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Abstract
Background: Treatment fidelity tools are frequently used in clinical trials, promoting treatment consistency and 

therefore validity of trial findings. However, treatment fidelity procedures have not been included within international clinical 
trial guidelines such as the Consolidated Standards of Reporting Trials (CONSORT 2010). 

Aim: This study systematically reviews psychological clinical trials that incorporate Treatment Fidelity procedures and 
appraises their implementation using the Implementation of Treatment Integrity Procedures Scale (ITIPS).

Method: Using the PRISMA Checklist as a guide for systematic review, a comprehensive search of the Medline, 
PsychINFO, Ovid, Cochrane Library, Scopus, PUBMED databases for the period 2004 to 2014 resulted in retrieval of 3186 
potential articles. Thirty-two studies meeting inclusion criteria were analysed against the ITIPS.

Results: Sixteen studies were assessed as ‘approaching adequacy’ in implementing Treatment Fidelity procedures as 
measured by the ITIPS scale, 8 studies were assessed as ‘adequate’ whilst a further 8 studies were deemed ‘inadequate’ 
against this assessment. Treatment Fidelity tools generally increased the intensity of the intervention or program within 
which they were used, resulting in improved levels of Treatment Fidelity. 

Conclusion: Current evidence supporting the inclusion of Treatment Fidelity tools is limited since there have been 
relatively few published studies examining the effectiveness of Treatment Fidelity tools. Further research into the efficacy, 
feasibility and measurement of Treatment Fidelity in implementing treatments is recommended, in tandem with additions 
to the CONSORT Guidelines to better support the inclusion of Treatment Fidelity procedures within clinical trials.

Keywords: Treatment fidelity; Integrity; Adherence; Competence;
Scales; Mental health research

Review Contributions to Existing Research
• Assesses current evidence and identifies areas for future

research 

• Highlights several key strengths of Treatment Fidelity in
improving quality assurance and implementation strategies for
clinical trials

• Finds limited use of Treatment Fidelity procedures within
current clinical trials

• Provides evidence to support the inclusion of Treatment
Fidelity tools in the CONSORT Guidelines.

Introduction
Treatment fidelity concepts

The last decade has witnessed rapid development in Treatment 
Fidelity research tailored to enhance therapy implementation including 
progress in terms of fidelity definitions, strategies, and approaches 
to maintenance. Accurate assessment of the effectiveness of therapy 
requires knowledge of the degree of Treatment Fidelity within the 
program under evaluation. Treatment Fidelity has been an important 
topic in the psychosocial research as it thus has important implications 
for clinical practices. It provides evidence as to whether the treatment 
being investigated was implemented in accordance to recommended 
protocols. Without this evidence it is difficult to ascertain the 
effectiveness of any given therapy. Early conceptualization of Treatment 

Fidelity, also referred to as ‘treatment integrity’ or ‘treatment purity’, 
was described as treatment delivered as intended [1]. Subsequently, 
‘treatment differentiation’ gained favour amongst researchers as a 
descriptor of Treatment Fidelity; this referred to whether or not the 
treatment implemented differed from its intended manner [2-4]. Later 
again, ‘treatment receipt’ emerged as a separate element of Treatment 
Fidelity. Defined as whether the client comprehended and used the 
treatment skills taught during the sessions [5]. As the field evolved, 
‘treatment enactment’ was identified as a Treatment Fidelity element 
that evaluated whether the client applied skills learnt in treatment to 
their daily life [6,7]. Leichsenring and colleagues [1], expanded further 
defining Treatment Fidelity as a means of exploring: (i) whether a 
treatment delivered is representative of the theoretical constructs and 
mechanisms presumed to underpin its purpose, (ii) the extent to which 
treatment effects are causally attributed to the treatment implemented 
and (iii) whether these methods are generalizable in the clinical setting.
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Fidelity tools

The introduction of treatment manuals allowed interventions 
under empirical investigation to be operationalised to best support 
therapy delivery in line with designed treatment structures [8,9]. 
Manualisation enabled an intervention to be monitored for Treatment 
Fidelity levels according to the research protocols [4,7]. In the area of 
psychology and therapy implementations, a number of researchers have 
described manuals as a reliable and cost effective mechanism to support 
Treatment Fidelity to maximize targeted outcomes [10-13]. However, 
several researchers argue mutualized treatments do not ensure effective 
delivery of the treatment [14-18]. This helps to explain the introduction 
of adherence and competence scales to enhance the assessment and 
measurement of Treatment Fidelity. 

The value of measuring adherence and competence to determine 
the quality of Treatment Fidelity is a fundamental consideration [19-
21]. Adherence is expressed as the delivery of a key component or 
technique of the treatment [9]. In contrast, competence measures 
assess the skills or accuracy with which the treatment is implemented 
[22,23]. Quantitative and qualitative research methods are pivotal tools 
for the investigation of these complex Treatment Fidelity phenomena 
[24-27]. Despite advances in the field of Treatment Fidelity, studies of 
treatment adherence and competence continue to reveal inconsistencies 
between treatment and outcome [28]. Perepletchikova and Kazdin [29] 
suggested that adequate Treatment Fidelity measures are essential in 
research settings to explain such inconsistencies. Treatment Fidelity 
procedures can assist in exploration of associations between outcomes 
and features of the intervention, or the therapist.

 Treatment fidelity in randomised clinical trials

Randomised controlled trials (RCT) are a rigorous means 
of describing and determining the existence of cause and effect 
relationships between treatment and outcome, and assessing the 
cost-effectiveness of a treatment. When clinical trials are designed, 
delivered, analysed and interpreted, generalisation and attribution of 
findings are possible. However, published clinical trials can yield biased 
results, lack methodological rigour, and may provide incomplete 
reporting, thus limiting the opportunity for replication of studies [30]. 
In 1998, these known limitations were a catalyst for the development 
of the Consolidated Standards of Reporting Trials (CONSORT), which 
were subsequently updated in 2001 and 2010 [31,32]. The CONSORT 
were developed to help improve the quality of clinical trials in terms of 
accuracy, clarity, transparency, research design and findings [31,33]. 

Members of the National Institute of Health (NIH) Behavioural 
Change Consortium (BCC) offered a comprehensive Treatment 
Fidelity Framework that included a five-part theoretical model for 
Treatment Fidelity in clinical trials [34]. The model suggested the 
following factors be considered when designing a trial; (i) study design; 
(ii) training: specific competencies required for successful delivery 
of the intervention for training design; (iii) delivery: processes that 
monitor and maintain quality of delivery; (iv) receipt: processes that 
ensure that participants understand the information provided in the 
intervention; and (v) enactment: processes to monitor and improve 
the ability of participants to perform treatment-related cognitive and 
behavioural strategies in their daily lives [34,35]. 

Measuring and assessing Treatment Fidelity provides a method 
to document deviations within and from an intended model and 
enhances internal and external validity, and reliability of behavioural 
research interventions [5,36-38]. Whilst the assessment of Treatment 

Fidelity is important, it can also be resource-intensive [39]. It has the 
potential to add an enhanced dimension to clinical trial implementation 
[40,41]. Perepletchokova and colleagues [23] emphasised that fidelity 
procedures and measures are central to the delivery of successful 
clinical trials. They highlighted four key areas of Treatment Fidelity in 
clinical trials that included: establishment of fidelity (e.g. specification 
of protocol, structured training of therapists and continued monitoring 
of therapist’s adherence to the prescribed procedures); assessment 
of fidelity (e.g. assessed via direct observations in areas of treatment 
adherence, therapist competence and treatment differentiation), 
evaluation of fidelity (e.g. use of adherence and competence scales) 
and reporting of fidelity (e.g. overall integrity of treatment the extent 
to which all components were correctly implemented according to 
the manual, and component integrity- consistently implementing all 
treatment component across sessions). This measure was referred to as 
the Implementation of Treatment Integrity Procedures Scale (ITIPS) 
and was designed to evaluate the extent clinical trials addressed these 
four defined areas [23].

Treatment fidelity and CONSORT

At present many elements of Treatment Fidelity are absent from the 
revised CONSORT statements and explanations [42]. Persche and Page 
[25] highlighted that though the CONSORT Guidelines are regularly 
used in clinical trials, they are deficient in the area of supporting 
the attainment of high levels of Treatment Fidelity, potentially 
detracting from the effectiveness of the delivered intervention. 
Identified deficiencies of the CONSORT Guidelines include: inability 
to capture the provision of clinician professional development and 
the inability to record the attainment of clinically significant results. 
Moreover, the guidelines are ineffective in terms of assessing treatment 
delivery, treatment receipt and treatment enactment [34,43]. The 
identified weaknesses within the present CONSORT guidelines have 
direct implications for client care, as the attainment of high levels of 
Treatment Fidelity is often critical for program goals and replication 
across multiple sites [44]. 

The inclusion of Treatment Fidelity tools can assist with adequate 
testing of a proposed hypothesis, and can enhance statistical power for 
measures of internal validity, From the point of view of translational 
research, it enhances the ability to replicate the treatment in other 
studies, promptly disseminate the treatment, and potentially to 
maximise successful patient/client outcomes [45,46]. In contrast, a lack 
of attention to Treatment Fidelity implementation may lead to poor 
standardisation within and across treatments in clinical trials and will 
contribute to an inflated error variance, decreased statistical power and 
increased likelihood of a Type II Error [47,48]. 

Aim
This systematic review aims to identify how Treatment Fidelity 

has been implemented in clinical trials to help contribute to improved 
understanding of current trends. 

The review appraises psychosocial clinical trials that specifically 
investigate Treatment Fidelity over the last decade. It uses the 
Implementation of Treatment Integrity Procedures Scale (ITIPS) [23] 
to critically appraise and synthesize evidence in terms of:

1. Use of Treatment Fidelity procedures within clinical trials of
psychological interventions

2. Alignment of clinical trial Treatment Fidelity procedures with
the Implementation of Treatment Integrity Procedures Scale.
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Method
Types of studies

Only randomised control trials published in English between 2004 
and 2014 were included. When a trial did not report randomisation but 
was described as “double-blind” and the demographics details of each 
group were similar, the trial was deemed to be randomised. The authors 
excluded quasi-randomised studies, but studies that employed “cluster 
randomisation” (such as randomisation by clinician or practice) were 
included. 

Search strategy

Prior to commencing the systematic review, a preliminary search 
of the Database of Abstracts of Reviews of Effects (DARE), and 
the Cochrane Database of Systematic Reviews (CDSR) confirmed 
no similar systematic reviews had been published. The following 
electronic library databases were investigated by two research assessors 
using the PRISMA (2009) Model of Systematic Review: The Cochrane 
Central Register of Controlled Trials on the Cochrane Library 
(January 2004-January 2014); PubMed (January 2004-January 2014); 
Ovid Medline (January 2004-January 2014); PsychINFO (January 
2004-January 2014); CINAHL Plus (January 2004-January 2014); 
Scopus (January 2004-January 2014). Search terms included treatment 
fidelity, integrity, intervention integrity, adherence, competence, and 
implement, scale, assessment, and monitor and outcome measure.

Two assessors (Clinical Psychologist Ted Graham and first author-
PP) independently screened titles and abstracts based on the research 
questions, study design, specified population, intervention, and 
outcome(s). Each individual article was assessed using the inclusion 
criteria of randomised control trials, mental health treatments, English 
and full text articles. The exclusion criteria consisted of poor quality 
results, non-randomised control trial, not peer reviewed, meta-
analysis/systematic reviews, trials not explicitly assessing Treatment 
Fidelity, letters, opinions, inadequate considerations of confounders, 
development of scale articles, tools used not validated/reliable and 
qualitative studies. The reference lists of included studies and reviews 
were searched to help identify further relevant studies. If the assessors 
agreed an assessed trial did not supply sufficient pre-requisite data, 
that study was omitted from the review. Publications were viewed 
individually and any double reporting recorded. Figure 1 shows the 
results of different search engines [49].

Data extraction 

The two assessors independently extracted data from the selected 
32 articles using the ITIPS. To maintain data integrity this information 
was cross-checked by each assessor. In the event consensus could not 
be reached pertaining to the rating of items within the scale, Tricia 
Nagel (TN-second author) assisted in making a final determination. 
Decisions requiring clarification or data extraction challenges were 
documented for future discussion.

Measurement used for data management

The PRISMA (2009) Checklist for Systematic Review [31] is a 
structured way to summarise literature reviews, which was further 
complemented by the inclusion of the Implementation of Treatment 
Procedures Scale (ITIPS). The ITIPS was designed by Perepletchikova 
and colleagues [23] to promote a common language to best position 
researchers to understand, measure and define Treatment Fidelity. It 
provides a framework to systematically evaluate and code Treatment 

Fidelity in clinical trials [23,50]. The ITIPS consists of 22-items covering 
domains of establishment (use of treatment manuals), assessment 
(treatment adherence, therapist competence, evaluation (therapist 
reactivity (e.g. therapist performance altered due to awareness of being 
observed) and reporting (professional development of therapists and 
raters of Treatment Fidelity in outcomes studies). Each of the 22-items 
has a potential rating scale of four points. Total scores range from 
22 to 88. Higher scores indicate more adequate implementation of 
Treatment Fidelity procedures (e.g., “Training strategies of therapists,” 
where 1: not trained, 2: authors mentioned that therapists were trained 
but no other information was provided, 3: used indirect strategies, and 
4: used direct strategies). The establishing treatment fidelity domain (6 
items) refers to how researchers conceptualize fidelity (e.g., in terms 
of adherence and/or competence), as well as the extent to which they 
provide a detailed treatment manual to therapists, train and supervise 
them. The assessing treatment fidelity domain (7 items) refers to the 
assessment of treatment fidelity via direct, indirect, or hybrid strategies; 
measurement of therapist treatment adherence as well as competence; 
and employment of fidelity measures with good psychometric properties 
(i.e., validity and reliability). The evaluating treatment integrity 
domain (5 items) refers to procedures such as ensuring the accuracy 
of the representation of the obtained fidelity data, training of raters, 
assessing inter-rater reliability, and controlling for measure reactivity. 
The reporting treatment fidelity domain (4 items) refers to procedures 
such as reporting numerical data; reporting overall, component and 
session fidelity; and reporting the implementation of various fidelity 
procedures. Therapist treatment adherence and therapist competence 
aspects of fidelity (6 items each) encompass how the terms were 
defined, assessed, evaluated, and reported [23]. To reduce the risk of 

 
 

Database search identified 
3186 records 

667 records excluded, not in 
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Additional studies identified 
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Figure 1: Clinical trials vetting process employed using The PRISMA Systematic 
Review flow diagram.
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bias associated in over-estimating the effects assessors rated the articles 
independently, prior to assigning ITIPS scores. Assessor scores were 
averaged and recorded on an Excel Spreadsheet for analysis. 

Treatment Fidelity procedures were categorised as determined 
by the ITIPS guidelines: adequate (AD); approaching adequate (AA); 
and inadequate (IA). For each item a score of 1 or 2 was assumed to 
reflect inadequate implementation of integrity procedures as the 
clinical trial showed either no evidence or talked only in broad terms 
of Treatment Fidelity; a score of 3 indicated that implementation 
approached adequacy as the clinical trial had provided some data that 
measured Treatment Fidelity ; and a score of 4 designated adequate 
implementation of fidelity procedures as the clinical trial had provided 
detailed data that measured Treatment Fidelity. Because there were 
22 items on the ITIPS, studies were classified as implementing fidelity 
procedures (a) inadequately if the study’s total score ranged between 22 
and 44; (b) in a manner approaching adequacy if the total score ranged 
between 45 and 66; and (c) adequately if the total score exceeded 66. 
This strategy was also utilized for evaluation of the adequacy of the 
Treatment Fidelity procedures for the four domains and the two aspects 
of fidelity. Statistical analysis was conducted using SPSS for Windows. 

Results
Figure 1 illustrates the flow of information through the different 

phases of the systematic review and maps out the number of records 
identified, included, and reasons for exclusions. Thirty two studies met 
all selection criteria for inclusion. 3224 records were excluded due to: 
non-RCT design, treatment focus not psychosocial, lack of appropriate 
fidelity measures or treatment fidelity definition, fewer than 10 
participants, and/or lack of useable data.

Establishing treatment fidelity

The majority of studies (71.9%) reported use of a treatment manual 
to support the therapist as shown in Table 1. However, more than a 
quarter (28.1%) of studies made no reference to the use of a treatment 
manual. Of the 23 studies which used a manual, 14 studies (43.5%) 
referred to the use of a specific manual, nine studies (28.1%) mentioned 
the general use of a manual within the treatment process. 

Assessment of adherence and competence procedures of the 
treatment

Table 1 also shows that most studies (90.6%, n=29) approached or 
achieved adequacy in terms of use of treatment adherence procedures. 
Competence measures were less frequently employed. More than 
half of the studies (56.2%, n=18) approached or achieved adequacy 
of therapist implementing competence procedures while 14 studies 
(43.8%) did not refer to the use of therapist competence procedures. 

Evaluating treatment fidelity 

Clinician adherence and competence: Of the 32 studies that 
assessed Treatment Fidelity, most reported conceptualisation of 
Treatment Fidelity data. Data included competence raters, employed 
methodology and key properties of the treatment. While the majority 
of these studies defined Treatment Fidelity specifically in terms of 
adherence and/or competence (59.4%, n=19), one third of studies 
appraised Treatment Fidelity in only general terms (34%, n=11), (Table 
2). A majority of studies (71.9%, n=23) assessed Treatment Fidelity 
using adherence and/or competence concepts, and half of the studies 
(50%, n=16) used specific adherence or competence tools to measure 
Treatment Fidelity.

On the other hand, more than a quarter of the studies (28%, n=9) 
only assessed Treatment Fidelity indirectly or failed to provide detail of 
the assessment of Treatment Fidelity (28.2%, n=9). Most of these (six 
studies) referred to Treatment Fidelity indirectly with the remaining 
three studies not reporting the use of any fidelity tools. Explaining and 
assessing (observational data) adherence and competence can involve 
direct, indirect or hybrid strategies. Direct observations are generally 
conducted by trained staff present in the treatment setting, viewing 
sessions through one-way mirror or via monitors and/or videotapes. 
Indirect methods include self-report, rating scales, interviews and 
permanent products (eg. written homework assignments or data 
collection sheets) of treatment implementation.  

Rating adherence and competence: Evaluating Treatment Fidelity 
through the use of adherence and competence scales requires the use 
of raters who assess and score treatment delivered by clinicians or 
researchers. Half of the 32 studies (n=16) did not report any training 
of raters, (Table 3). In a third of the studies (31.3%, n=10) training 
provided to raters was indirect or not specific to the treatment. Over 
two thirds of the studies (68.7%, n=22) measured adherence and/or 
competence. 

A third of studies (31.3%, n=10) relied on indirect measures to 
assess fidelity. Reactivity to Treatment Fidelity (clinicians altering 
their performance or behaviours due to the awareness that they 
are being observed) was controlled within 21 studies (65.6%) with a 
further 11 studies (34.4%) controlling for reactivity indirectly. That is, 
observations were conducted at randomised times without prior notice 
being provided to clinicians.

Reporting treatment fidelity: Nine studies provided informative 
data related to therapist adherence, eight of which provided numerical 
data related to measurement of Treatment Fidelity using competence 
scales, (Table 4). Of the remaining 23 studies using adherence scales 
most (71.9%) did not provide detailed informative data of treatment 
adherence levels although they assessed treatment adherence and 
provided numerical data. Of the 24 which did not provide information 

Therapist treatment adherence procedures Therapist competence procedures Use of the manual
Variable

(ITIPS range)
IA

(6-12)
AA

(13-18)
AD

(19-24)
IA

(6-12)
AA

(13-18)
AD

(19-24)
Manual not 
mentioned

Manual only 
mentioned

Manual is 
general

Manual is 
specific

Overall (N) 3 17 12 14 9 9 9 14 4 5
Overall (%) 9.4% 53.1% 37.5% 43.8% 28.1% 28.1% 28.1% 43.8% 12.5% 15.6%
Mean Score 12 15.4 21 7.6 15.3 21.8

SD 0 1.8 1.7 1.5 1.9 1.9
Median 12 15.0 20.5 7 16 22
Min-Max 12-12 13-18 19-24 6-11 13-18 19-24

Table 1: Implementation of therapist treatment adherence and therapist competence procedures and use of the manual Note: IA=inadequate; AA=approaching adequacy; 
AD=adequate. Total studies N=32.
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about competence scales 12 studies (37.5%) provided no data related 
to competence levels. The remaining 12 studies (37.5%) provided some 
numerical data, however it was not sufficient to allow determination of 
competence levels. 

Implementation of treatment fidelity procedures across the 
four domains of the ITIPS: Table 5 shows the adequacy levels across 
the four domains of establishing, assessing, evaluating, and reporting 
fidelity.

I) Establishment: Less than half (40.6%, n=13) of the studies
established procedures for ascertaining Treatment Fidelity and nearly 
a quarter (21.9, n=7) of the studies approached adequacy in this 
domain. However, more than one third of studies (37.5%, n=12) did 
not establish adequate Treatment Fidelity procedures. 

II) Assessment: In terms of assessing Treatment Fidelity about one
third of studies (31.3%, n=10) approached adequacy, a further third 
of studies implemented adequate procedures (34.4%, n=11), while the 
remaining third of studies (34.3%, n=11) scored within the inadequate 
range on the ITIPS scale. 

III) Evaluation: Over a half of studies (53.1%, n=17) approached
adequacy in terms of methods of evaluation of Treatment Fidelity, with 
markedly fewer (18.8%, n=6) achieving scores indicating adequate 
implementation. More than a quarter of the studies (28.1%, n=9) 
achieved scores which indicated inadequate evaluation procedures.

IV) Reporting: Approximately a third of studies approached
adequacy (31.3%, n=10) in terms of reporting of Treatment Fidelity 

Establishing Assessing Evaluating Reporting
Variable
(ITIPS 
range)

IA
(6-12)

AA
(13-18)

AD
(19-24)

IA
(7-14)

AA
(15-20)

AD
(21-28)

IA
(5-10)

AA
(11-15)

AD
(16-20)

IA
(4-8)

AA
(9-12)

AD
(13-16)

Overall (N) 12 13 7 11 10 11 9 17 6 7 15 10
Overall (%) 37.5% 40.6% 21.9% 34.4% 31.3% 34.4% 28.1% 53.1% 18.8% 21.9% 46.9% 31.3%

Mean 
Score 10.8 15.2 21.0 12.1 16.7 24.1 8.9 12.9 17.5 7.3 10.7 14.5

SD 1.5 1.7 1.3 1.5 1.2 2.3 0.8 1.4 1.4 0.5 1.0 1.1
Median 11.5 15.0 22.0 12.0 16.5 24.0 9.0 13.0 17.5 7 11 14.5

Min-Max 8-12 13-18 19-22 10-14 15-19 21-28 8-10 11-15 16-19 7-8 9-12 13-16

Note: IA=inadequate; AA=approaching adequacy; AD=adequate. Total studies N=32. 
Table 5: Adequacy levels across the four domains of establishing, assessing, evaluating, and reporting fidelity.

No Indirect Adherence or 
competence

Adherence and 
competence No Indirect Adherence or 

Competence Adherence and Competence

% 6.3 34.4 37.5 21.9 9.4 18.8 50.0 21.9

N 2 11 12 7 3 6 16 7

Table 2: Treatment Fidelity in terms of treatment adherence and therapist competence.

Training raters Assessment inter-rater reliability Control for measure reactivity

Yes No Indirect Yes (adherence 
or competence)

Yes(both adherence and 
competence No Indirect Yes No Indirect

% 18.7 50.0 31.3 53.1 15.6 0 31.3 65.6 0 34.4
N 6 16 10 17 5 0 10 21 0 11

 Table 3: Measuring Treatment Fidelity.

procedures and findings with even more (46.9%; n=15) demonstrating 
adequate reporting. However, seven studies (21.9%) did not report 
Treatment Fidelity procedures adequately. 

Total levels of treatment fidelity implemented: Overall on each 
of the 22 items, a score of 1 or 2 was assumed to reflect inadequate 
implementation of integrity procedures; a score of 3 indicated that 
implementation approached adequacy; and a score of 4 reflected 
adequate implementation of integrity procedures. The overall score of 
each clinical trial was calculated using a combination of the percentage 
of treatments implementing integrity procedures with (a) inadequately 
if the study’s total score ranged between 22 and 44; (b) in a manner 
approaching adequacy if the total score ranged between 45 and 66; 
and (c) adequately if the total score exceeded 66. The percentage of 
treatments implementing integrity procedures within each range of 
scores was calculated and shown in Table 6. 

Of the 32 clinical studies within this systematic review, a quarter 
of the studies (25%, n=8) did not adequately implement Treatment 
Fidelity. Three quarters of the reviewed studies either approached 
adequacy (50%, n=16) or were adequate (25%, n=8) in implementing 
Treatment Fidelity procedures. 

Discussion
Whilst solid advances in Treatment Fidelity research continue to 

be made, several opportunities to strengthen this approach are yet to 
be realised. This review assessed 32 clinical trials of which only fifty 
percent adequately addressed Treatment Fidelity.  

Adherence Competence
No Not informative Informative No Not informative Informative

% 0 71.9 28.1 37.5 37.5 25.0
N 0 23 9 12 12 8

Table 4:  Provision of numerical data of treatment adherence and competence in clinical trials.t



Citation:Prowse PTD, Nagel T, Meadows GN, Enticott JC (2015) Treatment Fidelity Over the Last Decade in Psychosocial Clinical Trials Outcome 
Studies: A Systematic Review. J Psychiatry 18: 258. doi:10.4172/2378-5756.1000258

Volume 18 • Issue 2 • 1000258J Psychiatry 
Psychiatry, an open access journal

Page 6 of 8

Use of Treatment Fidelity Procedures within Clinical Trials 
of Psychological Interventions

This review found gaps across all four domains of the ITIPS scale, 
with 12 studies attaining inadequate scores for establishment, 11 for 
assessment, nine for evaluation, and seven for reporting of Treatment 
Fidelity. Overall, a third of the selected articles showed inadequate 
implementation of Treatment Fidelity. In some cases, the poor rating 
may reflect insufficient reporting rather than a lack of procedures, 
while in other cases the establishment, measurement, or evaluation of 
Treatment Fidelity may have been inadequate. 

Treatment Fidelity in psychosocial research is implemented in 
accordance with theoretical and procedural models of adherence and 
competence measurements. A small number of studies addressed both 
the use of adherence and competence measures and their assessment. 
However, more value was placed on the assessment of adherence to 
Treatment Fidelity than on therapist’s competence levels. Goense 
and colleagues [49] identified a similar trend in their review. The 
concept of adherence within Treatment Fidelity may be better suited to 
quantitative measurement. Adherence measures assess how frequently 
and to what degree the therapist ensures treatment “purity” [50]. 
In contrast, it is difficult to provide a quantitative measurement of 
therapist competence in implementing the treatment without relying 
heavily upon the clinical judgement and expertise of selected assessors. 

Alignment of Clinical Trial Treatment Fidelity Procedures 
with the Implementation of Treatment Integrity Procedures 
Scale (ITIPS)

Across the four domains of Treatment Fidelity in the ITIPS, we 
found that methods for establishing and assessing fidelity scored below 
fifty percent on average, whilst the evaluating and reporting of results 
approached average in a number of studies. Only seven studies (21.9%) 
had adequately established procedures for ascertaining Treatment 
Fidelity. Typically, a manual was provided for the therapist when 
implementing the treatment. However, it is noteworthy that only 
five studies reported providing therapists with a specific treatment 
manual. Additionally, not all studies provided therapists with training 
and/or supervision related to use of the manual and implementation 
of treatment. One explanation could be that the therapy was well 
known and that guidelines and training were already broadly available. 
For example, several studies involved the use of the widely practiced 
treatment of Cognitive Behavioural Therapy. 

In contrast, it would be expected that new therapies and emerging 
interventions would place greater reliance on the provision of a specific 
manual. It should be noted that whilst a clinician can be very skilled 
in delivering a treatment, they may not necessarily be adhering to 
pertinent techniques contained within a prescribed manual. In terms 

of assessment, in most studies indirect methods of fidelity assessment 
were more commonly used than specific adherence and competence 
scales. A key limitation of such indirect methods is the lack of capacity 
in measuring the quality of the delivered intervention or treatment [50]. 

The fourth and final domain, reporting, scored poorly overall. It 
appeared the reporting of Treatment Fidelity was influenced by the 
lack of establishment and implementation of rigorous assessment 
procedures across several studies. This rendered interpretation 
of fidelity data difficult. Clinician adherence was generally more 
adequately reported than clinician competence with very few studies 
reporting both adherence and competence measures. Numerous studies 
were deficient in reporting critical details of their evaluation, such as 
inter-rater reliability. Moreover, when reporting Treatment Fidelity 
data, many studies provided little detail of their fidelity measurement 
findings. A possible explanation may be authors attached more weight 
to treatment outcomes than to the importance of assessing and 
reporting Treatment Fidelity. Nevertheless the failure to implement 
Treatment Fidelity strategies limits the available conclusions to be 
drawn from the study and the overall generalizability of the findings.

The findings of this systematic review suggested a need for 
guidelines to better detail the key Treatment Fidelity of establishment, 
evaluation, assessment and reporting.   The clinical trials in this 
review had implemented and reported according to the CONSORT 
Guidelines [31]; however, the quality of fidelity processes was generally 
inadequate with a majority of studies insufficiently reporting both 
therapist adherence and competence measurements. Whilst it is 
recognised that conceptualising and evaluating Treatment Fidelity is 
critical in understanding the validity of research results, clinical trials 
can still achieve this ‘gold standard’ without evidence of high quality 
Treatment Fidelity procedures. Perrepletchikova and colleagues [23] 
argued that Treatment Fidelity needs to be elevated in prominence 
and to be viewed as fundamental for empirical research. Our review 
supports this argument. This review highlights an opportunity for 
strengthened program implementation through adopting enhanced 
procedures for future clinical trials to maximise outcomes, a view 
shared by Perepletchivova and colleagues [23] who stated that, 
“guidelines of empirical testing of psychological treatment require re-
evaluation” (p838). This review provides further evidence in support 
of this recommendation. Moreover, changes are recommended to the 
Guidelines for reporting of clinical trials for psychological research to 
better communicate procedures for establishing assessing, evaluating, 
and reporting of fidelity. A review of the CONSORT guidelines [32] 
would provide an opportunity for amendments to establish procedures 
for ascertaining Treatment Fidelity across each of the four ITIPS 
domains. Whilst the guidelines provide a solid starting point for the 
reporting of clinical trials, they remain vague in terms of reporting 
on Treatment Fidelity. Borrelli and colleagues [34] suggested the 
addition of a fidelity framework to best support treatment design, 
therapist training, treatment delivery, treatment receipt and treatment 
enactment. 

The benefits of revising the CONSORT Guidelines include: 
establishing a structured Treatment Fidelity focus, increased usage 
of treatment manuals, enhanced consistency of clinician treatment 
implementation, and greater statistical power achieved through a 
more standardised measurement method. This review suggests the best 
suited tools to deliver high levels of Treatment Fidelity were adherence 
scales, competence scales and specific manuals. These tools provide a 
constant reference point to better support consistency in the delivery 
of a program across multiple sites by different clinicians.

Note: IA=inadequate; AA=approaching adequacy; AD=adequate. Total studies 
N=32.

Table 6: Adequacy levels of the total implementation of Treatment Fidelity 
procedures in 32 clinical trials studies.t.

Total Treatment Fidelity
Variable (ITIPS range) IA (22-44) AA (45-66) AD (67-88)

Overall (N) 8 16 8
Overall (%) 25 50 25
Mean score 38.75 54.81 76.75

SD 2.49 5.59 4.83
Median 38.50 54.00 73.50
Min-Max 35-42 47-64 70-83
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The ITIPS domains of establishment, evaluating, assessing, and 
reporting Treatment Fidelity supported the goals of this systematic 
review. However, some minor refinement may prove beneficial for 
future research studies. The intentional broadness of the domains 
makes it difficult to effectively drill down to specific elements of interest. 
For example, it is not possible to readily capture the specific Treatment 
Fidelity tools used or professional development opportunities provided 
to clinicians. Accordingly, the option to include additional questions 
within domains may help overcome this identified limitation.

Limitations

There are five main limitations to this study. Firstly, the assessors 
were not blind to the authors of the selected clinical trials allowing 
for the potential of observer bias. Secondly, inclusion and exclusion 
criteria may have been too restrictive with specific search terms having 
unintentionally excluded valid clinical trials. Thirdly, the small number 
of clinical trials included affects the generalisability of the current study. 
Perhaps having a longer time frame and including studies published 
prior to 2004 may have led to a better understanding of the evolving 
nature of Treatment Fidelity. 

Fourthly, expanding the review parameters from clinical trials to 
include systematic reviews and meta-analyses may have provided a 
more heterogeneous field for comparison. Finally, Treatment Fidelity 
was identified as not commonly being the specific focus of the clinical 
trials, and these studies were often undertaken by a core group of 
authors. For example, Hogue contributed to three separate included 
trials. This makes it problematic to generalise findings given the 
potential for bias linked with this research group. 

Conclusion and future directions

Mental health professionals working within the fields of psychology 
and psychiatry seek evidence-based treatments to underpin their day 
to day clinical work. High quality Treatment Fidelity within clinical 
trials provides robust evidence for effectiveness of a given therapy. 
This systematic review, however, found under-usage of fidelity 
measures within clinical trials, contributing to limited quality of 
Treatment Fidelity, and consequent limited evidence for effectiveness 
of therapy. The review also found that those studies, which included 
multi-method approaches to Treatment Fidelity using adherence 
and competence measures and treatment manuals, achieved higher 
ratings of Treatment Fidelity quality. This provides clear direction 
for future research, suggesting that inclusion of such procedures will 
promote improved Treatment Fidelity. While the development of the 
CONSORT Guidelines has contributed to improved quality of clinical 
trials and hence strengthened the evidence base for specific therapies, 
these protocols do not presently provide detailed recommendations 
related to Treatment Fidelity procedures. Thus one means of improving 
quality of Treatment Fidelity in clinical trials would be the inclusion of 
such detailed guidance. 

This review evaluated Treatment Fidelity quality in four procedural 
domains; establishment, evaluation, assessment, and reporting. 
Integrating procedures within these domains in future clinical trials 
will provide data, which promotes greater understanding of treatment 
implementation and strengthened evidence for treatment effectiveness. 
Reaching agreement on core measures and fidelity tools to support 
improved levels of Treatment Fidelity in psychosocial research will 
promote quality of Treatment Fidelity, and consistency across mental 

health disciplines, allowing future research to provide more robust 
evidence in support of better client outcomes. 
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