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Abstract

Background: Tinnitus is a common medical symptom that can affect an individual’s emotional and functional quality of life.
Psychological therapies are acknowledged as beneficial to people with tinnitus; however, such therapies are not always readily
accessible. With their global reach, automated Internet-based interventions have the potential to reduce the disparity in access to
psychological support that people with tinnitus currently experience. However, the evidence on the acceptability and efficacy of
these interventions is lacking. Process evaluations that develop an in-depth understanding of how users experience these interventions
provide an essential first step when evaluating complex psychological interventions.

Objective: To describe the protocol for a study that will explore past, current, and new users’ reactions to and interactions with
the Tinnitus E-Programme, an Internet-based intervention for the self-management of tinnitus.

Methods: Two parallel mixed-methods studies will be carried out with 2 different populations. Study 1 will use an online survey
to gather past and current users’ views of the program. Study 2 will recruit new program users to take part in an interview and
complete a relaxation log to explore how well they were able to implement the skills they learned during the program in their
everyday lives. The findings from both studies will be triangulated to develop an in-depth understanding of the program’s
mechanisms of impact and identify any implementation or contextual factors that strengthen or impede its delivery and functioning.

Results: Study 1 is open for recruitment with a projected completion in June 2016 and Study 2 was completed November 2015.
At the time of submission, 36 participants have been recruited to Study | and 12 participants have taken part in Study 2.

Conclusions: Findings will inform the optimization of the Tinnitus E-Programme and guide future evaluation work to assess
the program’s effectiveness as a therapy for people with tinnitus.

(JMIR Res Protoc 2016;5(1):e49) doi:10.2196/resprot.5008
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: perception of a sound without a corresponding external source.
Introduction Tinnitus can significantly affect an individual’s quality of life,
Background leading to emotional strain (eg, irritation, depression, frustration,

anxiety), sleep disturbances, concentration difficulties, and

Tinnitus (ringing in the ears) affects approximately 10%-18% disruptions to social and work life [4-6].

of the population [1-3] and is characterized by a conscious

http://www.researchprotocols.org/2016/1/e49/ JMIR Res Protoc 2016 | vol. 5| iss. 1 | e49 | p.1
(page number not for citation purposes)

RenderX


mailto:msxkg1@nottingham.ac.uk
http://dx.doi.org/10.2196/resprot.5008
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS

In the absence of a definitive biomedical cure, current health
care strategies focus on supporting people to manage their
tinnitus to ultimately reduce the tinnitus percept and associated
psychological distress [7]. Currently, access to psychological
therapies, such as cognitive behavior therapy, for people with
tinnitus is limited [8-10], with such specialist psychological
services generally being reserved for those with the greatest
need [7]. Internet-based interventions, with their global reach,
have the potential to reduce this disparity and improve access
to psychological support for people with tinnitus. They also
provide an alternative for those unable or unwilling to access
traditional face-to-face psychological services [11,12].

There is evidence to suggest that Internet-based interventions
are effective for reducing tinnitus distress and psychological
comorbidity while improving quality of life [13-16]. However,
the current evidence-base has focused on therapist-guided
interventions, which lack the scalability necessary for equitable
access. On the other hand, the evidence-base for unguided (or
automated) Internet-based interventions is limited and less clear
[14,17,18]. One such example is the Tinnitus E-Programme, an
Internet-based intervention to support tinnitus self-management
that was developed in the United Kingdom [19]. The program
comprises several self-management components including:
education about tinnitus and its management; information about
available resources; training in psychological strategies (e,
relaxation, cognitive restructuring); peer support via an online
discussion forum; and self-monitoring of tinnitus outcomes. Its
multicomponent nature defines the program as a complex
intervention [20]. Although freely available online, we currently
know little about how the Tinnitus E-Programme is used, how
it works, the circumstances in which it works best, and whom
it works best for.

To evaluate the Tinnitus E-Programme, we are guided by the
Medical Research Council’s guidance on developing and
evaluating complex interventions [20] that emphasizes the
importance of carrying out adequate pilot and feasibility work
prior to a definitive randomized controlled trial. Interventions
should be tested using a phased approach whereby a series of
pilot and exploratory studies address any key uncertainties in
the intervention design. Development and evaluation stages are
iterative, with researchers moving back and forth between each
stage. Any intervention modifications and future evaluation
work is thus informed by an evolving evidence-base produced
by these pilot studies. Without adequate development and
piloting work, interventions are likely to be weaker and difficult
to evaluate [20].

A useful first step when evaluating developed interventions is
to carry out a process evaluation. This can provide information
on the (1) implementation, (2) mechanisms of impact, and (3)
contextual factors that influence the delivery and outcome of
the intervention [21]:

1. Implementation is concerned with what is delivered in
practice and the structures and resources required for
successful implementation [21] and is typically
conceptualized in terms of fidelity (ie, was the intervention
developed and used as intended?), dose (ie, how much of
the intervention was delivered and received?), reach (ie, to
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what extent did the intervention reach its target audience?),
and enactment (ie, to what extent was the knowledge or
skills participants acquired during the intervention applied
to everyday life?) [22-24]. In the context of Internet
interventions, usability testing is essential for ensuring that
the intervention performs as intended and identifying and
eliminating any barriers to easy and effective use by its
target population [25]. Exploring intervention usage or
attrition can also provide useful implementation insights
[26].

2. Mechanisms of impact is concerned with how the
intervention components—and a user’s interactions with
them—Iead to the desired changes in outcome [21]. That
is, what are the mechanisms through which Internet
interventions work (ie, how they work) and the factors that
are essential for their success (ie, what makes them work)?
Qualitative methods can be particularly helpful for exploring
relatively unknown mechanisms of impact and allow
unintended and/or unanticipated intervention consequences
to be explored [27]. This may include identifying negative
intervention outcomes or benefits not initially anticipated
by the intervention developers or evaluators. For example,
in a mixed-methods evaluation of psychological therapies
for multiple sclerosis, Dennison et al’s [28] qualitative
interview findings uncovered a disparity between
participants’ perceptions of what the therapy changes were
and the predetermined outcomes measured in the parallel
efficacy trial.

3. Context is concerned with how external factors may
strengthen or impede the delivery and functioning of the
intervention [21]. Such external factors may include
preexisting circumstances, skills, resources, and attitudes
of the target population. A thorough understanding of the
intervention context is helpful for explaining any variability
in intervention outcomes [28,29].

This study will carry out a process evaluation of the Tinnitus
E-Programme to further our understanding of the program’s
mechanisms of impact and identify any implementation or
contextual factors that strengthen or impede its delivery and
functioning. Most process evaluations have been carried out on
people who were recruited offline and are using the intervention
for the first time as part of a research study. This reduces the
findings’ external validity and relevance to real-world practice
[30-32]. This study will recruit users of the live program, as
well as people with tinnitus who have not used the program
previously. Mixed methods will be used to develop an in-depth
understanding of the perspective of the target user [33]. The
findings will inform the optimization and future evaluations of
the program, as well as the development of other similar
internet-based self-management interventions.

Aims
To explore past, current, and new users’ reactions to and

interactions with the Tinnitus E-Programme. The specific aims
are to explore:

1. The acceptability and usability of
(implementation, context);

the program
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2. How users engage with the program (implementation,
mechanisms of impact, context);

3. Users’ perceptions of the processes and outcomes of the
program (mechanisms of impact, context);

4. User enactment of the relaxation skills learned in the
program (implementation, mechanisms of impact, context).

Methods

The Intervention

The Tinnitus E-Programme [34] is a 10-week Internet-based
self-management intervention for tinnitus. It was developed by
a hearing therapist/psychotherapist in private practice and was
launched in 2009. It is live online and free to access without
registration. The website currently receives approximately 1000
visits per month. The program includes: (1) downloadable
information resources to provide education about tinnitus and
its management; (2) training/rehearsal for psychological
strategies, including relaxation and brief cognitive restructuring
skills training; (3) online discussion forum to provide social
support from peers and lay and professional moderators; (4)
self-monitoring of tinnitus distress using the Tinnitus Handicap
Inventory [35]; and (5) information about available resources,
including book references and hyperlinks to other websites or
services. Educational topics covered by the information
resources include the mechanisms of tinnitus, stress and its
management, attention focus, and negative thinking. Several
behavior change techniques are also used to promote relaxation
behavior (eg, goal setting, action planning, behavioral
practice/rehearsal). Further information about the Tinnitus
E-Programme’s specific components, techniques, and mode of
delivery can be found elsewhere [19].

Program content is delivered across 6 weekly modules, followed
by a 4-week maintenance period where users are asked to
continue the daily relaxation goals set in the previous period.
No additional intervention content or support is delivered during
this maintenance period. A recommended program structure is
given; however, users have free choice regarding which
components they access and in what order they access them.
The express aim of the program is to reduce tinnitus distress,
but the precise mechanisms by which this change should occur
are not yet established.

Paradigm and Design

This research will adopt pragmatism [36] as its overarching
methodological paradigm. Pragmatism is primarily concerned
with the consequences of research. Unlike other paradigms,
such as postpositivism and constructivism, pragmatism is not
tied to one particular epistemology or data collection method
(ie, qualitative or quantitative). Rather, methods are chosen
based on “what works,” that is, their ability to successfully
answer a particular research question.

Consistent with this approach, 2 parallel mixed-methods studies
will be carried out with 2 different populations to evaluate the
program from multiple perspectives. This design will allow
triangulation of research data and methods that will generate
and compare complementary perspectives and contexts. The
intention is that the use of both qualitative and quantitative
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research methods and more than 1 study population will provide
a more complete, in-depth, and valid understanding of the
phenomenon than if only 1 method or population was used
[36,37]. Mixed methods have been used successfully for process
evaluations [21] and evaluations of digital interventions [26,38].

Study 1 will explore how past and current users react to and
interact with the program in the real-world, outside of a research
context. Due to technical limitations of the program, it is not
possible to monitor actual program usage. Therefore, an online
survey will be used to gain self-reports of how users interacted
with the program, as well as users’ reactions to the program. A
convergent mixed-methods design [36] will be used in which
qualitative and quantitative methods are implemented
simultaneously and given equal weight, but the data will be
analyzed separately. The online survey will use open (ie,
qualitative) and closed (ie, quantitative) questions to elicit users’
views. Specifically, a data-validation variant of this
mixed-methods design will be used [36] in which the qualitative
data is used to validate and elaborate on the quantitative data.

Study 2 will recruit a cohort of individuals with tinnitus who
have not previously used the Tinnitus E-Programme in an
attempt to gather more in-depth, timely, and diverse views and
experiences. Participants will complete the program for the first
time and take part in a semistructured interview. Participants
will complete a relaxation log to explore the extent to which
they enacted the relaxation skills learned in the program and
any barriers to doing so. An adapted version of an embedded
mixed-methods design will be used [36] in which both the
qualitative and quantitative relaxation log data collection and
analysis is embedded within an overall qualitative research
design. As such, the relaxation log data will be secondary to the
qualitative data and will be used to enhance understanding of
the qualitative interview findings.

The findings of the 2 mixed-methods studies will be triangulated
in an overall interpretation. This research has ethical approval
from the University of Nottingham Research Ethics Committee
(Reference Number: Q11122014 SoM NIHR RHA QEST).

Study 1: Online Survey With Current and Past Users

Participants

Participants in Study 1 will self-select, based on their own
judgements of whether they meet the following inclusion
criteria: (1) adults aged 18 years and over, (2) ability to read
English, (3) access and ability to use the Internet, and (4) have
visited the Tinnitus E-Programme website or used the program.
Participants may have accessed the program anytime over the
last 6 years since the program was launched. There will be no
exclusions regarding length of time since starting the program
in order to maximize recruitment for this very specific
population. The program does not specify any inclusion criteria,
as the intention is that it is suitable for everyone with tinnitus.
In keeping with this, there are no exclusions regarding tinnitus
duration, severity, or co-morbidities in an attempt to recruit all
potential users.
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Recruitment

Past and current program users will be invited to take part in an
online survey hosted on SurveyMonkey. Advertisements will
be posted on the Tinnitus E-Programme website and online
discussion forum, along with the participant information sheet.
The survey will also be advertised via social media and national
charities in an attempt to reach those who no longer interact
with the program or website. Email invitations and the
participant information sheet will also be sent to those who
registered with the program website or online discussion forum.
Sample sizes for similar descriptive online survey studies have
been between 50-249 individuals [39-42]; therefore, a sample
size of above 50 will be deemed acceptable. The survey will be
closed after 3 months or until at least 50 participants have been
recruited.

Online Survey: Development and Piloting

The initial survey design was informed by the study rationale,
relevant literature, and the comprehensive intervention
description developed previously [19]. The survey focused on
the information resources (ie, education about condition and
management, information about available resources,
training/rehearsal for psychological strategies), relaxation
exercises (ie, training/rehearsal for psychological strategies),
Tinnitus Handicap Inventory (ie, self-monitoring of condition),
and online discussion forum (ie, social support).

The survey uses a mix of closed and open questions concerned
with: (1) reasons for participating or not participating in the
program, (2) how the program was used, (3) usability of the
program, (4) acceptability of the individual program
components, and (5) benefits derived from the program and its
impact on tinnitus management. Demographic data will also be
collected on gender, age, country of residence, whether English
is their first language, presence of tinnitus, tinnitus duration,
and tinnitus management strategies used previously or currently.

To assess the acceptability and face validity of the survey, an
initial set of survey questions were reviewed by a public and
patient involvement (PPI) panel assembled for the purposes of
this study. The panel included 4 people with tinnitus and/or
hearing loss who were recruited from an established National
Institute for Health Research (NIHR) Nottingham Hearing
Biomedical Research Unit (NHBRU) PPI panel and 1 voluntary
sector representative from the British Tinnitus Association who
had experience in writing communication materials for people
with tinnitus. Panel members were chosen from a wider
established PPI panel, based on their availability and previous
experience of reviewing research materials. A focus group was
carried out with the PPI panel to gather initial feedback on a
paper version of the draft survey. The focus group was attended
by the first author and co-facilitated by the PPI manager at
NHBRU and an external facilitator who was not involved in
the study but was familiar with issues relevant to hearing
research. Panel feedback focused on the relevance and ordering
of the questions, language used, and appropriateness of question
type (ie, closed or open). Following the focus group, the survey
was uploaded onto SurveyMonkey, and this online version was
circulated to the PPI panel via email for additional comments.
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The panel was satisfied with the online version and no further
amendments were made.

The final online survey was subsequently piloted with 3 Tinnitus
E-Programme users recruited from the program’s online
discussion forum. These participants completed the online
survey and answered 4 additional questions about the survey
length and relevance of the questions and closed-question
answers. Informed consent was gained from these pilot
participants who were told that their answers may or may not
be used in the final analysis, depending on the outcome of the
pilot.

All 3 participants reported that the survey took less than 30
minutes and “just the right amount of time” to complete. One
participant suggested that it would be helpful to add a free-text
comments box next to some of the closed questions to allow
people to clarify their answers. The same participant also
suggested adding a “cannot remember” option for the questions
regarding program usage (eg, did you use the online discussion
forum?) for those who used the program a long time ago. Both
of these changes were made to the final survey. As these
amendments were minor, the pilot data was retained for
inclusion with the main study. A copy of the final survey can
be found in Multimedia Appendix 1.

The online survey is anonymous to encourage participation and
only 1 submission per computer will be allowed. Participants
will be given a 14-day period in which they can request to have
their answers deleted. After this period, their answers will be
downloaded onto university servers and cannot be deleted.
Participants will be asked to provide a security word as part of
the survey and will be asked to recite this for data identification
purposes should they wish to withdraw their data from the study.

Analysis

Answers to closed questions will be analyzed in IBM’s SPSS
Statistics 22 using descriptive statistics, including frequencies
and percentages, and each statistic carried out on complete data
only. Answers to the open questions will be analyzed separately
using inductive thematic analysis [43] and analysis informed
by guidelines for establishing validity in qualitative research
[44,45]. QSR’s NVivo 10 qualitative data analysis software will
be used to provide an audit trail.

First, the 3 coders (KG, MS, DH) will familiarize themselves
with the data through repeated reading of the survey answers.
Second, KG will utilize line-by-line coding, a technique from
grounded theory [46], in which each line of your transcript is
coded. This ensures the coder remains open to the data and that
subtle nuances in it are not missed. Codes will be kept close to
the text and participants’ own language will be used wherever
possible. KG will develop a coding manual that will list all
codes, including descriptions and example quotes from the text
[47]. The coding manual will improve the rigor of the research
while also providing an audit trail for analysis decisions.

Third, at least 1 other coder (MS, DH) will independently apply
the coding manual to all transcripts to clarify ambiguous codes,
remove duplicate codes, and identify data that did not fit the
coding scheme. Coding will be compared and discussed between
coders and subsequent modifications made to the coding manual.
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Fourth, coders will collectively organize these codes into
overarching themes and the coding manual will be updated
accordingly. The constant comparison method [48], a grounded
theory technique, will be used to compare codes across different
participants, contexts, and situations. Disconfirming case
analysis [45] will be used to actively identify data that does not
fit with the identified themes. The final interpretations will be
reviewed and agreed by all authors. Participant quotes will be
used in the final write-up to illustrate the themes.

Consistent with a data-validation variant of the convergent
mixed-methods design [36], the qualitative findings will be used
to validate and elaborate on the quantitative data.

Study 2: Interviews and Relaxation Log With New
Users

Participants

Participants in Study 2 will self-select, based on their judgement
of whether they meet the following inclusion criteria: (1) adults
aged 18 years and over, (2) ability to read English, (3) access
and ability to use the Internet, (4) have self-reported tinnitus,
(5) reside in the United Kingdom, and (6) have not previously
used the Tinnitus E-Programme. Again, as the program is meant
to be suitable for all tinnitus users, participants were not
excluded based on any tinnitus-related characteristics.

Recruitment and Procedure

A purposive sample of people will be chosen from the NHBRU
research database, which includes approximately 900 UK
residents with tinnitus who have agreed to be contacted about
research. Maximum variation sampling [49] will be used to
ensure that a diverse sample with different demographics (eg,
gender, age) is chosen. As recruitment progresses, targeting will
become more specific as participants with certain characteristics

Figure 1. A flow chart showing the procedure for Study 2.

Greenwell et al

(eg, hearing loss, short tinnitus duration, younger age) are
actively sought out to fill any demographic gaps in the current
sample. An email invitation, together with a participant
information sheet, will be sent to selected database members
by a member of the research team.

The procedure for Study 2 is illustrated in Figure 1. Once
participants have expressed an interest in the research, the
researcher will gain their informed consent using a paper or
electronic consent form. Recruited participants will then be sent
the hyperlink to the Tinnitus E-Programme and asked to notify
the researcher once they start using the program. An interview
will be organized for approximately 6 weeks after their start
date. During this time, participants should have sufficient time
to complete the first 6 sections of the program and be
progressing into the maintenance phase. One week before their
interview date, participants will be emailed a set of sample
interview questions, a hyperlink to their online relaxation log,
and instructions on how to complete the log. Participants were
sent a set of sample interview questions to encourage
transparency with the interview process and improve recall by
giving participants time to think about the different topic areas
and revisit the website if needed [50].

Interviews will be held no later than 8 weeks after the
participant’s start date to explore how acceptable the 6-week
timeline is and to ensure maximum recall of intervention
experiences. Participants will be asked to complete a daily
relaxation log on paper or online over the following 4 weeks.
Email reminders will be sent to those who have not yet started
the program, organized an interview date, or completed their
relaxation log. Recruitment will cease once data saturation has
been reached for the interviews; that is, when no new themes
are emerging [51].

Week 0
(Pre-intervention)

Participant informed consent obtained and

access to programme given

A

Week 1
(Intervention Start)

Participant notifies research team that they

have started the programme

A

Week 7

Participant interview carried out and
participant starts daily relaxation log to be

completed over next 4 weeks

Y

Week 11

(Intervention End)

Participant submits completed relaxation

log
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Interviews

An interview guide was developed that was informed by the
literature, intervention coding, and study rationale. Specifically,
the interview questions are concerned with how people used
the program; reasons for any nonusage; experiences of using
the program; expectations of the program; usability and
acceptability of the program, as well as its individual
components; benefits derived from the program; and suggested
improvements to the program. The interview guide can be found
in Multimedia Appendix 2. The interview guide was reviewed
by the NHBRU PPI panel and piloted with a previous user of
the Tinnitus E-Programme. No modifications resulted from this
process.

Demographic data—including gender, age, ethnicity, and
tinnitus duration—will also be obtained. Interviews will be
carried out by the first author, a health psychologist and PhD
student experienced in qualitative interviewing who was not
involved in the Tinnitus E-Programme’s development.
Interviews will last no longer than 1 hour. Participants will be
given the choice of being interviewed in person at the research
unit, over the phone, or via video chat. In an attempt to be
inclusive, those with severe or profound hearing loss will also
be offered the option to be interviewed using text
communication methods (eg, instant messaging or email). The
audio from the interviews will be recorded using a digital voice
recorder and transcribed verbatim. The text from the textual
communication methods will be saved electronically.

Relaxation Log

The relaxation log will assess users’ enactment of the relaxation
goals set by the program during the 4-week maintenance period.
An online relaxation log will be created for each participant
using Google Sheets, an Internet-based spreadsheet program.
Google Sheets will be hosted on the NIHR Google Hub, a secure
online file storage system. The relaxation log is in tabular format
with 4 columns and 28 rows representing each day of the 4-week
period. Users will be required to answer the following 3
questions each day:

1. Did you practice the mind calming breathing exercise 3 or
more times today?

2. Did you practice any of the 30-minute relaxation exercises
today?

3. Did you use any other parts of the Tinnitus E-Programme
today? If yes, please write which parts. If no, please write

113 ”

no.

There is also a free-text comments box to write any other
comments for each day. At the end of week 10, participants will
be asked to answer 1 final open question: “Did you practice the
recommended relaxation exercises every day? If not, could you
tell us about some of the things that made it difficult to do so?”

Participants will have the option of either accessing and
completing their online log each day or printing and completing
a paper copy. The completed paper copy may be posted or
transferred onto the online log. Participants will be provided
with instructions for completing their online relaxation log.
Relaxation logs will be anonymous, identified only by a unique
participant identification code. Each participant will be given
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a unique hyperlink to access their personal log, and only the
participant and researcher will have access to this hyperlink.

Analysis

The interview data and open-question responses from the
relaxation logs will be analyzed together using the same
inductive thematic analysis strategy outlined in Study 1. The
line-by-line coding will begin during data collection to help the
interviewer to reflect and learn from previous interviews and
refocus future interviews [46]. The quantitative relaxation log
data will be analyzed using frequencies and percentages,
including complete data only. This quantitative data will provide
a secondary and supportive role to the qualitative data and will
be used to enhance the qualitative accounts.

Overall Interpretation

The findings from the 2 mixed-methods studies will be
triangulated (ie, compared and contrasted) at the
discussion-writing stage to produce an in-depth understanding
of the program’s mechanisms of impact and identify any
implementation or contextual factors that strengthen or impede
its delivery and functioning. Triangulation will allow the
findings from each study to be corroborated and validated
[36,37].

Results

At the time of manuscript submission, 36 participants have
consented to take part in the online survey in Study 1. Thirty
of these participants went on to answer questions about the
program. For Study 2, 12 participant interviews have been
completed and 6 relaxation logs submitted. Data collection for
Study 2 was completed November 2015. Study 1 is open for
recruitment and data collection will complete in June 2016.

Discussion

This protocol describes 2 mixed-methods studies to evaluate
the Tinnitus E-Programme, an Internet-based intervention for
tinnitus self-management. A process evaluation will explore
past, current, and new users’ reactions to and interactions with
the program.

Ultimately, the findings of this research will provide the missing
evidence-base that is necessary to guide future optimization and
evaluation work for the program. First, the identification of any
implementation or contextual factors that impede the delivery
and function of the program will help us to decide which
amendments need to be made to improve the program’s content,
usability, and enactment for future users. Second, an in-depth
understanding of the psychosocial context in which people with
tinnitus interact with the program will provide insight into the
circumstances in which the program works best and who is
likely to benefit most from it. This can help guide decisions
regarding appropriate research conditions and inclusion criteria
for future evaluation studies. Third, understanding users’
perceptions of the outcomes of the program can guide evaluation
choices regarding appropriate outcome measures. Finally,
understanding the program’s mechanisms of impact can give
us an understanding of how the program works and what makes
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it work. Such an understanding has wider implications for the
management of tinnitus and can also inform the development
of other Internet-based programs for people with similar
conditions.

Limitations

This research has some limitations or challenges that need to
be considered. As registration to the program is not mandatory
and users can choose to complete it anonymously, we have no
way of knowing how many people have previously used, or are
currently using, the live program. This makes it difficult to
reliably estimate the sample size and accurately assess external
validity for Study 1. It is also not possible to track past and
current users who did not register, making this target population
potentially hard to reach and recruit. This limitation also means
that convenience sampling was the only feasible sampling
method, which may introduce a self-selection bias. The current
program does not monitor actual program usage, which means
that it will not be possible to validate whether participants
actually used the program and their self-reported usage.
However, the focus of this exploratory study is on the
participants’ accounts of their usage and reasons for usage or
any nonusage.

Participants recruited to Study 1 are likely to represent a
particularly motivated and satisfied group of users. Those who
chose not to use the program, gained no benefit from the
program, or no longer use the program are less likely to take
part. Study 2 will provide more diversity as it will introduce a
group of people to the dataset with different motivations (eg,
to support tinnitus research, looking to benefit from a novel
intervention). Once recruited, Study 2 participants will be

Greenwell et al

encouraged to continue onto the interview, even if they did not
complete or benefit from the program.

In Study 1, there were no exclusions regarding length of time
since completing the program to maximize recruitment for this
very specific population. Some of the participants may have
completed the program as long as 6 years ago, which may
introduce a recall bias.

Conclusions

There are also several strengths of this research. First, the
proposed evaluation is being carried out by an independent
research team who were not involved in the development of the
program. This will minimize any biases that might be present
during data collection, analysis, and interpretation. Second, 2
different populations—current or past and new program
users—will be studied, allowing us to evaluate the program
from 2 different but complementary perspectives and contexts.
Combined with the use of mixed methods, this design will
provide a more complete, in-depth, and valid understanding of
users’ reactions to and interactions with the program. Finally,
this study will explore users’ enactment of the relaxation skills
learned in the program. This aspect of intervention
implementation is more commonly explored in behavior change
research where integrating new actions into everyday life is the
ultimate outcome of interventions [52]. Enactment has rarely
been studied in research on interventions addressing
psychosocial outcomes [22], with most research focusing on
dropout or nonusage attrition [17,53,54]. This evaluation will
also use mixed methods to relate individual assessments of
enactment with user’s qualitative accounts of their experiences
and reactions to this skills training.
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