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Abstract
Aim—This paper is a description of a method to develop and conduct a customized psycho-
educational intervention fidelity assessment as part of pilot work for an efficacy study. A tool
designed to assess treatment fidelity to a psycho-education intervention for patients with end-stage
renal disease and their surrogate decision makers, Sharing the Patient's Illness Representations to
Increase Trust, is presented as an illustration.

Background—Despite the specificity and idiosyncrasy of individual interventions and the call to
systematically evaluate treatment fidelity, how to accomplish this goal has not been clarified. Tools
to adequately measure treatment fidelity are lacking.

Methods—We developed the Sharing the Patient's Illness Representations to Increase Trust
Treatment Fidelity Assessment tool by identifying elements that were idiosyncratic to the
intervention and those that could be adapted from existing tools. The tool has four components:
overall adherence to the intervention content elements; pacing of the intervention delivery; overall
dyad responsiveness; and, overall quality index of intervention delivery.

Results—Inter-rater reliability ranged from 0·80 to 0·87 for the four components. The tool showed
utility in training and monitoring, such as detecting unplanned content elements delivered and the
use of proscribed communication behaviours.

Conclusion—Psycho-educational interventions are one of the most common types of nursing
interventions worldwide. Use of fidelity assessment tools customized to the individual interventions
may enhance systematic evaluation of training and monitoring treatment fidelity.
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Introduction
There is growing recognition of the importance of evaluating treatment or intervention fidelity
in randomized controlled trials – that is, the extent to which an intervention was delivered as
conceived and planned – to arrive at valid conclusions concerning its effectiveness in achieving
the target outcomes (Moncher & Prinz 1991, Waltz et al. 1993, Dumas et al. 2001, Bellg et
al. 2004, Hawe et al. 2004, Harshbarger et al. 2006). However, practical guidelines for and
exemplars of conducting evaluation of intervention fidelity are lacking. Accordingly, our
purpose in this paper is to describe the development and use of a tool to assess the treatment
fidelity of SPIRIT (Sharing the Patient's Illness Representations to Increase Trust), a psycho-
educational intervention designed to assist end-of-life decision-making by patients with end-
stage renal disease and their designated surrogate decision makers. The SPIRIT treatment
fidelity assessment tool is used as an exemplar for how to develop and conduct a customized
fidelity assessment of a psycho-educational intervention.

Background
The idea of assessing treatment fidelity in behavioural and psycho-educational intervention
studies was adopted from drug trials, in which strict adherence to protocols must be ensured.
However, because of the dynamic and interactive nature of behavioural and psycho-educational
interventions, assessing treatment fidelity in these studies is much more challenging.

Issues remain in defining and operationalizing treatment fidelity in behavioural and psycho-
educational intervention protocols. The Behaviour Change Consortium confused matters by
defining treatment fidelity as `the methodological strategies to ensure' it (Bellg et al. 2004, p.
443), rather than the degree or level of adherence to an intervention protocol (Dumas et al.
2001, (Moncher & Prinz 1991, Perepletchikova & Kazdin 2005, Santacroce et al. 2004, Stein
et al. 2007). Also frequently conflated are treatment fidelity and trial integrity. Treatment
fidelity is only one of many factors, such as study design and subject retention, that contribute
to trial integrity, or the internal validity of an intervention study. Trial integrity is not
synonymous with, but rather partly depends on, treatment fidelity. Moreover, the five
components (or steps) to enhance treatment fidelity (i.e. design, training, delivery, receipt and
enactment) proposed by the Behaviour Change Consortium are often erroneously interpreted
by researchers to mean that treatment fidelity has been established simply by including these
five steps in their studies (Radziewicz et al. 2009, Spillane et al. 2007). Researchers such as
Resnick et al. (2005a, 2005b) have provided examples of the implementation and evaluation
of treatment fidelity; for example, reviewing audio-taped intervention sessions or direct
observations to correct any deviations in intervention delivery. However, several elements
remain unclear, such as how to conduct these assessments, how to determine which types of
assessments are appropriate for which intervention, and how to define level of adherence to
and deviations from interventional protocols.

Because of their dynamic and often highly individualized nature, systematic evaluation of
treatment fidelity is difficult in the case of cognitive-behavioural, psycho-educational and
communication interventions that involve interactions between the interventionist and patient
or client (Carroll et al. 2000, Santacroce et al. 2004). Unlike delivery of pharmacotherapy, it
is much more challenging to determine the dose and therapeutic elements of these interventions.
This is because, to enhance receptiveness and be potentially effective, a psycho-educational
intervention may need to be tailored to patients' individual needs and preferences. Therefore,
the effects of an intervention are a function of what is delivered and how it is delivered rather
than simply of how many of the intervention elements are delivered (Dumas et al. 2001,
Leventhal & Friedman 2004, Harshbarger et al. 2006, Hawe et al. 2008). Furthermore, tailoring
does not mean that the interventionist may extemporize during the intervention delivery; rather,

Song et al. Page 2

J Adv Nurs. Author manuscript; available in PMC 2010 April 30.

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript



what is standardized vs. what is customized must be clearly defined and monitored.
Interventionists must be evaluated on whether they appropriately used judgment and discretion.

In addition to these difficulties, the cost and time involved in developing an evaluation tool,
training raters and establishing reliability of ratings contribute to the lack of reports of the
systematic evaluation of treatment fidelity (Carroll et al. 2000). Although researchers may
benefit from using existing evaluation tools, instruments developed for one intervention may
not be readily adaptable to others if the guiding theory or the structure of the intervention
differs, or if what was standardized and what was tailored to individual participants were not
clearly defined. That is, the evaluation of treatment fidelity must be standardized and
customized to the standardization and customization in the intervention being tested. However,
it remains unclear how researchers should go about accomplishing this goal.

In this paper, we evaluate existing tools for monitoring treatment fidelity or for assessing
patient-therapist/clinician interactions. This evaluation was carried out to assess their
applicability for monitoring the treatment fidelity of the SPIRIT intervention tested in a pilot
randomized controlled trial. Psycho-educational interventions are one of the most common
types of nursing interventions worldwide. Such `talking' or counselling interventions require
a great deal of social and interpersonal interaction, which contributes to the quality of the
interventions but also to the difficulty in training interventionists and monitoring the quality.
A tool to assess treatment fidelity may facilitate a systematic evaluation of such interventions.
First, we present the SPIRIT intervention. Second, we describe the development of the
treatment fidelity assessment tool and its features. Finally, we illustrate the potential utility of
the treatment fidelity assessment tool we adapted from existing tools and then customized to
the SPIRIT intervention.

The study
The SPIRIT intervention

The SPIRIT intervention is an hour-long, single session, face-to-face intervention with dyads
composed of an end-stage renal patient and a surrogate decision-maker delivered by a trained
interventionist in an interview format. The intervention was designed to enhance discussion
with patients and their chosen surrogate decision makers regarding end-of-life care. The
theoretical foundation for the intervention is the Representational Approach to Patient
Education (Donovan & Ward 2001, Donovan et al. 2007). Consistent with the representational
approach (Donovan & Ward 2001), the SPIRIT intervention is a 5-step process that includes:
(i) assessing illness representations, (ii) identifying and exploring gaps in knowledge and
concerns, (iii) creating conditions for conceptual change, (iv) introducing replacement
information and (v) summarizing. During the representational assessment step, the
interventionist encourages both patient and surrogate to describe their illness representations
along the dimensions of identity, timeline, consequences, controllability and spiritual and
emotional representations. The goal for all parties is to achieve an understanding of the patient's
illness experience and the surrogate's experience with that patient's illness. In the second step,
the interventionist identifies and explores gaps in knowledge and concerns the dyad may have
regarding illness progression, life-sustaining treatment and decision-making. In the third step,
the interventionist encourages the members of the dyad to share their understandings about
death, dying, and end-of-life care. To create conditions for conceptual change, the
interventionist assists patients to identify their threshold for unacceptable outcomes of life-
sustaining treatment and explores the concerns of patient and surrogate. In the fourth step, the
interventionist presents end-of-life scenarios, encourages the patient to clarify goals of care
and express concerns and assists surrogates to examine their willingness to take the
responsibility to act on them. In the fifth and last step, the interventionist summarizes the
discussion and identifies topics for further discussion. The interventionist assesses any
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additional support the dyad needs (e.g. conferring with a spiritual advisor). More detailed
description of the intervention with goals for each step and the guiding theory can be found
elsewhere (Song et al. 2009).

Existing tools relevant to assessing treatment fidelity to the SPIRIT intervention
We reviewed existing fidelity measures to assess their utility for the evaluation of fidelity to
the SPIRIT intervention, including: the Method of Assessing Treatment Delivery (Leeuw et
al. 2008); the Family-Focused Grief Therapy treatment integrity measure (Chan et al. 2004);
the Yale Adherence and Competence Scale (Carroll et al. 2000); the Roter Interaction Analysis
System (RIAS) (Roter et al. 2000, Roter & Larson 2002); various Motivational Interviewing
adherence and competence measures (Miller et al. 2000, Miller & Rollnick 2002, Madson &
Campbell 2006) and the Fidelity of Implementation Rating System (Forgatch et al. 2005a,
2005b).

One problem with these tools for our purpose was the blurred line between theoretical/content
and process components. Content and process fidelity should be consistent with the conceptual
model of the intervention (Dumas et al. 2001). Most of the treatment fidelity measures we
reviewed were focused on monitoring a skill set or technique, which is a process component
(Moncher & Prinz 1991, Perepletchikova & Kazdin 2005). Because the structure and content
of the SPIRIT intervention were closely tied to the theoretical underpinnings, in addition to
the process components, we needed to assess directly the use of the principles deemed essential
to the representational intervention, such as exploration of illness representations to create
conditions for conceptual change.

A second problem was the relative lack of attention given to identifying the delivery of
unplanned components. The existing tools were focused on assessing whether and how well
the prescribed components were delivered. However, to delineate the relationships between
treatment dose and outcomes, it was important to evaluate not only what and how many
components of the intervention were delivered but also whether and how many unplanned
components were delivered. Having a measure to identify unplanned components delivered
would also enhance training, monitoring and targeted retraining for interventionists' adherence
to the intervention protocol.

Third, evaluation of interventionists' pacing of delivery of interventions was not included in
existing tools. Given the development and testing stage of the SPIRIT intervention, we do not
know yet whether any important differences exist among the five intervention steps. Thus, all
steps should be treated equally in importance and be delivered within a certain range of time
set for the intervention within the clinical trial protocol. Although the Motivational
Interviewing Skill Code (Miller et al. 2000) required calculating clinician and client talk time,
talk time did not capture interventionists' pacing through the intervention steps.

Fourth, the components of intervention delivery that were standardized as opposed to
customized were not specified in previous treatment fidelity assessment tools. The common
assumption in existing tools was that variations occur only by interventionists. This was
because the focus of existing tools, except for the Motivational Interviewing fidelity measures,
was on interventionist behaviours. Variations may occur, however, by participants' needs or
characteristics. Based on the Representational Approach to Patient Education, the SPIRIT
intervention was designed to be highly responsive to individual participants' needs. Thus, it
was important to define components that were standardized and, therefore, to be delivered
consistently, and components that were to be customized and, therefore, required
interventionists' flexibility, discretion and judgment. To address these issues in fidelity
assessment for the SPIRIT intervention, we developed the SPIRIT Intervention Fidelity
Assessment Tool.
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In our efforts to develop a tool to assess fidelity to a psycho-educational intervention, we used
the following definition of treatment fidelity, which has been consistently used in monitoring
psycho-educational interventions: the extent of adherence and competence in the
interventionist's delivery of an intervention as planned (Moncher & Prinz 1991, Santacroce et
al. 2004, Perepletchikova & Kazdin 2005, Stein et al. 2007). Treatment fidelity evaluation
responds to the question: `Do interventionists deliver the intervention as intended?' Treatment
fidelity includes two components: adherence (the quantity of prescribed behaviours) and
competence (skillfulness in the delivery of the intervention; Carroll et al. 2000, Moncher &
Prinz 1991). That is, interventionists' behaviours are evaluated to determine the extent to which
each key component was delivered as intended and if there was any unplanned component
delivered (referred to as content fidelity), and the extent to which effective communication
skills/behaviours were used and how each intervention component was delivered (referred to
as process fidelity; Dumas et al. 2001).

The SPIRIT Intervention Fidelity Assessment Tool
Overall adherence to intervention content elements—To define and monitor delivery
of theoretical components of the SPIRIT intervention, we first determined the content elements
based on the guiding theory and the goals for each step of the intervention. The 5-step SPIRIT
intervention had a total of 30 elements, with Step 1 (assessing illness representation) composed
of the largest number of elements (13) because it serves as the foundation for the rest of the
intervention. Eleven elements were structured for patient and surrogate each (for a total of 22
elements), six elements for both patient and surrogate as a dyad and two elements for patients
only. Each element included several prescribed questions that an interventionist asked of the
dyad without significant modification that would change the meaning. The interventionist was
allowed to choose 1–2 questions out of 3–4 prescribed questions for each element.

To evaluate content fidelity, each prescribed question was coded as attempted (asked as
prescribed but failed to obtain an answer from the patient or surrogate); completed (asked as
prescribed and answered); deviated from (asked differently and its meaning changed as a
result); or as skipped (none asked at all). The unit of coding for content elements was the
question the interventionist asked, which was compared with the prescribed questions. For
example, there were three prescribed questions that could be used by the interventionist for
assessing the patient's and surrogate's representation of the patient's illness during the first step
(Table 1). The interventionist was required to ask at least one of these three questions of each
of the patient and surrogate dyads to complete the first part (identity) of the representational
assessment. For each step of the intervention, the interventionist was required to use probing
questions as needed for further exploration. If none of these questions was asked, the
assessment was coded as skipped. An example of a deviated element was if the interventionist
explored the illness representation of the surrogate by asking `What can you [surrogate] tell
me about kidney disease?' instead of `Tell me about your father's kidney disease'; this was
coded as deviated because the meaning/intention of the question differed from the prescribed
one. That is, the purpose of this element was to explore a surrogate's perspectives of and
experiences with her father's illness rather than her general knowledge of kidney disease.
Because the current intervention was at a development and testing stage, we concluded that
coding each element at this level of detail (i.e. determining correspondence to the goals of each
step of the intervention) was necessary. This coding system (attempted, completed, deviated
and skipped) also served to identify the delivery of unplanned components.

To evaluate the overall adherence to intervention content elements, the occurrences of
attempted, completed, deviated and skipped elements were simply counted. These tallies were
divided by the total number of elements (30) to compute ratios (0–1); a higher score in the
completed category indicated higher numbers of intervention elements completed. To be
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considered satisfactory, ratios were to be 0·8 or higher for completed,0·2 or lower for
deviated, and 0·1 or lower for skipped. Because the interventionist was required to attempt
more than one prescribed question for each element, a ratio of attempted was not computed
but captured by a ratio of completed. We treated each element as equal in importance at this
phase of development.

Overall adherence to process components—The process skills were conceived as a
set of communication behaviours that an interventionist utilizes in response to the dyad's needs
and situations while delivering the content elements (Lauver et al. 2002). The literature on
provider–patient communication and motivational interviewing provided guidance here.
Definitions of individual process skills were largely adapted from the RIAS (Roter 2001, Roter
& Larson 2002) unspecified in the tools are used to assess clinician-patient interaction/
communication during medical visits and Motivational Interviewing (Miller et al. 2000), a
directive client-centred approach for behavioural modification (e.g. smoking cessation and
adherence to HIV medical regimens) and assisting clients in exploring and resolving
ambivalence (Miller et al. 2000, Miller & Rollnick 2002). We used the intervention transcripts
and audio files from pilot studies (Song et al. 2005, in press) to identify 20 communication
behaviours that interventionists might use. The interventionist was expected to use 18 positive
communication behaviours as appropriate (e.g. repeat or summarize to check or confirm for
assurance), while two behaviours (i.e. missed opportunities for further exploring or showing
empathy; leading/assuming) were discouraged.

The unit of coding for process skills was a meaningful expression, which could be one word
or a sentence. For example, a single word, `Okay,' can be an expression of go-on or
facilitation (Roter 2001). A sentence – `It must have been very hard for you to make those
decisions for your father' – can be coded as empathy. Each unit of transcribed intervention text
was assigned one code (Table 2). Interventionists were expected to use timely probing,
empathy, and higher level of clarification skills, such as paraphrasing or reframing, as
appropriate, rather than repeating or restating. The occurrences of process skills were counted
for rating overall competence of interventionists in delivering the intervention.

Pacing of the intervention delivery—To pace adequately without rushing or dragging,
the interventionist was required to deliver each of the five steps in certain duration of time.
The recommended durations for the steps were determined from an analysis of audio-recorded
intervention sessions from previous pilot studies (Song et al. 2005, in press). For example, the
duration of Step1 could vary depending on the time necessary to build rapport with the dyad,
but it was expected to last at least 15 minutes to explore all dimensions of the dyad's
representations and should not last more than 25 minutes to allow for completion of the
remaining steps without rushing. The actual duration of each step was rated in comparison to
the recommended duration range on a 3-point rating scale from 1 (too short) to 3 (too long).
A mean score of the five ratings was used for the overall adherence to pacing.

Overall dyad's responsiveness—Although the participants' responsiveness to the
intervention is a dimension separate from interventionist's adherence or competence,
participants' acceptance of an intervention may influence fidelity (Perepletchikova & Kazdin
2005). For example, if the dyad is reluctant to further discuss end-of-life care options, this may
hinder achieving the goals of that intervention element. This part of the evaluation was adapted
from the Motivational Interviewing Skill Code (Miller et al. 2000) and consisted of three items
rating the dyad's level of disclosure, cooperation, and engagement during the intervention
session on a 3-point Likert scale: for example, from 1 (guarded/closed) to 3 (open) disclosure.
Overall responsiveness was computed by averaging the three ratings.
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Overall quality index of intervention delivery—This quality index was an overall
evaluation of the intervention delivery after obtaining a sense of the whole intervention session
by listening to the audio-recorded session, then coding and evaluating the content and process
elements using transcripts, and evaluating pacing and participants' responsiveness. This overall
quality index was to summarize the quality of intervention delivery using predetermined
criteria. These criteria were focused on interventionist's adherence to the intervention content
elements and competence in delivering the intervention elements while using the process skills,
without placing too much emphasis on frequencies of particular behaviours.

This evaluation included two items – the extent to which the interventionist accomplished the
goals for the five steps and performed balanced use of positive process skills and judgment in
delivering the intervention on a 5-point rating scale from 1 (poor) to 5 (excellent). The first
item rated the overall adherence to intervention elements by accomplishing goals for each step.
Each rating was defined; for example, a rating of 5 was given when the goals of all five steps
were achieved, whereas a rating of 1 was given when the goals of at least two steps and the
fifth step (summarizing) were not achieved. The second item rated the overall competence (i.e.
skill and judgment) of the interventionist in delivering the intervention session: for example,
sensitivity to the dyad's concerns and issues, ability to focus on the topic and use of timely
probing. Each rating was defined; for example, interventionists' competence was rated 5 when
they utilized higher levels of clarification skills (e.g. paraphrasing or rephrasing), made smooth
and timely transitions, used timely probing questions balanced between fact- and emotion-
focused probing, and missed few opportunities (<3) to explore further. Interventionists'
competence was rated 1 when they seldom used probing questions or clarification skills and
the overall intervention session sounded like a Q&A session and frequently missed
opportunities to explore or express empathy (>10). The overall quality index was computed
by averaging the two ratings.

Decisions about ratios and ratings
We set the ratios (used in the overall adherence to intervention content elements) and ratings
(used in the pacing, overall dyad responsiveness and quality index) based on the analysis of
previous pilot studies (Song et al. 2005, in press). We reviewed the intervention sessions
delivered during the pilot studies to set a percentage of completed elements to be considered
as satisfactory in delivery of the overall content elements. In deciding the number of points in
rating, we carefully considered the following: whether each point can be discernible (whether
it allows for raters to demonstrate their perceptual discriminations among the set of stimuli;
Beckstead 2009), how much burden the number of points will create for the coder/rater (and,
thus, whether the number is feasible), and whether such a detailed rating is useful and
meaningful in monitoring fidelity. This consideration led to our decisions to use 3-point ratings
on the Likert scale items for pacing and the overall dyad's receptiveness. Duration of the SPIRIT
intervention typically ranged from 45 minutes to 1·5 hours. A 5-point rating would make the
differences among rating points too little and, thus, not meaningful even though they are
numerically discernible. The overall dyad's receptiveness was included in the assessment
because of its potential impact on content fidelity. Detailed rating of the dyad, was, however,
considered unnecessary and burdensome because what is evaluated and monitored should be
the interventionist's, not the dyad's, behaviours.

Application and results of the SPIRIT Intervention Fidelity Assessment Tool
To test the SPIRIT intervention, a pilot randomized controlled trial was conducted in 2006–
2008 to compare the effects of the SPIRIT intervention to standard care in a sample of 58
African-American dyads: dialysis patients and their chosen surrogate decision makers. The
SPIRIT study was reviewed and approved by an appropriate institutional review board at the
study site.
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Participants and procedures—Twenty-nine dyads were randomized to the intervention
group and received intervention and standard care, and 29 dyads were randomized to the control
group and received only standard care. There was one interventionist responsible for
intervention delivery. The interventionist completed 3·5 days of competency-based training
using training manuals. The training relied primarily on role playing and skill demonstration
(Carroll et al. 2000, Hammes & Briggs 2000, Dumas et al. 2001, Miller et al. 2005). The
interventionist delivered all 29 intervention sessions, which were audiore-corded and
transcribed. Surveys and semi-structured interviews were used to determine the feasibility,
acceptability and preliminary effects of the SPIRIT intervention on patient and surrogate
outcomes (dyad congruence on goals of care, patient decisional conflict, surrogate decision-
making confidence and participants' wellbeing) at 1 week and 3 months postintervention.

Analysis—We purposefully selected one third (n = 10) of the 29 intervention sessions for
variation in interventionist experience, including sessions from early, middle, and late phases
of the study. Two trained raters independently coded and rated the 10 sessions. We then
assessed inter-rater reliability using F-tests to estimate intraclass correlation coefficients (ICC;
absolute agreement; Streiner & Norman 2003). The ICC for the four components of the fidelity
tool (the overall adherence to the intervention content elements, pacing of the intervention
delivery, overall dyad's responsiveness and the overall quality index of intervention delivery)
ranged from 0·80 to 0·87.

Results of the SPIRIT Intervention Fidelity Assessment Tool—Table 3 shows an
example of three intervention sessions evaluated using the tool. We selected the three
intervention sessions (No. 1–3) to illustrate the full scope of ratings and how the tool may be
used in training and monitoring. For example, intervention session No. 1 was the first
intervention that the interventionist conducted. The ratio for the completed theoretical elements
was 0·76 (23/30), and this less than satisfactory (≥0·80) ratio was because of four skipped
elements (rati = 0·13), which was also less than satisfactory (≤0·10). Although three elements
deviated from the prescribed questions, the overall ratio for deviated met the satisfactory
requirement (≤0·20). Goals for at least two of the first four steps and Step 5 were not achieved
as a result of the failure to deliver four elements and three deviated elements, and this
contributed to a rating of poor (1) on the item of overall quality index of intervention delivery:
accomplishment of goals for each step.

The total duration of the session was 40 minutes, which was shorter than the recommended
total duration (48–75 minutes). Although the interventionist spent an acceptable length of time
(17·1 minutes) to assess the dyad's illness representations, she spent much less time than
recommended as she moved to the next steps. This was reflected in the number of skipped
elements; three of the four were the elements of Steps 3–5. Because this was her first
intervention session, she had not achieved a sense of pacing. According to her field note, she
felt that she spent too much time on Step 1 and began to feel anxious to complete the rest of
the steps within the recommended time. This made the session rushed; some of the important
prescribed questions were skipped and, thus, the goals for those steps were not achieved.

The interventionist's overall competence in the level of skill and judgment in delivering the
intervention session No. 1 was rated as fair (2) because of the: (i) predominant use of repeating/
restating rather than the higher level skills of clarifying (43 vs. 7), (ii) use of probing questions
focused more on facts than emotions (26 vs. 7), (iii) rough transitions, (iv) missed opportunities
to show empathy or further explore (13) and because (v) the overall session sounded like a
Q&A session. Although the dyad sounded somewhat reserved, the overall responsiveness was
rated at 2·3 of 3.
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The investigator informed the interventionist of the evaluation results and discussed the
problem areas and plans for targeted retraining, including role play. Evaluation of intervention
session Nos 2 and 3 (sessions from middle and late phases of the study) showed that the
interventionist improved over time, and the levels of adherence and competence were
sustained.

Discussion
The SPIRIT Fidelity Assessment Tool was designed to evaluate interventionist adherence and
competence in delivering a psycho-educational intervention to dyads. Although only one
interventionist delivered the intervention sessions and was evaluated in the trial, the process
of monitoring and evaluation is applicable to multiple interventionists. This tool was developed
for training and monitoring an interventionist in research contexts, not for use in training
clinicians. Although inter-rater reliability was acceptable (Landis & Koch 1977), the small
number of sessions (n = 10) included in the reliability assessment is a limitation. Thus, further
evaluation with a larger sample of sessions will be required. However, unlike reliability
evaluation in a typical psychometric evaluation framework, a n of 10 can yield large amounts
of data in treatment fidelity assessment.

This form of assessment will be particularly important in examining the efficacy of the
intervention on outcomes, identifying core therapeutic components of the intervention required
for effectiveness, finding ways to improve the intervention, and learning how to overcome
barriers and limitations to implementation of the intervention. Such a detailed assessment of
an intervention may contribute to understanding of its actual (as opposed to planned) course.
A psycho-educational intervention, such as the SPIRIT intervention, cannot be implemented
in exactly the same way with all participants because of variations in response to individual
participant needs (Perepletchikova & Kazdin 2005). For this reason, if there is no clarification
between what is standardized and customized to the individual participant's needs, it will be
more challenging to discern whether such variations result from interventionist drift. Our
assessment tool may help us determine how much deviation or variation from the established
protocol will still yield positive treatment outcomes and the intervention elements that are
critical, adaptable and optional (Harshbarger et al. 2006).

The tool can also enhance the efficiency of training interventionists and systematic monitoring
of their adherence and competence throughout the clinical trial (Orwin 2000); it can be
introduced at an early stage of training and used for continuous supervision. The tool assesses
both adherence to the elements of the intervention and competence in implementing the
intervention. Evaluating competence of interventionists in clinical trials is necessary because
an interventionist may deliver all of the content of the intervention, but in a non-therapeutic
way that can contribute to low efficacy. Any deviated presentation of an intervention element
and use of negative communication behaviours can be corrected and discouraged. To evaluate
an hour-long single session using this tool, it typically took 2·5 hours for coding and 30 minutes
for completing the tool for an experienced coder/rater. Tappin et al. (2000) reported that the
Motivational Interviewing Skill Code could take up to 4 hours to evaluate a single session.

Questions remain concerning whether variations in intervention delivery should be assessed
as part of treatment fidelity or by taking patients' characteristics into account as moderators of
the intervention effects on outcomes, or both. We treated each element of the intervention as
equal in importance. In the future, weights for different elements may be considered when
critical and core elements have been identified.
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Conclusion
Although the intervention content elements are unique to this representational intervention, the
process skill evaluation can be used for other psycho-educational interventions encompassing
a general set of skills utilized in the ̀ talking interventions' commonly used in nursing. We have
shown how researchers may go about operationalizing intervention content and process to
assess interventionists' adherence and competence so that elements of the delivery of psycho-
educational interventions are more visible and replicable. This tool for the systematic
evaluation of intervention delivery will help to identify therapeutic components of
interventions and learn how to improve them

What is already known about this topic

• There is increasing attention to treatment fidelity in clinical trials to optimize
internal validity, thereby increasing the likelihood that changes in outcomes are
the result of the interventions tested.

• Systematic evaluation of treatment fidelity to cognitive-behavioural and psycho-
educational interventions is challenging because of their dynamic and highly
individualized nature.

What this paper adds

• Conceptualizations of treatment fidelity tend to conflate it with study integrity.

• The specificity of individual interventions may require developing a fidelity
assessment tool customized to the intervention.

• Tools for evaluating treatment fidelity of interventions with both standardized and
customized components must themselves be standardized and customized.

Implications for practice and/or policy

• To make the intervention delivery more visible and replicable, a psycho-
educational intervention must be systematically evaluated using a fidelity
assessment tool.

• Future research should include the examination of the relationships between the
level of treatment fidelity and the targeted outcomes.
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Table 1

Example of the assessment of the intervention content elements

Interventionist adherence

Attempted Completed
Deviated Skipped Note

Step 1. Assessing illness representations

1 Introduction - interventionist describes the purpose of the intervention session and what kinds of
questions will be asked and discussed

2 Identity - interventionist assesses the patient's illness representations and the surrogate's
representations of the patient's illness by using the following questions: “Tell me about your (your
loved one's) kidney disease”, “What does your (your loved one's) kidney disease bring on from day
to day?” “How does your (your loved one's) illness affect your (your loved one's) daily living?”
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Table 2

Example of the assessment of the process skill

Code Total Frequency
Note (page,

line number,
etc.)

Repeat/restate

 Definition: skill to check for assurance or confirmation.

  Add nothing at all to what the patient or surrogate has said.

  Simply repeat it using some or all of the same words

Paraphrase

 Definition: skill to check for assurance or confirmation.

  Change or add to what the patient or surrogate has said in a significant way to infer his or her meaning,
something that he or she has not yet said directly
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Table 3

Evaluation of the three intervention sessions using the SPIRIT (Sharing the Patient's Illness Representations to
Increase Trust) Intervention Fidelity Assessment Tool

Intervention session

No. 1 No. 2 No. 3

Overall adherence to the intervention content elements*

 Elements attempted (N/A)

  Completed 0·76 0·87 0·90

  Deviated 0·10 0 0

  Skipped 0·13 0·13 0·10

Pacing of the intervention delivery (1–3)†

 I. Assessing illness representations 2 3 3

 II. Exploring concerns 1 1 2

 III. Creating condition for change 1 1 1

 IV. Introducing new information 1 2 2

 V. Summarizing 1 2 1

 Total duration (minutes) 40 53 57

 Total score (sum of ratings/5) 1·40 2·20 2·20

Overall dyad's responsiveness

 Disclosure (1, distant; 3, open) 2 3 3

 Collaboration (1, resistant; 3, going along) 3 3 3

 Engagement (1, passive; 3, active) 2 3 3

 Total score (sum of ratings/3) 2·30 3 3

Overall quality index of intervention delivery (1–5)‡

 Accomplishment of goals for each step 1 3 4

 Overall competence in the level of skill and judgment in delivering the intervention 2 2 3

 Total score (sum/2) 1·50 2·50 3·50

*
Ratios (0–1).

†
1, too short; 2, acceptable; 3, too long.

‡
1, poor; 2, faire; 3, good; 4, very good; 5, excellent.
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