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ABSTRACT

Background

Present-centered therapy (PCT) is a non-trauma, manualized psychotherapy for adults with post-traumatic stress disorder (PTSD). PCT
was originally designed as a treatment comparator in trials evaluating the effectiveness of trauma-focused cognitive-behavioral therapy
(TF-CBT). Recent trials have indicated that PCT may be an effective treatment option for PTSD and that patients may drop out of PCT at
lower rates relative to TF-CBT.

Objectives

To assess the effects of PCT for adults with PTSD. Specifically, we sought to determine whether (1) PCT is more effective in alleviating
symptoms relative to control conditions, (2) PCT results in similar alleviation of symptoms compared to TF-CBT, based on an a priori
minimally important differences on a semi-structured interview of PTSD symptoms, and (3) PCT is associated with lower treatment dropout
as compared to TF-CBT.

Search methods

We searched the Cochrane Common Mental Disorders Controlled Trials Register, the Cochrane Library, Ovid MEDLINE, Embase, PsycINFO,
PubMed, and PTSDpubs (previously called the Published International Literature on Traumatic Stress (PILOTS) database) (all years to
15 February 2019 search). We also searched the World Health Organization (WHO) trials portal (ICTRP) and ClinicalTrials.gov to identify
unpublished and ongoing trials. Reference lists of included studies and relevant systematic reviews were checked. Grey literature searches
were also conducted to identify dissertations and theses, clinical guidelines, and regulatory agency reports.

Selection criteria

We selected all randomized clinical trials (RCTs) that recruited adults diagnosed with PTSD to evaluate PCT compared to TF-CBT or a control
condition. Both individual and group PCT modalities were included. The primary outcomes of interest included reduced PTSD severity as
determined by a clinician-administered measure and treatment dropout rates.
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Data collection and analysis

We complied with the Cochrane recommended standards for data screening and collection. Two review authors independently screened
articles for inclusion and extracted relevant data from eligible studies, including the assessment of trial quality. Random-effects meta-
analyses, subgroup analyses, and sensitivity analyses were conducted using mean differences (MD) and standardized mean differences
(SMD) for continuous data or risk ratios (RR) and risk differences (RD) for dichotomous data. To conclude that PCT resulted in similar
reductions in PTSD symptoms relative to TF-CBT, we required a MD of less than 10 points (to include the 95% confidence interval) on the
Clinician-Administered PTSD Scale (CAPS). Five members of the review team convened to rate the quality of evidence across the primary
outcomes. Any disagreements were resolved through discussion. Review authors who were investigators on any of the included trials were
not involved in the qualitative or quantitative syntheses.

Main results

We included 12 studies (n = 1837), of which, three compared PCT to a wait-list/minimal attention (WL/MA) group and 11 compared PCT
to TF-CBT. PCT was more effective than WL/MA in reducing PTSD symptom severity (SMD -0.84, 95% Cl -1.10 to -0.59; participants = 290;
studies = 3; 1 = 0%). We assessed the quality of this evidence as moderate. The results of the non-inferiority analysis comparing PCT to TF-
CBT did not support PCT non-inferiority, with the 95% confidence interval surpassing the clinically meaningful cut-off (MD 6.83,95% CI 1.90
to 11.76; 6 studies, n = 607; 1> = 42%). We assessed this quality of evidence as low. CAPS differences between PCT and TF-CBT attenuated at
6-month (MD 1.59, 95% Cl -0.46 to 3.63; participants = 906; studies = 6; 1> = 0%) and 12-month (MD 1.22, 95% CI -2.17 to 4.61; participants =
485; studies = 3; 12 = 0%) follow-up periods. To confirm the direction of the treatment effect using all eligible trials, we also evaluated PTSD
SMD differences. These results were consistent with the primary MD outcomes, with meaningful effect size differences between PCT and
TF-CBT at post-treatment (SMD 0.32, 95% Cl 0.08 to 0.56; participants = 1129; studies = 9), but smaller effect size differences at six months
(SMD 0.17,95% Cl 0.05 to 0.29; participants = 1339; studies = 9) and 12 months (SMD 0.17, 95% CI 0.03 to 0.31; participants = 728; studies
=5). PCT had approximately 14% lower treatment dropout rates compared to TF-CBT (RD -0.14, 95% CI -0.18 to -0.10; participants = 1542;
studies = 10). We assessed the quality of this evidence as moderate. There was no evidence of meaningful differences on self-reported
PTSD (MD 4.50, 95% Cl 3.09 to 5.90; participants = 983; studies = 7) or depression symptoms (MD 1.78, 95% Cl -0.23 to 3.78; participants
=705; studies = 5) post-treatment.

Authors' conclusions

Moderate-quality evidence indicates that PCT is more effective in reducing PTSD severity compared to control conditions. Low quality
of evidence did not support PCT as a non-inferior treatment compared to TF-CBT on clinician-rated post-treatment PTSD severity. The
treatment effect differences between PCT and TF-CBT may attenuate over time. PCT participants drop out of treatment at lower rates
relative to TF-CBT participants. Of note, all of the included studies were primarily designed to test the effectiveness of TF-CBT which may
bias results away from PCT non-inferiority.The current systematic review provides the most rigorous evaluation to date to determine
whether PCT is comparably as effective as TF-CBT. Findings are generally consistent with current clinical practice guidelines that suggest
that PCT may be offered as a treatment for PTSD when TF-CBT is not available.

PLAIN LANGUAGE SUMMARY

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults
Review Question

Is present-centered therapy (PCT) an effective treatment option for adults with post-traumatic stress disorder (PTSD) as compared to the
recommended trauma-focused cognitive-behavioral therapies (TF-CBT)?

Background

PTSD is a psychiatric disorder that can develop in individuals who are exposed to a traumatic event. Although most trauma survivors
experience gradual diminishment of symptoms and recover from the trauma exposure, some will go on to develop PTSD and experience
persistent symptoms that disrupt biological, psychological, and social functioning.

TF-CBT is considered one of the most effective treatments for PTSD. Trauma-focused therapies require patients to think about and/or
talk about their prior traumas, which may prevent some patients from accessing or engaging in these treatments. PCT is a non-trauma
based treatment that incorporates common psychotherapeutic components, and which may appeal to patients reluctant to engage in
trauma-focused treatments. Although originally developed to be a treatment comparator in TF-CBT trials, PCT has performed wellin these
trials and may be associated with lower treatment dropout rates. If PCT is deemed to be comparably as effective as TF-CBT and also has
lower treatment dropout rates, then it may be a preferred treatment option for those who do not want to participate in trauma-focused
treatments. This systematic review seeks to determine whether PCT is an effective treatment option compared to TF-CBT for adults with
PTSD.

Study Characteristics

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 2
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This review included 12 studies that comprised a total of 1837 participants. Eleven studies that included 1826 participants contributed to
the quantitative syntheses. Participants were all adults, but ranged in demographics and trauma types. All studies recruited participants
in the United States and there was a predominance of studies conducted on military veterans.

Key Results

PCT does not appear to be as effective as trauma focused treatments in reducing PTSD severity at post-treatment. However, PCT is asso-
ciated with reduced treatment dropout rates compared to TF-CBT.

Quality of the Evidence

Several of the TF-CBT trials included in this review were well designed and executed. However, we assessed the overall quality of evidence
for our primary outcome (post-treatment PTSD severity) as low based on inconsistent outcomes and some imprecision in the results. We
rated the quality of the evidence on differential treatment dropout as moderate.

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 3
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SUMMARY OF F

INDINGS

Summary of findings for the main comparison. Present-centered therapy compared to control conditions for post-traumatic stress disorder (PTSD)

in adults

Present-centered therapy compared to control conditions for post-traumatic stress disorder (PTSD) in adults

Patient or population: post-traumatic stress disorder (PTSD) in adults

Setting:

Intervention: present-centered therapy
Comparison: control conditions

Outcomes Anticipated absolute effects* (95% Cl) Relative ef- Ne of partici- Certainty of Comments
fect pants the evidence
Risk with control  Risk with present-centered thera-  (95%Cl) (studies) (GRADE)
conditions py
PTSD severity SMD 0.84 SD lower (1.1 lowerto 0.59 - 290 DDDO This corresponds to a clinical-
(post-treatment) - lower) (3RCTs) MODERATE 1 ly meaningful effect as based
standardized dif- on current guidelines (Berliner
ference 2019).
Dropout Study population RR1.30 290 DO
(0.51t03.29) (3RCTs) LOwW 23
120 per 1,000 156 per 1,000
(61 to 396)

*The risk in the intervention group (and its 95% confidence interval) is based on the assumed risk in the comparison group and the relative effect of the intervention (and

its 95% Cl).

Cl: Confidence interval; RR: Risk ratio; OR: Odds ratio;

GRADE Working Group grades of evidence

High certainty: We are very confident that the true effect lies close to that of the estimate of the effect

Moderate certainty: We are moderately confident in the effect estimate: The true effect is likely to be close to the estimate of the effect, but there is a possibility that it is

substantially different

Low certainty: Our confidence in the effect estimate is limited: The true effect may be substantially different from the estimate of the effect

Very low certainty: We have very little confidence in the effect estimate: The true effect is likely to be substantially different from the estimate of effect

12 trials were judged to

pose a higher risk of bias.

2 Dropout defined differently across trials
3 0IS was not met for the event of interest across studies (total sample of 2876 needed based on a RR of 1.30 to indicate a meaningful difference).
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Summary of findings 2. Present-centered therapy compared to trauma-focused cognitive behavioral therapy for post-traumatic stress disorder

(PTSD) in adults

Present-centered therapy compared to trauma-focused cognitive behavioral therapy for post-traumatic stress disorder (PTSD) in adults

Patient or population: post-traumatic stress disorder (PTSD) in adults

Setting:

Intervention: present-centered therapy
Comparison: trauma-focused cognitive behavioral therapy

Outcomes Anticipated absolute effects” (95% Cl) Relative ef- Ne of partici-  Certaintyof = Comments
fect pants the evidence
Risk with trauma-focused Risk with present-centered  (95%(Cl) (studies) (GRADE)
cognitive behavioral thera-  therapy
Py
CAPS PTSD severity (post- Median post-treatment CAPS ~ MD 6.83 higher - 607 DO
treatment) - mean differ- =53 (range: 30 to 72) (1.9 higher to 11.76 higher) (6 RCTs) Low 123
ence
PTSD severity (post-treat- SMD 0.32 SD higher - 1129 ®B00 This corresponds to
ment) - standardized differ- (0.08 higher to 0.56 higher) (9 RCTs) Low 123 a clinically meaning-
ence ful effect as based on
current guidelines
(Berliner 2019).
Treatment dropout Study population RR0.58 1542 00
(0.49 t0 0.69) (10 RCTs) MODERATE 5

341 per 1,000

198 per 1,000
(167 to 235)

*The risk in the intervention group (and its 95% confidence interval) is based on the assumed risk in the comparison group and the relative effect of the intervention (and

its 95% Cl).

Cl: Confidence interval; RR: Risk ratio; OR: Odds ratio;

GRADE Working Group grades of evidence
High certainty: We are very confident that the true effect lies close to that of the estimate of the effect
Moderate certainty: We are moderately confident in the effect estimate: The true effect is likely to be close to the estimate of the effect, but there is a possibility that it is

substantially different

Low certainty: Our confidence in the effect estimate is limited: The true effect may be substantially different from the estimate of the effect
Very low certainty: We have very little confidence in the effect estimate: The true effect is likely to be substantially different from the estimate of effect
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1 Statistical heterogeneity was moderate to high (12 =42% and 69%, respectively). Point estimates varied across meaningful thresholds as defined in the methods section.
2 Confidence interval overlapped meaningful difference as defined in the methods section.

33 trials used completer analysis only; raised concerns given differential dropout between groups.

S Dropout defined differently across trials
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BACKGROUND

Description of the condition

Post-traumatic stress disorder (PTSD) is a psychiatric condition that
can develop in individuals following exposure to a traumatic event.
Common post-traumatic symptoms include re-experiencing of the
traumatic event (e.g. nightmares, flashbacks), avoidance of people
orsituations that trigger memories of the traumatic event, negative
beliefs and feelings, and hyperarousal symptoms such as difficulty
sleeping and hypervigilance (APA 2013). Although most trauma sur-
vivors experience a gradual diminishment of symptoms and recov-
er from the traumatic exposure (Morina 2014; Sayed 2015), some
individuals develop PTSD and experience persistent post-trauma
symptoms that disrupt biological, psychological, and social func-
tioning (APA 2013).

Over 80% of the general population may experience a traumatic
event, with over one out of two of these individuals exposed to
multiple traumatic events in their lifetime (Benjet 2016). The World
Health Organization (WHO) estimates that lifetime PTSD preva-
lence rates range from 0.3% in China to 6.1% in New Zealand, al-
though methodological differences limit direct interpretation of
differences in prevalence rates between countries (Kessler 2008).
Approximately 5% of the general USA population may currently
have PTSD, with close to 6% experiencing PTSD at some point in
their lifetime (Goldstein 2017). Lifetime PTSD prevalence rates of
USA military veterans are consistent with these estimates (Smith
2016). From a societal perspective, mental illness is costly (White-
ford 2013). A 2008 report estimated that the economic impact of
PTSD among USA military personnel ranged between USD 4 billion
and USD 6 billion over two years (Tanielian 2008).

Description of the intervention

Present-centered therapy (PCT) was originally developed as a
strong comparator treatment that captured many of the effec-
tive components of 'good psychotherapy', to test whether trau-
ma-focused cognitive-behavioral therapy (TF-CBT) demonstrated
effects beyond nonspecific psychotherapeutic benefits (Schnurr
2001; Schnurr 2005; Schnurr 2007b; Shea 2018). The nonspecific
therapeutic components of PCT include the establishment of pos-
itive interpersonal connections through the therapeutic relation-
ship(s), normalization of symptoms, validation of experiences, pro-
vision of emotional support, and increasing a sense of mastery and
self-confidence in dealing with problems (Schnurr 2005; Schnurr
2007b; Shea 2018). As PCT was developed as a treatment compara-
tor for TF-CBT, treatment components exclude trauma exposure,
cognitive restructuring, or behavioral activation. PCT has elements
of supportive therapy, but is a more structured approach that fol-
lows a manual and includes the use of a diary to record problems
throughout the week. In clinical trials, PCT is typically modified to
mirror the active treatment under investigation in terms of length,
number of sessions, and modality (group versus individual).

How the intervention might work

The goals of PCT are to improve patients’ insight into their cur-
rent symptoms, enhance interpersonal connectedness, and pro-
mote a greater sense of mastery via use of effective approaches to
solving problems. In treatment, patients gain increased insight in-
to how current behaviours are influenced by PTSD symptoms, ex-
plore adaptive solutions to these problems, and are encouraged
to implement some of these chosen solutions. Through the appli-

cation and practice of more effective solutions to daily stressors,
patients experience enhanced psychosocial functioning and de-
creased symptoms. Additional mechanisms underlying PCT may
rely on the therapeutic benefits that emerge from a caring rela-
tionship, including instillation of hope and optimism, shared goal
setting, and increased positive self-regard (Schnurr 2001; Schnurr
2007a; Schnurr 2007b; Shea 2018). As patients learn and practice
more adaptive approaches to dealing with problems, they develop
a greater sense of mastery over their environment and experience
improved functioning and alleviated symptoms (Shea 2018).

Why it is important to do this review

Several psychological therapies to treat PTSD have been devel-
oped and tested to include TF-CBT, non-trauma-focused CBT, eye
movement desensitization and reprocessing (EMDR), acceptance
and commitment therapy (ACT), and psychodynamic psychothera-
py. These active treatments have typically been compared to PCT,
supportive therapies, or wait-list control conditions. Several pre-
vious systematic reviews have evaluated the effectiveness of the
different active PTSD treatments (Bisson 2005; Bisson 2007; Bisson
2013; Lee 2016; Watts 2013). The most recent Cochrane systemat-
ic review concluded that TF-CBT is more effective than other ther-
apies, although TF-CBT was also associated with higher treatment
dropout rates (Bisson 2013). Notably, in this systematic review, PCT
was categorized with "other therapies" that included supportive
counselling, hypnotherapy, and psychodynamic therapy. However,
PCTisdistinct from these other therapies, and a growing body of lit-
erature suggests that PCT is an effective treatment for patients with
PTSD. Several TF-CBT trials using PCT as the comparator treatment
failed to detect any post-treatment differences on clinician-rated
PTSD symptoms (Foa 2018; Resick 2015; Schnurr 2003). PCT is al-
so associated with lower treatment dropout rates relative to TF-
CBT across several trials (Imel 2013). Patients express high satis-
faction and confidence in PCT as an effective PTSD treatment (Sch-
nurr2007b), and its has been deemed a well-established treatment
with promising research support (APA 2016). These recent findings
raise questions on whether PCT, a non-trauma based treatment,
is comparably as effective as TF-CBT and potentially more accept-
able for patients based on lower treatment dropout rates. Although
a previous meta-analysis concluded PCT was as efficacious as TF-
CBT (Frost 2014), the review only included the five trials available
at the time and did not apply a strict non-inferiority framework to
compare the treatments (AHRQ 2012). Applying a non-inferiority
analysis in such circumstances is needed as it evaluates whether a
new treatment (i.e. PCT), which may have lower treatment dropout
rates, is comparably as effective as the standard recommended
treatment using established thresholds (AHRQ 2012). To date, no
systematic reviews using Cochrane standards have been conduct-
ed to explicitly evaluate PCT in comparison to TF-CBT. This system-
atic review provides the most rigorous evaluation of PCT to date
by applying a non-inferiority framework to determine whether PCT
demonstrates comparable effectiveness to TF-CBT and lower treat-
ment dropout rates.

OBJECTIVES

To assess the effects of PCT for adults with PTSD. Specifically, we
sought to determine whether PCT (1) is more effective in alleviat-
ing symptoms relative to control conditions (i.e. wait list, standard
care, or other minimal attention groups); (2) results in similar re-
duction of PTSD severity as compared to TF-CBT as based on clini-
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cian-rated PTSD symptoms; and (3) is associated with lower treat-
ment dropout rates when compared to TF-CBT.

METHODS

Criteria for considering studies for this review
Types of studies

We included any RCTs that evaluated PCT compared to TF-CBT or
a control condition. We did not use setting, sample size, or publica-
tion status to determine study inclusion.

Types of participants
Participant characteristics

This review included trials with a study population consisting of
adults of any gender, aged 18 years and over.

Diagnosis

Any individual diagnosed with PTSD according to the Diagnostic
and Statistical Manual of Mental Disorders, Fourth Edition (DSM-1V)
(APA 2000) or Fifth Edition (DSM-V) (APA 2013), or the Internation-
al Classification of Diseases, Tenth Edition (ICD-10) (WHO 1992), as
determined by a structured interview or clinician diagnosis. At least
70% of participants were required to have a PTSD diagnosis. A min-
imum of one month must have passed since the trauma occurred.
We applied no restrictions based on severity of PTSD symptoms or
type of traumatic event.

Comorbidities

We applied no restrictions based on the absence or presence of co-
morbid conditions, although PTSD was required to be the primary
diagnosis.

Setting

We applied no restrictions based on study setting.

Types of interventions
Experimental intervention

« PCT (see previous description): Present-centered therapy is a
non-trauma focused, time-limited treatment for adults with
PTSD. Nonspecific therapeutic factors, such as therapist sup-
port, are considered part of the treatment. Introductory ses-
sions involve education about PTSD; later sessions involve dis-
cussion of daily difficulties and assistance for patients in man-
aging current symptoms through the acquisition of effective
coping strategies. We did not include interventions with an ac-
tive exposure component, or any that emphasized cognitive re-
structuring. We included therapies given in both group and in-
dividual settings. As PCT is typically modified to mirror the ac-
tive treatment under investigation, we did not limit the num-
ber and length of sessions of PCT. When review authors had se-
rious doubts about whether a trial treatment qualified as PCT,
we attempted to obtain the treatment manual. In these cases,
treatment protocols were reviewed by two authors (BB, EB) to
determine whether main features of the treatment were consis-
tent with PCT. A third expertin PCT (TS) reviewed the ratings and
made a final decision about whether the treatment under inves-
tigation should be categorized as PCT.

Comparator interventions

« Control conditions: wait list, standard care, minimal attention,
repeated assessment, or other minimal attention groups

« Trauma-focused CBT: refers to a category of evidence-based
psychological treatments for PTSD that incorporate CBT tech-
niques as a primary component, trauma exposure and/or trau-
ma processing, and psychoeducation.

Types of outcome measures

We included studies that met the above inclusion criteria, regard-
less of whether they reported on the following outcomes.

Primary outcomes

« Efficacy outcomes
* Reduced severity of PTSD symptoms as determined by a clin-
ician-administered standardized measure (e.g. the Clinician
Administered PTSD Symptom Scale (CAPS; Weathers 2001)).

« Non-inferiority outcomes: the goal of non-inferiority research is
to determine whether a new treatment has comparable efficacy
to an existing treatment, such that the new treatment results in
differences that are no worse than a prespecified margin. Con-
clusions of non-inferiority are determined based on whether the
confidence interval (Cl) exceeds this prespecified minimally im-
portant difference (MID).

* Reduced PTSD severity as assessed by the CAPS, with the 95%
Cl excluding the MID value. We also calculated standardized
mean differences to include studies that did not use the CAPS
to confirm the direction of the effect and provide an estimate
of the effect size. Based on existing guidelines (Berliner 2019),
any effect size <0.2 was considered not clinically meaningful.

« Adverse events outcomes
* Rates of dropout at post-treatment for any reason

Secondary outcomes

+ Reduced severity of PTSD symptoms as determined by a stan-
dardized self-report measure (e.g., the PTSD Checklist (Weath-
ers 1993), the Post-traumatic Diagnostic Scale (Foa 1995))

» Loss of PTSD diagnosis

» Reduced severity of depression symptoms as determined by a
standardized self-report measure (e.g., the Beck Depression In-
ventory (Beck 1961), the Quick Inventory of Depressive Sympto-
matology (Rush 2003))

+ Reduced severity of anxiety symptoms as determined by a stan-
dardized self-report measure (e.g. the Spielberger State Trait
Anxiety Inventory (Spielberger 1983))

» Reduced severity of dissociative symptoms as determined by a
standardized self-report measure (e.g. the Dissociative Experi-
ences Scale (Bernstein 1986))

Timing of outcome assessment

Meta-analyses took into account the timing of outcome assess-
ments, using data from completion of the intervention, short-
er-term follow-up (one to six months), and long-term follow-up
(longer than six months). All data in the shorter-term follow-up end-
ed up being between five to seven months, and all studies with
longer-term assessments were at 12 months. Therefore, we de-
cided to focus on post-treatment outcomes as our primary time
point, and to evaluate shorter-term follow-up that was five to sev-
en months post-treatment (labelled as six-month post-treatment
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follow-up, for convenience), and longer-term follow-up (labelled as
12-month follow-up, for accuracy).

Hierarchy of outcome measures

When several measures were included for a single outcome, we se-
lected measures in the order laid out for each outcome, as above,
and any other validated scales after those. We prioritised clini-
cian-administered scales over self-reported scales.

Search methods for identification of studies

Cochrane Common Mental Disorders Controlled Trials Register
(CCMD-CTR)

The Cochrane Common Mental Disorders Group retains a special-
ized register of RCTs - the CCMD-CTR. This Register contains over
40,000 reference records (reports of RCTs) for anxiety and depres-
sive disorders, bipolar disorder, eating disorders, self-harm, and
other mental disorders within the scope of this Group. The CCMD-
CTR is a partially studies-based register with more than 50% of
reference records tagged to about 12,500 individually PICO-coded
study records. Reports of trials for inclusion in the Register are col-
lated after (weekly) generic searches of MEDLINE (1950-), Embase
(1974-), and PsycINFO (1967-); quarterly searches of the Cochrane
Central Register of Controlled Trials (CENTRAL); and review-spe-
cific searches of additional databases. Reports of trials are also
sourced from international trial registries, drug companies, key
journals (upon handsearching), conference proceedings, and other
(non-Cochrane) systematic reviews and meta-analyses. Details of
CCMD's core search strategies (used to identify RCTs) can be found
on the Group website; an example of the core MEDLINE search is
displayed in Appendix 1. The register is current to June 2016 only.

Electronic searches

CCMD's Information Specialist searched the CCMD-CTR to 1 June
2016, as follows:

« Cross-search of the studies and reference registers using the fol-
lowing terms to identify relevant reports on RCTs: (present cen-
tred or present centered or present focused or present focussed).

As the CCMDCTR was only current to June 2016, CCMD's Informa-
tion Specialist ran additional searches on the following databases
in February 2018 and February 2019 (Appendix 2):

« Ovid MEDLINE (1946 to 15 February 2019);

« Ovid Embase (1974 to 2019 Week 07);

« Ovid PsycINFO (1806 to February Week 1 2019);

« Cochrane Central Register of Controlled Trials (CENTRAL) (all
years to Issue 2, February 2019);

« WHO ICTRP (all years to 15 February 2019);

« Clinicaltrials.gov (all years to 15 February 2019);

« ProQuest PTSDpubs (all years to 15 February 2019);

« ProQuest Dissertations & Theses Global (all years to 15 February
2019).

Two review authors screened all references to check for eligibility.
When appropriate, we tagged reports of the same trial together to
ensure that no trial was counted twice.

We applied no restrictions based on date, language, or publication
status to the searches.

We also searched international trial registries via the trials portal
of the World Health Organization (ICTRP) and ClinicalTrials.gov, to
identify unpublished and ongoing studies.

We searched reference lists of included studies for additional rel-
evant studies and screened other systematic reviews of psycho-
logical interventions for PTSD to identify additional studies not re-
trieved by our search.

Searching other resources
Grey literature

We searched the grey literature for dissertations and theses, clini-
cal guidelines, and regulatory agency reports (when appropriate),
using the following sources.

« Digital Access to Research Theses (DART)-Europe E-theses Por-
tal (http://www.dart-europe.eu/).

+ Electronic Theses Online System (EThOS) - service of the British
Libraries (http://ethos.bl.uk/).

» Open Access Theses and Dissertations (https://oatd.org).
« National Guideline Clearing House (http://guideline.gov/).
« Open Grey (http://www.opengrey.eu/).

Correspondence

We contacted trialists and subject experts for information on un-
published and ongoing studies, and to request additional trial data.

Data collection and analysis
Selection of studies

Two review authors (BB, EB) independently screened titles and ab-
stracts for potential inclusion of all studies identified as a result of
the search and coded them as 'retrieve' (eligible or potentially el-
igible/unclear) or 'do not retrieve.' We retrieved full-text study re-
ports/publications, and two review authors (BB, EB) independent-
ly screened full texts to identify studies for inclusion, and to iden-
tify and record reasons for exclusion of ineligible studies. We re-
solved disagreements through discussion, or, if required, we con-
sulted a third review author (DE). We identified and excluded dupli-
cate records and collated multiple reports that related to the same
study, so that each study rather than each report was the unit of in-
terest in the review. We recorded the selection process in sufficient
detail to complete a PRISMA flow diagram and a 'Characteristics of
excluded studies' table.

Data extraction and management

We used a data collection form that was piloted on at least one
study in the review to extract study characteristics and outcome da-
ta. Two review authors (BB, EB) extracted the following study char-
acteristics and outcome data from included studies.

» Methods: study design, study duration, study setting, recruit-
ment, number of study centers and locations, withdrawals, and
dates of study.

« Participants: N, mean age, age range, gender, severity of condi-
tion, trauma type, duration of time since trauma, comorbid con-
ditions, diagnostic criteria, inclusion criteria, and exclusion cri-
teria.

« Interventions: interventions and comparisons.
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« Outcomes: primary and secondary outcomes specified and col-
lected, method of collection, and time points reported.

« Notes: funding for trial and notable conflicts of interest of trial
authors.

We noted in the Characteristics of included studies table if outcome
data were not reported in a usable way. We resolved disagreements
by consensus or by consultation with a third review author (DE).
One review author (EB) transferred data into the Review Manager
(RevMan 2014) file. A second review author (BB) double-checked
that data were entered correctly by comparing data presented in
the systematic review with data provided in the study reports.

Main planned comparisons

« PCT versus control conditions (standard care, wait list, minimal
attention, or repeated assessment)

e PCT versus TF-CBT

Assessment of risk of bias in included studies

Two review authors (BB, EB) independently assessed risk of bias for
each study using the criteria outlined in the Cochrane Handbook for
Systematic Reviews of Interventions (Higgins 2011). We resolved dis-
agreements by discussion or by consultation with another review
author (DS). We assessed risk of bias according to the following
domains. If information was not reported in the trial publications,
then authors were contacted and this information was requested.

« Random sequence generation: describes the method used to
generate the allocation sequence in sufficient detail to allow an
assessment of whether it should produce comparable groups.
We considered this domain to be at 'low' risk of bias if inves-
tigators described a process by which each participant had an
equal chance of being randomized to each group; at 'high' risk
of bias if investigators describe a non-random componentin the
sequence generation process; and at 'unclear’ risk of bias if in-
formation was insufficient for a judgment of high or low risk of
bias.

« Allocation concealment: describes the method used to con-
ceal the allocation sequence in sufficient detail to determine
whether intervention allocations could have been foreseen in
advance of, or during, enrolment. We considered this domain to
be at 'low' risk of bias if there was no chance of investigators
foreseeing participant assignment; at 'high' risk of bias if inves-
tigators could possibly foresee assignments, such as allocation
based on alternation or rotation, or an open random allocation
schedule (e.g. a list of random numbers); and at 'unclear' risk of
bias if information was insufficient for a judgment of high or low
risk of bias.

« Blinding of participants and personnel: describes all measures
used, if any, to blind study participants and personnel from
knowledge of which intervention a participant received. When
administering psychological interventions, it is not feasible to
blind participants or personnel administering the intervention.

« Blinding of outcome assessment: describes all measures used, if
any, to blind outcome assessors from knowledge of which inter-
vention a participant received. We considered lack of blinding
separately for patient-reported and clinician-rated outcomes.
We considered this domain to be at 'low' risk of bias for an out-
come if outcome assessors were blinded; at 'high' risk of bias for
an outcome if outcome assessors were not blinded; and at 'un-
clear' risk of bias for an outcome when information was insuffi-

cient for a judgment of high or low risk of bias. For self-report
measures, we rated all outcomes as 'high".

« Incomplete outcome data: describes the completeness of out-
come data for each main outcome, including attrition and ex-
clusions from analysis. We considered this domain to be at 'low'
risk of bias for an outcome if no data were missing, or if data
were imputed appropriately; at 'high' risk of bias for an outcome
if missing data were likely related to true outcomes, if analyses
considered only the data of treatment completers, or if missing
data were imputed inappropriately; and at 'unclear’ risk of bias
for an outcome when information was insufficient for a judg-
ment of high or low risk of bias. In sum, we considered the ef-
fect of incomplete outcome data separately for each outcome
andtookinto account whether reasons for missing data were ac-
ceptable, whether trial authors conducted an intention-to-treat
(ITT) analysis, and the potential impact of missing data on the
particular outcome.

« Selective outcomereporting: describes how the possibility of se-
lective outcome reporting was examined by the review authors,
and what they found. We considered this domain to be at 'low'
risk of bias if the study protocol was available and all prespec-
ified outcomes were reported, or if a study protocol was not
available but it is clear that published reports included all ex-
pected outcomes; at 'high' risk of bias if not all of the study's
prespecified outcomes were reported, if they were reported in-
completely, orif primary outcomes were not prespecified or out-
comes of interest were reported incompletely; and at 'unclear'
risk of bias if information was insufficient for a judgment of high
or low risk of bias.

« Otherbias: describes any important concerns about bias not ad-
dressed by the other domains in the tool but arising during our
assessment process. We judged other risks of bias as 'low' or
'high' based on their threats to validity. We considered this do-
main to be at 'unclear’ risk of bias if information was insufficient
for a judgment of high or low risk of bias.

Measures of treatment effect
Continuous data
PCT vs control conditions:

We calculated SMDs and the 95% confidence intervals to combine
information across studies. The SMDs were calculated using the
baseline standard deviation in each study consistent with recom-
mendations of Feingold (Feingold 2009).

PCT vs TF-CBT non-inferiority analysis:

We used CAPS unstandardized MD and 95% confidence intervals
(Cls) asthe target measure from each study. Regression coefficients
from longitudinal models for change or direct comparisons of the
amount of change between the study groups were extracted, when
reported. For studies that only provided data on pre and post-treat-
ment means, we calculated a difference score and used a corre-
lation estimate of 0.50 to calculate a standard error for the differ-
ence score. Meta-analysis was measure-specific to retain the un-
standardized scale of each target measure. Measures of summa-
ry differences and associated 95% confidence intervals were com-
pared with the minimal important difference (MID) for each out-
come based on the following anchors, which indicate clinically im-
portant changes: = 10-point MD on the Clinician-Administered PTSD
Scale (CAPS) (Schnurr 2001); = 10-point MD on the PTSD Check-
list (PCL) (Monson 2008); and = 5-point MD on the Beck Depres-
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sion Inventory (BDI) (Beck 1993). To conclude that PCT resulted in
symptom reductions no worse than those observed for the TF-CBT
groups, the 95% Cl had to exclude the MID value for that particular
outcome. To incorporate studies that did not use the CAPS, we also
calculated SMD and 95% confidence intervals to combine informa-
tion across studies that used different measurement instruments
to assess the overall direction of any association. An effect size of
> (0.2 was considered a clinically important difference as based on
existing guidelines (Berliner 2019). The SMDs were calculated using
the baseline standard deviation in each study consistent with rec-
ommendations of Feingold (Feingold 2009).

Dichotomous data

We analyzed dichotomous data as both the absolute difference and
the risk ratio in terms of the proportion experiencing the outcome
of interest between two treatment groups. We calculated 95% Cls
for both measures.

Unit of analysis issues
Cluster-randomized trials

Application of meta-analysis is conventionally based on the as-
sumption that the primary unit of randomization is the individual
study participant. However, many clinical RCTs have primarily ran-
domized intact social units of individuals to intervention groups. If
clustering was incorporated in some of the studies in this review,
we planned to adjust for the clustering effect by dividing clusters
by a 'design effect.' Operationally, the design effect in cluster-ran-
domized trialsis the ratio of the variance estimate with clustering to
the variance estimate derived from simple random sampling (Kish
1995). Inthe proposed research, we planned to calculate the design
effect (DE) by using a standard formula for cluster sampling (Kish
1995). The equation is DE =1 + (n - 1) x ICC, where n is the mean
number of participants per cluster and ICC is the intraclass correla-
tion coefficient. If the ICC was not reported, we planned to borrow
an estimate from a similar study. After taking design effects into ac-
count for cluster-randomized trials, we planned to derive the sum-
mary effect size estimate by using the weighted average approach,
with weight for each study operationally defined as the inverse vari-
ance of the effect size estimator for that study (Borenstein 2009).

Studies with multiple treatment groups

For trials with three or more arms, we planned to first consider con-
ducting pairwise meta-analysis, with each pair of arms serving as
a preliminary analysis. For dichotomous data, we planned to al-
so compare differences in multiple proportions by using a Chi2 ap-
proach, as proposed by Cohen (Cohen 1977). After careful exami-
nation through these preliminary analyses, we planned to consider
combining data from arms with similar intervention effects.

Dealing with missing data

We contacted investigators or study sponsors to verify key study
characteristics and to obtain missing numerical outcome data
when possible (e.g. when a study was identified as abstract on-
ly). We documented all correspondence with trialists and reported
which trialists responded.

We did not use data from an outcome measure when more than
50% of data were missing. For continuous outcomes, we calculated
missing standard deviations from other available data, such as con-
fidence intervals, standard errors, and P, T, or F values. As we used

only summary measures for the analysis, we assumed that missing
data for each study were randomly distributed and thus did not in-
fluence the quality of estimates.

Assessment of heterogeneity

Studies brought together in a systematic review will inevitably
present various types of heterogeneity, conventionally classified
as clinical, methodological, and statistical heterogeneity in the
Cochrane Handbook for Systematic Reviews of Interventions (Hig-
gins2011). In assessing clinical heterogeneity, we closely examined
differences between factors associated with intervention or partic-
ipant characteristics across studies included in the meta-analysis.
When inspecting methodological heterogeneity, we identified dif-
ferences between methodological factors across studies that could
result in substantial diversity in outcome measurements. We paid
particular attention to whether outcome variables were defined in
the same fashion; whether they were measured by the same quan-
tity and scale; and whether, if differences did exist, methodolog-
ical diversity affected the quality of the summary effect size esti-
mate. When clinical and methodological heterogeneity does occur
in meta-analysis, statistical heterogeneity becomes inevitable. We
measured the degree of inconsistency in findings across studies by
using the I2 statistic (Higgins 2003). Specifically, the 12 statistic indi-
cates the percentage of observed variation that is attributed to true
differences across studies; accordingly, we interpreted the I2 score
by adhering to the following criteria, as proposed in the Cochrane
Handbook for Systematic Review of Interventions (Higgins 2011).

+ 0% to 40%: might not be important.

» 30% to 60%: may represent moderate heterogeneity.
« 50% to 90%: may represent substantial heterogeneity.
« 75% to 100%: considerable heterogeneity.

Assessment of reporting biases

For all its advantages and strengths, meta-analysis is a rough sta-
tistical approach used to estimate a summary effect size, and it is
subject to several limitations. Perhaps most notably, much of the
meta-analysis literature relies on results from publications and oth-
er accessible sources, resulting in strong selection bias in a weight-
ed average. In the fields of medicine and psychology, study results
displaying negative results or insignificant findings are much less
likely to be accepted by scientific journals for publication. As many
study results failing to show significance presumably still lie in re-
searchers' file drawers, this publication bias is often referred to as
the 'file drawer' problem (Rosenthal 1979). To date, no sufficiently
satisfactory solution has been found for correcting this type of bias.
If the studies included in a meta-analysis are not randomly select-
ed, which we believe is generally the case, the distribution of effect
sizes tends to be skewed, resulting in a biased weighted average of
effect sizes.

In our analyses, we viewed the summary effect size estimate from
meta-analysis as representing the statistic for a sample of studies
that tends to be skewed. Statistically, the distribution of effect size
estimates for selected studies will likely be truncated, leading to
non-normally distributed data. Because studies not accessible for
meta-analysis are usually those with low or even reversed effect
sizes, the summary effect size from meta-analysis tends to be over-
estimated. We prepared a funnel plot and examined it for asymme-
try.
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Data synthesis

We applied the random-effects meta-analysis to incorporate het-
erogeneity across studies. Through this statistical approach, the
summary effect size estimate measures the mean of systemati-
cally different effects in different studies, while its confidence in-
terval describes uncertainty in the estimate. We calculated be-
tween-study variance to measure such uncertainty; its square root
was the estimated standard deviation of study-specific effects from
which the 95% confidence interval can be readily derived.

Subgroup analysis and investigation of heterogeneity

To investigate heterogenous results and to evaluate whether PCT
had different effects based on treatment modality and type we car-
ried out the following subgroup analysis for the primary outcomes.
(1) As group and individual TF-CBT tend to have differential ef-
fects, we were interested to see whether PCT performed differently
across these modalities. (2) Given that PE and CPT are two of the
most common TF-CBT treatments used, we also explored whether
PCT had differential effects based on these specific trauma treat-
ments.

« Treatment modality (individual or group). PCT is administered
in both individual and group formats; this variable may affect
heterogeneity and treatment outcomes.

« Treatment type (PE or CPT). PCT may have differential efficacy
based on the comparator treatment.

Sensitivity analysis

We conducted sensitivity analyses for the primary outcomes, focus-
ing on those trials with lowest risk of bias as based on the follow-
ing criteria: outcome masking, appropriate handling of missing da-
ta (ITT; mixed-model analysis), adequate power, and low levels (<
40%) of post-randomization treatment loss.

'Summary of findings' table

We used the GRADE approach to summarize and interpret findings,
and we used the GRADE profiler to import data from RevMan 2014
to create 'Summary of findings' tables. We assessed the quality of
evidence by examining the following.

« Limitations in study design and implementation.
« Indirectness of evidence.

« Unexplained heterogeneity or inconsistency of results.
« Imprecision of effect estimates.
« Potential publication bias.

For each outcome, we graded the quality of evidence according to
the following categories.

« High quality: Further researchis very unlikely to change our con-
fidence in the estimate of effect.

« Moderate quality: Further research is likely to have an impor-
tantimpact on our confidence in the estimate of effect and may
change the estimate.

« Low quality: Further research is very likely to have an important
impact on our confidence in the estimate of effect and is likely
to change the estimate.

« Very low quality: We are very uncertain about the estimate.

We downgraded evidence from 'high quality' by one level for se-
rious study limitations, indirectness of evidence, serious inconsis-
tency, imprecision of effect estimates, or potential publication bias,
and by two levels for 'very serious' concerns. We included the pri-
mary outcomes of PTSD severity and dropout rates.

RESULTS

Description of studies

See the Characteristics of included studies and the Characteristics
of excluded studies tables.

Results of the search

The search was originally conducted in February 2018 and was run
again in February 2019. The search identified 850 records via elec-
tronic database searches and 27 additional records through com-
plementary searches of the grey literature, and backwards and for-
wards citation chasing of included studies and relevant systemat-
ic reviews. After removing duplicates, we screened 416 titles and
abstracts, excluding 340 records. Two studies (three references)
are still awaiting full-text review as they were completed but not
yet published and no data were posted on clinical trial registries
or could be obtained from the authors (Characteristics of studies
awaiting classification). We identified one ongoing study (Charac-
teristics of ongoing studies). We reviewed 72 full-text reports and
included 35 references, representing 12 unique studies (Figure 1).
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Figure 1. Study flow diagram.
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We contacted authors of the following studies to obtain clarifica-
tion about study eligibility: Classen 2011; Ford 2011; NCT00607815;
Ready 2010; Ready 2018; Schnurr 2003; Schnurr 2007; Suris 2013.
All authors provided the requested information.

Included studies
Design

All studies were randomized controlled trials with a parallel group
design.

Sample size

The 12 studies randomized a total of 1837 participants. Two of
the studies were small, with fewer than 50 participants recruited
(Rauch 2015; Ready 2010). Three of the studies were large, with
greater than 200 participants recruited (Foa 2018; Schnurr 2003;
Schnurr 2007).

Setting

All studies were conducted in outpatient mental health settings in
the USA.

Participants

All studies recruited adult participants. Five of the studies includ-
ed only male participants (NCT00607815; Ready 2010; Ready 2018;
Schnurr 2003; Sloan 2018), and three of the studies included only
female participants (Ford 2011; McDonagh 2005; Schnurr2007). The
study population in seven of the studies consisted of veterans only
(NCT00607815; Rauch 2015; Ready 2010; Ready 2018; Schnurr 2003;
Sloan 2018; Suris 2013), while one study included only active du-
ty USA Army soldiers (Resick 2015), and two studies included both
veterans and active duty military (Foa 2018; Schnurr 2007). The re-
maining study populations were mothers or primary caregivers of
young children (Ford 2011) and women who experienced childhood
sexual abuse (McDonagh 2005). All studies used a structured clin-
ical interview based on the DSM-IV or DSM-V to confirm PTSD di-
agnosis, and all but one study required that participants meet cri-
teria for full PTSD. One study included participants with 'partial
PTSD' (Ford 2011). In this study, at least 70% of participants met
DSM-IV criteria for PTSD, as specified in our inclusion criteria.

Interventions

In the majority of included studies, PCT was based on the original
manual used in Schnurr2003 for group present-centered treatment
(GPCT) and Schnurr 2007 for individual PCT. Two studies used a dif-
ferent version of PCT (Ford 2011; McDonagh 2005) that was deemed
to be consistent with the original PCT manuals. Eight studies con-
ducted PCT in anindividual format (Foa 2018; Ford 2011; McDonagh
2005; NCT00607815; Rauch 2015; Ready 2010; Schnurr 2007; Suris
2013), and the remaining four studies conducted PCT in a group for-
mat (Ready 2018; Resick 2015; Schnurr 2003; Sloan 2018). The num-
ber of PCT sessions for all of the TF-CBT trials was between 10 and
14, except for two trials in which there were approximately 30 ses-
sions (Ready 2018; Schnurr 2003).

Comparisons

Present-centered therapy was compared to a control condition
(wait list or minimal contact) in three studies (Foa 2018; Ford 2011;
McDonagh 2005); PCT was compared to a TF-CBT in eleven studies.
Trauma-focused treatments included CPT (NCT00607815; Resick
2015; Suris 2013), prolonged exposure (Foa 2018; Rauch 2015; Sch-
nurr 2007), group-based exposure therapy (Ready 2018), virtual re-
ality exposure therapy (Ready 2010), cognitive behavioral therapy
(McDonagh 2005), group cognitive behavioral therapy (Sloan 2018),
and trauma-focused group therapy (Schnurr 2003). One study com-
paring PCT to a control condition included an additional treat-
ment arm, "trauma affect regulation: guide for education and ther-
apy" (TARGET; Ford 2011). This treatment arm was not included in
any analyses because it was not trauma-focused (Ford 2011).

Outcomes

Primary outcomes were reduction in severity of clinician-rated
PTSD symptoms and treatment dropout rates. Two studies used the
CAPS to compare PCT to a wait-list/minimal attention group (Ford
2011; McDonagh 2005) and one trial used the Posttraumatic Symp-
tom Scale-Interview (PSS-I; Foa 2018). Six studies used the CAPS
to compare post-treatment PTSD scores between PCT and TF-CBT
groups (NCT00607815; McDonagh 2005; Rauch 2015; Ready 2018;
Schnurr 2007; Suris 2013). Two trials used the PSS-I to compare
post-treatment PTSD scores (Foa 2018; Resick 2015). One trial used
the CAPS-5 to compare post-treatment PTSD scores (Sloan 2018).
Definition of dropout varied across trials (see Table 1).

Excluded studies

We excluded 37 records representing 24 studies for reasons list-
ed in the Characteristics of excluded studies table. Reasons for
exclusion were: study was not an RCT (Grant 2005; Resick 2009);
participants did not meet criteria for PTSD (Classen 2011; Hong
2013;NCT03760731; Rosner2018); study did not meet PCT interven-
tion criteria (Classen 2001; Foa 1991; NCT00607412; NCT01274741;
NCT02081417); and PCT was not compared to a TF-CBT or control
condition (Bormann 2018; Bremner 2017; Davis 2019; Harris 2018;
Haynes 2012; King 2016; Lang 2017; NCT02233517; NCT02398227;
NCT03056157; NCT03429166; NCT03764033; Polusny 2015). Specif-
ically, two trials were excluded (Classen 2011; Foa 1991) because
the manual was deemed to be inconsistent with PCT as defined for
this systematic review. The PCT in the Classen 2011 trial appeared
to place a greater emphasis on group processes and cognitive re-
structuring, whereas the supportive care intervention in the Foa
1991 trial lacked the structure and active components of PCT.

Two studies are awaiting classification (Characteristics of studies
awaiting classification) and one is ongoing (Characteristics of on-
going studies); these will be added to the update of this review, as
appropriate.

Risk of bias in included studies

Details of the risk of bias for included studies are available in the
Characteristics of included studies table, and a graphical represen-
tation of the risk of bias ratings for each domain across the included
studies is available in Figure 2 and Figure 3.
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Figure 2. Risk of bias summary: review authors' judgements about each risk of bias item for each included study.
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Figure 2. (Continued)
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Figure 3. Risk of bias graph: review authors' judgements about each risk of bias item presented as percentages

across all included studies.
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Allocation

We assessed sequence generation and allocation concealment
separately. When the study report did not provide adequate infor-
mation for a judgment, we contacted the study authors. Additional
information about sequence generation and/or allocation conceal-
ment was requested by study authors for seven studies (McDonagh
2005; NCT00607815; Rauch 2015; Ready 2010; Ready 2018; Resick
2015; Schnurr 2003), and adequate information was provided by
study authors for six studies (NCT00607815; Rauch 2015; Ready
2010; Ready 2018; Resick 2015; Schnurr 2003). Ten studies reported
an appropriate method of sequence generation and were judged
to be at low risk of bias (Foa 2018; Ford 2011; NCT00607815; Rauch
2015; Ready 2010; Resick 2015; Schnurr 2003; Schnurr 2007; Sloan
2018; Suris 2013). We judged sequence generation to be at high risk
of bias in two studies (McDonagh 2005; Ready 2018). Ten studies
reported adequate allocation concealment, and were judged to be
at low risk of bias (Foa 2018; Ford 2011; NCT00607815; Rauch 2015;
Ready 2010; Resick 2015; Schnurr 2003; Schnurr 2007; Sloan 2018;
Suris 2013). Allocation was determined to be absent or inadequate
in one study (Ready 2018). The remaining study did not report any
methods of allocation concealment, and was judged to be at un-
clear risk of bias (McDonagh 2005).

Blinding

Blinding of participants and personnel is not feasible in studies of
psychological interventions, and all included studies were judged
to be at high risk of bias for this domain. We judged blinding of out-
come assessors separately for patient-reported and observer-rated
symptoms, since participants were aware of group assignment in
all trials. All studies were judged to be at high risk of bias for blind-
ing of outcome assessors for patient-reported symptoms. For clini-
cian-rated symptoms, one trial reported that, due to technical diffi-
culties, assessors were not blind to condition, and was judged to be
at high risk of bias (Ford 2011). The remaining studies were judged
to be at low risk of bias for blinding of outcome assessors for ob-
server-rated symptoms.

Incomplete outcome data

Analyses were conducted on treatment completers only in two
studies (Rauch 2015; Ready 2010) or excluded a large proportion of
randomized patients from the analyses in one study (Suris 2013).
These studies were judged to be at high risk of bias for incomplete
outcome data. One study was judged to be at unclear risk of bias
because it was unpublished and study authors did not respond
to requests to confirm the numbers provided in clinicaltrials.gov
(NCT00607815). Several studies were deemed as unclearrisk of bias
due to differential treatment dropout rates between comparison
arms (Foa 2018; McDonagh 2005; Schnurr 2007; Sloan 2018). The re-
mainder of the studies were judged to be low risk of bias (Ford 2011,
Ready 2018; Resick 2015; Schnurr 2003).

Selective reporting

Two studies were judged to be at high risk of bias for selective re-
porting because their clinical trial registrations included outcome
measures that were not reported in study publications (Ford 2011;
Ready 2010). One study was judged to be at unclear risk of bias
for selective reporting because no protocol was available, and the
study publication did not include a self-report measure of PTSD
(McDonagh 2005). The remaining studies either reported on all of
the outcomes specified in their protocols or clinical trial registra-
tions (Foa 2018; NCT00607815; Rauch 2015; Ready 2018; Resick
2015; Schnurr2003; Schnurr2007; Sloan 2018), or, for those studies
without protocols or clinical trial registrations, reported on all out-
comes expected to be included in RCTs of adults with PTSD (Suris
2013), and were judged to be at low risk of bias for selective report-

ing.
Other potential sources of bias

Studies that included investigators who developed the exper-
imental treatment under investigation (Foa 2018; Ford 2011,
NCT00607815; Rauch 2015; Ready 2010; Ready 2018; Resick 2015;
Schnurr 2003; Schnurr 2007; Sloan 2018; Suris 2013) were consid-
ered atunclearrisk of bias, given potential concerns with allegiance
to the treatment under study. We had additional concerns about
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potential bias in one study due to the possibility of significant dif-
ferences between groups at baseline (Ready 2010).

Effects of interventions

See: Summary of findings for the main comparison Present-cen-
tered therapy compared to control conditions for post-traumatic
stress disorder (PTSD) in adults; Summary of findings 2 Present-
centered therapy compared to trauma-focused cognitive behav-
ioral therapy for post-traumatic stress disorder (PTSD) in adults

All comparisons and outcomes are reported below. Eleven studies
including 1826 participants contributed to these comparisons. One
trial was not included in any analyses because it was the only trial
toinclude an alternate treatment modality (virtual reality) and was
deemedtoo clinically heterogeneous (Ready 2010). Results were re-
ported for all available outcome measures specified in the method-

ology.

Comparison 1. PCT versus wait list/minimal attention,
superiority analyses

Three studiesincluded three trial arms consisting of the experimen-
tal PTSD intervention under study, PCT (placebo treatment), and a
wait list/minimal attention (WL/MA) comparison group (Foa 2018;
Ford 2011; McDonagh 2005). We used these three studies to com-
pare PCT to WL/MA. For all of these comparisons, data were only
available at post-treatment.

Primary Outcomes
1.1 Clinician-rated PTSD severity (post-treatment)

Two studies used the CAPS (Ford 2011; McDonagh 2005) and one
study used the PSS-1 (Foa 2018) to compare PCT to a WL/MA group
on post-treatment PTSD severity. Meta-analysis on PTSD SMD indi-
cated that PCT had a greater reduction in PTSD severity at post-
treatment compared to the WL/MA group (SMD -0.84, 95% Cl -1.10
to -0.59; participants = 290; studies = 3; 1 = 0%; Analysis 1.1; Figure
4).

Figure 4. Forest plot of comparison: PCT vs WL/MA Outcome: Clinician-administered PTSD severity, post-treatment -

Standardized Mean Difference

PCT WLMA Std. Mean Difference Stil. Mean Difference
Study or Subgroup  Std. Mean Difference SE Total Total Weight IV, Random, 95% CI IV, Random, 95% CI
Foa 2018 -0.853 0192 107 40 45.3% -0.85 [-1.23,-0.48] ——
Ford 2011 -0.823 0.211 53 45  3A7.5% -0.82 [1.24,-0.41] — &
tcDonagh 2005 -0.864 0.312 22 23 17.2% -0.86 [-1.48,-0.29] e —
Total (95% Cl) 182 108 100.0% -0.84 [-1.10, -0.59] L 2
Heterogeneity: Tau®= 0.00; Chif= 0.02, df= 2 (P = 0.899); F= 0% 5_2 51 ] 15 25

Testfor overall effect: £2=6.53 (P = 0.00001)

1.2. Treatment Dropout

Three studies comparing PCT to a WL/MA condition recorded
whether individuals left the study early for any reason. No differ-
ences were detected in treatment dropout rates between PCT and

Favors PCT Favors WUMA

the WL/MA groups (RD 0.07, 95% Cl -0.02 to 0.16; RR 1.30, 95% Cl
0.51 to 3.29; participants = 290; studies = 3; 12 = 33%); Analysis 1.3;
Figure 5; RR 1.30,95% Cl 0.51 to 3.29; Analysis 1.2).

Figure 5. Forest plot of comparison: PCT vs WL/MA Outcome: Treatment dropout - Risk Difference
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Ford 2011 14 a3 10 45  220% 0.04 [0.13,0.21] —
MecDonagh 20058 2 22 3 23 197%  -0.04 F0.22,014] —
Total (95% CI) 182 108 100.0% 0.07 [-0.02, 0.16] -
Total events 29 13
Heterogeneity: Tau®= 0.00; Chi*= 299, df=2 P =024, F=33% q s g 05 T

Testfor overall effect Z=1.55(P=0.12)

Secondary outcomes
1.3 Self-reported PTSD symptoms (post-treatment)

Only one study used a self-report PTSD measure (PCL) to compare
PCT to WL/MA at post-treatment (Foa 2018). Evidence from this
study indicated that PCT was more effective than WL/MA in reduc-
ing post-treatment PTSD symptoms (MD -7.52, 95% CI -10.99 to
-4.05; Analysis 1.4).

Favors PCT Favors WLIMA

1.4 Loss of PTSD diagnosis (post-treatment)

Three studies contributed to this comparison (Foa 2018; Ford 2011,
McDonagh 2005). Loss of PTSD diagnosis rates were higher in PCT
compared to the WL/MA group (RD -0.23, 95% Cl -0.33 to -0.12;
Analysis 1.6; Figure 6; RR 0.45, 95% CI 0.30 to 0.67; participants =
290; studies = 3; Analysis 1.5).

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 18
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Figure 6. Forest plot of comparison: PCT vs WL/MA Outcome: Loss of PTSD diagnosis, post-treatment - Risk

Difference
PCT WL Risk Difference Risk Difference
Study or Subgroup  Risk Difference  SE Total Total Weight I, Random, 95% CI IV, Random, 95% CI
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1.5 Self-reported depression symptoms (post-treatment)

Two studies with a total of 143 participants used a self-report
depression measure (BDI) to compare post-treatment depression
symptoms between PCT and the WL/MA condition (Ford 2011; Mc-

Favors PCT Favors WLUMA

Donagh 2005). PCT was associated with a greater overall reduction
in depression symptoms relative to the WL/MA group at post-treat-
ment (MD -5.06, 95% CI -8.60 to -1.52; participants = 143; studies =
2; 1=0% Analysis 1.7, Figure 7).

Figure 7. Forest plot of comparison: PCT vs WL/MA Outcome: BDI, post-treatment - Mean Difference

PCT WL Mean Difference Mean Difference
Study or Subgroup  Mean Difference SE Total Total Weight IV, Random, 95% CI IV, Random, 95% CI
Ford 2011 -6 236 a3 45  5835% -560[10.23,-0.897] L
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Total (95% CI) 75 68 100.0% -5.06 [-8.60, -1.52] e
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Testfor overall effect. £=2.80 (P =0.009)

1.6 Self-reported anxiety symptoms (post-treatment)

One study compared PCT to WL/MA using a self-report anxiety mea-
sure (McDonagh 2005). There was a lack of precision in this estimate
to determine whether there was a difference between the PCT and
WL/MA on post-treatment anxiety severity (MD -5.10, 95% Cl -11.56
to 1.36, Analysis 1.8).

1.7 Self-reported dissociation symptoms (post-treatment)

One study compared PCT to WL/MA on post-treatment dissociation
symptoms (McDonagh 2005). The PCT intervention did better than
the WL/MA group at post-treatment although there was a lack of
precision on this outcome (MD -13.30, 95% Cl -21.26 to -5.34; Analy-
sis 1.9).

2. PCT versus TF-CBT, non-inferiority analyses

Ten studies including 1221 participants contributed to these com-
parisons (Foa 2018; McDonagh 2005; NCT00607815; Rauch 2015;
Ready 2018; Resick 2015; Schnurr 2003; Schnurr 2007; Sloan 2018;
Suris 2013).

Favors PCT Favors WLMA

Primary outcomes
2.1 Clinician-rated PTSD severity (post-treatment)

Six trials used the CAPS to compare PTSD severity at post-treat-
ment (McDonagh 2005; NCT00607815; Rauch 2015; Ready 2018;
Schnurr 2003; Schnurr 2007; Suris 2013). The primary non-inferi-
ority analysis excluded Schnurr 2003 as based on the heterogene-
ity of the treatment length and post-treatment assessment timing
(six-month treatment as compared to most other TF-CBT trials that
were three months). There was moderate heterogeneity among the
included studies (1> = 42%). At post-treatment, TF-CBT participants
reported lower PTSD severity compared to the PCT group (MD 6.83,
95% Cl 1.90 to 11.76; participants = 607; studies = 6; Analysis 2.1).
The upper bound of the 95% confidence interval extended past the
MID threshold of 10 points and did not support PCT as a non-inferior
treatment to TF-CBT (Figure 8). Three additional studies, that used
a different clinician-administered PTSD assessment, were included
in a subsequent analysis to compare SMDs on post-treatment PTSD
severity (Foa 2018; Resick 2015; Sloan 2018). The TF-CBT group did
better than the PCT group on post-treatment PTSD severity with an
effect size > 0.20 indicating a clinically meaningful difference (SMD
0.32, 95% CI 0.08 to 0.56; participants = 1129; studies = 9; |2 = 69%;
Analysis 2.2; Figure 9).
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Figure 8. Forest plot of comparison: PCT vs TF-CBT Outcome: CAPS PTSD severity scores - Mean Differences
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Figure 9. Forest plot of comparison: PCT vs TF-CBT Outcome: Clinician-administered PTSD severity - Standardized

Mean Differences
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Resick 2014 021 027 52 i3] 7.9% 0.21[-0.32,0.74] T
Schnurr 2003 0.0z 011 163 162 44.9% 0.02 [-0.20, 0.24] ——
Sloan 2018 037 014 1] 0 278% 0.37[010, 0.64] —
Subtotal (95% CI) 358 370 100.0% 0.17 [0.03, 0.31] <&
Heterageneity, Tau®= 0.00; Chif=4.01, df=4 (P =041, F=0%
Testfor overall effect, £= 230 (P=0.02)
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Footnotes

(1) The Schnurr 2003 estimate corresponds to the 7-month comparison.

2.2 Clinician-rated PTSD severity (six months follow-up)

Six studies compared CAPS scores around six months post-treat-
ment follow-up (McDonagh 2005; NCT00607815; Ready 2018; Sch-
nurr 2003; Schnurr 2007; Suris 2013). There was no evidence of
PTSD severity differences at this time point between PCT and TF-
CBT (MD 1.59, 95% CI -0.46 to 3.63; participants = 906; studies = 6;
12 = 0%; Analysis 2.1; Figure 8). Three additional studies, that used
adifferent clinician-administered PTSD assessment, were included
in a subsequent analysis to compare SMDs at six months follow-up
(Foa 2018; Resick 2015; Sloan 2018). TF-CBT was associated with a
small effect size difference that was not clinically meaningful (SMD
0.17,95% Cl 0.05 to 0.29; participants = 1339; studies = 9; I* = 17%;)
Analysis 2.2; Figure 9).

Favors PCT Favors TF-CBT

2.3 Clinician-rated PTSD severity (12 months follow-up)

Three studies compared CAPS scores at 12 months follow-up
(NCT00607815; Ready 2018; Schnurr 2003). There was no evidence
of PTSD severity differences at 12 months follow-up between PCT
and TF-CBT (MD 1.22,95% Cl -2.17 to 4.61; participants = 485; stud-
ies = 3; 12 = 0%; Analysis 2.1; Figure 8). Two additional studies, that
used a different clinician-administered PTSD assessment, were in-
cluded in a subsequent analysis to compare SMDs at 12 months
follow-up (Resick 2015; Sloan 2018). TF-CBT was associated with a
small effect size difference that was not clinically meaningful (SMD
0.17, 95% Cl 0.03 to 0.31; participants = 728; studies = 5; I* = 0%;
Analysis 2.2; Figure 9).

2.4 Treatment Dropout

Ten studies recorded whether individuals left the study early for any
reason across groups (Foa 2018; McDonagh 2005; NCT00607815;

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)

21

Copyright © 2019 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



Trusted evidence.
Informed decisions.
Better health.

= 3 Cochrane
st g Library

Cochrane Database of Systematic Reviews

Rauch 2015; Ready 2018; Resick 2015; Schnurr 2003; Schnurr 2007;
Sloan 2018; Suris 2013). PCT dropout rates were approximately 14%
lower compared to TF-CBT dropout rates (RD -0.14, 95% CI -0.18 to

-0.10; RR 0.58, 95% Cl 0.49 to 0.69; participants = 1542; studies = 10;
12 = 0%; Analysis 2.3; Analysis 2.4; Figure 10).

Figure 10. Forest plot of comparison: PCT vs TF-CBT Outcome: Dropout - Risk Difference

PCT TF-CBT Risk Difference Risk Difference
Study or Subgroup  Bvents Total Events Total Weight IV, Random, 95% Cl IV, Random, 95% CI
Foa 2018 13 107 27 109 16.0%  -013[0.23,-0.0Z] ——
McDionagh 2005 2 22 12 24 36E% -0.32[0.A4,-0.11]
MCTOOEOTE1S 11 36 23 43 IT%  -0.23[F0.44,-0.07 I —
Fauch 2014 3 18 7 18 21%  -0.22 051, 0.06] —
Ready 2018 1 40 4 41 187%  -0.07 [F0.18,0.03) &
Resick 2014 7 a2 14 Ak TA%  -013[0.28, 0.0 E—
Schnurr 2003 45 180 62 180 18.8% -0.09[0.19, -0.00] —
Schnurr 2007 o 143 A3 141 183%  -017 [F0.27,-0.06] —=
Sloan 2018 21100 ar 98 106% -017[-0.29,-0.04] —
Suris 2013 13 ar 28 T2 G.8% -016[F0.32,-0.00] I
Total (95% CI) 755 787 100.0% -0.14 [-0.18, -0.10] &
Total events 146 268
Heterogeneity: Tau®= 0.00; Chi*=6.88, df=9{F =069 F=0% q s g 05 T

Testfor overall effect: £= 6.64 (P = 0.00001)

Secondary outcomes
2.6 Self-reported PTSD symptoms

The PCL was the only self-report PTSD measure used to com-
pare PTSD severity differences at post-treatment (7 studies: Foa
2018; NCT00607815; Ready 2018; Resick 2015; Schnurr 2007; Sloan
2018; Suris 2013), six-month follow-up (8 studies: Foa 2018;
NCT00607815; Ready 2018; Resick 2015; Schnurr 2003; Schnurr
2007; Sloan 2018; Suris 2013), and 12-month follow-up (5 studies:
NCT00607815; Ready 2018; Resick 2015; Schnurr 2003; Sloan 2018).

Favours PCT Favours TF-CBT

At post-treatment, TF-CBT scores were approximately 5 points low-
er than PCT scores and did not meet the MID criteria for a clinically
meaningful difference (MD 4.50, 95% Cl 3.09 to 5.90; participants =
983; studies = 7; |12 = 3%; Analysis 2.5; Figure 11). At six-month fol-
low-up, TF-CBT scores were approximately 3 points lower than PCT
scores which was not considered clinically meaningful (MD 3.44,
95% Cl 1.86 to 5.02; participants = 1181; studies = 8; I> = 0%), and
there was no evidence of differences on PCL scores at 12-month fol-
low-up (MD 1.60, 95% CI -0.17 to 3.37; participants = 791; studies =
5; 12 = 0%).
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Figure 11. Forest plot of comparison: PCT vs TF-CBT Outcome 2.6: PCL - Mean Differences

PCT TF-CBT Mean Difference Mean Difference
Study or Subgroup  Mean Difference SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
2.5.1 Post-treatment
Foa 2018 3688 086 107 40 492% 3.58[1.70, 5.46] —
MCTOOEDTE1S 974 404 36 43 3% 974 [1.82, 17.66]
Ready 2018 a01 283 40 41 B3% 501054, 10.56] T
Resick 2015 42 243 a2 a6 26% 420 [-0.54,8.94] T
Schhurr 2007 729 182 143 141 135% 7.29[3.53,11.09] —_—
Sloan 2018 27 186 100 98 128% 270 [1.14, 6.54] T
Suris 2013 663 2.81 34 a2 6.4% BE3I[1.12,12.14]
Subtotal (95% CI) 52 471 100.0% 4.50[3.09, 5.90] &
Heterogeneity: Tau*= 012, Chi*=6.17, df= 6 (P = 0.40) F= 3%
Test for overall effect: £=6.28 (P = 0.00001)
2.5.2 6 Months Follow-up
Foa 2018 082 1.8r 107 40 186% 0.82[-2.85, 4.44] e
MCTOOEDTE1S 663 288 36 43 T.8% B.63[0.99, 12.37]
Ready 2018 367 284 40 41 8.1% 387 [F2.00,9.14] T
Resick 2015 42 266 A2 A 9.2% 420 -1.01,9.41] T
Schhurr 2003 389 1487 100 98 167% 3.89[0.03 7.79] —
Schhurr 2007 389 197 143 141 167% 3.89[0.03 7.79] —
Sloan 2018 21 212 100 98 145% 210 [-2.06, 6.26] T
Suris 2013 A.83 278 34 a2 8.4% 7.83[0.38,11.28] —
Subtotal (95% CI) 612 569 100.0% 3.44[1.86, 5.02] L 3
Heterogeneity: Tau®= 0.00; Chi*=4582 df=7{P=072) F=0%
Test for overall effect: £=4.27 (P = 0.0001)
2.5.3 12 Months Follow-up
MCTOOBOTETA 1.5 263 3h 43 11.8% 1.60 [-3.65, 6.69] B B —
Ready 2018 315 2.454 40 41 12.2% 315 [-1.83,8.23)] T
Resick 2015 33 302 52 a1 9.0% 330 262, 9.22] T
Schnurr 2003 046 1.28 163 162 499% 046 [-2.05, 2.97]
Sloan 2018 3 219 100 98 17.1% 3.00[-1.28, 7.29] ?
Subtotal (95% CI) 3o 400 100.0% 1.60 [-0.17, 3.37]
Heterageneity: Tau®=0.00; Chi#=1.88, df=4 (P =0.76); = 0%
Test for overall effect Z=1.77 (P =0.08)
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2.7 Loss of PTSD diagnosis (post-treatment)

Four studies contributed to this comparison (Foa 2018; McDonagh
2005; Schnurr 2007; Sloan 2018). Loss of PTSD diagnosis rates were

Favors PCT Favors TF-CBT

higher in TF-CBT compared to PCT (RD 0.11, 95% Cl 0.04 to 0.19;
participants = 749; studies = 4; 1 = 38%; Analysis 2.7; Figure 12; RR
1.36, 95% CI 1.03 to 1.81; participants = 749; studies = 4; I = 38%;

Analysis 2.6 ).

Figure 12. Forest plot of comparison: PCT vs TF-CBT Outcome: Loss of PTSD diagnosis, post-treatment - Risk

Difference

PCT TF-CBT Risk Difference Risk Difference
Study or Subgroup  Risk Difference SE Total Total Weight IV, Random, 95% CI IV, Random, 95% CI
2.7.1 Post-treatment
Foa 2018 noa 00y 107 108 23.9% 0.08 [-0.06, 0,22 T
MecDonanh 2004 -001 014 22 28 B1%  -0.01 [-0.30, 0.28] . E—
Schnurr 2007 0149 008 143 141 39.5% 0197008, 0.29] ——
Sloan 2018 007 008 100 48 30.4% 0.07 [-0.05, 0.149] T
Subtotal (95% CI) 372 377 100.0% 0.11[0.04, 0.19] &
Heterogeneity: Tau*=0.00; Chi*= 373, df= 3 (P =0.29), F=20%
Test for averall effect: Z=3.02 (F=0.003)
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On standardized self-report depression scores, seven studies were
included (McDonagh 2005; NCT00607815; Ready 2018; Resick 2015;
Schnurr2007; Sloan 2018; Suris 2013). The effect size difference be-
tween treatments was < 0.20 which was not considered clinically
meaningful (SMD 0.19, 95% CI 0.04 to 0.33; participants = 887; stud-
jes =7; 1> = 13%; Analysis 2.9; Figure 13).

In the five trials that used the BDI as the self-report depression mea-
sure (McDonagh 2005; NCT00607815; Resick 2015; Schnurr 2007;
Sloan 2018), there was no evidence of PCT inferiority on post-treat-
ment depression severity as based on a MID of 5 points (MD 1.78,
95% Cl -0.23 to 3.78; participants = 705; studies = 5; Analysis 2.8).

Figure 13. Forest plot of comparison: PCT vs TF-CBT Outcome: Depression Severity, post-treatment - Standardized
Mean Differences

PCT TF-CBT Std. Mean Difference Std. Mean Difference
Study or Subgroup  Std. Mean Difference  SE Total Total Weight IV, Random, 95% CI I, Random, 95% CI
2.9.1 Post-treatment
McDonagh 2005 -0.02 028 22 24 B.7% -0.02 047, 043 . E—
MCTODE0TE14 039 023 36 13 97% 0.39[-0.06, 0.84] T
Ready 2018 029 022 40 41 10.5% 029014, 073 I
Resick 2015 034 0. 52 a6 11.4% 0,34 [-0.07, 0.74] T
Schnurr 2007 028 012 143 141 28.6% 0.28[0.04, 052 ——
Sloan 2018 -01 014 100 98 226% SO0 03T, 017 —
Suris 2013 023 022 34 A2 10.5% 0.23[-0.20, 0.6A] I e
Subtotal (95% CI) 427 460 100.0% 0.19[0.04, 0.33] &
Heterogeneity: Tau*=0.01; Chi*= 692, df=6 (P =0.233); F=13%
Testfor overall effect £=2.49 (P =0.01}
I } f |
-2 -1 ] 1 2

2.9 Self-reported anxiety symptoms (post-treatment)

Four studies contributed to this analysis (McDonagh 2005;
NCT00607815; Schnurr2007; Sloan 2018). There was no evidence of

Favors PCT Favors TF-CET

differences on anxiety symptoms at post-treatment between PCT
and TF-CBT (SMD 0.32,95% CI-0.08 to 0.71; participants =612; stud-
ies =4; 12=80%; Analysis 2.10; Figure 14). However, there was a lack
of precision in this estimate.

Figure 14. Forest plot of comparison: PCT vs TF-CBT Outcome: Anxiety Severity, post-treatment - Standardized

Mean Differences

PCT TF-CBT Std. Mean Difference Std. Mean Difference
Study or Subgroup  Std. Mean Difference  SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
McDonagh 2005 -0.08 0.28 22 28 201% -0.08 063, 0.47] —
MCTOOE0TETA 1.04 0.24 36 43 22.4% 1.04[0.87,1.81] —
Schnurr 2007 032 012 143 141 29.3% 0.32 [0.08, 0.56] —a—
Sloan 2018 0.02 o014 100 98 28.3% 0.02[-0.25, 0249 ——
Total (95% CI) 301 311 100.0% 0.32 [-0.08, 0.71] e
Heterogeneity: Tau®=0.12; Chi#=15.22, df= 3 (P = 0.002); F= 80% 5_2 51 3 1’ 25

Testfor averall effect £=1.97 (P=012)

2.10 Self-reported dissociation symptoms (post-treatment)

One study compared PCT to TF-CBT on post-treatment dissociation
symptoms (McDonagh 2005). There was no evidence of differences
on dissociation severity at post-treatment (MD 4.00, 95% Cl -3.51 to
11.51; participants = 51; studies = 1; Analysis 2.11).

3. Subgroup analyses: Treatment modality and TF-CBT
intervention type

To investigate heterogeneity and whether treatment modality in-
fluenced the primary outcomes, we conducted subgroup analyses
on: individual versus group treatment format, and trauma treat-
ment type (PE versus CPT). There were not enough trials to justify
subgroup analyses on control condition comparisons.

Favors PCT Favors TF-CET

3.1: Treatment modality: Individual vs group treatment

Five studies used the CAPS to compare individual PCT to individual
TF-CBT (McDonagh 2005; NCT00607815; Rauch 2015; Schnurr 2007;
Suris 2013) and only one trial used the CAPS to compare group PCT
(GPCT) to group TF-CBT (Ready 2018). The test for subgroup differ-
ences was not significant (Chi*=0.21, df=1(P=0.64), 1>=0%; Analy-
sis 3.1; Figure 15). Subgroup analyses evaluating PTSD SMD among
individual (SMD 0.40, 95% Cl 0.03 to 0.77; participants = 742; stud-
ies =6) and group treatments (SMD 0.23, 95% CI 0.03 to 0.43; partic-
ipants = 387; studies = 3) were consistent, with no significant sub-
group differences (Chi?=0.61, df = 1 (P =0.43), I> = 0%; Analysis 3.2;
Figure 16).
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Figure 15. Forest plot of comparison: 3 PCT vs TF-CBT Subgroup Analyses, outcome: 3.1 Treatment Modality: CAPS

Mean Difference

PCT TF-CBT Mean Difference Mean Difference
Study or Subgroup  Mean Difference  SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
3.1.1 Indinidual Treatment (CAPS MD)
McDaonagh 2004 -3 BT 22 29 154% -370[-15.99 8.449] —
MCTOOEDFE1A 878 446 3h 43 22.1% B.7a[0.04,17.8%] L E—
Rauch 20145 254 8.09 14 11 11.0% 25.40[9.54, 41.26] .
Schhurr 2007 721 291 143 141 29.8% T2101.51,12.91] —
Suris 2013 493 4459 34 82 21.6% 493407 13493 I
Subtotal (95% CI) 250 276 10000%  7.38[1.21, 13.54] -

Heterogeneity: TauF=24.71; Chi*=8.45 df =4 (P=0.08); F=53%

Testfor overall effect, £= 235 (F =0.02)

3.1.2 Group Treatment (CAPS MD)

Ready 2018 4492 4729 40
Subtotal (95% CI) 40
Heterogeneity: Mot applicable

Testfor overall effect £=1.15 (P = 0.25)

Testfor subaroup diferences; Chif= 021, df=1 (P=0E64), F=0%

41 100.0%
41 100.0%

4.97 [-3.49,13.33]
4.92 [-3.49, 13.33]
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Figure 16. Forest plot of comparison: 3 PCT vs TF-CBT Subgroup Analyses, outcome: 3.2 Treatment Modality: PTSD

SMD

PCT TF-CBT Std. Mean Difference Std. Mean Difference
Study or Subgroup  Std. Mean Difference SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
3.2.1 Individual Treatment (PTSD SMD)
Foa 2018 -0.01 0136 107 109 20.5% -0.01 [0.28, 0.26] ——
tcDonagh 2005 -0.23 028 22 29 152% -0.23 078, 0.32] .
MCTO0EOTE15 0.67 0.232 36 43 17.0% 067 [0.22,117] ————
Rauch 2015 21 0a 15 11 8.8% 2100112, 3.08] .
Schnurr 2007 043 012 143 141 21.0% 0.43[0.19, 0.67] -
Suris 2013 0.26 022 34 82 17.5% 0.26 [-0.17, 0.69] I
Subtotal (95% CI) 357 385 100.0% 0.40 [0.03, 0.77] i
Heterogeneity: Tau®= 0.16; Chi*= 2548, df=5 (P =0.0001}; F=80%
Testfor overall effect Z=210(F=0.04)
3.2.2 Group Treatment (PTSD SMD)
Ready 2018 033 0322 40 41 20.8% 0.33[-0.10,0.78] T
Resick 2014 021 0149 52 a6 27.9% 0.21 [-0.16, 0.58] T
Sloan 2018 n: 014 100 98 51.3% 0.20[-0.07, 0.47] -
Subtotal (95% CI) 192 195 100.0% 0.23[0.03, 0.43] L3
Heterogeneity: Tau®= 0.00; Chif= 0.26, df= 2 (P=0.88), F=0%
Testfor overall effect, £=2.28 (P=0.04

5 ' i :

Testfor subgroup differences: Chif= 061, df =1 (P=043), F=0%

3.2: TF-CBT intervention: Prolonged Exposure versus Cognitive
Processing Therapy

Four studies were characterized to align most closely with CPT
(NCT00607815; Resick 2015; Sloan 2018; Suris 2013) and five stud-
ies to align with PE (Foa 2018; McDonagh 2005; Rauch 2015; Ready

-1 ] 1 2
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2018; Schnurr 2007). The test for subgroup differences was not sig-
nificant (Chi*=0.00, df=1 (P =0.96), I* = 0%; Analysis 3.3; Figure 17).
In evaluating SMDs, the results comparing CPT and PE subgroups
were also not significant (Chi®=0.09, df=1 (P =0.76), I* = 0%; Analy-
sis 3.4; Figure 18).
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Figure 17. Forest plot of comparison: 3 PCT vs TF-CBT Subgroup Analyses, outcome: 3.3 Trauma Treatment: CAPS

Mean Difference

PCT TF-CBT Mean Difference Mean Difference
Study or Subgroup  Mean Difference SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
3.3.1 Prolonged Exposure (CAPS MD)
McDaonagh 2005 -37 B.27 22 28 211%  -3.70[F15.99 8.549] e R
Rauch 20145 254 8.049 14 11 159%  2540[9.54, 41.26] S
Ready 2018 492 424 40 41 286% 4892349 1333 -
Schhurr 2007 721 281 143 141 34.4% 7.2101.51,12.81] —
Subtotal (95% CI) 220 222 100.0% 7.15]-0.92, 15.21] s E.—
Heteroneneity: Tau®= 40.82; Chi®*= 830, df= 3 {P=0.04); F=64%
Test for overall effect Z=1.74 (F=0.08)
3.3.2 Cognitive Processing Therapy (CAPS MD)
MCTOOBOTETA 878 446 3h 43 51.4% 878[0.04,17.54 ——i—
Suris 2013 403 4454 KL 52 486% 483407, 1393 —
Subtotal (95% CI) 70 95 100.0%  6.91[0.64, 13.18] e
Heterogeneity: Tau®= 0.00; Chi*=0.36, df=1 (P = 0.55) F=0%
Test for overall effect Z= 216 (P =003

20 -10 0 1m 20

Testfor subgroup differences: Chi®=0.00, df=1 (P = 0.96), F= 0%
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Figure 18. Forest plot of comparison: 3 PCT vs TF-CBT Subgroup Analyses, outcome: 3.4 Trauma Treatment: PTSD

SMD

PCT TF-CBT Std. Mean Difference Stil. Mean Difference
Study or Subgroup  Std. Mean Difference SE Total Total Weight IV, Random, 95% Cl IV, Random, 95% CI
3.4.1 Prolonged Exposure (PTSD SMD)
Foa 2018 -0.01 0136 107 109 24.4% -0.01 [-0.28, 0.28]
tcDonagh 2005 -0.23 028 22 29 1B.E% -0.23 078, 0.32] .
Rauch 2015 21 0a 15 11 11.0% 2100112, 3.08] —_—*
Ready 2018 033 0322 40 41 211% 0.33[-0.10,0.78] T
Schnurr 2007 043 012 143 141 25.0% 0.43[0.19, 0.67] ——
Subtotal (95% CI) 327 331 100.0% 0.36 [-0.06, 0.78] il
Heterogeneity: Tau®= 017, Chi*= 2265, df=4 (P=0.0001});, F=82%
Testfor overall effect: £=1.68 (F=0.09)
3.4.2 Cognitive Processing Therapy (PTSD SMD)
MCTO0EOTE1S 0.67 0.232 36 43 16.6% 067 [0.22,1.13] I —
Resick 2014 021 0149 52 a6 24.0% 0.21 [-0.16, 0.58] T
Sloan 2018 nr 014 100 98 M 1% 0.20 [-0.07, 0.47] -
Suris 2013 026 022 34 52 1B.3% 0.26 [-0.17, 0.649] I
Subtotal (95% CI) 222 249 100.0% 0.29 [0.10, 0.48] &
Heterageneity, Tau®= 0.00; Chif= 3.29, df= 3 (P =0.29), F=9%
Test for averall effect, £= 295 (P = 0.003
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Test for subgroup differences: Chif= 009, df=1 (P =07E), F=0%

4. Sensitivity analyses

To explore whether trial quality had any effect on the primary out-
comes, we conducted sensitivity analyses on post-treatment CAPS
scores including only those trials with the lowest risk of bias as
based on: (a) outcome masking, (b) appropriate handling of miss-
ing data (ITT; mixed-model analysis), (c) adequate power, and (d)
low levels (<40%) of post-randomization treatment loss. Six studies
were identified (Foa 2018; Resick 2015; Schnurr 2003; Schnurr 2007;
Sloan 2018). The sensitivity analyses excluded Schnurr 2003 since
the timing of the post-treatment assessment was not comparable
to the other five trials.
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4.1 Clinician-rated PTSD severity (post-treatment)

Only one study, rated as higher quality, used the CAPS to assess
PTSD severity at post-treatment (Schnurr 2007). The results from
this trial did not support PCT non-inferiority (MD 7.21, 95% ClI
1.51 to 12.91; participants = 284; studies = 1; Analysis 4.1). All four
higher-quality studies were included to evaluate PTSD SMD differ-
ences between PCT and TF-CBT. There was moderate heterogeneity
across trials (I>=50%). The results indicated that TF-CBT had lower
post-treatment PTSD severity compared to PCT with an effect size
>20 (SMD 0.21, 95% CI 0.02 to 0.41; participants = 806; studies = 4;
Analysis 4.2).
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4.2 Treatment Dropout

Treatment dropout results were consistent with the primary analy-
ses, indicating that dropout rates were lower in PCT as compared to
TF-CBT (RD-0.13,95% CI -0.18 to -0.08; RR 0.60, 95% CI 0.49 to 0.74;
participants = 1166; studies = 5; 12 = 0%; Analysis 4.3; Analysis 4.4).

5. Publication bias

We explored the potential effects of publication bias using funnel
plots. We constructed two funnel plots using data from the PCT
versus TF-CBT comparison, with one involving continuous data on
the CAPS and the second involving dichotomous data on dropouts.

The first funnel plot examined the measure of clinician-rated PTSD
symptoms (Figure 19) and was roughly symmetrical. As the studies
became less precise, the results of the studies tended be more vari-
able and scattered to either side of the more precise larger studies.
The second funnel plot also used data from the PCT versus TF-CBT
comparisons to examine the dichotomous measure of treatment
dropout (Figure 20; Figure 21). Although this funnel plot was slightly
less symmetrical as the studies became less precise, we would not
expect that there would be publication bias in favor of our treat-
ment under investigation, given that the studies included in the re-
view were primarily evaluating the comparator treatments. The few
studies included in this review also limits the conclusions that can
be drawn from these funnel plots.

Figure 19. Funnel plot of comparison: PCT vs TF-CBT, outcome: 2.2 Clinican-administered PTSD, standardized
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Figure 20. Funnel plot of PCT vs TF-CBT studies on dropout at post-treatment
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Figure 21. Labbe plot of dropout for PCT vs TF-CBT
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DISCUSSION

Summary of main results

We included 12 studies of 1837 participants in the current system-
atic review to determine whether (1) PCT is more effective than wait
list/minimal attention (WL/MA) control groups in reducing PTSD
symptoms, (2) PCT is non-inferior to TF-CBT based on a preset MID
on asemi-structured interview of PTSD severity, and (3) PCT is asso-
ciated with lower treatment dropout rates as compared to TF-CBT.

PCT is more effective than WL/MA conditions in reducing PTSD
severity measured at post-treatment, with a moderate to large ef-
fect size. There were no differences detected in treatment dropout
rates between PCT and the WL/MA conditions. PCT is more effective
than the WL/MA conditions in reducing the severity of self-report-
ed PTSD and depression symptoms, and in reducing the number
of people with a PTSD diagnosis at post-treatment. One study com-
pared self-reported anxiety symptoms between groups and there
was a lack of precision to determine whether there was a mean-
ingful difference post-treatment. One study found that PCT did bet-
ter than the WL/MA group at reducing dissociation symptoms post-
treatment.

RR

The results from the non-inferiority analysis comparing PCT to TF-
CBT suggest that PCT is likely not as effective as TF-CBT in reduc-
ing post-treatment PTSD severity. The PTSD SMD results were con-
sistent with this finding and suggest an effect size difference that
was clinically meaningful in favor of TF-CBT. Treatment differences
between PCT and TF-CBT appeared to attenuate at six-month and
12-month follow-up periods. Over 10% more people may drop out
of TF-CBT compared to PCT. Secondary outcomes comparing PCT
and TF-CBT showed that TF-CBT was more effective in reducing the
number of people with a PTSD diagnosis at post-treatment. Results
of the self-report PTSD and depression outcomes suggest that PCT
may result in a similar reduction in symptoms as compared to TF-
CBT. There was a lack of precision to interpret differences on post-
treatment self-reported anxiety symptoms. There was also a lack
of precision in the one study to compare self-reported dissociation
symptoms between groups.

Subgroup Analysis: Individual and group therapy modalities

The results from the subgroup analyses evaluating (1) individual
and group therapy trials, and (2) PE and CPT interventions com-
pared to PCT were largely consistent with the primary results,
and did not support PCT non-inferiority in reducing post-treatment
PTSD severity.
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Sensitivity Analyses

The results from the sensitivity analyses that included only the
higher-quality studies were also consistent with the primary results
and did not support PCT non-inferiority in reducing post-treatment
PTSD severity. The results also supported the finding that PCT has
lower treatment dropout rates compared to TF-CBT.

Overall completeness and applicability of evidence

The current systematic review provides the most comprehensive
synthesis of the available literature on PCT for PTSD to date, apply-
ing a rigorous evaluation of the non-inferiority of PCT compared to
TF-CBT. The studies included in this review directly addressed the
primary review questions. We reached out to all authors, as need-
ed, to request any missing information, and most authors respond-
ed to these requests. Participants were all adults, but ranged in de-
mographics and trauma types. All studies recruited participants in
the United States and there was a predominance of studies con-
ducted on military veterans: nine studies were conducted on mil-
itary veterans recruited in the USA Veterans Health Affairs, three
studies recruited USA active duty military service members, one
study recruited USA mothers or primary caregivers of young chil-
dren, and one study recruited USA women with a history of child-
hood sexual abuse. Thus, there may be some concerns that the re-
sults do not generalize as well to non-military or non-USA popu-
lations. In most trials, PCT was based on the original PCT manu-
al. When this was not the case, we ensured that the PCT manual
was consistent with the criteria established in the protocoland con-
sulted with experts to make a final determination. The compara-
tor treatments included the primary front-line trauma treatments
(PE and CPT), and we were able to conduct subgroup analyses to
determine whether PCT had differential effects based on the trau-
ma-focused treatment comparison. Studies included both individ-
ual and group treatment modalities and we were able to conduct
subgroup analyses comparing these different modalities. Several
trials included three trial arms, permitting us to compare PCT with
a control condition to evaluate its effectiveness in reducing post-
trauma symptoms. There were several trials using the CAPS which
allowed us to test our non-inferiority hypotheses using mean dif-
ferences and a well-established MID threshold. We also calculated
PTSD SMDs using all available trials which supported our primary
findings. There was differential dropout between PCT and TF-CBT
which may affect our assumptions of missing at random (MAR) and
be a potential limitation to the analyses.

Quality of the evidence

There was evidence of clinical and statistical heterogeneity in the
included studies. Subgroup and sensitivity analyses did not explain
this heterogeneity and were consistent with our main findings. No-
tably, all of the included studies were primarily designed to test the
effectiveness of TF-CBT which could bias results of the PCT non-
inferiority. The quality of evidence for our non-inferiority analyses
was low based on methodological limitations in a few of the tri-
als and inconsistent results. Although PCT was deemed to be less
effective than TF-CBT, the differential effects between treatments
ranged across the MID (i.e. low precision which affected the qual-
ity of evidence). Given the low quality of evidence and the poten-
tial for bias toward the experimental treatments, future trials may
influence our understanding of how effective PCT is compared to
TF-CBT. The quality of evidence comparing treatment dropout be-
tween PCT and TF-CBT was rated as moderate. Future research that

standardizes how dropout is defined will increase our understand-
ing of the differential dropout rates between trauma-focused and
non-trauma-focused treatments.

Potential biases in the review process

This review followed the Cochrane Collaboration Guidelines and
every effort was made to minimise bias in the review process. Nev-
ertheless, the potential risk of missing trials cannot be complete-
ly eliminated. We performed comprehensive searches of all rele-
vant databases with minimal restrictions. The data screening and
extraction process was strictly adhered to based on the Cochrane
recommended procedures and standards. We consulted with con-
tent experts throughout the review process. Two of the review au-
thors were investigators on some of the included trials and helped
develop PCT. However, neither investigator was involved in any of
the qualitative or quantitative syntheses to minimize any potential
bias. .

Agreements and disagreements with other studies or
reviews

The overall findings suggest that PCT is an effective treatment for
PTSD when compared to control conditions. However, PCT may be
less effective than TF-CBT in reducing post-treatment PTSD sever-
ity. The findings also indicate that fewer patients drop out of PCT
compared to TF-CBT. These results are somewhat inconsistent with
a previous review that only included five trials and that conclud-
ed that PCT was as efficacious as TF-CBT (Frost 2014). The current
review differs from this previous review by including more stud-
ies comparing PCT to TF-CBT and applying a stricter non-inferiority
framework in which the range of treatment differences had to be
within a prespecific MID range (AHRQ 2012). The 95% Cl in our meta-
analyses exceeded this MID threshold, and thus our results did not
support PCT non-inferiority. However, consistent with that review
and other meta-analyses (Frost 2014; Imel 2013), results did show
that treatment dropout rates were lower in PCT compared to TF-
CBT. Ourfindings are consistent with current clinical practice guide-
lines that suggest that PCT may be offered as a treatment for PTSD
when individual trauma-focused psychotherapy is not readily avail-
able or not preferred (Berliner 2019; VA/DoD 2017), although some
guidelines have yet to include an official recommendation on PCT
(APA2017; NICE 2018).The current review can help substantiate and
inform the recommendations laid out in future clinical guidelines
by providing a comprehensive, rigorous, and transparent evalua-
tion of PCT.

AUTHORS' CONCLUSIONS

Implications for practice

1. PCT may not be as effective as TF-CBT in reducing post-treatment
PTSD severity among adults with PTSD.

2. PCT has lower treatment dropout rates compared to TF-CBT.

3. The differential effects of PCT versus TF-CBT on PTSD severity
may attenuate over longer time periods.

Implications for research

1. Research evaluating how to best match patients to the most
effective PTSD treatments that takes into account patient prefer-
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ences, scientific evidence, and clinical judgment will advance our
approaches to treating adults with PTSD.

2. Additional effectiveness trials comparing PCT to TF-CBT across
different subgroups of trauma survivors to examine the true up-
take of the different interventions (with standardized definitions of
dropout), across longer-term outcomes, will inform the tradeoffs
between efficacy and attrition.

3. PCT was originally designed as a placebo treatment. Future re-
search is warranted that evaluates an augmented version of PCT to
determine whether PCT is as effective as TF-CBT in treating patients
with PTSD.
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Methods Design: parallel group RCT
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Recruitment: service members who screened out from other STRONG STAR studies were offered re-
cruitment. Potential participants were also identified through referrals from various providers. Poten-
tial participants could also self-refer in response to flyers and pamphlets.

Study duration: six months

Participants Participants: 370

Age: mean (SD) 32.7 (7.5) for massed PE group, 32.9 (7.1) for spaced PE group, 32.5 (7.5) for PCT group,
32.7 (7.7) for MCC group

Sex: 85.5% male for massed PE group, 90.8% male for spaced PE group, 85.0% male for PCT group,
95.0% male for MCC group

Baseline PSS-I score: mean (Cl) 25.20 (23.81 to 26.59) for massed PE group, 25.31 (23.95 to 26.66) for
spaced PE group, 25.96 (24.69 to 27.23) for PCT group, 24.83 (23.00 to 26.66) for MCC group

Trauma type: exposure to a DSM-IV-TR criterion A combat-related traumatic event (PTSD could be in-
dexed to a noncombat-related event)

Duration of time since trauma: not reported

Comorbid conditions: not reported

Diagnostic criteria: DSM-IV-TR criteria, assessed with the PSS-I
Inclusion criteria:

« active duty military, activated Reservist, activated National Guard, or veterans who had deployed to
OEF/OIF/OND

» ages18to65years

« PTSD diagnosis according to DSM-IV-TR, assessed via PSS-I

« exposure to a DSM-IV-TR criterion A combat-related traumatic event
« command support to attend treatment

Exclusion criteria:

« current bipolar or psychotic disorders

+ alcohol dependence

« moderate to severe traumatic brain injury

« suicidal ideation

« other disorders warranting immediate attention

Interventions Group I: massed prolonged exposure therapy (PE)

Description: a manualized CBT consisting of imaginal exposure followed by processing thoughts and
feelings related to the imaginal experience; in-vivo exposure, psychoeducation about PTSD, and con-
trolled breathing training

Delivered by: therapists were 2 credentialed psychologists and 1 credentialed social worker who had
completed a 4-day PE workshop, a 2-day PCT workshop, and 2 supervised cases of PE and PCT

Number of sessions: daily sessions were administered on 10 consecutive weekdays over a 2-week pe-
riod

Format: individual
Group IlI: spaced prolonged exposure therapy (PE)

Description: a manualized CBT consisting of imaginal exposure followed by processing thoughts and
feelings related to the imaginal experience; in-vivo exposure, psychoeducation about PTSD, and con-
trolled breathing training
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Delivered by: therapists were 2 credentialed psychologists and 1 credentialed social worker who had
completed a 4-day PE workshop, a 2-day PCT workshop, and 2 supervised cases of PE and PCT

Number of sessions: 10 sessions were delivered over 8 weeks: 6 once weekly, and 2 twice weekly dur-
ing the first and last weeks

Format: individual
Group llI: PCT
Manual/Model: CSP 494 version

Delivered by: therapists were 2 credentialed psychologists and 1 credentialed social worker who had
completed a 4-day PE workshop, a 2-day PCT workshop, and 2 supervised cases of PE and PCT

Number of sessions: ten 90-minute sessions were scheduled similarly to spaced therapy
Format: individual
Group IV: minimal contact control (MCC)

Description: participants were asked about their well-being, offered support as needed, and received
contact information in case symptoms worsened

Delivered by: therapists were 2 credentialed psychologists and 1 credentialed social worker who had
completed a 4-day PE workshop, a 2-day PCT workshop, and 2 supervised cases of PE and PCT

Number of sessions: 10- to 15-minute therapist telephone calls once weekly for 4 weeks

Format: individual

Outcomes PTSD:
« self-assessment by PCL
« clinician-rated assessment by PSS-|, including PTSD symptom severity and PTSD diagnosis

Notes Out of 110 randomized to massed PE, 17 did not complete post-treatment follow-up, 25 did not com-
plete 2-week follow-up, 44 did not complete 12-week follow-up, and 48 did not complete 6-month fol-
low-up. Out of 110 randomized to spaced PE, 31 did not complete post-treatment follow-up, 34 did not
complete 2-week follow-up, 46 did not complete 12-week follow-up, and 54 did not complete 6-month
follow-up. Out of 110 randomized to PCT, 22 did not complete post-treatment follow-up, 29 did not
complete 2-week follow-up, 39 did not complete 12-week follow-up, and 50 did not complete 6-month
follow-up. Out of 10 randomized to MCC, 0 did not complete post-treatment follow-up, and 1 did not
complete 2-week follow-up.

Risk of bias

Bias Authors' judgement Support for judgement

Random sequence genera-  Low risk Quote: "The randomization sequence was entered by a study statistician into a

tion (selection bias) secure, web-based application using SAS version 9.4 (SAS Institute Inc), which

was accessed by the project coordinator on enrolment of each participant."
Allocation concealment Low risk Quote: "The randomization sequence was entered by a study statistician into a
(selection bias) secure, web-based application using SAS version 9.4 (SAS Institute Inc), which
was accessed by the project coordinator on enrolment of each participant."

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes
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Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible

sessment (detection bias)

Patient reported symp-

toms

Blinding of outcome as- Low risk PTSD symptom severity was assessed by independent evaluators blinded to

sessment (detection bias) treatment condition, before and after treatment, and at 2-week, 12-week, and

Observer rated symptoms 6-month follow-up

Incomplete outcome data  Unclear risk Four randomized participants were not included in analyses. Investigators

(attrition bias) stated that, Quote: "...pattern mixture modelling found no significant differ-

All outcomes ences in the change in outcome over time between participants with missing
data and those without missing data." Higher dropout rates in the TF-CBT arm
relative to PCT

Selective reporting (re- Low risk All outcome measures listed in the study's protocol were reported in the publi-

porting bias) cation.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; principal investigator
is a developer of treatment under investigation (PE).

Ford 2011
Methods Design: parallel group RCT

Dates of study: enrolment began February 4, 2005, and the last follow-up was November 6, 2007
Number of study centers and locations: 2 medical centers in Connecticut

Recruitment: health clinics, family service centers, community centers, and residential treatment cen-
ters in the Hartford, Connecticut, area

Study duration: six months

Participants

Participants: 146
Age: mean (SD) 30.7 (6.9) overall, age range 18-45
Sex: 0% male

Baseline CAPS score: mean (SD) 62.3 (18.1) for TARGET group, 61.9 (21.3) for PCT group, 68.7 (17.0) for
wait-list group

Trauma type: not reported
Duration of time since trauma: not reported

Comorbid conditions: 72% of participants met SCID criteria for a current Axis | disorder other than
PTSD. 61% met criteria for anxiety disorders, 34% met criteria for depressive disorders, 8% met criteria
for bipolar disorders, and 9% met criteria for psychotic disorders. 43% met criteria for past substance
dependence or abuse and 11% met criteria for substance abuse or dependence in the past year.

Diagnostic criteria: CAPS-IV, full and partial (meets Criterion B and Criterion C or D)
Inclusion criteria:

+ age 18-50 years old
« mother or primary caregiver for a child 5 years old or younger
« current, full or partial PTSD
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» past exposure to victimization or incarceration
Exclusion criteria:

« evidence of substantial cognitive impairment
« onone-to-one suicide watch

« past-month psychiatric hospitalization

« refused audiotaping

« monolingual Spanish-speaking

Interventions

Group I: TARGET (trauma affect regulation: guide for education and therapy)

Description: a cognitive behavioral therapy that aims to enhance affect regulation without trauma
memory processing. Because this treatment is not trauma-focused, this treatment arm was not includ-
ed in analyses for this review.

Delivered by: eight experienced female therapists with doctoral degrees in clinical psychology, psychi-
atry or master's degrees in social work, counseling, or marriage and family therapy. Five of these thera-
pists conducted TARGET.

Number of sessions: 12 50-minute sessions
Format: individual

Group Il: PCT

Manual/Model: McDonagh 2005 version

Delivered by: eight experienced female therapists with doctoral degrees in clinical psychology, psy-
chiatry or master's degrees in social work, counseling, or marriage and family therapy. Three of these
therapists conducted PCT.

Number of sessions: 12 sessions
Format: individual

Group llI: wait-list

Outcomes PTSD:
« clinician-rated assessment by CAPS, including PTSD symptom severity and PTSD diagnosis
Depression:
« self-assessment by BDI
Anxiety:
 self-assessment by STAI

Notes Out of 48 randomized to TARGET, 14 did not complete the post-treatment interview, 17 did not com-
plete 3-month follow-up, and 17 did not complete 6-month follow-up. Out of 53 randomized to PCT, 18
did not complete the post-treatment interview, 19 did not complete 3-month follow-up, and 21 did not
complete 6-month follow-up. Out of 45 randomized to the control group, 10 did not complete the post-
wait-list interview.

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Quote: "Experimental condition was assigned at the end of the baseline inter-
view via an Excel-generated standard sequence-concealed number".
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Allocation concealment Low risk Quote: "Experimental condition was assigned at the end of the baseline inter-

(selection bias) view via an Excel-generated standard sequence-concealed number".

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes

Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible

sessment (detection bias)

Patient reported symp-

toms

Blinding of outcome as- High risk Quote: "All interviewers were blind to the experimental condition in baseline

sessment (detection bias) interviews, but due to technical difficulties they were not blind to experimen-

Observer rated symptoms tal condition at posttherapy or follow-up interviews".

Incomplete outcome data  Low risk Intention-to-treat analysis performed

(attrition bias)

All outcomes

Selective reporting (re- High risk The clinicaltrials.gov trial registration for this study included the outcome

porting bias) measure "Multiscale Dissociation Inventory," and this outcome was not re-
ported in the publication.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; principal investigator

is a developer of treatment under investigation (TARGET).

McDonagh 2005

Methods

Design: parallel group RCT

Dates of study: not reported

Number of study centers and locations: one, location not reported
Recruitment: not reported

Study duration: six months

Participants

Participants: 74
Age: mean (SD) 39.8 (9.9) for CBT group, 39.6 (9.6) for the PCT group, 42.0 (9.8) for the wait-list group
Sex: 0% male

Baseline CAPS score: mean (SD) 69.9 (16.8) for the CBT group, 67.7 (14.6) for the PCT group, 72.0 (17.6)
for the wait-list group

Trauma type: CSA

Duration of time since trauma: not reported

Comorbid conditions: 10.8% of the sample met criteria for borderline personality disorder
Diagnostic criteria: DSM-IV criteria for PTSD as assessed by the CAPS

Inclusion criteria:

« women with histories of CSA who met DSM-IV criteria for PTSD as assessed by the CAPS
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«+ atleast some of the participants’ intrusive and avoidance symptoms of PTSD had to be clearly related
to the history of CSA

« allwomen had to have at least one clear, detailed memory of the CSA
Exclusion criteria:

« use of medication with significant autonomic nervous system effects

« pregnancy

« known cardiovascular disease

« hypertension severe enough to require medication

« current diagnosis of mania, hypomania, schizophrenia, schizoaffective disorder, schizophreniform
disorder, brief reactive psychosis, psychotic disorder not otherwise specified, dissociative identity dis-
order, any organic psychiatric disorder, depression severe enough to require acute psychiatric treat-
ment, bipolar depression, or depression accompanied by delusions, hallucinations, or bizarre behav-
ior

« current alcohol or drug abuse

« withdrawal from benzodiazepines, alcohol, heroin, or other opiates anytime during the 3 months prior
to consideration for entry into the study

« presence of active suicidality or a history of two or more suicide gestures or attempts in the preceding
year

« presence of a relationship with an abusive partner

Interventions Group I: cognitive behavioral therapy (CBT)

Description: primary components were PE, in vivo exposure, and cognitive restructuring. Therapists
also provided psychoeducation, both about PTSD and the rationale for therapy techniques, and taught
the use of breathing retraining. Homework involved each of the components of treatment following
their introduction during sessions.

Delivered by: female clinicians experienced in conducting therapy with trauma survivors. Three psy-
chologists, all of whom had prior training in CBT, received training on implementation of the CBT man-
ual.

Number of sessions: 14

Format: individual

Group Il: PCT

Manual/Model: McDonagh 2005 version

Delivered by: female clinicians experienced in conducting therapy with trauma survivors. Three clini-
cal social workers with master’s degrees received PCT training from the authors of that manual.

Number of sessions: 14
Format: individual
Group llI: wait-list

Description: participants assigned to the WL were told that they could receive their choice of the two
treatments in about 14 weeks, after completing the post-WL assessment.

Outcomes PTSD:
« clinician-rated assessment by CAPS, including PTSD symptom severity and PTSD diagnosis
Depression:
« self-assessment by BDI

Anxiety:
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«+ self-assessment by STAI
Dissociation:

« self-assessment by DES

Notes Withdrawals not reported
Risk of bias
Bias Authors' judgement Support for judgement
Random sequence genera-  High risk The random assignment process was changed partway through the study to
tion (selection bias) increase the chance of assignment to CBT.
Allocation concealment Unclear risk No information provided
(selection bias)
Blinding of participants High risk Not feasible in psychotherapy trials
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible
sessment (detection bias)
Patient reported symp-
toms
Blinding of outcome as- Low risk Interviews were conducted by clinicians blind to treatment condition and who
sessment (detection bias) had no other role in the study.
Observer rated symptoms
Incomplete outcome data  Unclear risk Conducted both intention-to-treat and treatment completer analyses. Higher
(attrition bias) dropout rates in the TF-CBT arm relative to PCT
All outcomes
Selective reporting (re- Unclear risk A study protocol was not available, and there was no self-report measure of
porting bias) PTSD.
Other bias Low risk None detected
NCT00607815
Methods Design: parallel group RCT

Dates of study: June 15,2009 - December 27,2015
Number of study centers and locations: one VA medical center (Cincinnati, Ohio)
Recruitment: not reported

Study duration: 1 year

Participants

Participants: 79
Age: mean (SD) 30.9 (7.6) overall, 29.5 (7.1) for the CPT group, 32.1 (7.9) for the PCT group

Sex: 100% male
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Baseline CAPS score: mean (SD) 61.8 (13.1) overall, 60.1 (11.6) for the CPT group, 62.4 (14.8) for the PCT
group

Trauma type: not reported

Duration of time since trauma: not reported
Comorbid conditions: not reported
Diagnostic criteria: SCID and CAPS
Inclusion criteria:

« male combat veteran between 18 and 75
« diagnosis of PTSD

« memory of the trauma

« able to read/write

+ stable on medication for 3 months

Exclusion criteria:

« psychosis
« suicidal/homicidal intent
« alcohol/substance dependence

Interventions Group I: cognitive processing therapy (CPT)

Description: clients learn the skills of recognizing and challenging dysfunctional cognitions related to
post-traumatic beliefs.

Delivered by: not reported

Number of sessions: 12 weekly sessions
Format: individual

Group Il: PCT

Manual/Model: CSP 494 version
Delivered by: not reported

Number of sessions: not reported

Format: individual

Outcomes PTSD:

« self-assessment by PCL
« clinician-rated assessment by CAPS

Depression:
« self-assessment by BDI
Anxiety:

« self-assessment by STAI

Notes Unpublished trial. Data was obtained from clinicaltrials.gov and author contact.
Risk of bias
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Bias Authors' judgement  Support for judgement
Random sequence genera-  Low risk Study statistician used a random number generator program (information re-
tion (selection bias) ceived via email correspondence with the lead investigator).
Allocation concealment Low risk Treatment allocation was not known prior to randomization (information re-
(selection bias) ceived via email correspondence with the lead investigator).
Blinding of participants High risk Not feasible in psychotherapy trial
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Blinding of participants to treatment allocation was not feasible.
sessment (detection bias)
Patient reported symp-
toms
Blinding of outcome as- Low risk Protocol stated that outcomes assessors would be blind to treatment alloca-
sessment (detection bias) tion.
Observer rated symptoms
Incomplete outcome data  Unclear risk Data have not been published and study authors did not respond to requests
(attrition bias) to confirm numbers given in clinicaltrials.gov. Higher dropout rates in the TF-
All outcomes CBT arm relative to PCT
Selective reporting (re- Low risk All outcome measures listed in the study's clinicaltrials.gov trial registration
porting bias) were reported in the publication.
Other bias Unclear risk Potential concerns of bias due to investigator allegiance; principal investigator
is a developer of treatment under investigation (CPT).
Rauch 2015
Methods Design: parallel group RCT

Dates of study: January 2008 - July 2010
Number of study centers and locations: one VA medical center (Ann Arbor, Michigan)
Recruitment: veterans who presented to the medical center clinical team

Study duration: 12 weeks

Participants

Participants: 30

Age: mean (SD) 31.9 (7.6)

Sex: 92% male

Baseline CAPS score: not reported

Trauma type: not reported

Duration of time since trauma: not reported

Comorbid conditions: 57% had depression or dysthymia, 10% had alcohol abuse, 29% met criteria for
another anxiety disorder
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Diagnostic criteria: CAPS score greater than or equal to 50
Inclusion criteria:

« military veterans with significant PTSD (CAPS at least 50)
« reported impairment of at least 3 months duration

Exclusion criteria:

+ level of self-harm risk that requires immediate, focused intervention
« unmanaged psychosis or bipolar disorder

« alcohol or substance dependence in the past 3 months

« working night-shifts

« changes to psychoactive medications in the past 4 weeks

« taking medication that makes HPA axis measures difficult to interpret

Interventions

Group I: prolonged exposure therapy (PE)

Description: includes psychoeducation, exposure to trauma memories (imaginal exposure), in vivo ex-
posure to trauma-related avoided situations (in vivo exposure), and emotional processing

Delivered by: an experienced PE provider

Number of sessions: 10 to 12, 80-min sessions
Format: individual

Group Il: PCT

Manual/Model: CSP 494 version

Delivered by: the first author was the study therapist
Number of sessions: 10 to 12, 80-min sessions

Format: individual

Outcomes PTSD:
« clinician-rated assessment by CAPS
Notes No data on 6 participants (not clear which groups), 11 of 18 completed PE, 15 of 18 completed PCT
Risk of bias
Bias Authors' judgement  Support for judgement

Random sequence genera-
tion (selection bias)

Low risk Participants were randomized to condition via random number allocation (in-
formation received via email correspondence with the lead investigator).

Allocation concealment
(selection bias)

Low risk Investigators did not have knowledge of which group participants would be
assigned to (information received via email correspondence with the lead in-
vestigator).

Blinding of participants
and personnel (perfor-
mance bias)
All outcomes

High risk Not feasible in psychotherapy trials

Blinding of outcome as-
sessment (detection bias)

High risk Blinding of participants to treatment allocation not feasible
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Patient reported symp-
toms

Blinding of outcome as- Low risk Interviews conducted by independent evaluators
sessment (detection bias)
Observer rated symptoms

Incomplete outcome data  High risk Analyses done on treatment completers

(attrition bias)

All outcomes

Selective reporting (re- Low risk All outcome measures listed in the study's clinicaltrials.gov trial registration

porting bias) were reported in the publication.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; member of study
team (Rothbaum) had authored a book on the treatment under investigation
(PE).

Ready 2010
Methods Design: parallel group RCT

Dates of study: not reported
Number of study centers and locations: one VA medical center (Atlanta, Georgia)

Recruitment: presentations to mental health staff within medical center, flyers in the mental health
clinic, advertising on medical center-wide TV, advertisements in local free weekly newspapers, and an-
nouncing the study in ongoing PTSD groups

Study duration: six months

Participants Participants: 11
Age: mean (SD) 57.0 (3.0) for the VRET group, 58 (3.1) for the PCT group
Sex: 100% male
Baseline CAPS score: 87.8 (15.4) for the VRET group, 101.0 (9.5) for the PCT group
Trauma type: not reported
Duration of time since trauma: not reported
Comorbid conditions: not reported
Diagnostic criteria: CAPS score of greater than 60
Inclusion criteria:

« male Vietnam veterans currently in treatment within the Atlanta VA Medical Center’s Mental Health
Clinic for at least 3 months with combat-related PTSD

» CAPS score of greater than 60

« not taking psychotropic medication or else stable on such medication for at least 3 months
« sixmonths of sobriety if there was a substance abuse history

« support of his VA psychiatrist for participation

Exclusion criteria:

« history of or current clinical evidence of mania, schizophrenia, organic mental disorders, or psychoses
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« presence of prominent suicidal ideation

« history of or currentsignificant cardiac problems or other physical limitations that may contraindicate
exposure therapy

« primary traumatic war experiences that could not be simulated within the two virtual Vietnam envi-
ronments utilized in this study

Interventions Group I: virtual reality exposure therapy (VRET)
Description: participants engage in exposure exercises via virtual reality technologies.
Delivered by: not reported
Number of sessions: ten 90-minute sessions
Format: individual
Group Il: PCT
Manual/Model: CSP 494 version
Delivered by: not reported
Number of sessions: ten 90-minute sessions

Format: individual

Outcomes PTSD:
« clinician-rated assessment by CAPS
Depression:

« self-assessment by BDI

Notes Of the five veterans in PCT, four completed the measures at post-treatment and four completed the
measures at follow-up. Of the six veterans in the VRET condition, five completed the measures at post-
treatment and four completed the measures at follow-up.

Risk of bias
Bias Authors' judgement  Support for judgement
Random sequence genera-  Low risk Participants were randomly assigned (information received via email corre-
tion (selection bias) spondence with the lead investigator).
Allocation concealment Low risk Investigators were not aware of which treatment group patients would be as-
(selection bias) signed to (information received via email correspondence with the lead inves-
tigator).
Blinding of participants High risk Not feasible in psychotherapy trials
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible
sessment (detection bias)
Patient reported symp-
toms
Blinding of outcome as- Low risk Interviews were conducted by a licensed clinical psychologist blind to treat-
sessment (detection bias) ment condition.
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Ready 2010 (continued)
Observer rated symptoms

Incomplete outcome data  High risk Analyses included treatment completers only

(attrition bias)

All outcomes

Selective reporting (re- High risk The clinicaltrials.gov trial registration for this study included the outcome

porting bias)

measure "Mississippi Scale for Combat-Related PTSD," and this outcome was

not reported in the publication.

Other bias Unclear risk Possible significant differences between groups at baseline. A study author
(Rothbaum) is a consultant to and owns equity in a company developing prod-
ucts related to the research conducted for this study.

Ready 2018
Methods Design: parallel group RCT

Dates of study: July 2007 - August 2012
Number of study centers and locations: one VA medical center (Decatur, Georgia)

Recruitment: individuals referred to an outpatient PTSD program were first screened and informed
about the study

Study duration: one year

Participants

Participants: 81

Age: mean 61.4 overall, 61.4 for the GBET group, 61.3 for the GPCT group

Sex: 100% male

Baseline CAPS score: mean (SD) 82.4 (15.1) for the GBET group, 81.2 (14.3) for the GPCT group
Trauma type: combat

Duration of time since trauma: not reported

Comorbid conditions: not reported

Diagnostic criteria: war-related PTSD as assessed by the CAPS

Inclusion criteria:

» male veterans diagnosed with war-related PTSD as assessed by the CAPS
« able to provide documentation of war exposure

« ability to provide informed consent and function at an intellectual level sufficient to allow accurate

completion of all assessment instruments
« either stable on psychotropic medication or not on psychotropic medication

« currently in treatment within the mental health clinic of the Atlanta VA Medical Center for a minimum

of four months prior to participation

« patients must have the support of their current mental health clinic treatment team to participate in

the study
Exclusion criteria:

« current or history of mania or schizophrenia
« current active psychosis, active mania, or sufficient mental impairment
« current, prominent suicidal ideation
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« patients who currently meet diagnostic criteria for substance abuse or dependence or have met such

criteria during the previous three months

Interventions

Group I: group based exposure therapy (GBET)

Description: patients undergo exposure by making war trauma presentations to the group, listening
to recordings of their presentations, and hearing the presentations of other group members. Patients
learn about PTSD symptomes, sleep hygiene, specific stress/anger management techniques, and ways
to cognitively restructure trauma-related thinking.

Delivered by: four psychotherapists without prior GBET experience
Number of sessions: twice a week for 16 weeks for three hours per day
Format: group

Group Il: GPCT

Manual/Model: CSP 420 version

Delivered by: not reported

Number of sessions: twice a week for 16 weeks for 90 minutes per session

Format: group

Outcomes PTSD:
« clinician-rated assessment by CAPS

Notes 6 out of 41 in GBET group did not complete 12-month CAPS, 7 out of 40 in PCGT did not complete 12-
month CAPS

Risk of bias

Bias Authors' judgement Support for judgement

Random sequence genera-  High risk Participants were randomized by block. The treatment condition of the first

tion (selection bias) block was determined by a coin flip, and alternated thereafter (information re-

ceived via email correspondence with the lead investigator).

Allocation concealment High risk Groups alternated and so it was predictable, subsequent to the first group, in

(selection bias) which group participants would be assigned.

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes

Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible

sessment (detection bias)

Patient reported symp-

toms

Blinding of outcome as- Low risk Assessors were blind to treatment condition.

sessment (detection bias)

Observer rated symptoms

Incomplete outcome data  Low risk Intent to treat analysis used

(attrition bias)
All outcomes
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Selective reporting (re-
porting bias)

Low risk All outcome measures listed in the study's clinicaltrials.gov trial registration
were reported in the publication.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; principal investigator
is a developer of treatment under investigation (GBET).
Resick 2015
Methods Design: parallel group RCT

Dates of study: February 2011 - June 2013
Number of study centers and locations: one, military base in Ft. Hood, Texas
Recruitment: direct referrals from military providers or advertisements

Study duration: one year

Participants

Participants: 108

Age: mean (SD) 31.8 (7.3) for the CPT-C group, 32.4 (7.9) for the GPCT group

Sex: 93% male for the CPT-C group, 92% male for the GPCT group

Baseline PSS-I score: 27.7 (7.4) for the CPT-C group, 27.1 (7.0) for the GPCT group

Trauma type: required experience of a Criterion A traumatic event that occurred during military de-
ployment. However, the diagnosis of PTSD may have been based on another, worse Criterion A event at
anytime in their lives.

Duration of time since trauma: not reported
Comorbid conditions: not reported

Diagnostic criteria: DSM-IV-TR criteria assessed by the PSS-I. After the items were assessed, there was
one item added to determine whether the symptoms had been present for the past month in order to
establish the time frame necessary for PTSD diagnosis.

Inclusion criteria:

« active duty, activated reservists, or activated National Guard members
« age 18 orolder
+ ableto speak and read English

» experience of a Criterion A traumatic event as defined by the DSM-IV-TR that occurred during military
deployment

« stable on psychotropic medications for 6 weeks prior to study entry
« agreed to keep their regimens unchanged throughout the treatment period

Exclusion criteria:

« current suicide or homicide risk meriting crisis intervention
« active psychosis
« moderate to severe traumatic brain injury

Interventions

Group I: cognitive processing therapy - cognitive only (CPT-C)

Description: a cognitive therapy that focuses on why patients believe the index event occurred, how
that event affected their beliefs about self and others, and how to differentiate thoughts from facts. Pa-
tients then learn to label events, thoughts, and subsequent emotions, while the therapist helps them
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examine the facts and context of the trauma through Socratic questioning. Using progressive work-
sheets, patients are taught to examine their own thoughts and emotions and develop new, more bal-
anced thinking about traumatic events.

Delivered by: five female civilian therapists with limited CPT-C experience prior to the trial were
trained with an official 3-day CPT workshop and a 1-day PCT workshop.

Number of sessions: 12 bi-weekly
Format: group

Group Il: GPCT

Manual/Model: CSP 420 version
Delivered by: civilian therapists
Number of sessions: 12 bi-weekly

Format: group

Outcomes

PTSD:

« clinician-rated assessment by PSS-I
+ self-assessment by PCL-S

Depression:

« self-assessment by BDI-II

Notes

In CPT-C group, 11 did not complete post-treatment, 20 did not complete 6-month follow-up, and 28
did not complete 12-month follow-up. In the GPCT group, 3 did not complete post-treatment, 14 did
not complete 6-month follow-up, and 24 did not complete 12-month follow-up.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-  Low risk Used a computer program to create randomized block sizes (information re-
tion (selection bias) ceived via email correspondence with a member of the study team).
Allocation concealment Low risk A custom web-based application masked the randomization process (informa-
(selection bias) tion received via email correspondence with a member of the study team).
Blinding of participants High risk Not feasible in psychotherapy trials
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible
sessment (detection bias)
Patient reported symp-
toms
Blinding of outcome as- Low risk Administered by independent evaluators blind to treatment condition
sessment (detection bias)
Observer rated symptoms
Incomplete outcome data  Low risk Mixed-effects model used that accounted for missing data
(attrition bias)
All outcomes
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Selective reporting (re- Low risk All outcome measures listed in the study's clinicaltrials.gov trial registration
porting bias) were reported in the publication.
Other bias Unclear risk Potential concerns of bias due to investigator allegiance; principal investigator

is a developer of treatment under investigation (CPT-C).

Schnurr 2003
Methods Design: parallel group RCT
Dates of study: not reported
Number of study centers and locations: 10 VA medical centers
Recruitment: participants were referred by clinical staff at the ten study sites
Study duration: 12 months for all participants, 18 and 24 months for a subset of participants
Participants Participants: 360
Age: mean (SD) 50.7 (3.7) overall, 50.6 (3.7) for TFGT group, 50.8 (3.8) for GPCT group
Sex: 100% male
Baseline CAPS score: mean (SD) 80.4 (1.5) for the TFGT group, 82.0 (1.4) for the GPCT group
Trauma type: combat
Duration of time since trauma: not reported
Comorbid conditions: 56% had a current mood disorder, 31.7% had a current anxiety disorder, and
4.6% had current substance abuse
Diagnostic criteria: combat-related PTSD according to DSM-IV criteria as measured by the CAPS
Inclusion criteria:
» Vietnam veterans with combat-related PTSD
« individuals who were taking psychoactive medications had to have a stable regimen for at least 2
months before study entry
« individuals had to terminate other psychotherapeutic treatment for PTSD, except for 12-step pro-
grams
Exclusion criteria:
« current or lifetime DSM-IV psychotic disorder, mania, or bipolar disorder
« current major depression with psychotic features
« current alcohol or other drug dependence
« unwillingness to refrain from substance abuse at treatment or work
« significant cognitive impairment
« severe cardiovascular disorder
Interventions Group I: trauma-focused group therapy (TFGT)
Description: treatment components entail psychoeducation about PTSD, coping resource assessment,
and self-management of symptoms, pre-military autobiographies, war zone scene identification, expo-
sure, and cognitive restructuring, relapse prevention.
Delivered by: two master’s- or doctoral-level clinicians with previous experience in treating PTSD led
each group. They were not required to have formal training in exposure techniques or cognitive-behav-
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ioral therapy. They provided only 1 of the 2 treatments and were randomly assigned to the treatment
they provided.

Number of sessions: weekly for 30 weeks, then 5 monthly booster sessions

Format: group

Group Il: GPCT

Manual/Model: CSP 420 version

Delivered by: two master’s- or doctoral-level clinicians with previous experience in treating PTSD
Number of sessions: weekly for 30 weeks, then 5 monthly booster sessions

Format: group

Outcomes PTSD:

« clinician-rated assessment by CAPS
« self-assessment by PCL

Notes Out of 180 participants assigned to TFGT, 18 did not participate in measurement. Out of 180 partici-

pants assigned to PCGT, 17 did not participate in measurement.

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk Randomization was performed using permuted blocks to ensure balance in

tion (selection bias) treatment groups by CAPS score.

Allocation concealment Low risk No information provided

(selection bias)

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes

Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible

sessment (detection bias)

Patient reported symp-

toms

Blinding of outcome as- Low risk Assessors were not aware of treatment assignment.

sessment (detection bias)

Observer rated symptoms

Incomplete outcome data  Low risk Modified intention-to-treat analysis used

(attrition bias)

All outcomes

Selective reporting (re- Low risk A study protocol was not available, but all expected study outcomes were re-

porting bias) ported.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; a co-investigator is
the developer of treatment under investigation (Trauma-Focused Group Ther-
apy).
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Schnurr 2007

Methods

Design: parallel group RCT
Dates of study: August 2002 - October 2005

Number of study centers and locations: nine VA medical centers, two VA re-adjustment counseling
centers, and one military hospital

Recruitment: clinician referrals

Study duration: six months

Participants

Participants: 277

Age: mean (Cl) 44.6 (43.1 to 46.2) for the PE group, 44.9 (43.4 to 46.5) for the PCT group

Sex: 0% male

Baseline CAPS score: mean (Cl) 77.6 (74.8 to 80.4) for the PE group, 77.9 (75.1 to 80.6) for the PCT group
Trauma type: sexual trauma (68.3%), physical assault (15.8%), and war-zone exposure (5.6%)
Duration of time since trauma: average of 23.0 years in PE group, 22.8 years in PCT group

Comorbid conditions: in the PE group, 75.2% had any current comorbid psychiatric disorder, 61.7%
had a current comorbid mood disorder, 48.9% had a current comorbid anxiety disorder, and 2.1% had
current comorbid substance abuse. In the PCT group, 80.4% had any current comorbid psychiatric dis-
order, 65.7% had a current comorbid mood disorder, 46.9% had a current comorbid anxiety disorder,
and 2.1% had current comorbid substance abuse.

Diagnostic criteria: overall CAPS score of 45 or higher, and symptoms occurred at least monthly with
moderate intensity

Inclusion criteria:

« current PTSD according to DSM-IV criteria

« symptom severity of 45 or higher on the CAPS

« three or more months since experiencing trauma

+ aclear memory of the trauma that caused PTSD

« agreement to not receive other psychotherapy for PTSD during study treatment

« ifbeingtreated with psychoactive medication, a stable regimen for at least two months before the trial

Exclusion criteria:

+ substance dependence not in remission for at least three months

« current psychotic symptoms, mania, or bipolar disorder

« prominent current suicidal or homicidal ideation

« cognitive impairment indicated by chart diagnosis or observable cognitive difficulties
« current involvement in a violent relationship

« self-mutilation within the past six months

Interventions

Group I: prolonged exposure therapy (PE)

Description: "...included education about common reactions to trauma; breathing retraining; pro-
longed (repeated) recounting (imaginal exposure) of trauma memories during sessions; homework (lis-
tening to a recording of the recounting made during the therapy session and repeated in vivo exposure
to safe situations the patient avoids because of trauma-related fear); and discussion of thoughts and
feelings related to exposure exercises. Sessions 1 and 2 were introductory and included provision of the
treatment rationale and education about PTSD. Imaginal exposure occurred in sessions 3 through 10."
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Delivered by: 52 female therapists who were master’s- or doctoral-level clinicians experienced in treat-
ing women with PTSD

Number of sessions: 10 weekly 90-minute sessions
Format: individual

Group Il: PCT

Manual/Model: CSP 494 version

Delivered by: 52 female therapists who were master’s- or doctoral-level clinicians experienced in treat-
ing women with PTSD

Number of sessions: 10 weekly 90-minute sessions

Format: individual

Outcomes PTSD:

« clinician-rated assessment by CAPS
« self-assessment by PCL

Depression:
« self-assessment by BDI
Anxiety:

« self-assessment by STAI

Notes 21 lost to follow-up out of 141 in PE group, 17 lost to follow-up out of 142 in PCT group

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk Randomization was done using permuted blocks with random block sizes of 4
tion (selection bias) oré.

Allocation concealment Low risk Study staff called a computerized voice information system at the study coor-
(selection bias) dinating center to obtain the treatment assignment for participants.

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes

Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible
sessment (detection bias)
Patient reported symp-

toms
Blinding of outcome as- Low risk Assessors blinded to treatment assignment performed assessments before
sessment (detection bias) and after treatment and at 3- and 6-month follow-up appointments.

Observer rated symptoms

Incomplete outcome data  Unclear risk Intention-to-treat analysis for all outcomes. Higher dropout rates in the TF-
(attrition bias) CBT arm relative to PCT
All outcomes
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Selective reporting (re-
porting bias)

Low risk No published protocol, but all outcomes specified in design paper were report-

ed in study publications.

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; study team member
(Foa) is a developer of treatment under investigation (PE).
Sloan 2018
Methods Design: parallel group RCT

Dates of study: November 2012 - August 2017

Number of study centers and locations: two - VA Boston Healthcare System and Providence VA Med-
ical Center

Recruitment: clinic referrals and flyer announcements

Study duration: 12 months

Participants

Participants: 198

Age: mean (SD) 55.82 (12.05) overall, 54.4 (11.44) for the GCBT group, 57.22 (12.51) for the GPCT group
Sex: 100% male

Baseline CAPS-5 score: mean (SD) 39.84 (9.84) for the GCBT group, 39.37 (9.52) for the GPCT group

Trauma type: 69.7% combat, 7.1% death of or trauma to friend or loved one, 3% adult sexual assault,
4% adult nonsexual assault, 0.5% childhood sexual assault, 3.5% childhood nonsexual assault, 8.6%
accident, 3.5% other

Duration of time since trauma: average 334 months

Comorbid conditions: in the GCBT group, 55.1% had MDD, 21.4% had GAD, 12.2% had panic disorder,
9.2% had binge eating disorder, 7.1% had social anxiety disorder, 5.1% had specific phobia, 3.06% had
0CD, 3.06% had cannabis abuse, 1.02% had alcohol abuse. In the GPCT group, 57% had MDD, 18% had
GAD, 14% had panic disorder, 6% had binge eating disorder, 10% had social anxiety disorder, 3% had
specific phobia, 3% had OCD, 2% had cannabis abuse, 3% had alcohol abuse.

Diagnostic criteria: CAPS-5
Inclusion criteria:

 current diagnosis of PTSD established by the CAPS-5
« stable psychotropic medication for a minimum of 30 days prior to study entry

Exclusion criteria:

« significant cognitive impairment

« active psychosis/psychotic disorder
« high risk for suicide

« current substance dependence

« current psychotherapy for PTSD

Interventions

Group I: group cognitive-behavioral treatment (GCBT)

Description: "...focuses on nurturing group cohesion while introducing cognitive-behavioral interven-
tions that focus on trauma. Considerable emphasis is placed on between-session practice (homework)
in an effort to foster acquisition and generalization of skills. Interventions include psychoeducation, in
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Sloan 2018 (continued)

vivo and written exposure, progressive muscle relaxation, cognitive restructuring of post-trauma dys-
functional thoughts, assertion training, behavioral activation, and prevention of symptom recurrence."

Delivered by: two therapists, drawn from existing mental health providers, led each group.
Number of sessions: 14 two-hour sessions scheduled across 16 weeks

Format: group

Group Il: GPCT

Manual/Model: CSP 420 version

Delivered by: two therapists, drawn from existing mental health providers, led each group.
Number of sessions: 14 two-hour sessions scheduled across 16 weeks

Format: group

Outcomes PTSD:
« clinician-rated assessment by CAPS-5
+ self-assessment by PCL-5
Depression:
« self-assessment by BDI-II

Notes Out of 98 randomized to GCBT, 11 did not complete the mid-treatment assessment, 24 did not com-
plete the 1-month assessment, 20 did not complete the 3-month assessment, 32 did not complete the
6-month assessment. Out of 100 randomized to GPCT, 6 did not complete the mid-treatment assess-
ment, 12 did not complete the 1-month assessment, 14 did not complete the 3-month assessment, 18
did not complete the 6-month assessment.

Risk of bias

Bias Authors' judgement  Support for judgement

Random sequence genera-  Low risk The study statistician generated randomization using the sealed envelope pro-

tion (selection bias) gram.

Allocation concealment Low risk After all participants in a group cohort completed baseline assessments,

(selection bias) sealed envelopes were opened to reveal treatment assignments.

Blinding of participants High risk Not feasible in psychotherapy trials

and personnel (perfor-

mance bias)

All outcomes

Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible

sessment (detection bias)

Patient reported symp-

toms

Blinding of outcome as- Low risk Assessments were conducted by assessors unaware of treatment assignment.

sessment (detection bias)

Observer rated symptoms

Incomplete outcome data  Unclear risk Analyses were conducted using all data points for participants who were ran-

(attrition bias) domized (i.e., intent to treat). Higher dropout rates in the TF-CBT arm relative

All outcomes to PCT
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Sloan 2018 (continued)

Selective reporting (re- Low risk All outcome measures listed in the study's clinicaltrials.gov trial registration
porting bias) were reported in the publication.
Other bias Unclear risk Potential concerns of bias due to investigator allegiance; study team member

(Beck) is a developer of treatment protocol under investigation (GCBT).

Suris 2013

Methods Design: parallel group RCT
Dates of study: February 2007 - August 2009
Number of study centers and locations: one VA medical center (Dallas, Texas)

Recruitment: letters describing the study, posted advertisements, and promotion of the study in ther-
apy groups, staff meetings, and at veterans’ centers

Study duration: six months

Participants Participants: 129
Age: mean (SD) 46.1 (9.8) overall, 44.6 (10.5) for the CPT group, 48.4 (8.2) for the PCT group
Sex: 15% male
Baseline CAPS score: mean (SD) 85.1 (2.7) for the CPT group, 83.8 (3.3) for the PCT group
Trauma type: MST
Duration of time since trauma: = 3 months prior to study entry
Comorbid conditions: not reported
Diagnostic criteria: an overall severity cut-off score of 45 on the CAPS and the “1-2” rule of scoring
Inclusion criteria:

 veteran status with a current diagnosis of PTSD related to MST

« the MST event occurred = 3 months prior to study entry

« MST was the veteran’s lifetime trauma associated with the most severe current distress
 the veteran had more than one clear memory of the trauma

« any psychiatric medication regimen was stable for = 6 weeks

Exclusion criteria:

« active substance dependence within the last 3 months

« current psychotic symptoms

« current unstable bipolar disorder

« current prominent suicidal or homicidal intent

+ severe cognitive impairment

« currently receiving other psychotherapy specifically for PTSD
« current involvement in a violent relationship

Interventions Group I: Cognitive processing therapy (CPT)

Description: "The first seven sessions address education, examination of thoughts through Socratic di-
alogue, and skill building; the remaining five sessions challenge beliefs surrounding themes of safety,
trust, power,self-esteem, and intimacy."
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Suris 2013 (Continued)

Delivered by: trained masters- or doctoral-level mental health providers trained in CPT
Number of sessions: 12

Format: individual

Group Il: PCT

Manual/Model: CSP 494 version

Delivered by: trained masters- or doctoral-level mental health providers trained in PCT
Number of sessions: 12

Format: individual

Outcomes

PTSD:

« clinician-rated assessment by CAPS
« self-assessment by PCL

Depression:

+ self-assessment by BDI-I|

Notes

40 did not complete post-treatment assessment; 40 did not complete 2-month assessment; 40 did not
complete 4-month assessment; 39 did not complete 6-month assessment. The baseline CAPS re-experi-
encing subscale (CAPS B) was significantly higher for the CPT than for the PCT group.

Risk of bias

Bias

Authors' judgement  Support for judgement

Random sequence genera-  Low risk Random number sequence was used to assign people into intervention and
tion (selection bias) comparator groups using block randomization.
Allocation concealment Low risk Condition was only revealed after participant's pin number was entered into
(selection bias) the excel spreadsheet. Did not seem likely that staff knew ahead of time which
arm participants would be assigned to
Blinding of participants High risk Not feasible in psychotherapy trials
and personnel (perfor-
mance bias)
All outcomes
Blinding of outcome as- High risk Blinding of participants to treatment allocation not feasible
sessment (detection bias)
Patient reported symp-
toms
Blinding of outcome as- Low risk Assessors were blind to treatment condition.
sessment (detection bias)
Observer rated symptoms
Incomplete outcome data  High risk Due to treatment fidelity issues, 43 subjects were removed from the analysis.
(attrition bias)
All outcomes
Selective reporting (re- Low risk A study protocol was not available, but study publications included expected
porting bias) outcomes.
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Suris 2013 (Continued)

Other bias Unclear risk Potential concerns of bias due to investigator allegiance; study team member
(Chard) is a developer of treatment protocol under investigation (CPT).

BAI: Beck Anxiety Inventory

BDI: Beck Depression Inventory

BDI-II: Beck Depression Inventory-II

CAPS: Clinician Administered PTSD Scale

CAPS-IV:Clinician Administered PTSD Scale for DSM-IV

CAPS-5: Clinician Administered PTSD Scale for DSM-5

CAPS-B: Clinician Administered PTSD Scale re-experiencing subscale
CBT: cognitive behavioral therapy

Cl: confidence interval

CPT: cognitive processing therapy

CPT-C: cognitive processing therapy - cognitive only

CSA: childhood sexual abuse

CSP: VA Cooperative Studies Program

DES: Dissociative Experiences Scale

DSM-IV: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition
DSM-IV-TR: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition, Text Revision
GAD: generalized anxiety disorder

GCBT: group cognitive behavioral therapy

GBET: group-based exposure therapy

GPCT: group present-centered therapy

HPA: hypothalamic-pituitary-adrenal

MCC: minimal contact control

MDD: major depressive disorder

MST: military sexual trauma

OCD: obsessive-compulsive disorder

OEF: Operation Enduring Freedom

OIF: Operation Iraqi Freedom

OND: Operation New Dawn

PCL: PTSD Checklist

PCL-5: PTSD Checklist for DSM-5

PCL-S: PTSD Checklist - Specific Version

PCT: present-centered therapy

PE: prolonged exposure

PSS-I: PTSD Symptom Scale-Interview

PTSD: post-traumatic stress disorder

QIDS: Quick Inventory of Depressive Symptomatology

RCT: randomized controlled trial

SCID: Structured Clinical Interview for DSM-IV

SD: standard deviation

STAI: The State-Trait Anxiety Inventory

STRONG STAR: South Texas Research Organizational Network Guiding Studies on Trauma and Resilience
TARGET: Trauma Affect Regulation: Guide for Education and Therapy
TF-CBT: trauma-focused cognitive behavioral therapy

TFGT: trauma-focused group therapy

VA: Veterans Affairs

VRET: virtual reality exposure therapy

WL: wait list

Characteristics of excluded studies [ordered by study ID]
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Study Reason for exclusion

Bormann 2018 PCT was not compared to TF-CBT or a control condition.

Bremner 2017 PCT was not compared to TF-CBT or a control condition.

Classen 2001 Present-focused group therapy was not consistent with our definition of PCT.

Classen 2011 Participants were not required to have a diagnosis of PTSD.

Davis 2019 PCT was not compared to TF-CBT or a control condition.

Foa 1991 Present-focused group therapy was not consistent with our definition of PCT.

Grant 2005 Not an RCT

Harris 2018 PCT was not compared to TF-CBT or a control condition.

Haynes 2012 PCT was not compared to TF-CBT or a control condition.

Hong 2013 Participants were required to have experienced or witnessed DSM-IV-TR Criterion A traumatic

event, but were not required to have clinically significant levels of PTSD.

King 2016 PCT was not compared to TF-CBT or a control condition.
Lang 2017 PCT was not compared to TF-CBT or a control condition.
NCT00607412 Present-centered therapy was not an intervention.
NCT01274741 Present-centered therapy was not an intervention.
NCT02081417 Present-centered therapy was not an intervention.
NCT02233517 PCT was not compared to TF-CBT or a control condition.
NCT02398227 PCT was not compared to TF-CBT or a control condition.
NCT03056157 PCT was not compared to TF-CBT or a control condition.
NCT03429166 PCT was not compared to TF-CBT or a control condition.
NCT03760731 Participants were not required to have a diagnosis of PTSD.
NCT03764033 PCT was not compared to TF-CBT or a control condition.
Polusny 2015 PCT was not compared to TF-CBT or a control condition.
Resick 2009 Conference presentation that did not present the results of an RCT
Rosner 2018 Participants were not required to have a diagnosis of PTSD.

DSM-IV-TR: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition, Text Revision
PCT: present-centered therapy

PTSD: post-traumatic stress disorder

RCT: randomized controlled trial

TF-CBT: trauma-focused cognitive-behavioral therapy
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Characteristics of studies awaiting assessment [ordered by study ID]

Lely 2017
Methods RCT
Participants Age 55 or older; PTSD according to DSM-IV criteria
Interventions Narrative Exposure Therapy vs PCT
Outcomes Primary outcomes:
« PTSD (CAPS, HTQ-16)
Notes No full text, manuscript in preparation and data not provided by study investigators
NCT00057629
Methods RCT
Participants 18 to 67 years old; PTSD according to DSM-IV criteria resulting from sexual assault, and at least 12
weeks after sexual assault
Interventions Prolonged exposure vs supportive counseling vs treatment-as-usual group therapy
Outcomes Primary outcomes:
« Severity of PTSD pre- and post-treatment
« Severity of depression pre- and post-treatment
« Severity of anxiety pre- and post-treatment
« General function pre- and post-treatment
Notes No full text, manuscript in preparation and data not provided by study investigators

CAPS: Clinician Administered PTSD Scale

DSM-IV: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition
HTQ-16: Harvard Trauma Questionnaire

PCT: present-centered therapy

PTSD: post-traumatic stress disorder

RCT: randomized controlled trial

Characteristics of ongoing studies [ordered by study ID]

NCT02556645
Trial name or title A comparison of web-prolonged exposure (Web-PE) and present-centered therapy (PCT) for PTSD
among active-duty military personnel
Methods RCT
Participants 18 to 65 years old; adult male and female active duty military personnel who had deployed since
9/11; seeking treatment for PTSD; PTSD according to DSM-5; DSM-5 Criterion A event is combat-re-
lated or an operational experience that occurred during deployment
Interventions Web-PE vs PCT
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NCT02556645 (Continued)

Outcomes Primary outcomes:

« PTSD severity (CAPS)
o PTSD diagnosis

« Severity scores on measures of depression, general anxiety, anger, and PTSD-related cognitions

« Associated biomarkers (e.g. cortisol response to awakening, cortisol response to script-driven im-

agery, salivary and serum neurosteroids)

Starting date 05/2016

Contact information Dr Carmen McLean
Center for the Treatment and Study of Anxiety
University of Pennsylvania

Philadelphia, Pennsylvania

Notes https://clinicaltrials.gov/ct2/show/NCT02556645

CAPS: Clinician Administered PTSD Scale

DSM-5: Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition
PCT: present-centered therapy

PTSD: post-traumatic stress disorder

RCT: randomized controlled trial

Web-PE: web-prolonged exposure

DATA AND ANALYSES

Comparison 1. PCT versus WL/MA

Outcome or subgroup title No. of No. of Statistical method Effect size
studies partici-
pants
1 Clinician-administered PTSD, 3 290 Std. Mean Difference (Random, 95% Cl) -0.84[-1.10,-0.59]

standardized difference

2 Dropout, post-treatment - Risk 3 290 Risk Ratio (IV, Random, 95% Cl) 1.30[0.51, 3.29]
Ratio

3 Dropout, post-treatment - Risk 3 290 Risk Difference (IV, Random, 95% Cl) 0.07[-0.02, 0.16]
Difference

4 PTSD Checklist, post-treat- 1 147 Mean Difference (Random, 95% Cl) -7.52[-10.99, -4.05]
ment

5 Loss of PTSD diagnosis, post- 3 290 Risk Ratio (Random, 95% Cl) 0.45[0.30, 0.67]

treatment - Risk Ratio

6 Loss of PTSD diagnosis, post- 3 290 Risk Difference (Random, 95% Cl)
treatment - Risk Difference

-0.23[-0.33,-0.12]

7 BDI, post-treatment 2 143 Mean Difference (Random, 95% Cl)

-5.06 [-8.60, -1.52]

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)
Copyright © 2019 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

65



= 3 Cochrane
st g Library

Trusted evidence.

Informed decisions.

Better health.

Cochrane Database of Systematic Reviews

Outcome or subgroup title No. of No. of Statistical method Effect size
studies partici-
pants
8 STAI, post-treatment 1 45 Mean Difference (IV, Random, 95% Cl) -5.10[-11.56, 1.36]
9 DES, post-treatment 1 45 Mean Difference (Random, 95% Cl) -13.30 [-21.26, -5.34]

Analysis 1.1. Comparison 1 PCT versus WL/MA, Outcome 1 Clinician-administered PTSD, standardized difference.

Study or subgroup PCT WL/MA Std. Mean Std. Mean Difference Weight Std. Mean Difference

Difference

N (SE) IV, Random, 95% CI IV, Random, 95% CI

Foa 2018 107 40 -0.9 (0.192) —i— 45.32% -0.85[-1.23,-0.48]
Ford 2011 53 45 -0.8 (0.211) —— 37.52% -0.82[-1.24,-0.41]
McDonagh 2005 22 23 -0.9(0.312) . — 17.16% -0.86[-1.48,-0.25]
Total (95% CI) S 4 100% -0.84[-1.1,-0.59]
Heterogeneity: Tau?=0; Chi*=0.02, df=2(P=0.99); 1>=0%
Test for overall effect: Z=6.53(P<0.0001) ‘ ‘ ‘ ‘

Favors PCT -2 -1 0 1 2 Favors WL/MA

Analysis 1.2. Comparison 1 PCT versus WL/MA, Outcome 2 Dropout, post-treatment - Risk Ratio.

Study or subgroup PCT WL Risk Ratio Weight Risk Ratio

n/N n/N IV, Random, 95% CI 1V, Random, 95% ClI
Foa 2018 13/107 0/40 B 10% 10.25[0.62,168.5]
Ford 2011 14/53 10/45 —.— 66.4% 1.19[0.59,2.41]
McDonagh 2005 2/22 3/23 L — 23.6% 0.7[0.13,3.78]
Total (95% CI) 182 108 P 100% 1.3[0.51,3.29]
Total events: 29 (PCT), 13 (WL)
Heterogeneity: Tau?=0.21; Chi*>=2.65, df=2(P=0.27); 1>=24.4%
Test for overall effect: Z=0.55(P=0.58)

Favors PCT ~ 0.01 0.1 1 10 100 Favors WL/MA

Analysis 1.3. Comparison 1 PCT versus WL/MA, Outcome 3 Dropout, post-treatment - Risk Difference.

Study or subgroup PCT WL Risk Difference Weight Risk Difference

n/N n/N IV, Random, 95% Cl IV, Random, 95% CI
Foa 2018 13/107 0/40 B 58.35% 0.12[0.05,0.19]
Ford 2011 14/53 10/45 —— 21.99% 0.04[-0.13,0.21]
McDonagh 2005 2/22 3/23 —— 19.66% -0.04[-0.22,0.14]
Total (95% CI) 182 108 & 100% 0.07[-0.02,0.16]
Total events: 29 (PCT), 13 (WL)
Heterogeneity: Tau?=0; Chi*=2.99, df=2(P=0.22); 1>=33.12%

Favors PCT -1 0.5 0 0.5 1 Favors WL/MA

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)
Copyright © 2019 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.

66



: Cochrane Trusted evidence.
= L- b Informed decisions.
1 iprary Better health. Cochrane Database of Systematic Reviews

Study or subgroup PCT WL Risk Difference Weight Risk Difference
n/N n/N IV, Random, 95% CI IV, Random, 95% ClI

Test for overall effect: Z=1.55(P=0.12)

Favors PCT -1 0.5 0 0.5 1 Favors WL/MA

Analysis 1.4. Comparison 1 PCT versus WL/MA, Outcome 4 PTSD Checklist, post-treatment.

Study or subgroup PCT WL Mean Dif- Mean Difference Weight Mean Difference
ference
N N (SE) IV, Random, 95% CI IV, Random, 95% CI
Foa 2018 107 40 75(177) e 100% -7.52(-10.99,-4.05]
Total (95% CI) - 100% -7.52[-10.99,-4.05]
Heterogeneity: Not applicable
Test for overall effect: Z=4.25(P<0.0001)
Favours PCT 20 -10 0 10 20 Favours WL/MA

Analysis 1.5. Comparison 1 PCT versus WL/MA, Outcome 5 Loss of PTSD diagnosis, post-treatment - Risk Ratio.

Study or subgroup WL PCT log[Risk Risk Ratio Weight Risk Ratio
Ratio]

N N (SE) IV, Random, 95% CI IV, Random, 95% CI
Foa 2018 40 107 -0.9 (0.338) —— 36.57% 0.42[0.22,0.81]
Ford 2011 45 53 -0.8(0.29) —— 49.67% 0.45[0.25,0.79]
McDonagh 2005 23 22 -0.6 (0.551) R a— 13.76% 0.55[0.19,1.61]
Total (95% CI) L 2 100% 0.45[0.3,0.67]
Heterogeneity: Tau?=0; Chi>=0.17, df=2(P=0.92); 1>=0%
Test for overall effect: Z=3.92(P<0.0001)

Favours PCT  0.01 0.1 1 10 100 Favours WL/MA

Analysis 1.6. Comparison 1 PCT versus WL/MA, Outcome 6 Loss of PTSD diagnosis, post-treatment - Risk Difference.

Study or subgroup PCT WL Risk Dif- Risk Difference Weight Risk Difference
ference

N N (SE) IV, Random, 95% ClI 1V, Random, 95% CI
Foa 2018 107 40 -0.2 (0.08) —i— 46.11% -0.2[-0.36,-0.04]
Ford 2011 53 45 -0.3(0.09) —— 36.43% -0.3[-0.48,-0.12]
McDonagh 2005 22 23 -0.1(0.13) . —— 17.46% -0.15[-0.4,0.1]
Total (95% CI) L 2 100% -0.23[-0.33,-0.12]
Heterogeneity: Tau?=0; Chi*=1.12, df=2(P=0.57); 1>=0%
Test for overall effect: Z=4.19(P<0.0001)

Favors PCT -1 0.5 0 0.5 1 Favors WL/MA
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Analysis 1.7. Comparison 1 PCT versus WL/MA, Outcome 7 BDI, post-treatment.

Study or subgroup PCT WL Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

Ford 2011 53 45 -56(236) —@— 58.47% -5.6[-10.23,-0.97]
McDonagh 2005 22 23 -4.3(2.8) —_—— 41.53% -4.3[-9.79,1.19]
Total (95% CI) —~l— 100% -5.06[-8.6,-1.52]
Heterogeneity: Tau?=0; Chi*=0.13, df=1(P=0.72); 1>=0%
Test for overall effect: Z=2.8(P=0.01)

Favors PCT -10 -5 0 5 10 Favors WL/MA

Analysis 1.8. Comparison 1 PCT versus WL/MA, Outcome 8 STAI, post-treatment.

Study or subgroup Experimental Control Mean Difference Weight Mean Difference
N Mean(SD) N Mean(SD) Random, 95% CI Random, 95% CI
McDonagh 2005 2 464(122) 23 51.5(9.7) S 100% -5.1[-11.56,1.36]
Total *** 22 23 il 100% -5.1[-11.56,1.36]
Heterogeneity: Not applicable
Test for overall effect: Z=1.55(P=0.12)
Favours PCT 20 -10 0 10 20 Favours WL/MA

Analysis 1.9. Comparison 1 PCT versus WL/MA, Outcome 9 DES, post-treatment.

Study or subgroup PCT WL Mean Dif- Mean Difference Weight Mean Difference
ference
N N (SE) IV, Random, 95% CI 1V, Random, 95% CI

McDonagh 2005 22 23 -13.3 (4.06) —.— 100% -13.3[-21.26,-5.34]
Total (95% ClI) —— 100% -13.3[-21.26,-5.34]
Heterogeneity: Tau?=0; Chi*=0, df=0(P<0.0001); 1>=100%
Test for overall effect: Z=3.28(P=0)

Favours PCT 20 -10 0 0 20 Favours WL/MA

Comparison 2. PCT versus TF-CBT
Outcome or subgroup title No. of No. of Statistical method Effect size
studies partici-
pants

1 CAPS 7 Mean Difference (Random, 95% CI)  Subtotals only
1.1 Post-treatment 6 607 Mean Difference (Random, 95% Cl)  6.83[1.90, 11.76]
1.2 6 Months Follow-up 6 906 Mean Difference (Random, 95% Cl)  1.59 [-0.46, 3.63]
1.3 12 Months Follow-up 3 485 Mean Difference (Random, 95% Cl)  1.22[-2.17,4.61]
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Outcome or subgroup title No. of No. of Statistical method Effect size
studies partici-
pants

2 Clinican-administered PTSD, stan- 10 Std. Mean Difference (Random, Subtotals only

dardized difference 95% Cl)

2.1 Post-treatment 9 1129 Std. Mean Difference (Random, 0.32[0.08, 0.56]
95% Cl)

2.2 6 Months Follow-up 9 1339 Std. Mean Difference (Random, 0.17[0.05, 0.29]
95% Cl)

2.3 12 Months Follow-up 5 728 Std. Mean Difference (Random, 0.17[0.03,0.31]
95% Cl)

3 Dropout - Risk Ratio 10 1542 Risk Ratio (IV, Random, 95% Cl) 0.58 [0.49, 0.69]

4 Dropout - Risk Difference 10 1542 Risk Difference (IV, Random, 95% -0.14 [-0.18,-0.10]
Cl)

5PCL 8 Mean Difference (Random, 95% CI)  Subtotals only

5.1 Post-treatment 7 983 Mean Difference (Random, 95% Cl)  4.50 [3.09, 5.90]

5.2 6 Months Follow-up 8 1181 Mean Difference (Random, 95% Cl)  3.44 [1.86, 5.02]

5.3 12 Months Follow-up 5 791 Mean Difference (Random, 95% CI)  1.60[-0.17, 3.37]

6 Loss of PTSD diagnosis - Risk Ratio 4 Risk Ratio (Random, 95% Cl) Subtotals only

6.1 Post-treatment 4 749 Risk Ratio (Random, 95% Cl) 1.36[1.03,1.81]

7 Loss of PTSD diagnosis - Risk Differ- 4 Risk Difference (Random, 95% Cl) Subtotals only

ence

7.1 Post-treatment 4 749 Risk Difference (Random, 95% Cl) 0.11[0.04, 0.19]

8 BDI 5 Mean Difference (Random, 95% CI)  Subtotals only

8.1 Post-treatment 5 705 Mean Difference (Random, 95% Cl)  1.78 [-0.23, 3.78]

9 Depression, standardized difference 7 Std. Mean Difference (Random, Subtotals only
95% Cl)

9.1 Post-treatment 7 887 Std. Mean Difference (Random, 0.19[0.04,0.33]
95% Cl)

10 Anxiety, standardized difference 4 612 Std. Mean Difference (Random, 0.32[-0.08,0.71]
95% Cl)

11 DES 1 51 Mean Difference (Random, 95% Cl)  4.0[-3.51,11.51]
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Analysis 2.1. Comparison 2 PCT versus TF-CBT, Outcome 1 CAPS.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

2.1.1 Post-treatment
McDonagh 2005 22 29 -3.7(6.27) e S 11.57% -3.7[-15.99,8.59]
NCT00607815 36 43 8.8 (4.46) L — 17.95% 8.78[0.04,17.52]
Rauch 2015 15 11 25.4 (8.09) 4‘-’ 7.83% 25.4[9.54,41.26]
Ready 2018 40 41 4.9 (4.29) o s a— 18.74% 4.92[-3.49,13.33]
Schnurr 2007 143 141 7.2(2.91) — 26.55% 7.21[1.51,12.91]
Suris 2013 34 52 4.9 (4.59) s a— 17.37% 4.93[-4.07,13.93]
Subtotal (95% CI) - 100% 6.83[1.9,11.76]
Heterogeneity: Tau?=15.37; Chi*=8.66, df=5(P=0.12); 1*=42.28%
Test for overall effect: Z=2.71(P=0.01)
2.1.2 6 Months Follow-up
McDonagh 2005 22 29 13.6 (7.97) b 1.71% 13.6[-2.02,29.22]
NCT00607815 36 43 4.8 (4.03) B 6.7% 4.8[-3.1,12.7]
Ready 2018 40 41 0.7 (4.12) e e— 6.41% 0.72[-7.36,8.8]
Schnurr 2003 163 162 0.6 (1.25) .’ 69.67% 0.57[-1.88,3.02]
Schnurr 2007 143 141 4.1(3.26) T 10.24% 4.11[-2.28,10.5]
Suris 2013 34 52 3.2 (4.55) e a— 5.26% 3.17[-5.75,12.09]
Subtotal (95% Cl) L 4 100% 1.59[-0.46,3.63]
Heterogeneity: Tau?=0; Chi*=4.33, df=5(P=0.5); I>=0%
Test for overall effect: Z=1.52(P=0.13)
2.1.3 12 Months Follow-up
NCT00607815 36 43 3(4.18) I e — 17.13% 3.02[-5.17,11.21]
Ready 2018 40 41 3(4.68) s a— 13.67% 2.96[-6.21,12.13]
Schnurr 2003 163 162 0.4 (2.08) s = 69.2% 0.43(-3.65,4.51]
Subtotal (95% Cl) ‘ 100% 1.22[-2.17,4.61]
Heterogeneity: Tau?=0; Chi*=0.47, df=2(P=0.79); 1>=0%
Test for overall effect: Z=0.7(P=0.48) ‘ ‘ ‘ ‘

Favors PCT 20 -10 0 1020 Favors TF-CBT

Analysis 2.2. Comparison 2 PCT versus TF-CBT, Outcome 2 Clinican-administered PTSD, standardized difference.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference
Difference
N N (SE) IV, Random, 95% Cl IV, Random, 95% ClI

2.2.1 Post-treatment

Foa 2018 107 109 -0(0.136) —— 14.44% -0.01[-0.28,0.26]
McDonagh 2005 22 29 -0.2(0.28) . 9.18% -0.23[-0.78,0.32]
NCT00607815 36 43 0.7(0.232) s — 10.8% 0.67[0.22,1.12]
Rauch 2015 15 11 2.1(0.5) —’ 4.5% 2.1[1.12,3.08]
Ready 2018 40 41 0.3(0.22) T+ 11.23% 0.33[-0.1,0.76]
Resick 2015 52 56 0.2 (0.19) T+ 12.36% 0.21[-0.16,0.58]
Schnurr 2007 143 141 0.4 (0.12) —— 15.03% 0.43[0.19,0.67]
Sloan 2018 100 98 0.2 (0.22) 1T+ 11.23% 0.2[-0.23,0.63]
Suris 2013 34 52 0.3(0.22) - 11.23% 0.26[-0.17,0.69]
Subtotal (95% Cl) <o 100% 0.32[0.08,0.56]

Favors PCT 2 1 0 2 Favors TF-CBT
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Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference

Difference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

Heterogeneity: Tau?=0.09; Chi*=25.83, df=8(P=0); 1>=69.03%
Test for overall effect: Z=2.63(P=0.01)
2.2.2 6 Months Follow-up
Foa 2018 107 109 -0 (0.14) — 15.22% -0.03[-0.3,0.24]
McDonagh 2005 22 29 0.9 (0.36) e E— 2.88% 0.86[0.15,1.57]
NCT00607815 36 43 0.4 (0.23) T 6.62% 0.36[-0.09,0.81]
Ready 2018 40 41 0.1(0.24) e 6.13% 0.05[-0.42,0.52]
Resick 2015 52 56 0.2 (0.24) Tt 6.13% 0.22[-0.25,0.69]
Schnurr 2003 163 162 0(0.11) —— 21.53% 0.02[-0.2,0.24]
Schnurr 2007 143 141 0.3(0.12) —— 19.1% 0.25[0.01,0.49]
Sloan 2018 100 9 0.3(0.14) — 15.22% 0.29[0.02,0.56]
Suris 2013 34 52 0.2 (0.22) T 7.17% 0.16[-0.27,0.59]
Subtotal (95% Cl) L 2 100% 0.17[0.05,0.29]
Heterogeneity: Tau?=0.01; Chi*>=9.7, df=8(P=0.29); 1*=17.49%
Test for overall effect: Z=2.69(P=0.01)
2.2.3 12 Months Follow-up
NCT00607815 36 43 0.2 (0.23) -t 10.31% 0.23[-0.22,0.68]
Ready 2018 107 109 0.2 (0.24) e 9.47% 0.2[-0.27,0.67]
Resick 2015 52 56 0.2 (0.27) — T 7.48% 0.21[-0.32,0.74]
Schnurr 2003 163 162 0(0.11) - 44.95% 0.02[-0.2,0.24]
Sloan 2018 0 0 0.4 (0.14) —— 27.79% 0.37[0.1,0.64]
Subtotal (95% Cl) L 2 100% 0.17[0.03,0.31]
Heterogeneity: Tau?=0; Chi*=4.01, df=4(P=0.41); 1?=0.15%
Test for overall effect: Z=2.3(P=0.02) ‘ ‘ ‘ ‘

Favors PCT -2 -1 0 1 2 Favors TF-CBT

Analysis 2.3. Comparison 2 PCT versus TF-CBT, Outcome 3 Dropout - Risk Ratio.

Study or subgroup PCT TF-CBT Risk Ratio Weight Risk Ratio

n/N n/N IV, Random, 95% Cl IV, Random, 95% CI
Foa 2018 13/107 27/109 —— 8.22% 0.49[0.27,0.9]
McDonagh 2005 2/22 12/29 e e— 1.56% 0.22[0.05,0.88]
NCT00607815 11/36 23/43 — 9.41% 0.57[0.32,1.01]
Rauch 2015 3/18 7/18 —t 2.15% 0.43[0.13,1.4]
Ready 2018 1/40 4/41 e 0.65% 0.26[0.03,2.19]
Resick 2015 7/52 15/56 — 4.55% 0.5[0.22,1.13]
Schnurr 2003 45/180 62/180 i 28.8% 0.73[0.53,1]
Schnurr 2007 30/143 53/141 —— 20.58% 0.56[0.38,0.82]
Sloan 2018 21/100 37/98 —— 14.41% 0.56[0.35,0.88]
Suris 2013 13/57 28/72 — 9.66% 0.59[0.34,1.03]
Total (95% CI) 755 787 ¢ 100% 0.58[0.49,0.69]
Total events: 146 (PCT), 268 (TF-CBT)
Heterogeneity: Tau?=0; Chi*=5.01, df=9(P=0.83); 1>=0%
Test for overall effect: Z=6.12(P<0.0001)

Favours PCT  0.01 0.1 1 10 100 Favours TF-CBT
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Analysis 2.4. Comparison 2 PCT versus TF-CBT, Outcome 4 Dropout - Risk Difference.
Study or subgroup PCT TF-CBT Risk Difference Weight Risk Difference
n/N n/N IV, Random, 95% Cl IV, Random, 95% Cl
Foa 2018 13/107 27/109 —— 15.96% -0.13[-0.23,-0.02]
McDonagh 2005 2/22 12/29 —t 3.56% -0.32[-0.54,-0.11]
NCT00607815 11/36 23/43 —t 3.7% -0.23[-0.44,-0.02]
Rauch 2015 3/18 7/18 s —— 2.06% -0.22[-0.51,0.06]
Ready 2018 1/40 4/41 —T 15.67% -0.07[-0.18,0.03]
Resick 2015 7/52 15/56 — 7.52% -0.13[-0.28,0.02]
Schnurr 2003 45/180 62/180 — 18.81% -0.09[-0.19,-0]
Schnurr 2007 30/143 53/141 — 15.3% -0.17[-0.27,-0.06]
Sloan 2018 21/100 37/98 — 10.65% -0.17[-0.29,-0.04]
Suris 2013 13/57 28/72 — 6.76% -0.16[-0.32,-0]
Total (95% CI) 755 787 ¢ 100% -0.14[-0.18,-0.1]
Total events: 146 (PCT), 268 (TF-CBT)
Heterogeneity: Tau?=0; Chi*=6.88, df=9(P=0.65); 1>=0%
Test for overall effect: Z=6.64(P<0.0001)
Favours PCT -1 0.5 0 0.5 1 Favours TF-CBT

Analysis 2.5. Comparison 2 PCT versus TF-CBT, Outcome 5 PCL.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% ClI

2.5.1 Post-treatment
Foa 2018 107 40 3.6 (0.96) - 49.21% 3.58[1.7,5.46]
NCT00607815 36 43 9.7 (4.04) e 3.12% 9.74[1.82,17.66]
Ready 2018 40 41 5(2.83) T 6.3% 5.01[-0.54,10.56]
Resick 2015 52 56 4.2 (2.42) T 8.58% 4.2[-0.54,8.94]
Schnurr 2007 143 141 7.3(1.92) — 13.46% 7.29[3.53,11.05]
Sloan 2018 100 98 2.7 (1.96) T 12.94% 2.7[-1.14,6.54]
Suris 2013 34 52 6.6 (2.81) s a— 6.39% 6.63[1.12,12.14]
Subtotal (95% CI) L 2 100% 4.5[3.09,5.9]
Heterogeneity: Tau?=0.12; Chi?=6.17, df=6(P=0.4); 1*=2.8%
Test for overall effect: Z=6.28(P<0.0001)
2.5.2 6 Months Follow-up
Foa 2018 107 40 0.8 (1.87) —T 18.58% 0.82[-2.85,4.49]
NCT00607815 36 43 6.6 (2.88) . a— 7.83% 6.63[0.99,12.27]
Ready 2018 40 41 3.6 (2.84) —_ T 8.06% 3.57[-2,9.14]
Resick 2015 52 56 4.2 (2.66) T 9.18% 4.2[-1.01,9.41]
Schnurr 2003 100 98 3.9(1.97) I — 16.74% 3.89[0.03,7.75]
Schnurr 2007 143 141 3.9(1.97) I — 16.74% 3.89[0.03,7.75]
Sloan 2018 100 98 2.1(2.12) T+ 14.46% 2.1[-2.06,6.26]
Suris 2013 34 52 5.8(2.78) I a— 8.41% 5.83[0.38,11.28]
Subtotal (95% CI) L 2 100% 3.44[1.86,5.02]
Heterogeneity: Tau?=0; Chi*=4.52, df=7(P=0.72); 1>=0%
Test for overall effect: Z=4.27(P<0.0001)

Favors PCT  -20 -10 0 10 20 Favors TF-CBT
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Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

2.5.3 12 Months Follow-up
NCT00607815 36 43 1.5(2.63) . a— 11.83% 1.5[-3.65,6.65]
Ready 2018 40 41 3.2(2.59) Tt 12.2% 3.15[-1.93,8.23]
Resick 2015 52 56 3.3(3.02) L — 8.97% 3.3[-2.62,9.22]
Schnurr 2003 163 162 0.5(1.28) — 49.94% 0.46[-2.05,2.97]
Sloan 2018 100 98 3(2.19) T 17.06% 3[-1.29,7.29]
Subtotal (95% Cl) & 100% 1.6[-0.17,3.37]
Heterogeneity: Tau?=0; Chi*=1.88, df=4(P=0.76); 1>=0%
Test for overall effect: Z=1.77(P=0.08) ‘ ‘ ‘ ‘

Favors PCT 20 -10 0 10 20 Favors TF-CBT

Analysis 2.6. Comparison 2 PCT versus TF-CBT, Outcome 6 Loss of PTSD diagnosis - Risk Ratio.

Study or subgroup PCT TF-CBT log[Risk Risk Ratio Weight Risk Ratio
Ratio]
N N (SE) IV, Random, 95% CI IV, Random, 95% ClI
2.6.1 Post-treatment ‘
Foa 2018 107 109 0.2 (0.154) h 37.74% 1.21[0.9,1.64]
McDonagh 2005 22 29 -0.1(0.433) — 9.37% 0.87[0.37,2.03]
Schnurr 2007 143 141 0.7 (0.196) —— 29.68% 1.92[1.31,2.82]
Sloan 2018 100 98 0.3(0.24) T 23.21% 1.28[0.8,2.06]
Subtotal (95% CI) L 2 100% 1.36[1.03,1.81]
Heterogeneity: Tau?=0.03; Chi*=4.83, df=3(P=0.18); 1>=37.91%
Test for overall effect: Z=2.17(P=0.03)
Favors PCT  0.01 0.1 1 10 100 Favors TF-CBT

Analysis 2.7. Comparison 2 PCT versus TF-CBT, Outcome 7 Loss of PTSD diagnosis - Risk Difference.

Study or subgroup PCT TF-CBT Risk Dif- Risk Difference Weight Risk Difference

ference

N N (SE) IV, Random, 95% CI 1V, Random, 95% CI

2.7.1 Post-treatment
Foa 2018 107 109 0.1(0.07) et 23.91% 0.08[-0.06,0.22]
McDonagh 2005 22 29 -0(0.15) —_ 6.14% -0.01[-0.3,0.28]
Schnurr 2007 143 141 0.2 (0.05) e 39.53% 0.19[0.09,0.29]
Sloan 2018 100 98 0.1(0.06) e 30.42% 0.07[-0.05,0.19]
Subtotal (95% Cl) < 100% 0.11[0.04,0.19]
Heterogeneity: Tau?=0; Chi*=3.73, df=3(P=0.29); 1>=19.62%
Test for overall effect: Z=3.02(P=0)

Favors PCT -1 05 0 05 1 Favors TF-CBT
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Analysis 2.8. Comparison 2 PCT versus TF-CBT, Outcome 8 BDI.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

2.8.1 Post-treatment
McDonagh 2005 22 29 -0.2 (2.81) — 11.04% -0.2[-5.71,5.31]
NCT00607815 36 43 3.9(2.37) I 14.53% 3.89[-0.76,8.54]
Resick 2015 49 44 3.8(2.1) S — 17.45% 3.8[-0.32,7.92]
Schnurr 2007 143 141 2.6 (1.25) —— 33.24% 2.57[0.12,5.02]
Sloan 2018 100 98 -1.2(1.68) S 23.74% -1.2[-4.49,2.09]
Subtotal (95% CI) o 100% 1.78[-0.23,3.78]
Heterogeneity: Tau?=1.59; Chi*=5.76, df=4(P=0.22); 1>=30.55%
Test for overall effect: Z=1.74(P=0.08) ‘ ‘

Favors PCT 10 5 0 5 10 Favors TF-CBT

Analysis 2.9. Comparison 2 PCT versus TF-CBT, Outcome 9 Depression, standardized difference.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference

Difference

N N (SE) IV, Random, 95% CI IV, Random, 95% ClI

2.9.1 Post-treatment
McDonagh 2005 22 29 -0 (0.28) —_— 6.73% -0.02[-0.57,0.53]
NCT00607815 36 43 0.4(0.23) —— 9.68% 0.39[-0.06,0.84]
Ready 2018 40 41 0.3(0.22) - 10.49% 0.29[-0.14,0.72]
Resick 2015 52 56 0.3(0.21) — 11.4% 0.34[-0.07,0.75]
Schnurr 2007 143 141 0.3(0.12) —a— 28.6% 0.28[0.04,0.52]
Sloan 2018 100 98 -0.1(0.14) —— 22.62% -0.1[-0.37,0.17]
Suris 2013 34 52 0.2(0.22) —_— 10.49% 0.23[-0.2,0.66]
Subtotal (95% Cl) . 4 100% 0.19[0.04,0.33]
Heterogeneity: Tau?=0.01; Chi*=6.92, df=6(P=0.33); 1>=13.24%
Test for overall effect: Z=2.49(P=0.01)

Favors PCT -2 1 0 1 2 Favors TF-CBT

Analysis 2.10. Comparison 2 PCT versus TF-CBT, Outcome 10 Anxiety, standardized difference.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference

Difference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

McDonagh 2005 22 29 -0.1(0.28) —_—— 20.07% -0.08[-0.63,0.47]
NCT00607815 36 43 1(0.24) — 22.36% 1.04[0.57,1.51]
Schnurr 2007 143 141 0.3(0.12) —— 29.32% 0.32[0.08,0.56]
Sloan 2018 100 98 0(0.14) —— 28.26% 0.02[-0.25,0.29]
Total (95% CI) e 100% 0.32[-0.08,0.71]
Heterogeneity: Tau?=0.12; Chi*=15.22, df=3(P=0); 1>=80.29%
Test for overall effect: Z=1.57(P=0.12)

Favors PCT -2 1 0 1 2 Favors TF-CBT
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Analysis 2.11. Comparison 2 PCT versus TF-CBT, Outcome 11 DES.
Study or subgroup PCT WL Mean Dif- Mean Difference Weight Mean Difference
ference
N N (SE) IV, Random, 95% CI IV, Random, 95% CI
McDonagh 2005 22 29 4(3.83) . 100% 4[-3.51,11.51]
Total (95% CI) * 100% 4[-3.51,11.51]
Heterogeneity: Not applicable ‘
Test for overall effect: Z=1.04(P=0.3) ‘
Favours PCT ~ -100 -50 0 50 100 Favours TF-CBT

Comparison 3. PCT versus TF-CBT Subgroup Analyses

Outcome or subgroup title No. of No. of Statistical method Effect size

studies partici-

pants

1 Treatment Modality: CAPS Mean Dif- 6 Mean Difference (Random, 95% Cl) Subtotals only
ference
1.1 Individual Treatment (CAPS MD) 5 526 Mean Difference (Random, 95% CI) 7.38[1.21,13.54]
1.2 Group Treatment (CAPS MD) 1 81 Mean Difference (Random, 95% Cl) 4.92 [-3.49, 13.33]
2 Treatment Modality: PTSD SMD 9 Std. Mean Difference (Random, 95% CI)  Subtotals only
2.1 Individual Treatment (PTSD SMD) 6 742 Std. Mean Difference (Random, 95% CI)  0.40[0.03, 0.77]
2.2 Group Treatment (PTSD SMD) 3 387 Std. Mean Difference (Random, 95% CI)  0.23[0.03, 0.43]
3 Trauma Treatment: CAPS Mean Dif- 6 Mean Difference (Random, 95% Cl) Subtotals only
ference
3.1 Prolonged Exposure (CAPS MD) 4 442 Mean Difference (Random, 95% Cl) 7.15[-0.92, 15.21]
3.2 Cognitive Processing Therapy 2 165 Mean Difference (Random, 95% Cl) 6.91[0.64, 13.18]
(CAPS MD)
4 Trauma Treatment: PTSD SMD 9 Std. Mean Difference (Random, 95% CI)  Subtotals only
4.1 Prolonged Exposure (PTSD SMD) 5 658 Std. Mean Difference (Random, 95% CI)  0.36 [-0.06, 0.78]
4.2 Cognitive Processing Therapy 4 471 Std. Mean Difference (Random, 95% CI) ~ 0.29[0.10, 0.48]

(PTSD SMD)

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)
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Analysis 3.1. Comparison 3 PCT versus TF-CBT Subgroup
Analyses, Outcome 1 Treatment Modality: CAPS Mean Difference.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference

ference

N N (SE) IV, Random, 95% CI IV, Random, 95% CI

3.1.1 Individual Treatment (CAPS MD)
McDonagh 2005 22 29 -3.7(6.27) — T 15.45% -3.7[-15.99,8.59]
NCT00607815 36 43 8.8 (4.46) S 22.17% 8.78[0.04,17.52]
Rauch 2015 15 11 25.4 (8.09) 4’—’ 10.97% 25.4[9.54,41.26]
Schnurr 2007 143 141 7.2(2.91) —— 29.81% 7.21[1.51,12.91]
Suris 2013 34 52 4.9 (4.59) s 21.6% 4.93[-4.07,13.93]
Subtotal (95% CI) P 100% 7.38[1.21,13.54]
Heterogeneity: Tau?=24.71; Chi*=8.45, df=4(P=0.08); 1*=52.67%
Test for overall effect: Z=2.35(P=0.02)
3.1.2 Group Treatment (CAPS MD)
Ready 2018 40 41 4.9(4.29) == 100% 4.92[-3.49,13.33]
Subtotal (95% CI) i 100% 4.92[-3.49,13.33]
Heterogeneity: Not applicable
Test for overall effect: Z=1.15(P=0.25)
Test for subgroup differences: Chi*=0.21, df=1 (P=0.64), 1>=0% ‘ ‘ ‘ ‘

Favors PCT 20 -10 0 1020 Favors TF-CBT

Analysis 3.2. Comparison 3 PCT versus TF-CBT Subgroup Analyses, Outcome 2 Treatment Modality: PTSD SMD.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference
Difference
N N (SE) IV, Random, 95% Cl IV, Random, 95% ClI
3.2.1 Individual Treatment (PTSD SMD)
Foa 2018 107 109 -0(0.136) —— 20.47% -0.01[-0.28,0.26]
McDonagh 2005 22 29 -0.2(0.28) — 15.25% -0.23[-0.78,0.32]
NCT00607815 36 43 0.7(0.232) — 17.03% 0.67[0.22,1.12]
Rauch 2015 15 11 2.1(0.5) —‘+ 8.81% 2.1[1.12,3.08]
Schnurr 2007 143 141 0.4 (0.12) —— 20.96% 0.43[0.19,0.67]
Suris 2013 34 52 0.3(0.22) - 17.48% 0.26[-0.17,0.69]
Subtotal (95% Cl) - 100% 0.4[0.03,0.77]
Heterogeneity: Tau?=0.16; Chi?=25.48, df=5(P=0); 1>=80.38%
Test for overall effect: Z=2.1(P=0.04)
3.2.2 Group Treatment (PTSD SMD)
Ready 2018 40 41 0.3(0.22) T 20.79% 0.33[-0.1,0.76]
Resick 2015 52 56 0.2 (0.19) T 27.87% 0.21[-0.16,0.58]
Sloan 2018 100 98 0.2 (0.14) - 51.34% 0.2[-0.07,0.47]
Subtotal (95% CI) L 2 100% 0.23[0.03,0.43]
Heterogeneity: Tau?=0; Chi*=0.26, df=2(P=0.88); 1>=0%
Test for overall effect: Z=2.29(P=0.02)
Test for subgroup differences: Chi*=0.61, df=1 (P=0.43), 1>=0%
Favours PCT 2 -1 0 1 2 Favours TF-CBT
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Analysis 3.3. Comparison 3 PCT versus TF-CBT Subgroup
Analyses, Outcome 3 Trauma Treatment: CAPS Mean Difference.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference
ference
N N (SE) IV, Random, 95% CI IV, Random, 95% CI
3.3.1Prolonged Exposure (CAPS MD)
McDonagh 2005 22 29 -3.7(6.27) . E— 21.13% -3.7[-15.99,8.59]
Rauch 2015 15 11 25.4(8.09) 4’—’ 15.93% 25.4[9.54,41.26]
Ready 2018 40 41 4.9 (4.29) o 28.59% 4.92[-3.49,13.33]
Schnurr 2007 143 141 7.2(2.91) —— 34.35% 7.21[1.51,12.91]
Subtotal (95% Cl) i 100% 7.15[-0.92,15.21]
Heterogeneity: Tau?=40.82; Chi*=8.3, df=3(P=0.04); 1>=63.84%
Test for overall effect: Z=1.74(P=0.08)
3.3.2 Cognitive Processing Therapy (CAPS MD)
NCT00607815 36 43 8.8 (4.46) —— 51.44% 8.78[0.04,17.52]
Suris 2013 34 52 4.9 (4.59) — 48.56% 4.93[-4.07,13.93]
Subtotal (95% CI) e 100% 6.91[0.64,13.18]
Heterogeneity: Tau?=0; Chi*=0.36, df=1(P=0.55); 1>=0%
Test for overall effect: Z=2.16(P=0.03)
Test for subgroup differences: Chi?=0, df=1 (P=0.96), 1*=0% ‘ ‘ ‘ ‘
Favours PCT 20 -10 0 1020 Favours TF-CBT

Analysis 3.4. Comparison 3 PCT versus TF-CBT Subgroup Analyses, Outcome 4 Trauma Treatment: PTSD SMD.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference
Difference
N N (SE) IV, Random, 95% Cl IV, Random, 95% ClI
3.4.1 Prolonged Exposure (PTSD SMD)
Foa 2018 107 109 -0(0.136) —— 24.41% -0.01[-0.28,0.26]
McDonagh 2005 22 29 -0.2(0.28) — 18.55% -0.23[-0.78,0.32]
Rauch 2015 15 11 2.1(0.5) —‘—’ 10.99% 2.1[1.12,3.08]
Ready 2018 40 41 0.3(0.22) T 21.09% 0.33[-0.1,0.76]
Schnurr 2007 143 141 0.4 (0.12) —— 24.95% 0.43[0.19,0.67]
Subtotal (95% Cl) o 100% 0.36[-0.06,0.78]
Heterogeneity: Tau?=0.17; Chi?=22.65, df=4(P=0); 1>=82.34%
Test for overall effect: Z=1.69(P=0.09)
3.4.2 Cognitive Processing Therapy (PTSD SMD)
NCT00607815 36 43 0.7(0.232) — 16.58% 0.67[0.22,1.12]
Resick 2015 52 56 0.2 (0.19) T 23.99% 0.21[-0.16,0.58]
Sloan 2018 100 98 0.2 (0.14) i 41.12% 0.2[-0.07,0.47]
Suris 2013 34 52 0.3(0.22) - 18.31% 0.26[-0.17,0.69]
Subtotal (95% CI) <& 100% 0.29[0.1,0.48]
Heterogeneity: Tau?=0; Chi*=3.29, df=3(P=0.35); 1°=8.84%
Test for overall effect: Z=2.99(P=0)
Test for subgroup differences: Chi*=0.09, df=1 (P=0.76), 1>=0%
Favours PCT 2 -1 0 1 2 Favours TF-CBT
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Comparison 4. Sensitivity Analyses: Higher-Quality Studies

Outcome or subgroup title No. of No. of Statistical method Effect size
studies partici-
pants
1 CAPS Mean Difference 1 284 Mean Difference (Random, 95% ClI) 7.21[1.51,12.91]
1.1 Post-treatment PTSD 1 284 Mean Difference (Random, 95% Cl) 7.21[1.51,12.91]
2 PTSD SMD 4 806 Std. Mean Difference (Random, 95%  0.21[0.02, 0.41]
cl)
2.1 Post-treatment PTSD 4 806 Std. Mean Difference (Random, 95%  0.21[0.02, 0.41]
Cl)
3 Treatment Dropout: Risk Ratio 5 1166 Risk Ratio (IV, Random, 95% Cl) 0.60[0.49, 0.74]
4 Treatment Dropout: Risk Difference 5 1166 Risk Difference (IV, Random, 95% CI)  -0.13[-0.18, -0.08]

Analysis 4.1. Comparison 4 Sensitivity Analyses: Higher-Quality Studies, Outcome 1 CAPS Mean Difference.

Study or subgroup PCT TF-CBT Mean Dif- Mean Difference Weight Mean Difference
ference
N N (SE) IV, Random, 95% CI IV, Random, 95% Cl
4.1.1 Post-treatment PTSD
Schnurr 2007 143 141 7.2(2.91) —.— 100% 7.21[1.51,12.91]
Subtotal (95% CI) - 100% 7.21[1.51,12.91]
Heterogeneity: Not applicable
Test for overall effect: Z=2.48(P=0.01)
Total (95% Cl) - 100% 7.21[1.51,12.91]
Heterogeneity: Not applicable
Test for overall effect: Z=2.48(P=0.01)
Favours PCT 20 -10 0 02 Favours TF-CBT

Analysis 4.2. Comparison 4 Sensitivity Analyses: Higher-Quality Studies, Outcome 2 PTSD SMD.

Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference
Difference
N N (SE) IV, Random, 95% CI IV, Random, 95% Cl
4.2.1 Post-treatment PTSD
Foa 2018 107 109 -0(0.136) —— 26.47% -0.01[-0.28,0.26]
Resick 2015 52 56 0.2 (0.19) T 18.16% 0.21[-0.16,0.58]
Schnurr 2007 143 141 0.4 (0.12) —— 29.63% 0.43[0.19,0.67]
Sloan 2018 100 98 0.2 (0.14) T 25.74% 0.2[-0.07,0.47]
Subtotal (95% Cl) <& 100% 0.21[0.02,0.41]
Heterogeneity: Tau?=0.02; Chi*=5.94, df=3(P=0.11); 1>=49.51%
Test for overall effect: Z=2.12(P=0.03)
Total (95% CI) ‘ ‘ L 2 ‘ ‘ 100% 0.21[0.02,0.41]
Favours PCT 2 -1 0 1 2 Favours TF-CBT

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)
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Study or subgroup PCT TF-CBT Std. Mean Std. Mean Difference Weight Std. Mean Difference
Difference
N N (SE) IV, Random, 95% CI IV, Random, 95% ClI
Heterogeneity: Tau?=0.02; Chi*=5.94, df=3(P=0.11); 1>=49.51%
Test for overall effect: Z=2.12(P=0.03)
Favours PCT 2 -1 0 1 2 Favours TF-CBT

Analysis 4.3. Comparison 4 Sensitivity Analyses: Higher-Quality Studies, Outcome 3 Treatment Dropout: Risk Ratio.

Study or subgroup

PCT TF-CBT Risk Ratio Weight Risk Ratio

n/N n/N IV, Random, 95% Cl IV, Random, 95% CI
Foa 2018 13/107 27/109 — 10.74% 0.49[0.27,0.9]
Resick 2015 7/52 15/56 — 5.94% 0.5[0.22,1.13]
Schnurr 2003 30/143 53/141 —— 26.88% 0.56[0.38,0.82]
Schnurr 2007 21/100 37/98 —— 18.82% 0.56[0.35,0.88]
Sloan 2018 45/180 62/180 i 37.62% 0.73[0.53,1]
Total (95% CI) 582 584 ¢ 100% 0.6[0.49,0.74]
Total events: 116 (PCT), 194 (TF-CBT)
Heterogeneity: Tau?=0; Chi*=2.18, df=4(P=0.7); 1>=0%
Test for overall effect: Z=4.99(P<0.0001)

Favours PCT 6.01 011 1 1‘0 10(;

Favours TF-CBT

Analysis 4.4. Comparison 4 Sensitivity Analyses: Higher-
Quality Studies, Outcome 4 Treatment Dropout: Risk Difference.

Study or subgroup PCT TF-CBT Risk Difference Weight Risk Difference

n/N n/N IV, Random, 95% Cl IV, Random, 95% CI
Foa 2018 13/107 27/109 —— 23.38% -0.13[-0.23,-0.02]
Resick 2015 7/52 15/56 —— 11.02% -0.13[-0.28,0.02]
Schnurr 2003 30/143 53/141 —— 22.42% -0.17[-0.27,-0.06]
Schnurr 2007 21/100 37/98 —— 15.6% -0.17[-0.29,-0.04]
Sloan 2018 45/180 62/180 - 27.57% -0.09[-0.19,-0]
Total (95% CI) 582 584 ¢ 100% -0.13[-0.18,-0.08]
Total events: 116 (PCT), 194 (TF-CBT)
Heterogeneity: Tau?=0; Chi*=1.35, df=4(P=0.85); 1>=0%
Test for overall effect: Z=5.31(P<0.0001)

Favours PCT -1 0.5 0 0.5 1

ADDITIONAL TABLES

Table 1. Treatment dropout definitions across TF-CBT trials

Favours TF-CBT

Trial

Dropout Definition

Chard 2018

Dropout numbers were obtained from results provided on the study’s clinicaltrials.gov trial regis-
tration, which includes the number of participants who started the treatment, completed the treat-
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Table 1. Treatment dropout definitions across TF-CBT trials (continued)

ment, and did not complete the treatment for each group. We considered participants who did not
complete the treatment to be dropouts.

Foa 2018

Manuscript provided the number of participants that did and did not receive the 'full intervention'
in each group, with reasons provided. 'Full intervention' was not explicitly defined. We considered
participants who did not receive the 'full intervention' to be dropouts.

Ford 2011

Dropout rates were provided based on the following definition in the manuscript: “...stringent cri-
terion of attending fewer than half of the 12 treatment sessions and not completing a posttherapy
or follow-up assessment.”

McDonagh 2005

Definition of dropout was not explicitly defined in the manuscript, but appeared to be defined as
participants who did not complete treatment, based on the description of the dropout analysis.

Rauch 2015

The manuscript defined treatment completers as those who received at least seven sessions and
a mid- or post-treatment assessment. To obtain dropout numbers, we subtracted the number pro-
vided for treatment completers from the number randomized for each group.

Ready 2010

The manuscript stated that two participants did not complete treatment, with reasons, but did not
provide an explicit definition. We considered those participants described as not completing the
treatment to be dropouts.

Ready 2018

The manuscript included the number of dropouts during treatment, but did not provide an explicit
definition.

Resick 2015

The manuscript included the number of participants who completed the intervention, for each
treatment group, with reasons, but did not provide an explicit definition. To obtain dropout num-
bers, we subtracted the number provided for treatment completers from the number randomized
for each group.

Schnurr 2003

The manuscript provided the number of participants who dropped out of either active treatment or
booster sessions.

Schnurr 2007

The manuscript provided the numbers of participants who completed treatment, received some
treatment, and did not receive any treatment. We considered participants who did not complete
the treatment to be dropouts.

Sloan 2018

Treatment completers were defined as participants who completed at least ten treatment ses-
sions. To obtain dropout numbers, we subtracted the number provided for treatment completers
from the number randomized for each group.

Suris 2013

The manuscript provided the number of participants who did and did not complete treatment in
each group. Treatment completers were defined as those completing all 12 sessions of therapy. We
considered participants who did not complete the treatment to be dropouts.

APPENDICES

Appendix 1. OVID MEDLINE: core search strategy of CCMD used to inform the specialized register

A weekly search alert based on condition + RCT filter only

1. [MeSH Headings]:

eating disorders/ or anorexia nervosa/ or binge-eating disorder/ or bulimia nervosa/ or female athlete triad syndrome/ or pica/ or hyper-
phagia/ or bulimia/ or self-injurious behavior/ or self mutilation/ or suicide/ or suicidal ideation/ or suicide, attempted/ or mood disorders/
or affective disorders, psychotic/ or bipolar disorder/ or cyclothymic disorder/ or depressive disorder/ or depression, postpartum/ or de-
pressive disorder, major/ or depressive disorder, treatment-resistant/ or dysthymic disorder/ or seasonal affective disorder/ or neurotic
disorders/ or depression/ or adjustment disorders/ or exp antidepressive agents/ or anxiety disorders/ or agoraphobia/ or neurocircula-

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 80
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tory asthenia/ or obsessive-compulsive disorder/ or obsessive hoarding/ or panic disorder/ or phobic disorders/ or stress disorders, trau-
matic/ or combat disorders/ or stress disorders, post-traumatic/ or stress disorders, traumatic, acute/ or anxiety/ or anxiety, castration/ or
koro/ or anxiety, separation/ or panic/ or exp anti-anxiety agents/ or somatoform disorders/ or body dysmorphic disorders/ or conversion
disorder/ or hypochondriasis/ or neurasthenia/ or hysteria/ or munchausen syndrome by proxy/ or munchausen syndrome/ or fatigue
syndrome, chronic/ or obsessive behavior/ or compulsive behavior/ or behavior, addictive/ or impulse control disorders/ or firesetting
behavior/ or gambling/ or trichotillomania/ or stress, psychological/ or burnout, professional/ or sexual dysfunctions, psychological/ or
vaginismus/ or Anhedonia/ or Affective Symptoms/ or *“Mental Disorders/

2. [Title/ Author Keywords]:

(eating disorder* or anorexia nervosa or bulimi* or binge eat* or (self adj (injur* or mutilat*)) or suicide* or suicidal or parasuicid* or mood
disorder* or affective disorder* or bipolar i or bipolar ii or (bipolar and (affective or disorder*)) or mania or manic or cyclothymic* or
depression or depressive or dysthymi* or neurotic or neurosis or adjustment disorder* or antidepress* or anxiety disorder* or agoraphobia
or obsess* or compulsi* or panic or phobi* or ptsd or posttrauma* or post trauma* or combat or somatoform or somati#ation or medical*
unexplained or body dysmorphi* or conversion disorder or hypochondria* or neurastheni* or hysteria or munchausen or chronic fatigue*
or gambling or trichotillomania or vaginismus or anhedoni* or affective symptoms or mental disorder* or mental health).ti,kf.

3. [RCT filter]:

(controlled clinical trial.pt. or randomised controlled trial.pt. or (randomi#ed or randomitation).ab,ti. or randomly.ab. or (random* adj3
(administ* or allocat* or assign* or class* or control* or determine* or divide* or distribut* or expose* or fashion or number* or place*
or recruit* or subsitut® or treat*)).ab. or placebo*.ab,ti. or drug therapy.fs. or trial.ab,ti. or groups.ab. or (control* adj3 (trial* or study or
studies)).ab,ti. or ((singl* or doubl* or tripl* or trebl*) adj3 (blind* or mask* or dummy*)).mp. or clinical trial, phase i/ or clinical trial, phase
i/ or clinical trial, phase iv/ or randomised controlled trial/ or pragmatic clinical trial/ or (quasi adj (experimental or random?*)).ti,ab. or
((waitlist* or wait* list* or treatment as usual or TAU) adj3 (control or group)).ab.)

4.(land2and3)

Records are screened for reports of RCTs within the scope of the Cochrane Common Mental Disorders Group. Secondary reports of RCTs
are tagged to the appropriate study record.

Similar weekly search alerts are also conducted on OVID Embase and PsycINFO, using relevant subject headings (controlled vocabularies)
and search syntax, as appropriate to each resource.

A quarterly search of the Cochrane Central Register of Controlled Trials (CENTRAL) is conducted c/o the Cochrane Register of Studies
Online (CRSO).

Appendix 2. Other database searches
Search-1 February/March 2018

« MEDLINE (46)

« Embase (70)

o PsycINFO (50)

« CENTRAL (59)

o ProQuest PTSDpubs (44)

Total 269
Duplicates 175
Unique references to screen =94

« WHOICTRP 24
« Clinicaltrials.gov 113
« CCMD Register 46

Total: 183
Duplicates: 69

Total register references to screen =114
« ProQuest Dissertations & Theses Global, n =62

Search strategies

Ovid MEDLINE(R) Epub Ahead of Print, In-Process & Other Non-Indexed Citations, Ovid MEDLINE(R) Daily, Ovid MEDLINE and Ver-
sions(R)
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Host: OVID

Data Parameters: 1946 to February 21,2018
Date Searched: Monday, February 26,2018
Searched by: Chris

PRESS checked by: Erin

Hits: 46

Search strategy:

1 (present adj (centred or centered or focused or focussed)).ti,ab,kw,ot. 116
2 randomised controlled trial.pt. 454274

3 controlled clinical trial.pt. 92178

4 randomized.ab. 403825

5 placebo.ab. 186674

6 clinical trials as topic.sh. 182669

7 randomly.ab. 285626

8 trial.ti. 178411
9(2or3or4or5o0r6or7or8) 1135022
10(1and9) 46

Notes: N/A

File: UO2 MEDLINE n46

Embase

Host: OVID

Data Parameters: 1974 to 2018 February 23

Date searched: Monday, February 26th 2018

Searched by: Chris Cooper

PRESS checked by: Erin

Hits: 70

Search strategy:

1 (present adj (centred or centered or focused or focussed)).ti,ab,kw,ot. 145
2 randomised controlled trial.de. 488351

3 randomization.de. 77066

4 placebo.de. 319947

5 placebo?.ti,ab. 268183

6 (randomised or randomised).ti,ab. 730215

7 randomly.ab. 370505

8 ((singl$ or doubl$ or trebl$ or tripl$) adj3 (blind$ or mask$ or dummy)).mp. 270431
9 factorial$.ti,ab. 32095

10 allocat$.ti,ab. 124228

11 assign$.ti,ab. 330561

12 volunteerS$.ti,ab. 229070

13 crossover procedure.de. 54404

14 (crossovers$ or cross over$).ti,ab. 92366

15 (quasi adj (experimental or random$)).mp. 17305

16 (control$ ad;j3 (trial$ or study or studies or group$)).ti,ab. 1129574
17(2or3or4or50r6or7or8or9orl0orllorl2orl3orl4orl5or16) 2514303
18(1and 17) 70

Notes: N/A

File: UO2 Embase n70

PsycINFO

Host: OVID

Data Parameters: 1806 to February Week 32018
Date searched: Monday, February 26th 2018
Searched by: Chris Cooper

PRESS checked by: Erin

Hits: 50

Search strategy:

1 (present adj (centred or centered or focused or focussed)).ti,ab,ot. 243
2 (randomised or randomised).ti,ab. 69832

3 placebo.ab. 36417

4 randomly.ab. 65035

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 82
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5 trial.ti. 25551
6(2or3or4or5) 153550
7(1and6)50

Notes: N/A

File: UO2 PsycINFO n50

Cochrane Central Register of Controlled Trials (CENTRAL)
Host: Wiley

Data Parameters: Issue 1 of 12, January 2018

Date searched: Monday, February 26th 2018

Searched by: Chris Cooper

PRESS checked by: Erin

Hits: 59

Search strategy:

(present near/1 (centred or centered or focused or focussed)):ti,ab,kw (Word variations have been searched)
Notes: N/A

File: UO2 CENTRAL n=50

PILOTS: Published International Literature On Traumatic Stress
Host: Pro Quest

Data Parameters: Issue 1871-Current

Date searched: Tuesday March 6, 2018

Searched by: Chris Cooper

Hits: 44

Search strategy:

Set#: S1

Searched for: ti((present NEAR/2 (centred or centered or focused or focussed))) OR ab((present NEAR/2 (centred or centered or focused
or focussed)))

Results: 100

Set#: S2

Searched for: MAINSUBJECT.EXACT("Randomized Clinical Trial")
Results: 1210

Set#: S3

Searched for: ab((randomised or randomised or placebo or randomly))
Results: 2931

Set#: S4

Searched for: ti(trial)

Results: 784

Set#: S5

Searched for: S2 or S3 or S4

Results: 3226

Set#: S6

Searched for: S1 and S5

Results: 44

ProQuest Dissertations & Theses Global

ti(("present centred" or "present centered" or "present focused" or "present focussed")) OR ab(("present centred" or "present centered"
or "present focused" or "present focussed")) n=62

WHO ICTRP

Searched via: http://www.who.int/ictrp/en/

Date Searched: February 22,2018

Searched by: Erin

Hits: 24

Search strategy:

(present centred or present centered or present focused or present focussed)

Clinical Trials.gov

Searched via: https://clinicaltrials.gov/ct2/home
Date Searched: February 22,2018

Searched by: Erin
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Hits: 113

Search strategy:
present centred
present centered
present focused
present focussed

CCMDCTR Register

Searched via: Cochrane CRS

Date searched: Monday, February 26,2018

[Register current to June 2016 only]

Searched by: Chris Cooper

Hits: 46

Search Strategy:

(present centred or present centered or present focused or present focussed)
Notes: N/A

File: UO2 CCDAM n =46

B R e e s ey

Search-2 February 2019

« MEDLINE (1946 to 15 February 2019) (58)

« Embase (2018 to 2019 Week 07) (20)

o PsycINFO (1806 to February Week 1 2019) (81)

o CENTRAL (2018 to Issue 2, February 2019) (27)

« WHO ICTRP (2018 to 15 February 2019) (3)

« Clinicaltrials.gov (all years to 15 February 2019) (30)

« CCMD Register (not searched, only current to June 2016)

o ProQuest PTSDpubs (all years to 15 February 2019) (107)

« ProQuest Dissertations & Theses Global (all years to 15 February 2019) (10)

Searched by: Sarah Dawson

Total =336

Duplicates removed within this batch, n =150

Duplicates removed against earlier search results (sent by CC),n =71
Records to screen,n =115

Ovid MEDLINE(R) and Epub Ahead of Print, In-Process & Other Non-Indexed Citations and Daily <1946 to February 15,2019>

Search Strategy:

1 (present adj (centred or centered or focused or focussed)).ti,ab,kw,ot. (134)
2 randomised controlled trial.pt. (476303)

3 controlled clinical trial.pt. (92914)

4 (randomised or randomised).ti,ab,kw. (558846)
5 randomly.ab. (305364)

6 placebo.ab. (195371)

7 clinical trials as topic.sh. (186040)

8 trial.ti. (194121)

9 or/2-8 (1236634)

10 (1 and 9) (58)

Ovid Embase <2018 to 2019 Week 07>

Search Strategy:

1 (present adj (centred or centered or focused or focussed)).ti,ab,kw,ot. (165)
2 randomised controlled trial.de. (536016)

3 randomization.de. (81197)

4 placebo.de. (330442)

5 placebo?.ti,ab. (284480)

6 (randomised or randomised).ti,ab. (797176)

7 randomly.ab. (400977)

8 ((singl$ or doubl$ or trebl$ or tripl$) adj3 (blind$ or mask$ or dummy)).mp. (285584)
9 factorial$.ti,ab. (34478)

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review)
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10 allocat$.ti,ab. (136069)

11 assign$.ti,ab. (356785)

12 volunteerS$.ti,ab. (240727)

13 crossover procedure.de. (58243)

14 (crossovers$ or cross over$).ti,ab. (97979)

15 (quasi adj (experimental or random$)).mp. (19487)
16 (control$ ad;j3 (trial$ or study or studies or group$)).ti,ab. (1224543)
17 or/2-16 (2689918)

181and 17 (83)

19 (2018* or 2019*).dc,dd,dp,yr. (2088349)

20 (18 and 19) (20)

Ovid PsycINFO 1806 to February Week 12019

1 (present adj (centred or centered or focused or focussed)).ti,ab,id,ot. (268)

2 posttraumatic stress disorder/ or complex ptsd/ or desnos/ (30247)

3 (PTSD or ((posttrauma* or post-trauma* or post trauma*) adj3 (stress* or disorder* or psych* or symptom?)) or acute stress disorder* or
combat disorder* or war neuros*).ti,ab,id. (42801)

4 (2 or 3) (44002)

5(1land4) (81)

Cochrane Central Register of Controlled Trials (CENTRAL) Issue 2. 2019

Advanced search strategy:

(present near/1 (centred or centered or focused or focussed)):ti,ab,kw (Word variations not searched)
Date limited: 1/2/2018 to 15/2/2019 n =27

WHO ICTRP

Searched via: http://www.who.int/ictrp/en/

Date Searched: February 22, 2018 to February 15,2019

(present centred or present centered or present focused or present focussed) n=3

Clinical Trials.gov

Searched via: https://clinicaltrials.gov/ct2/home

Date Searched: February 15,2019

"present centred" OR "present centered" OR "present focused" OR "present focussed" | PTSD n =30

PTSD synonyms (automatically searched): Post-traumatic stress disorder or combat fatigue or combat neurosses or post traumatic stress
syndrome or post-traumatic neuroses or traumatic neurosis

Proquest PTSDpubs (previously Published International Literature on Traumatic Stress (PILOTS) (all years to 15-Feb-2018)
noft((present NEAR/1 (centred OR centered OR focused OR focussed))) n = 107

ProQuest Dissertations & Theses Global (all years to 15 Feb 2019)

ti(("present centred" or "present centered" or "present focused" or "present focussed")) OR ab(("present centred" or "present centered"
or "present focused" or "present focussed"))

AND ti((PTSD or postrauma* or post-trauma* or "post trauma*" or desnos or "acute stress disorder*" or "combat disorder*" or "war neu-
ros*")) OR ab((PTSD or posttrauma* or post-trauma* or "post trauma*" or desnos or "acute stress disorder*" or "combat disorder*" or
"war neuros*")) n=10

* 11

CONTRIBUTIONS OF AUTHORS

Bradley Belsher and Daniel Evatt had the initial idea for undertaking the review. Bradley Belsher, Erin Beech, and Xian Liu wrote the initial
draft of the protocol. Bradley Belsher, Erin Beech, and Derek Smolenski wrote the draft of the review. Daniel Evatt, Jean Otto, Paula Schnurr,
Tracie Shea, and Craig Rosen reviewed the review and provided comments. All review authors reviewed and approved the final draft.

DECLARATIONS OF INTEREST

BB: none known.

EB: none known.

DE: none known.

CSR: none known.

XL: none known.

JO: none known.

PPS: I have received grant funding from the Department of Veterans Affairs and the Department of Defense to conduct research on treat-
ments for PTSD that include Present-Centered Therapy. | also served as a VA Co-Champion of the workgroup that developed the 2017 VA/

Present-centered therapy (PCT) for post-traumatic stress disorder (PTSD) in adults (Review) 85
Copyright © 2019 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.



: Cochrane Trusted evidence.
= L- b Informed decisions.
1 iprary Better health. Cochrane Database of Systematic Reviews

DoD PTSD Practice Guideline. In addition, | have received payment from Noblis Therapeutics for consulting on the design of a research
study on PTSD treatment.

TS: 1 have received grant funding from the Department of Veterans Affairs to conduct research on treatments for PTSD that include Present-
Centered Therapy, and have conducted training for research studies using Present-Centered Therapy. | am contributing a chapter to a
book in progress on Present-Centered Therapy.

DIFFERENCES BETWEEN PROTOCOL AND REVIEW

(1) The exclusion criteria in our protocol did not state that trials that compared PCT with active treatments other then TF-CBT would be
excluded. These trials were notincluded in the review, as they were not relevant to the original study objectives. In the review, an additional
exclusion criterion was added to address this omission: comparisons other than TF-CBT or control conditions.

(2) We were more explicit about the non-inferiority hypothesis and the use of mean differences (as the primary analysis) and standardized
mean differences (as supplemental analyses). Mean differences are more precise, despite the loss of potential eligible studies, which is
important for non-inferiority analyses. Furthermore, we still confirmed these primary analyses by evaluating SMD between treatments
using guidance from ISTSS (Berliner 2019).

(3) Subgroup analyses focused on just TF-CBT and PCT comparisons and were limited to treatment modality (group versus individual) and
TF-CBT intervention type (CPT versus PE).

(4) We simplified our sensitivity analyses to focus on just those studies deemed higher quality based on outcome masking, appropriate
handling of missing data (ITT; mixed-model analysis), adequate power, and low levels (< 40%) of post-randomization treatment loss.
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