
INTRODUCTION
Randomised controlled trials (RCTs) are the
gold standard for evaluating the
effectiveness of healthcare interventions.
Poor recruitment reduces the power of the
study,1 can lead to early closure of the
study,2,3 or limit the generalisability of
results.4 If there is a high non-participation
rate, this may also lead to sampling bias,
delays in completion, and increased study
costs.5–10

Studies have identified factors affecting
participation in RCTs by exploring
motivations for participation, such as
altruism.8,11,12 Few studies have investigated
patients’ reasons for not taking part in
research, possibly because of the potential
ethical and practical difficulties in accessing
people who have already declined.12,13

Studies have focused on describing
demographic characteristics associated
with non-participation, such as educational
level or age,13–15 but there is little consistency
in findings. In addition, the majority of
research into why individuals do not
participate has been quantitative,2,4 providing
limited insight into the views of those who
have declined to take part, and the existing
qualitative literature has largely focused on
concerns about randomisation.16

The evidence on non-participation of
different patient groups and in different
settings needs to be expanded.12 Reasons
for non-participation may be specific to a

particular research topic or population.13

Particular difficulties are reported in
relation to recruiting primary care patients
into mental health trials.17–22 These include
GPs’ concerns about protecting the
vulnerable patient and introducing a
request for research participation within a
potentially sensitive consultation.17,20 For
patients, non-participation can be driven by
preference for or against a particular
treatment, or uncertainty related to the
treatment or research process.2,19

Many patients with depression express a
preference for ‘talking therapies’,23–26 but
while access to psychological therapies is
improving,27 there is little evidence that the
demand for psychological therapies will be
as high as has been suggested.28 The
objective of this study was to explore patients’
reasons for declining to be contacted about a
study of the effectiveness of cognitive-
behavioural therapy (CBT) as a treatment for
depression in thecontextof theCoBalTstudy.
This is a multicentre RCT investigating the
effectiveness of CBT given in addition to
usual GP care (that includes antidepressant
medication) in reducing depressive
symptoms in primary care patients with
treatment-resistant depression, compared
to usual GP care alone.

METHOD
The CoBalT study
Participants were recruited to the CoBalT
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Abstract
Background
The difficulties of recruiting individuals into
mental health trials are well documented. Few
studies have collected information from those
declining to take part in research, in order to
understand the reasons behind this decision.

Aim
To explore patients’ reasons for declining to be
contacted about a study of the effectiveness of
cognitive behavioural therapy as a treatment for
depression.

Designandsetting
Questionnaire and telephone interview in general
practices in England and Scotland.

Method
Patients completed a short questionnaire about
their reasons for not taking part in research.
Semi-structured telephone interviews were
conducted with a purposive sample to further
explore reasons for declining.

Results
Of 4552 patients responding to an initial invitation
to participate in research involving a talking
therapy, 1642 (36%) declined contact. The most
commonly selected reasons for declining were
that patients did not want to take part in a
research study (n = 951) and/or did not want to
have a talking therapy (n = 688) (more than one
response was possible). Of the decliners, 451
patients agreed to an interview about why they
declined. Telephone interviews were completed
with 25 patients. Qualitative analysis of the
interview data indicated four main themes
regarding reasons for non-participation: previous
counselling experiences, negative feelings about
the therapeutic encounter, perceived ineligibility,
and misunderstandings about the research.

Conclusion
Collecting information about those who decline to
take part in research provides information on the
acceptability of the treatment being studied. It can
also highlight concerns and misconceptions
about the intervention and research, which can
be addressed by researchers or recruiting GPs.
This may improve recruitment to studies and
thus ultimately increase the evidence base.
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cognitive behaviour therapy, depression, non-
participation, qualitative research/mixed
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study through 73 GP practices in Bristol,
Exeter, and Glasgow and surrounding areas.
Eligible patients were those aged
18–75 years, currently taking
antidepressants, who had done so for at
least 6 weeks at an adequate dose, and who
had adhered to their medication, had a Beck
Depression Inventory (BDI)29 score of >13,
and met International Classification of
Diseases (ICD)-10 criteria for depression
assessed using the Clinical Interview
Schedule — revised version.30

Recruitment to the study and data
collection
While a small number of individuals were

referred directly to the study by
collaborating GPs, the majority were
identified through a search of the GP
practices’ computerised records. This
search identified those receiving repeat
prescriptions of antidepressant medication.
Potentially eligible patients were mailed an
invitation letter on GP-headed notepaper
asking for their consent to be contacted by
the research team about a study looking at
the effectiveness of a type of talking therapy
(CBT) as a treatment for depression, given
in addition to antidepressants. An
information leaflet about the study
accompanied this letter. Those who agreed
to contact were mailed a questionnaire
asking about their depressive symptoms
and use of antidepressant medication, in
order to identify those with treatment-
resistant depression. A reminder letter was
sent after 2 weeks.

The number of patients mailed a letter
inviting them to take part in the CoBalT
study by their GP, those declining contact,
and the number who agreed to be
interviewed about their reasons for not
taking part are shown in Figure 1.

The invitation letter included a short
questionnaire. Those who did not want to be
contacted were asked to complete and
return this directly to the research team.
This questionnaire asked for information on
the patient’s age, sex, and reason(s) for non-
participation, using a series of five closed
responses and one open ‘other’ category
(Box 1). Individuals were asked to tick all
boxes that applied and indicate whether
they would be willing to take part in a short
telephone interview to discuss their reasons
for declining participation. The
questionnaire was brief, to maximise the
likely response. These data were collected
throughout the recruitment period for the
trial (January 2009 to September 2010).

In-depth interviews were held with a
subgroup of those who had returned the
decliner questionnaire and indicated
willingness to take part in a telephone
interview. Recruitment to the qualitative
study was an ongoing process conducted as
questionnaires were returned to the
research team, to ensure individuals were
interviewed within 1 month of declining to be
contacted further about the trial. This was
done to minimise recall bias. Researchers
who received completed decliner
questionnaires contacted the researcher
responsible for conducting the interviews, to
inform her that a questionnaire had been
received and to provide the information she
needed to purposefully sample potential
interviewees. This researcher purposefully

How this fits in
Particular difficulties are reported in
relation to recruiting primary care patients
into mental health trials but little is known
about why people do not take part in
research. Using a mixed-methods
approach, this study identified patients’
reasons for declining contact in a study
about the effectiveness of cognitive-
behavioural therapy for treatment-resistant
depression. Patients declined due to:
previous negative experiences of talking
therapy; misgivings about the therapeutic
encounter because they considered
themselves ineligible or misunderstood the
treatment intervention. These concerns, if
identified, could be addressed by the
research team or GP, to improve
recruitment to studies.
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Agreed to be contacted by
the research team
n = 2910

Did not respond to invitationa

n = 6077

Interviewed
n = 25

Responders to invitation
n = 4552

Agreed to take part in a
telephone interview about
reasons for declining
n = 451

Declined to be contacted by
the research team
n = 1642

Letter of invitation
sent to potential participants
n = 10 629

aIncludes any invitations returned as ‘not known at this address’

Figure 1. Flow chart of response to letter
of invitation to participate in study.



sampled individuals who indicated that they
did not want to take part in a research study
and/or did not want a talking therapy. Ticking
‘other reason’ was not part of the sampling
criteria for telephone interviews. It was felt
that interviewing these individuals would
provide the most insight into what factors
regarding the study and intervention were
affecting recruitment. The researcher also
aimed for maximum variation in relation to
study site, patient age, and sex. Interviews
were carried out until data saturation was
reached (n = 25)

The telephone interviews were conducted
between March and September 2009.
Interviews were carried out early in the trial,
ensuring that problems perceived by
patients regarding the study or intervention
could be fed back and changes made to the
invitation letter and patient information
leaflet if necessary. A topic guide was used
to ensure consistency across the interviews.
This guide consisted of a series of open-
ended questions that related to a number of
topic areas: patient recollection of being
approached about the study; clarity and
quality of the information they received;
understanding of the trial and the
interventions; reasons for declining; and
their views on talking therapies and CBT.
With consent, the interviews were
audiorecorded and fully transcribed.

Data analysis
Analysis of the quantitative data was
undertaken using Stata (version 11.2).
Descriptive statistics were used to describe
the age and sex of the potential study
participants, and reasons for declining to be
contacted. Free-text responses in the box
detailing ‘other’ reasons for declining to be
contacted were analysed qualitatively,
coding for themes and subthemes.
Interview transcripts were read and re-read
by two researchers, to identify emerging
themes and develop a coding frame. Once
the coding frame was agreed, each
transcript was coded using NVivo, and

subthemes within reasons for declining
identified. Themes and their content were
then discussed between the same two
researchers until consensus was reached.

RESULTS
Decliners: quantitative findings
Those who responded to the invitation letter
from the GP were older (n with available
data = 4312, mean age = 50.4 years
[standard deviation {SD} = 13.6 years]) than
those who did not respond (n = 5809; mean
age = 46.0 years [SD = 13.2]; t-test P<0.001).
Females were more likely to respond to the
invitation to participate than male
(responders, n with available data = 4419, n
female = 3137 (71.0%) versus non-
responders: n = 5967, n female = 4040
(67.7%); χ2 test P<0.001). Among those who
responded, those who agreed to be
contacted were younger (t-testage P<0.001)
than those who declined contact, but there
were no differences in sex (χ2 testsex

P = 0.180). Females were more likely to
agree to be telephoned about their reasons
for declining (decliners — agree to
telephone interview n = 446, n female = 334
[74.9%] versus decliners — no telephone
contact n with available data = 1166, n
female = 791 [67.8%]; χ2 test P = 0.006).
There were no differences in age between
those who did or did not agree to take part
in a telephone interview (agreed to
telephone interview, n with available data =
427, mean age = 53.5 years [SD = 13.2 years]
versus not agreed to telephone interview, n
= 1138, mean age = 54.5 years [SD = 12.8]; t-
test P = 0.160) (Table 1).

Of the 1642 individuals who declined to be
contacted by the research team, 1555 gave
one or more reasons for declining. Most
often, patients stated that they did not want
to take part in a research study and/or did
not want to have a talking therapy (Table 2).

Thematic analysis of the free-text (‘other
reason’) answers showed that these mainly
clustered under the following themes:
ineligibility (n = 180); current and past
counselling (n = 65); managing condition (n
= 94); impossible due to condition (n = 53);
and feelings about the therapeutic
encounter (n = 37) (Box 2), where n =
number of responders whose comments
endorsed each heading; multiple responses
were permitted.

Decliners: qualitative findings
In total, 25 patients were interviewed (Table
3) for between 6 and 20 minutes. The mean
age of the interviewees was 52.7 years (SD =
15.9 years).

e373 British Journal of General Practice, May 2012

Table1.Ageandsexof thoseapproached to takepart in the studya

Responders
Agreedto takepart in

Agreed Declined telephone interview
Characteristic Non-responders tocontact contact aboutreasons fordecliningb

Mean age, years, 46.0 (13.2) 48.2 (13.5) 54.2 (12.9) 53.5 (13.2)
(SD) n = 5809 n = 2747 n = 1565 n = 427
Female sex, 4040 (67.7) 2012 (71.7) 1125 (69.8) 334 (74.9)
n (%) n = 5967 n = 2807 n = 1612 n = 446
SD = standard deviation. aData on age and sex were not available for all. bSubset of all those who declined (column 4).

Box 1. Decliner questionnaire:
reasons for not wanting to
take part in CoBalT
• I do not want to take part in a research study
• I am not depressed
• I do not want to have talking therapy
• I am too busy
• I am not taking antidepressants
• If other, please specify: ……………….................
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Reasons for declining
Four main themes emerged when
analysing the data regarding reasons for
non-participation: previous experience of a
talking therapy; feelings about the
therapeutic encounter perceived
ineligibility; and misunderstandings about
the research. Patients were not declining
research itself but the study intervention.
Most of the patients’ explanations fell under
the first two themes. Data pertaining to
these themes are presented next. Where
participants have been quoted, information
is provided on their sex, age, and research
centre.

Experiences of previous counselling
Nine patients interviewed stated they had
declined to take part because they had
previously had counselling and found it a
negative experience. This was either
because they felt it had been ineffective in
dealing with their problem, or because the
process of disclosure in therapy had caused
them to feel uncomfortable; therapists,
however, were not mentioned:

‘I’ve tried talking therapy before and it just
didn’t work for me basically ... as soon as I
stopped having it, everything went back to
the same to be honest, it just didn’t have
that long-term effect.’ (Exeter, female
20 years)

‘Many years ago, they called it counselling
[and] I wasn’t convinced. It just seemed

more of a chat to try and look in to my
background and what have you and I didn’t
think that was really hitting the problem
properly.’ (Exeter, male 70 years)

‘I’ve tried it before and I did nae feel
comfortable with it ... telling people all my
family details and things like that, you know
what I mean?’ (Glasgow, male 60 years)

Previous counselling experience was not
always negative; for example, one patient
felt that they had gained all they could from
the talking therapy they had had in the past:

‘I just felt like it wasn’t something I was
particularly interested in at the moment.
Having had CBT ... I just felt that I had
gained what I could from it.’ (Bristol, female
24 years)

Negative feelings about the therapeutic
encounter
Seven patients reported that they had
declined because of negative associations
with the therapeutic encounter. People did
not want to ‘rake up the past’, which they
saw as likely to worsen their symptoms:

‘I believe it would be helpful for other
people, but not for me right at this moment
in time, I’m getting, I’m trying to get my life
back on track and I, I’m trying to block it [the
past] out ... I just don’t want to go through it
at the moment.’ (Bristol, female 41 years)

‘I suppose because I didn’t want to bring up
old memories ... it’s like opening up old
wounds sort of thing.’ (Bristol, male
53 years)

‘... at the time I didn’t want to talk about it
because I thought it might bring back the
depression again.’ (Exeter, female 69 years)

Others had serious misgivings about
therapy due to embarrassment, anxiety, or
being a private person with no wish to talk
about personal issues:

‘I did think I don’t want to do that. I don’t
want to be, err, go to anyone and speak
face-to-face with anyone ... about my life
and personal things.’ (Exeter, female
69 years)

‘Well, I er, I feel too embarrassed ... I don’t
really talk to many people. I certainly didn’t
want everyone to know what I’m suffering
from.’ (Glasgow, female 63 years)

‘I just ... that’s one of my things; I just get

Table 2. Reasons for declining
to be contacted by the
research team
Reason n (%)a

I don’t want to take part in a 951 (61)
research study

I do not want to have talking therapy 688 (44)
Other 531 (34)
I am too busy 311 (20)
I am not depressed 306 (20)
I am not taking antidepressants 98 (6)
aIndividuals were able to indicate more than one

reason, hence percentages do not add up to

100%.

Box 2. ‘Other reason’main themes
Perceived ineligibility
• I am taking antidepressant for hot flushes/OCD (obsessive-compulsive disorder)/arthritis/sleep problems/

social anxiety/agoraphobia/PMT (premenstrual tension)
• Depression a result of disability and chronic pain
• Already seeing a counsellor/therapist
• Too many health and personal problems

Experiences of previous counselling
• I have tried CBT/talking therapy before; not helpful/helpful
• On past experience, it would be more stressful

Feeling theyweremanaging their condition
• Feel OK on antidepressants
• Manageable level — don’t want to destabilise
• Living with my condition

Unable to take part because of their symptoms
• Suffer panic attacks around people
• Back and leg problems restrict ability to go far
• I find it difficult to go out of my house alone

Negative feelings about the therapeutic encounter
• Can’t face talking about mental breakdown
• Embarassment/shame talking about condition
• Talking when feeling really depressed would make me worse
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nervous going and because I didn’t have to
go I said no. Trying anything new and waiting
I get nervous.’ (Glasgow, female 63 years)

Perceived ineligibility to take part in the
trial
Five of the patients did not feel they met the
eligibility criteria for the trial. They explained
they no longer felt depressed or that the
situation causing their depression had
changed for the better. For some,
depression was not their primary cause for
concern, as other health conditions were
perceived as having more of an impact:

‘I don’t believe I’m suffering with depression
... I think it is anxiety and I’ve had no sign of
it now for 5 or 6 months since I have been
back on this low dose of medication.’
(Bristol, male 68 years)

‘Well at the moment I’ve got other health
problems ... and I didn’t want to be bothered
with any more things to have to sort of
connect me with hospitals ... I’m diabetic,
got asthma, and chronic kidney disease.’
(Bristol, female 63 years)

In these cases, people commonly thought
the depression only existed because of their
primary ongoing ‘physical’ conditions and,
as such, talking therapy would not be of use:

Patient (P): ‘I don’t think all the amount of
talking in the world will sort of improve my
frame of mind you know? I am on
antidepressants for years as my condition
[rheumatoid arthritis] has got worse ... erm
I mean it’s related to my illness really you
know from that point of view.’
Interviewer (I): ‘And you think talking to
someone wouldn’t help?’
P: ‘Not from my point of view, I can’t see that
it would.’ (Bristol, Female 61 years)

Misunderstandings about the research

Three patients interviewed had found the
invitation letter unclear and, in particular, it
was presumed that group therapy was being
offered:

P: ‘[Declined because] it would it be in a
group of people.’
I: ‘No, it wouldn’t have been, it would have
been one to one.’
P: ‘Oh well, I don’t mind doing one to one.’
I: ‘OK and when you got the [invitation] letter,
did you open it and immediately think “I
don’t want to do this” or ...’
P: ‘No, I just didn’t understand it to start
with.’ (Exeter, female 61 years)

‘I presume[d] it would be, like, a group of
people discussing their problems etc, and
how they felt.’ (Exeter, female 63 years)

DISCUSSION
Summary
This study explored the reasons why
patients declined to be contacted when
approached about a study of the
effectiveness of CBT (in addition to
antidepressants) as a treatment for
treatment-resistant depression. The initial
invitation letter sought permission to mail
out a screening questionnaire to determine
their potential eligibility. The main reasons
for declining to be contacted by the research
team at this initial stage were that people did
not want talking therapy or to take part in
research. Where patients had provided an
alternative (free-text) explanation of the
decision to decline contact, explanations
included ineligibility, past counselling
experiences, and feelings about the
therapeutic encounter. Qualitative interviews
were carried out to provide further insight
into quantitative findings.

Patient interviews focused on the nature
of the intervention rather than declining
research itself. Those who did not want
talking therapy referred to a previous
negative experience of talking therapy,
because either they felt it was ineffective or
it made them feel uncomfortable. Patients
expressed misgivings about the therapeutic
encounter and declined because they did
not like the thought of disclosing personal
details, and/or they would be anxious about
a face-to-face session with a therapist.

Others regarded themselves as ineligible
for the trial because they were no longer
depressed, the situation causing their
depression had changed, or other health
conditions were more important and not
‘fixable’ with a talking therapy. Some
patients declined as they believed it was

Table 3. Characteristics of
those interviewed
Characteristic n (%)
Site
Bristol 9 (36)
Exeter 9 (36)
Glasgow 7 (28)

Sex, female 17 (68)
Age, years
18–39 6 (24)
40–59 5 (20)
60–75 14 (56)
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group therapy being offered. Sometimes
these themes would overlap in accounts, for
example, past experience of counselling
could negatively influence feelings about
the therapeutic encounter. Interview data
confirmed and expanded the questionnaire
findings. Reasons for non-participation
were often complex and did not simply
reflect a reluctance to be involved in
research.

Strengths and limitations
Few studies have interviewed those who
decline to participate in research. A strength
of this study was the mixed-methods
approach, utilising quantitative and
qualitative data to investigate reasons for
non-participation, thus providing breadth
and depth of information.

Patients who responded to the decliner
questionnaire and invitation to participate in
a telephone interview about their reasons
for non-participation were a self-selected
group, which may limit the generalisability
of the findings. Generalisability may also be
limited due to individuals with strong
opinions being more likely to respond, and
by the purposeful sampling approach used
to identify interviewees. The study mainly
interviewed females over the age of 60 years
but this reflected the sex and age balance
among those who responded and declined.
The absence of accounts from younger
males is a weakness in the study.

The decliner questionnaire was short, to
encourage completion, and information on
reasons for non-participation was mainly
gathered in relation to five closed-answer
questions. Patients were, however, given
the opportunity to detail ‘other reasons’, and
analysis of the free-text responses was in
line with the interview findings.

Interviews were relatively short, possibly
due to them being conducted by telephone.
However, many patients said they would not
have taken part in a face-to-face interview.
Well-planned telephone interviews can
gather the same material as those held face
to face.31

Comparison with existing literature
Unlike previous studies about non-
participation,4,7,12–14 this study further
explored reasons for declining research
contact given in questionnaire form through
qualitative interviews. In keeping with
previous research,13 the current study’s
participants were not declining research
itself. The findings draw attention to a
previously hidden aspect of reported
difficulties in recruitment to mental health
trials,17–22,32 namely that a prior negative

experience of the same (or similar)
intervention influences non-participation.
The findings that previous talking therapy
experiences and concerns about the
therapeutic encounter can influence
participation also provide a counterbalance
to the reported patients’ desire for talking
therapy;23–26 little is heard about the negative
views of such treatments.

The study data support previous studies
showing how misunderstandings about the
intervention on offer can influence people’s
decision to participate in research.13 The
study findings highlight important concerns
that can be actively addressed by clarifying
information provided to potential
participants, and attending to anxieties
about the intervention.

Implications for practice and research
Collecting information about those who
decline to take part in research is a relatively
simple way to learn about the acceptability
of treatments being studied. In pilot studies
for large-scale RCTs, gathering such
information may be useful in refining
recruitment estimates. Researchers
recruiting to trials need to be sensitive to the
patients’ prior experience of the same (or a
similar) intervention being studied, their
feelings about the intervention, and their
views on their potential eligibility. Comorbid
physical disease may impact on an
individual’s perception about the
appropriateness of a psychological
treatment.

The difficulties of recruiting patients with
depression through the GP consultation
have been well documented.17–22 This study
highlights that it is the nature of the
intervention that is the patients’ focus when
deciding whether to participate. Given the
increasing reliance on letters of invitation to
participate in research studies sent by
collaborating GPs, this study emphasises
the need to ensure clarity in the invitation
letter and highlights the importance of
using a mixed-methods approach to explore
why patients refuse to take part in research
during the initial recruitment phase.
Similarly, when recruitment takes place in
the consultation, GPs need to explore
patients’ reasons for declining to address
any concerns or misconceptions about the
research. This could increase recruitment
to studies and thus ultimately contribute to
increasing the evidence base.
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