complicated
endeavor. It is easy to overlook the harmful effects of some
treatment interventions, to attribute falsely harmful or ben-
eficial effects to others, and to neglect the beneficial effects
of still others. In this section, we attempt to clarify the
conceptual complexities associated with detecting treat-
ment effects that have beset the field to date.

The detection of whether a treatment can cause harm
may be complicated by the natural course of the untreated
disorder (X). Table 1 depicts the relations between three
kinds of course for a disorder (constant, deteriorating, and
improving) and three levels of treatment effects (harmful,
beneficial, and absent). We also have added a table note to
depict the possible effects of treatment on outcomes other
than the target problem (Y).

Harmful treatment effects are most easily detected in
the context of courses of illness that are constant (No. 1 in
Table 1) or deteriorating (No. 2). Disorders with a constant
course do not change over time and provide a backdrop
against which changes induced by treatment should be
relatively easy to detect; harmful treatments leave the pa-
tients worse than when they started. For disorders that
follow a deteriorating course, it is not sufficient to observe
that patients are worse off after treatment than when they
started, because change for the worse could have been a
consequence of natural processes that would have unfolded
independent of treatment. For such a course, it must be
observed that patients are worse off than they would have
been in the absence of treatment.

Harmful effects are particularly difficult to detect
when the disorder improves over time (spontaneous remis-

Steven D.
Hollon

23January 2010 ● American Psychologist



sion; No. 3). In such a situation, not only is the treatment
actively harmful, but worse still, the fact that patients
improve as a matter of course can serve to mask the
harmful effects. Thus, the inferential error compounds the
problem by allowing a harmful treatment to escape detec-
tion. In such cases, the intervention itself may interfere
with normal developmental processes that can facilitate
recovery from the target problem among some individuals.
For example, it has been suggested that critical incident
stress debriefing, a brief group intervention performed
within a day or two of a traumatic incident, in which
participants are encouraged to process their negative emo-
tions and are educated about the nature of the symptoms
that might develop, can actually impede the process of
spontaneous remission that occurs for many trauma survi-
vors (McNally, Bryant, & Ehlers, 2003). Additionally,
Dishion, McCord, and Poulin (1999) have argued that the
group treatment format provides a context for delinquency
training that perpetuates problematic behaviors in adoles-
cents who might otherwise outgrow such behaviors; how-
ever, subsequent reports have not provided support for
harmful effects of such group interventions (Weiss et al.,
2005).

Inferential errors can be harmful in and of themselves,
even if the treatments themselves are not. This can be true
in the case of inert treatments that are seen as being
beneficial (No. 6) and beneficial treatments that are seen as
inert or harmful (No. 8). Instituting treatment at the height
of a disorder with an improving baseline can easily lead to
the potentially unwarranted inference that subsequent im-
provement was a consequence of that intervention. If an
inert treatment is inaccurately assumed to be beneficial, it
still may be costly in terms of time, expense, and other
resources. Although such harm is not a causal effect of the
treatment, it is a consequence of making an inaccurate
inference about treatment efficacy. That many patients sur-
vived and thrived in the past after being treated with
bleeding undoubtedly led to an unjustified faith in its ef-
fects. Similarly, recent studies with sham procedures as

controls have shown that the purported benefits of ortho-
pedic surgery have been greatly overrated (Moseley et al.,
2002).

Conversely, beneficial effects can be hard to detect in
the context of a deteriorating course, because patients may
be worse off than when they started, and yet they may still
have benefitted from treatment (cell 8). A classic example
can be found from the field of early childhood education.
The Head Start program was nearly abandoned in its early
years because children in the program continued to fall
behind their peers. It was not until it was determined that
they lost less ground than they would have lost if they had
not received the program that its future was secured (Oden,
Schweinhart, & Weikart, 2000). Strictly speaking, this is
not an iatrogenic effect of treatment, but it may be a
harmful consequence of drawing inaccurate inferences
about the efficacy of treatments. Similarly, an inert treat-
ment may be seen as being harmful in the context of a
deteriorating course (No. 5), but this inferential error has
little cost. Finally, treatments that have beneficial effects on
a constant (No. 7) or improving course (No. 9) or inert
treatments that have no effects on constant course (No. 4)
are not likely to be subject to inferential error.

As indicated in the note to Table 1, problems that were
not the initial target can develop or worsen as a conse-
quence of treatment. Although the effect of the treatment
on the target problem may range from harmful to benefi-
cial, nontarget problems all share the feature that harm is
caused by the creation of new problems that would not
otherwise have occurred or the exacerbation of problems
that already exist. In some instances, such harmful effects
are clear cut. The suffocation of children during rebirthing
therapy is a clear and obvious example of harm caused that
was not an initial target of intervention (Mercer, Sarner, &
Rosa, 2003). Not everyone would agree that rebirthing
therapy is a form of psychotherapy, but all would agree that
the death of a child is a form of harm. In other instances,
however, such harm can be difficult to detect, particularly
if attention is focused exclusively on the target problem or

Table 1
Harmful Effects and Harmful Inferential Errors: Treatment Effect by Natural Course of Target Problem

Natural course Harmful treatment effect No treatment effect Beneficial treatment effect

Constant course of target
problem

1. Worse than started 4. Same as started 7. Better than started

Deteriorating course of
target problem

2. Worse than started 5. Worse than started
(might falsely assume
iatrogenic effect)

8. Same, better, or worse
than started (might
miss the beneficial
effect of treatment)

Spontaneous remission of
target problem

3. Same, better, or worse
than started (might
miss the harmful effect
of treatment)

6. Better than started (might
falsely assume
beneficial effect of
treatment)

9. Better than started

Note. In some cases, a new problem is created and patients are worse off than when they started treatment.
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if the effects of treatment on the target problem are bene-
ficial. Electroconvulsive therapy is a powerful treatment for
severe depression (Sackeim et al., 2000), but some patients
complain of persistent memory deficits as a consequence
(Hollon, Thase, & Markowitz, 2002). The general consen-
sus among the medical community is that these concerns
are a natural consequence of being depressed and not an
iatrogenic effect of treatment (American Psychiatric Asso-
ciation, 2000a); however, concerns about persistent mem-
ory deficits have not been adequately addressed by the data.
There may be a risk on the part of the medical community
to overlook or minimize potentially harmful effects of
interventions that are known to be beneficial, particularly
for difficult-to-treat target problems. This example high-
lights the controversies that can arise regarding the detec-
tion of harm alleged to be associated with beneficial treat-
ments.

As can be seen, the ease with which harmful treatment
effects can be detected and the kinds of inferential errors
most likely to be made depend, in part, on the natural
course of the disorder. Harm is easiest to detect when
disorders show a constant course because any change can
be attributed to treatment. Harm is more likely to be missed
when the natural course of the disorder changes over time.
This is especially problematic for disorders that tend to
improve over time, because the propensity for spontaneous
remission can obscure the negative effects of treatment.
Moreover, although psychologists have some knowledge of
the natural course of many disorders, within any disorder
there is considerable variability in natural course across
given individuals.

Patients also can be harmed as a result of inferential
errors, even when treatments themselves are not harmful.
Inert treatments can be misperceived as beneficial in the
context of spontaneously remitting problems, and benefi-
cial treatments can be missed in the context of a deterio-
rating course. Finally, it may be all too easy to miss
treatments that do harm by creating new problems or ex-
acerbating problems that already exist, if vigilance is not
exercised. We turn now to a discussion of methods that can
be used to minimize these risks.

What Methods Aid the Detection of
Harm?
The same methods that are used to identify when a treat-
ment is beneficial can be used to determine when it is
harmful. Many of these methods are designed to offset the
complications previously discussed. Just as empirical in-
quiry may proceed from anecdotal reports of favorable
outcomes to descriptive case studies to controlled clinical
trials to determine benefit, many of the same strategies can
be used to detect possible harm. In this section, we recom-
mend methods that can be used to aid the detection and
explanation of harm: (a) develop systems for monitoring
untoward events, (b) report descriptive case studies and
qualitative research, (c) make use of randomized controlled
trials, (d) examine a broad range of outcomes over time, (e)
examine the active ingredients of treatments that cause

harm, (f) examine the mechanisms by which harm is pro-
duced, (g) examine whether harm is universal or moder-
ated, and (h) promote discussion about standards and rep-
lication.

Develop Systems for Monitoring Untoward
Events
Anecdotal evidence represents the first line of defense but,
by its very nature, tends to be unsystematic. Reports of
death due to suffocation during rebirthing therapy were
sufficient to raise concerns in the minds of many. Suffoca-
tion is not a common outcome of psychotherapy, and even
rare instances that can plausibly be attributed to the treat-
ment are a cause for concern. The problem with anecdotal
information is that it needs to be noticed and reported.
Unusual or unexpected outcomes may not be attributed to
an intervention (even if they should). Practitioners of an
approach may have a vested interest in not entertaining the
possibility of a connection or even reporting an event. At
the same time, individual outcomes are causally ambigu-
ous. Simply because an untoward outcome occurs does not
mean that the treatment (or the clinician) was the cause.
Systematically monitoring such events can help to identify
whether standard interventions in the field evidence harm,
which might otherwise be attributed erroneously to lack of
skill on the part of the individual clinician.

The Food and Drug Administration monitors unex-
pected outcomes by means of a postmarketing surveillance
system in which doctors who prescribe a medication are
encouraged to report unexpected negative outcomes. It was
this reporting system that first brought to light concerns
about the effects of serotonergic medications on increasing
rates of violence and suicide (Breggin, 2004). Although
these concerns were largely ignored by the medical com-
munity for over a decade (although not by the legal com-
munity), subsequent placebo-controlled trials have indi-
cated that selective serotonin reuptake inhibitors might
indeed increase risk for suicidal behaviors in adolescents
and young adults (Whittington et al., 2004). This led the
Food and Drug Administration to add a black box warning
to the packaging of selective serotonin reuptake inhibitors
when they are prescribed (Emslie et al., 1997; Gibbons et
al., 2007; Richmond & Rosen, 2005). The wisdom of this
move remains controversial, because the early indications
are that suicide rates among adolescents may be going up
in concert with the subsequent reduction in medication
prescriptions written for this age group (Gibbons, Hur,
Bhaumik, & Mann, 2006); nonetheless, it appears that
postmarketing surveillance has had an effect on practice.
There is no comparable mechanism for monitoring whether
psychotherapy has unintended negative effects, but the
detection of harmful effects (if they exist) would be facil-
itated by such a system.

Ideally, a monitoring system would gather informa-
tion about a full range of untoward outcomes, independent
of their presumed relationship to the intervention. Mini-
mally, systematic monitoring of the target problem is es-
sential to determine if the problem is worsening over time.
The use of systematic monitoring of client outcomes has
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been recommended widely to counter problems with cog-
nitive biases, heuristics, and memory in clinical decision
making (e.g., Kazdin, 2008), and such concerns are as
important for considerations of harm as they are for benefit.
A wide range of brief reliable and valid self-report mea-
sures for common mental health problems are available
(e.g., Antony, Orsillo, & Roemer, 2007; Nezu, Ronan,
Meadows, & McClure, 2000). Asking clients to complete a
structured self-report measure for the target problem at the
outset of each session offers an accessible, practical option
for many clinicians. The use of such measures in an ongo-
ing fashion helps to monitor whether the client’s target
problem has worsened. Moreover, studies suggest that
monitoring status in such ways is itself associated with
improvements in clinical outcomes (Lambert, Harvey, &
Poland, 2007).

Clinicians also might use standard Food and Drug
Administration definitions as a starting point for discussion
about the range of outcomes that should be monitored;
these definitions outline both types of events as well as
requirements for the promptness with which they should be
reported. Serious adverse events typically include death,
life-threatening events, hospitalization, persistent or signif-
icant disability, and birth defects and are subject to expe-
dited reporting. For psychotherapy, events including sui-
cide, homicide, arrests, hospitalizations, accidents, and
serious medical illnesses might well be included. Such
reporting is important for all psychotherapies and is per-
haps even more important for those that are novel. For
example, in a study using mindfulness meditation with
pregnant women at high risk of depression, which is being
conducted by one of the authors (Sona Dimidjian), events
such as miscarriage are tracked and reported, even though
it is unlikely that such outcomes are attributable to the
intervention.

Such a system could be implemented at the state or
national level, and it could be implemented within existing
care systems, such as clinical trials networks or large
managed care organizations. Such systems already have the
benefit of an infrastructure that collects patient information
on a systematic basis. Whenever centralized records are
kept, there is a greater chance for untoward effects to be
detected. Whether those negative effects are, in fact, a
consequence of the treatment provided would remain to be
determined, but such a practice might at least alert the field
that a problem might exist.

Finally, it is important to have independent impartial
observers monitor patient safety. The oversight of individ-
uals who have no investment in the treatment is a key
element of effective monitoring systems. The treating cli-
nician or the research investigator may have a tendency to
minimize or overlook negative outcomes (Lambert et al.,
2007). Even when that is not the case, responsible clini-
cians and investigators will welcome the notion of inde-
pendent oversight for the protection of their patients.

The use of data safety and monitoring boards
(DSMBs), now required by the National Institutes of
Health for clinical trials, provides an informative model
from which psychotherapy clinicians and researchers can

draw. DSMBs are composed of individuals who have
knowledge of the patient population and no vested interest
in the outcome of the study. They are charged with over-
seeing patient safety and the responsible conduct of the
study, and they have the power to stop trials if harm is
evident. For example, a DSMB stopped the major study of
hormone replacement therapy (widely used in the treatment
of menopausal symptoms) when interim findings suggested
that the intervention increased risk for cancer and heart
disease (Writing Group for the Women’s Health Initiative
Investigators, 2002). Currently, there exists minimal direct
monitoring of psychotherapy practitioners. Psychothera-
pists rarely are directly observed in their clinical practices,
and the onus of responsibility for reporting negative events
falls on the public through such routes as filing complaints
with licensing boards. Knowledge of the potential harm
associated with psychotherapy would be facilitated by re-
quiring clinicians and researchers to report negative events
to independent monitoring boards. Whether the outcomes
reported reflected harm caused by treatment is a more
complicated matter to determine, but a monitoring system
would facilitate considerations of harm.

Report Descriptive Case Studies and
Qualitative Research
Case studies can be an extremely valuable source of infor-
mation that builds on the simple reporting of untoward
events. A rich clinical narrative provides a context for
exploring a possible relationship between untoward events
and the interventions used. Such uncontrolled accounts
cannot tell whether the untoward event was a consequence
of the treatment, particularly given the variability in the
natural course of disorders across different individuals.
However, uncontrolled case studies help identify possible
hypotheses for more systematic study and may guide the
adaptation of interventions to minimize future harm. There
are publication outlets for such case studies, and although
few in number, there are examples in the literature (Line-
han & Dexter-Mazza, 2008; Marsh & Hunsley, 1993;
Strupp, 1980). Instead of burying mistakes, reporting de-
scriptive case studies allows psychologists to learn from
them.

Similarly, qualitative research also can highlight pos-
sible indications of harm and directions for future research.
For instance, concerns regarding harmful effects of con-
version therapy for gay and lesbian clients were highlighted
in a qualitative study of experiences reported by 202 indi-
viduals who had received sexual conversion therapy inter-
ventions (Shidlo & Schroeder, 2002). Experiences of self-
defined harm were identified across multiple domains by
the majority of participants. Although such methods cannot
determine whether harm was caused by such interventions,
they can identify clearly areas of concern to be investigated
in subsequent studies.

Make Use of Randomized Controlled Trials
(RCTs)
RCTs provide the best means for drawing causal inferences
about treatment effects. They are not necessarily the best
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means to alert the field to possible negative effects (that
would fall to the less systematic strategies just described)
or to explain such effects (that would fall to the strategies
described next), but they are the most certain way to
determine whether a negative effect can be attributed to
treatment, particularly given the potential variance in the
natural course of the disorder previously described.

If researchers knew for sure that the course of a
disorder was constant, as discussed previously, then an
RCT would not be needed; it would be sufficient to observe
whether change occurred over the course of treatment. The
determination of whether that treatment was harmful would
simply be a consequence of whether things changed for the
worse. Unfortunately, psychologists rarely know the course
of a disorder for a given individual and therefore must rely
on RCTs or their logical equivalents. RCTs provide an
opportunity to determine whether negative outcomes are
more common in the presence of treatment than in the
absence of treatment. Because participants are randomly
assigned to the treatment conditions, causal inferences can
be drawn from differences in outcome, protecting against
potentially harmful inferential errors.

Seizure therapies were first developed as a treatment
for schizophrenia (on the basis of the mistaken notion that
epilepsy protected persons at risk from becoming psy-
chotic), and some maintained the belief that electroconvul-
sive therapy should help reverse the course of the disorder
as late as the 1950s. A medical researcher named Peter
King reasoned that if a brief course of electroconvulsive
therapy was not sufficient to cure schizophrenia, then per-
haps increasing treatment frequency was required. He de-
veloped an approach called regressive electroshock therapy
(REST) that induced seizures in schizophrenic patients
several times a day over the course of several weeks. An
RCT was conducted in which inpatients with schizophrenia
were randomly assigned to have either antipsychotic med-
ications or REST. In findings published in the American
Journal of Psychiatry, not only was REST inferior to
antipsychotic medication, it also was inferior to standard
care (King, 1958). Moreover, two patients assigned to
REST died during the course of treatment. This example
highlights the value of RCTs in detecting harmful effects.
Although REST might have been abandoned eventually on
the basis of accumulating case reports of patient deaths, the
fact that the RCT established its deleterious effect in com-
parison to standard care no doubt hastened the demise of
this approach.

In addition to aiding the detection of harmful ef-
fects, RCTs also are valuable in protecting against the
potential harm that can result from inferential errors
regarding treatment effects. In the early 1950s, Hans
Eysenck shook the professional community by purport-
ing to show that rates of response to psychotherapy were
no greater than rates of change brought about by spon-
taneous remission in people who did not seek therapy at
all (Eysenck, 1952). The article was something of a
polemic; Eysenck was an early advocate of more behav-
ioral approaches (which he considered to be more sci-
entific), and his critique was directed largely at the

traditional dynamic approaches in vogue at the time.
Nonetheless, it set off a firestorm of counterclaims pur-
porting to demonstrate the value of psychotherapy (as it
was then construed), and it served as the impetus for a
considerable number of RCTs intended to test the issue
in a more scientific fashion. The vast majority of these
trials demonstrated that psychotherapy was more effica-
cious than its absence (Luborsky, Singer, & Luborsky,
1975; M. L. Smith & Glass, 1977). Although some have
argued against the use of RCTs, claiming that they
represent the medicalization of the psychotherapy field
(Goldfried & Wolfe, 1998), the humanistic psychother-
apist Carl Rogers, in fact, used such trials to establish
the efficacy of psychotherapy several years ahead of the
first published medication trials among psychiatric pop-
ulations (Rogers & Dymond, 1954).

To make use of an RCT for identifying potential
harmful effects, it is necessary as a first step to ensure that
randomization did not fail and that comparable kinds of
patients were distributed equally across the conditions.
Before examining outcomes, one must first check the ade-
quacy of randomization by testing for comparability be-
tween conditions on relevant patient characteristics. In sub-
sequent analyses, it is useful to try to control for observed
differences that predict outcome. At that point, one may
examine whether differences exist between the conditions;
such differences may be manifest in differences between
the means or the variances. Mean differences as a function
of treatment indicate constant harm across the full range of
patients.

However, in some instances, negative effects may not
be readily detected by comparison of group means. When
effects are moderated, tests for interactions are recom-
mended but are notoriously underpowered if the interac-
tions are ordinal (B. Smith & Sechrest, 1991). In such
cases, it can be helpful to plot individual cases as a function
of treatment condition. Visual inspection of such plots can
facilitate the detection of outliers who may indeed have
been harmed by treatment (the fourth quartile of patients in
the treatment group). If there are indications of patients
who were harmed, the next step is to identify their charac-
teristics and determine whether comparable proportions of
those patients were represented in the control or compari-
son conditions and, if so, whether they were free from
harm. If that is the case, then it may be plausible to attribute
the negative outcomes to the treatment. We encourage
investigators to examine their data in these ways, starting at
the level of the individual patient. We further concur with
recommendations of Lilienfeld (2007) that investigators
report the full range of scores on dependent variables
distributed by quartile or the number needed to harm for
dichotomous outcomes.

Examine a Broad Range of Outcomes Over
Time
It also is important to be open to a wide range of possible
negative outcomes both in clinical practice and in RCTs.
As the note for Table 1 indicates, problems that were not
the initial target but that develop or worsen as a conse-
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quence of treatment are important to assess directly. Sys-
tematic measurement of a broad range of outcomes helps to
identify such potential harmful effects. Harmful effects
may be missed if measurement strategies are limited to
detecting change in the target problem exclusively.

Unanticipated harmful effects may be experienced by
the client or by others in the client’s life. For example,
McLennan and Offord (2002) have raised concerns that
efforts to prevent postpartum depression may lead to un-
intended adverse outcomes, such as increased guilt or anx-
iety among at-risk mothers. Although such claims are
purely speculative, McLennan and Offord cited examples
of studies targeting the prevention of other disorders in
which adverse effects were reported (e.g., increased anxi-
ety among parents of children with developmental disabil-
ities who received a screening and referral intervention;
Cadman et al., 1987).

Examination of a broad range of potential effects on
the client’s interpersonal network also may be important.
For example, outcomes of assertiveness training may in-
clude not only desired increases in assertiveness for the
client, but also potentially undesired effects on others in the
patient’s life. As discussed previously, pharmacological
treatment of antenatal depression may improve a mother’s
depressive symptoms, while simultaneously exposing the
fetus to possible adverse effects (Wisner et al., 2000).

Measurement strategies for high probability adverse
outcomes might be planned a priori; however, it also is
important to have a system in place that can detect negative
outcomes that are not anticipated. It is impossible to antic-
ipate all the things that could go wrong. Monitoring and
reporting all serious adverse events without regard to
whether they are clearly linked to the treatment is one way
to ensure that possible harmful effects are not overlooked.
This is a standard part of monitoring in medication trials. It
is easier to decide after the fact whether a pattern of
differences exists as a function of treatment than to antic-
ipate in advance the full range of harmful effects a treat-
ment might have.

Attrition can sometimes mask harmful effects. It is
important to do as much as possible to learn why patients
drop out of treatment and specifically to assess whether
patients stop treatment because it was having a deleterious
effect. Moreover, in the context of an RCT, the basic
principle of “once randomized, always analyzed” means
that all patients who enroll in a trial are included in out-
come analyses even if they drop out of treatment. This
principle encourages investigators to collect as much infor-
mation as possible about the course of patients who drop
out of treatment, thereby maximizing the likelihood of
identifying harm that is masked by attrition. Although such
naturalistic observations are clearly uncontrolled, they may
provide useful information that highlights possible prob-
lems with treatment. Finally, follow-up periods are simi-
larly necessary to assess whether harmful effects emerge
over time. As discussed earlier, some of the treatments that
have generated controversy regarding potential harm are
ones in which the onset of the adverse effects was delayed
(e.g., grief therapy, critical incident stress debriefing).

Examine the Active Ingredients of Treatments
That Cause Harm

Most psychotherapies are complex, multifaceted packages.
They typically contain strategies that are specific to the
approach (e.g., cognitive restructuring) and that are com-
mon to many approaches (e.g., empathy). To say that such
a package is harmful may not provide sufficient informa-
tion about what specifically caused harm. In fact, Bootzin
and Bailey (2005) have encouraged attention to the ways in
which specific and common components of an intervention
may interact to cause harm. Descriptive and experimental
methods are important in providing more informative detail
about what may have led to harm.

Descriptively, it is important for investigators to re-
port measurement of treatment fidelity and quality in
RCTs. Variability in treatment implementation can occur
across studies or within a study at the level of therapists or
patients. Delivery of the intervention in ways that are not
faithful to the basic approach or that diverge in important
ways may be a potential cause of harm. Reliance on treat-
ment manuals that characterize the nature of the inter-
vention can be valuable. Although the use of treatment
manuals has generated controversy in the field of psycho-
therapy research, we underscore that such manuals are not
required to be strict session-by-session guides for the cli-
nician (protocol driven manuals; e.g., Barlow & Craske,
2006). In contrast, treatment manuals may be principle
driven, providing an explanation of broad principles or
phases that guide the application of the treatment (e.g.,
Beck, Rush, Shaw, & Emery, 1979; Kabat-Zinn, 1990;
Linehan, 1993). In addition, it is critical to conduct and
report careful ongoing checks on the ways in which such
manuals are implemented to make the best possible use of
RCTs in identifying harm.

The need for checks on fidelity and quality is under-
scored by data suggesting that the same psychological
intervention (delivered slightly differently) can produce
highly variable results. An interesting example comes from
the recent development of social–psychological interven-
tions to mitigate the effects of negative stereotypes. Self-
affirmation interventions have been proposed as an inter-
vention for countering the negative performance effects
associated with stereotype threat (the stress arising from the
perception that one could be judged poorly on the basis of
group membership; Steele, 1988). In a double blind study
with seventh-grade students, Cohen, Garcia, Apfel, and
Master (2006; Cohen, Garcia, Purdie-Vaugns, Apfel, &
Brzustoski, 2009) found that African American students
randomly assigned to complete a series of structured 15-
minute identity affirmation writing assignments—in which
they wrote about an important personal value, such as
relationships with friends or religion—evidenced signifi-
cantly higher academic performance over the course of
middle school compared to control students.

Self-affirmation interventions, however, are not uni-
versally beneficial in counteracting negative effects of prej-
udice. In fact, some appear to backfire. In some cases, the
affirmation intervention may be effective only when it is
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unrelated to the domain of threat (e.g., affirming not aca-
demics but relationships when in school). For instance,
there is robust evidence that self-affirmation interventions
mitigate defensive resistance to threatening information,
such as threatening health risk information (Harris & Nap-
per, 2005; Sherman, Nelson, & Steele, 2000), making
people more open to changing destructive personal behav-
ior or to adopting health-promoting behavior. However,
such positive effects are nullified or even reversed when
people affirm in the same domain as the one in which they
are being threatened (e.g., affirming the personal impor-
tance of health conscientiousness before reading a health
message that suggests one is engaging in risky health
behavior; see Blanton, Cooper, Skurnick, & Aronson,
1997; Jacks & O’Brien, 2004; Sherman & Cohen, 2006).
Likewise, certain types of affirmations, such as affirming
one’s morality or objectivity, can backfire in the interper-
sonal domain by giving people a sense of impunity and thus
licensing them to stereotype and denigrate others (see Sher-
man & Cohen, 2006, for a review).

The field undoubtedly would demand to know if a
chemical in the composition of a pharmaceutical drug had
been modified or replaced in a test of its efficacy. It appears
that the outcomes of even seemingly simple interventions,
such as brief self-affirmations, can vary depending on the
domain that individuals are asked to affirm. Complex psy-
chotherapies clearly can be applied in a range of ways. The
use of treatment manuals and ongoing tests of fidelity in the
conduct of an RCT help to address the wide possible
variability of treatment implementation. Clinicians in rou-
tine practice also can use such manuals and measures to
guide and assess in an ongoing manner the nature of their
treatment implementation.

Investigators can address such questions more rigor-
ously with the use of experimental methods. Efforts to
examine the active ingredients of benefit have turned in-
creasingly to the use of component analysis and additive
designs. For example, in a well-known component analysis
study of cognitive therapy, Jacobson et al. (1996) disman-
tled cognitive therapy into its components: behavioral ac-
tivation, cognitive restructuring focused on automatic
thoughts, and cognitive restructuring focused on core be-
liefs. They then tested the efficacy of these components in
an effort to identify the necessary and sufficient conditions
for benefit. Such methods also can be used for identifying
active ingredients of harm.

Examine the Mechanisms by Which Harm Is
Produced
RCTs allow psychologists to draw causal inferences about
the relationship between an intervention and harmful out-
comes. RCTs are an essential tool in the effort to detect
harmful effects; however, detecting an effect is not synon-
ymous with explaining an effect. Such explanations require
an understanding of the mechanisms by which a treatment
produces a harmful outcome. Specifically, identifying the
mechanism refers to the variable that is causally responsi-
ble for the harm produced by the treatment. Identification
of the mechanisms by which harm is produced clearly can

help to make interventions safer. As Kazdin (2008) re-
cently observed, “The study of mechanisms of change has
received the least attention even though understanding
mechanisms may well be the best long-term investment for
improving clinical practice and patient care” (p. 151). This
is equally true in the case of harm. Identifying mechanisms
can improve clinical practice and care by specifying pre-
cisely what to avoid. In addition, attention to mechanisms
may help to protect against the harm that may result from
inaccurate inferences. For example, in their criticism of the
research on the harmful effects of group interventions for
antisocial youths, Weiss et al. (2005) suggested that the
processes that occur during group treatment fail to provide
a compelling rationale for the purported harmful effects.

Identifying mechanisms of harm requires experimen-
tal manipulation of the variable in question, and such
studies are critically important. Typically, however, such
studies are preceded by investigations of potential media-
tors of change (i.e., variables that account for some of the
effects of the intervention but that have not been experi-
mentally manipulated). RCTs provide ideal settings in
which to examine potential mediators of change, and such
efforts may help to identify candidate mechanisms for
further study. Multiple recommendations for investigating
mediators of change have been offered (Kraemer, Wilson,
Fairburn, & Agras, 2002; Murphy, Cooper, Hollon, &
Fairburn, 2009); such methods should occupy a central
focus of efforts to detect harm.

Examine Whether Harm Is Universal or
Moderated

It is possible that a standard treatment causes harm for all
patients; however, if not everyone evidences harm, then it
may be important to look further. As discussed previously,
it is possible that some patients may have received a
nonstandard delivery of the treatment that caused harm. It
also is possible that some patients are particularly suscep-
tible to being harmed by the standard treatment. We oper-
ate from the basic assumption that treatments fail patients,
not that patients fail treatments (see also Linehan, 1993). If
harm is less than universal, then it is possible that the
particular treatment is contraindicated for some patients.
For such patients, treatment was harmful, and it is impor-
tant to determine their characteristics so that others with
such characteristics can be protected from future exposure.

A moderator is a variable that influences the direction
or magnitude of the relationship between treatment and
outcome. A number of studies have suggested important
moderators of treatment across patient characteristics and
treatment interventions. For instance, in an analysis of data
across multiple trials comparing antidepressants and pla-
cebo, pretreatment depressive severity moderated the effect
of antidepressant use (Fournier et al., 2009). Antidepres-
sants demonstrated only small effects among patients with
less severe forms of major depressive disorder (those with
Hamilton Rating Scale for Depression scores less than or
equal to 19; Hamilton, 1960); however, large effects were
evident among patients with more severe forms of major
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depressive disorder (Hamilton Rating Scale for Depression
scores greater than or equal to 20).

The best way to test hypotheses about patient charac-
teristics that moderate outcome is to conduct an RCT that
is adequately powered to test the interaction of the patient
characteristic and treatment. The key point is that patients
with the same characteristics of interest are randomly as-
signed to different interventions. This can be as readily
accomplished by randomization (stratifying on the relevant
characteristics) as by matching strategies. The goal at this
point is not to assign patients to the intervention that is
expected to work best for them, but rather to be sure that
some patients are assigned to the intervention that is ex-
pected to work best for them and others are assigned to the
intervention that is expected to work less well. Designs that
hold treatment constant and allow individual differences to
vary can tell researchers which patients to select to make
treatments look good, whereas designs that hold individual
differences constant and allow treatments to vary (as ex-
perimental manipulations) can tell researchers which treat-
ment is best for a given individual given his or her indi-
vidual difference characteristics.

Unfortunately, studies to detect the interaction of
treatment and moderator typically require large samples,
and many trials are underpowered to detect interactions that
are ordinal (B. Smith & Sechrest, 1991). Moreover, given
that what psychologists know about possible harmful ef-
fects is vastly outstripped by what they do not know, as
they build the knowledge base in this area, the goal will
likely be to detect effects that have not been anticipated.

Controversial methods may have a role in such re-
search at this point in the development of the knowledge
base. For instance, the use of subgroup analyses to examine
variables that may be possible moderators has been a
source of particular controversy. Many have argued that it
is not permissible to test for subgroup differences in the
absence of significant interactions between patient and
treatment (Freemantle, 2001). The purpose of this conven-
tion is to guard against data dredging and subgroup findings
that are not likely to replicate. The utility of this convention
must be balanced against the risk of overlooking potential
differences in response across different patients, particu-
larly when those differences relate to possible harmful
effects. For example, in a recent cogent discussion of
moderation and mediation, Kazdin (2007) highlighted the
role of subgroup analyses, explaining,

Rather than looking for main effects of an intervention and a
uniform mechanism of change, we may need to identify and
characterize subgroups, very much in the way that genetic re-
searchers often profit from looking at special groups and individ-
ual outliers. (p. 22)

It also is possible that hypothesis-generating studies
may be more important at this stage of the research in order
to identify possible variables to test in future designs.
Exploratory strategies must proceed on a post hoc basis.
Within this context, however, numerous writers have urged
researchers to ground their exploration in sound theory.

Kazdin (2007), for example, underscored the importance of
theory in identifying potential moderators, explaining

In much of treatment research and moderator research in clinical
psychology more generally, moderators of convenience are used,
such as information routinely obtained and global indices (e.g.,
socioeconomic class, ethnicity, comorbidity). There is little sound
theory behind the research or predictions that derive from pro-
posing precisely what facets of the moderator might be important
in explaining the relation. . . . This is fine as a start, but much of
the research never gets past the ‘start’. (p. 14)

Theory can guide the field in identifying variables that
may moderate harmful effects of treatments. Identification
of moderators may be critical in resolving debate over, say,
harmful effects of grief therapy. In a recent discussion of
grief therapy, Bonanno and Lilienfeld (2008) argued that
reference to the normative developmental course of grief
may help to inform an understanding of for whom grief
interventions may be efficacious. They emphasized that
most people are resilient in the face of loss, whereas a small
minority experience complicated grief reactions. Despite
significant debate, there appears to be emerging consensus
that it is important to examine factors that may influence
the course of treatment response (e.g., time since loss,
self-referred vs. recruitment initiation of treatment; Bon-
anno & Lilienfeld, 2008; Hoyt & Larson, 2008). The use of
both hypothesis-testing and hypothesis-generating methods
and reliance on sound theory to identify potential moder-
ators represents an important part of the process of under-
standing the full effects of psychotherapy and protecting
patients from unanticipated harm.

Promote Discussion About Standards and
Replication
It is incumbent on the field to begin systematic discussions
about potentially harmful effects of psychotherapy. It is
critical that psychologists discuss complicated questions,
such as whether there may be times when it is desirable to
adopt less rigorous standards for raising concerns about
possible harm than are required to provide proof of thera-
peutic benefit. There is consensus in the field that a claim
of treatment efficacy requires a treatment to exceed a
control treatment beyond a probability of .05 or to demon-
strate equivalency with an established treatment; such
claims also must be replicated by at least one other inde-
pendent group to be considered empirically supported
(Chambless & Hollon, 1998). Additional attention has been
focused on determining whether treatment effects are clin-
ically significant. To define clinical significance, research-
ers have focused on the considerations of measurement
error and normative standards (Jacobson & Truax, 1991;
Kendall, 1999). Some investigators have argued that meth-
ods of clinical significance should be similarly applied to
an analysis of potential harm to ensure that purported
evidence of harm is not simply measurement error (Devilly
& Foa, 2001). Such methods may have much to offer;
however, researchers have not yet developed consensus
regarding use of these methods in evaluating clinical ben-
efit, much less regarding their application to questions of
harm.
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Moreover, it is not clear whether the same standards
should be applied to considerations of harm. If death is a
legitimate risk of rebirthing therapy, how many children
would have to die to meet standards that parallel those
proposed for efficacy, and would the field insist on an
independent replication before this intervention was deter-
mined to be harmful? In addition, that which would be
considered a harmful effect of intervention for one disorder
might be considered a commonplace occurrence for an-
other. For example, DSMBs for studies on depression that
we are currently leading closely monitor and evaluate any
suicide attempt made by participants. In contrast, suicide
attempts are common among people with borderline per-
sonality disorder and, in fact, often are considered a pri-
mary outcome variable of research (Linehan et al., 2006).
One of the authors (Steven D. Hollon) serves on a DSMB
for a study on the treatment of suicidal behavior in which
suicide attempts do not rise to the level of an adverse event
that must be reported in an expedited manner to the insti-
tutional review board.

Finally, decisions about the potential harmful effects
of a treatment must always be weighed in the context of the
potential benefit and harm of alternative approaches, in-
cluding failing to treat the target problem. For example,
although there has been considerable debate in the litera-
ture and the popular press about the potential adverse
effects of fetal exposure to pharmacological treatment for
maternal depression during pregnancy, such discussions
often ignore the adverse effects of fetal exposure to un-
treated maternal depression during pregnancy. Recent re-
ports have called for greater attention to weighing the
potential harm and benefit from treatment and lack of
treatment (Henry, Beach, Stowe, & Newport, 2004).

These are matters of judgment and value about which
there is not yet full consensus. We encourage full and frank
discussion about standards that ought to be applied and the
need for and risks of replication. Such discussions would
benefit from the involvement of multiple parties, including
practitioners, researchers, patients, ethicists, public policy
experts, attorneys, and statisticians. The inclusion of mul-
tiple stakeholders should help to protect individual clini-
cians from false accusations of harm while simultaneously
protecting patients from treatments that cause harm. Orga-
nizations such as the American Psychological Association
or the National Institutes of Health could take the lead in
promoting discussions of these important matters.

Conclusion
Treatments cause harm when they make people worse or
prevent them from getting better. Incorrect inferences re-
garding treatment efficacy also can cause harm. Efforts to
detect harm are complicated by the fact that different target
problems follow different natural courses. Moreover, treat-
ments can affect other outcomes that were not the initial
target of intervention; such outcomes are easily over-
looked. Many of the same strategies that are used to detect
benefit can be used to detect harm. However, these strate-
gies must sometimes be modified to reflect the fact that
harm can be rare and unanticipated. We offered recommen-

dations for how to increase the likelihood that harmful
effects will be detected if present. In particular, we recom-
mend establishing independent systems for monitoring un-
toward events in clinical practice, reporting descriptive
case studies and qualitative research, and making full use
of randomized clinical trials, including examining potential
active ingredients, mechanisms, moderators, and a broad
range of outcomes measured over time. We also high-
lighted the value of promoting full and frank discussion in
the field about standards for defining and identifying harm.
These recommendations were offered on the principle that
treatments fail patients and not the other way around. It is
incumbent on the field to address more directly the poten-
tial for harm, as well as benefit, that may result from
psychotherapy.
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