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Abstract

Background: Mindfulness facets can be trained with structured mindfulness interventions, but little is known regarding application on a broader
level within sex therapy (e.g. men, partners and different sexual dysfunctions).

Aim: To evaluate the feasibility and preliminary efficacy of an 8-week intervention—specifically, mindfulness for sex and intimacy in relationships
(MSIR)—as a supplement to treatment as usual (TAU) as compared with only TAU in a clinical sample of men and women referred for sexual
difficulties with or without a partner.

Methods: In this randomized controlled feasibility pilot study, 34 participants were randomized to MSIR + TAU (n=15) or TAU (n=19). Six
healthy partners were also included in the study. MSIR was administered as 2 individual evaluations and six 2-hour group sessions of mixed
gender and different types of sexual dysfunction.

Outcomes: The primary outcome measures were as follows: (1) feasibility, defined as the implementation of recruitment, acceptance, and
attendance of intervention in daily clinical practice and the MSIR completion rate; (2) sexual functioning, as measured on a visual analog scale
("bothered by problem”) and by validated questionnaires (Changes in Sexual Function Questionnaire for Females and Males, Female Sexual
Function Index, Female Sexual Distress Scale, International Index of Erectile Function).

Results: MSIR was feasible and well received by patients, with high rates of acceptance and intervention completion. As compared with
pretreatment, the MSIR + TAU group and TAU control group were significantly less bothered by their sexual problems at the end of treatment,
but the change was significantly larger in the MSIR + TAU group (P =.04). Participants in the MSIR + TAU group did not receive fewer TAU
sessions than the TAU group (MSIR + TAU mean, 6 sessions; TAU mean, 8 sessions).

Clinical Implications: MSIR could be effectively used in a clinical setting as an add-on to TAU in the treatment of female and male sexual
dysfunction and healthy partners.

Strengths and Limitations: The major strength of the study is that it is a randomized controlled study. This study is novel in the sense that it
included men and women with different types of sexual dysfunction in the same mindfulness group. Limitations include the pilot nature of the
study (e.g. a small sample size), and statistical conclusions should be made with caution. More accurate results may be found in a larger sample.
Conclusion: Results from this study support already existing evidence that mindfulness-based interventions are feasible and effective for
targeting sexual dysfunctions in men and women.
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Introduction

Sexual problems are prevalent among men and women, but
the exact level of problems can vary across gender and age.!
When a sexual problem causes distress, it can be considered
a sexual dysfunction.” Sexual dysfunction is often associated
with impaired quality of life, general well-being problems,’-
and relationship problems.’>® Thus, effective treatments are
needed.”

Sexual dysfunction can be caused and maintained by
physiologic and psychological factors in accordance with the
biopsychosocial model, and the etiology is often multifacto-
rial.319 Evidence on psychosocial treatment options indicates
that psychological interventions to target impairment in
sexual functioning are effective, especially in women, but also

in men where the etiology underlying the problem is primarily
psychological.!-13

One of the first psychological interventions in sexology was
sex therapy, as introduced by Masters and Johnson.'* Sex
therapy includes psychoeducation, counseling, and sensate
focus training to reduce judgmental self-focus and anxiety
concerning sexual intimacy. This program was later refined
and combined with other elements from behavioral and psy-
chodynamic approaches. In addition, cognitive behavioral
therapy (CBT) is used in sexology to help patients challenge
potentially unrealistic thoughts and unpleasant emotions in
a sexual situation and initiate behavioral changes that can
lead to improved sexual functioning. In recent years, mind-
fulness has been introduced into the treatment of sexual
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dysfunction, where it has been suggested to mitigate sexual
problems.!>-17

In mindfulness, one cultivates the ability to notice feelings,
sensing the body and being in the present moment non-
judgmentally.'® Mindfulness has been proposed to enhance
interoceptive awareness, which can lead to improved attention
to sexual stimuli by lowering some of the known barriers
to sexual functioning (ie, impaired attention to bodily sensa-
tions, self-judgment, and clinical symptoms such as depression
and anxiety).!” A recent systematic review on mindfulness
and sexual dysfunction by Selice and Morris concluded the
existence of an inverse association between the cultivation of
mindfulness and different types of sexual dysfunction in men
and women.!?

The available research encompasses few randomized
studies, and the treatment was often given in combination
with other treatments. Studies have shown that mindfulness
combined with other treatments, such as psychoeducation,
CBT, sensate focus, and pelvic floor exercises, can increase
desire, arousal, satisfaction, and orgasm in women with desire,
arousal, orgasm, and pain disorders.2022 The studies on
women were primarily carried out by Brotto and colleagues,
who examined women with sexual desire and arousal
disorder?3>* and women with gynecologic cancer.”’ In a
recent study, women with sexual interest/arousal disorder
were randomized to a mindfulness cognitive therapy program
or supportive sex education and therapy—with mindfulness
being the only distinction between the treatment arms.
Both treatments showed similar improvements in sexual
desire and arousal, whereas the mindfulness groups had a
significantly larger effect size for decreased sexual distress.”®
Similar findings were reported by Banbury et al in the latest
meta-analysis on mindfulness-based interventions for men
and women in sexology.”” In addition, they found gender
inequality in this research area, as all clinical trials were
predominately in women, with a 6:1 ratio as compared with
men, which is why more studies including men with sexual
dysfunction are needed. Only 1 minor study, by Bossio et al?3
(n=10), has evaluated mindfulness in the treatment of men
with a sexual dysfunction. Performance anxiety is one of the
main psychological reasons for sexual dysfunction in men,2’
and studies have indicated that trait/dispositional mindfulness
in men is the mediating factor between anxiety and low sexual
desire,>? which supports the need to better investigate the role
of mindfulness in samples of men with sexual dysfunction.

Learning mindfulness skills has been shown to benefit cou-
ples in populations without a diagnosed sexual problem.31»32
However, Selice and Morris'® pointed out that research has
focused on improving sexual functioning on an individual
level without any partner context. Considering the beneficial
effects of mindfulness on couple’s sexuality and due to the
often dyadic nature of sexual functioning, it seems relevant
to include partners in the therapy and therefore in clinical
research.

Many aspects of mindfulness resemble the sensate focus
training introduced by Masters and Johnson, such as noneval-
uative exploration of bodily sensations, being present in the
moment, and not having specific expectations. Mindfulness
can be seen as complementing Masters and Johnson’s sensate
focus, as both focus on becoming more aware of one’s physical
sensations with an attitude of nonstriving.>3

The former research on mindfulness in patients with sex-
ual dysfunction investigated trait/dispositional mindfulness,
but recent studies on mindfulness in sexual and relational

Sexual Medicine, 2023, Vol 11, Issue 3

well-being have introduced sexual mindfulness, which means
the capability of remaining aware and nonjudgmental in a
sexual context.>* To address sexual mindfulness, the mindful-
ness for sex and intimacy in relationships (MSIR) protocol®’
was developed for patients with sexual dysfunction by directly
addressing sexual issues to make the patients more aware and
nonjudgmental in their sexual experiences. There have not
been any randomized controlled trials exploring the proposed
effects of the MSIR program to date. The MSIR protocol was
developed to include men and women because mindfulness
is not gender specific. Furthermore, the MSIR practices are
not aimed at 1 particular dysfunction; they are directed at
common characteristics across different diagnoses of sexual
dysfunction, making it a cross-diagnostic intervention. This
approach is in line with the original mindfulness-based stress
reduction program, which was designed not for any specific
diagnosis or gender but to alleviate suffering no matter the
circumstances.>®>3>” This alleviation can diminish the mental
and emotional distress regarding a sexual dysfunction.”®

The present pilot study aimed to evaluate whether it is
feasible and acceptable to apply an 8-week MSIR as a sup-
plement to treatment as usual (TAU) in a clinical setting.
Secondarily, this study evaluated the preliminary effect of
MSIR alone and MSIR + TAU on sexual function and distress
as compared with TAU alone in the treatment of mixed-
gender groups and whether participation in the MSIR pro-
gram would result in requiring fewer TAU treatment sessions
afterward.

Methods

The present study is a randomized controlled pilot study per-
formed at Sexological Clinic, Mental Health Centre Copen-
hagen, Mental Health Services - Capital Region of Denmark
in the period from September 2018 to March 2020. The
study was approved by the National Committee on Health
Research Ethics in Denmark (H-18017600) and the Dan-
ish Data Agency in the Capital Region of Denmark (RHP-
2017-056, I-Suite: 05968) and registered at ClinicalTrials.gov
(NCT03775239).

Participants and procedures

The feasibility study followed the recommendations for fea-
sibility and pilot studies by Lancaster’® and Bell et al.>’
Feasibility was defined as implementation in daily clinical
practice, whether it was possible to recruit patients and part-
ners in daily clinical practice, acceptance and attendance of
the intervention, and the MSIR completion rate.

All patients were referred as usual to the clinic, primarily
from their general practitioner as a part of the public health
care system. As part of the standard procedure, men and
women had an extensive initial assessment when referred to
the clinic. At the initial assessment, a thorough clinical inter-
view was performed with a focus on the patients’ disposing,
precipitating, and maintaining factors for their sexual com-
plaint, focusing on biopsychosocial factors. Sexual complaints
and distress were assessed, and the patient’s potential sexual
dysfunction was evaluated and diagnosed according to ICD-
10 criteria. Furthermore, whether the patient’s partner should
be included was determined. After the initial assessment, each
case was discussed within the multidisciplinary team in the
clinic; a final decision was made on the diagnosis and the
treatment that the patient should be offered; and patients’
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Figure 1. CONSORT flow diagram of participants.

eligibility for the current feasibility study was determined
(Figure 1). Patients and partners who were not eligible were
offered treatment following usual procedures in the clinic.
Participants who were considered eligible were contacted
by phone, briefed on the purpose of the study, and invited
to a one-on-one introductory meeting with 1 of the study
investigators to have the procedures explained in detail. Before
the meeting, written information was sent to the participants.
At the introductory meeting, potentially eligible partici-
pants were assessed with respect to the inclusion and exclusion
criteria. The inclusion criteria were as follows: men and
women with referral to the Sexological Clinic, Mental Health
Centre Copenhagen; a diagnosis of a sexual dysfunction, such
as decreased desire, erectile dysfunction, or orgasmic/ejacula-
tory dysfunction; age 20 to 65 years; and fluency in Danish. If
relevant for the therapy, the partner was also included. Includ-
ing the partner was relevant if, for example, the sexual prob-
lem had evolved in the current relationship or it was judged
that the partner played a crucial role in the problem and/or
the process to solve it. Partners did not necessarily have a
sexual dysfunction. People referred to individual therapy were
those without a partner, those whose problem had repeatedly
occurred independent of the partner, and those whose partner
could not or would not attend therapy. Participants were
excluded if they had been referred to group therapy; had past
sexual trauma; had a severe mental and/or somatic disease; or
had a current addiction. As a part of the standard procedure
in the clinic, people who experienced sexual traumas were
referred to more specialized treatments, as the trauma needs
to be integrated into the treatment. Severe mental disease was
defined as ongoing mental health problems, such as depres-
sion, anxiety, severe personality disorder, schizophrenia, or
ongoing pharmacologic or nonpharmacologic treatment for
a mental health problem. Severe somatic disease was diabetes
or other endocrine disease, cardiovascular disease, neurologic
disease, dermatologic disease, or other medical condition that
could be the main cause of the sexual problem. Participants

Analysed (n=19)
+ Healthy partners not included (n=3)

were also excluded if they could not participate in the sched-
uled MSIR sessions due to practical reasons. Partners had to
fulfil the same inclusion criteria.

Written informed consent was obtained from participants
who were eligible and willing to participate. The enrolled
participants were randomized to either TAU or a 6-week
mindfulness intervention followed by TAU (MSIR + TAU).
Randomization was done electronically through the REDCap
system. Block randomization was organized into clusters of
4 to ensure an equal number in each treatment group. The
randomization list was stratified by gender to ensure equal
allocation of men and women in each group. When partners
were included, they followed the randomization of the patient.
Pretreatment data were collected at the introductory meeting
after randomization.

Participants randomized to receive TAU were scheduled for
6 individual or couple appointments with the first available
therapist. Participants randomized to receive MSIR + TAU
were assigned to 1 weekly group mindfulness session for
6 weeks in addition to 1 individual midway and end-of-
treatment evaluation (8 weeks total). Following the comple-
tion of the MSIR program, participants continued with TAU,
which was scheduled as 6 individual or couple appointments
with the first available therapist. The therapy followed the
normal procedure at the clinic, and the number of treatment
sessions was not fixed; that is, the therapist could determine,
on the basis of clinical evaluation and treatment progress, if
more or fewer than 6 scheduled sessions were necessary.

At the midway and final individual evaluations, the thera-
pists could address any potential adverse effects experienced
by the participants. Furthermore, all patients received TAU,
where any adverse events could be discussed in the subsequent
therapy. We did not observe any adverse events.

The flow of participants is shown in Figure 1. Data were
collected at pretreatment; after 3 and 6 sessions of MSIR,
allowing us to measure the effect of MSIR alone after 3, 6,
and 9 sessions of TAU; and at end of treatment (in both



groups). Six months after end of treatment, the participants
were contacted by mail and phone to collect follow-up data.
These latter data are not included in this article. In addition,
specific mindfulness scales were collected after each mindful-
ness session. These data are also not included in this article.

Interventions
Treatment as usual

TAU is anchored in the biopsychosocial model acknowledging
that all aspects of the patient’s life have to be taken into
account when attempting to understand and manage one’s
sexual dysfunction.!" The offered TAU was individual or cou-
ple (marital) therapy based on the assessment and discussion
with the patient. The treatment is eclectic and incorporates dif-
ferent therapy elements, such as CBT, psychodynamic therapy,
systemic therapy, Master and Johnson’s sensate focus training,
pelvic floor exercises, and, if necessary, the introduction of
sexual aids and/or pharmacologic treatment, depending on the
patient’s complaints and whether it was individual or couple
therapy. The cornerstone in the treatment was sensate focus
training for couples and exercises exploring one’s sexuality
for individuals. This eclectic psychotherapy was conducted
by medical doctors and/or psychologists who worked at the
clinic at the time of the study. As some of the therapists in the
clinic normally use mindfulness in their sessions, they were
instructed to omit this when having participants randomized
to the TAU group.

Mindfulness for sex and intimacy in relationships

The mindfulness intervention was based on an MSIR proto-
col from the Jane Wadsworth Clinic at St Mary’s Hospital,
London.?> The MSIR protocol was based on the theoretical
framework of mindfulness-based cognitive therapy and has
been adapted to treat patients with sexual dysfunction. In col-
laboration with the 2 psychologists who designed the original
protocol, a Danish protocol was developed and implemented
in a Danish context by 2 of the study investigators after
practical training at the Jane Wadsworth Clinic. To ensure
the applicability of the protocol in a new clinic and culture,
any changes needed prior to implementation were considered.
In this respect, the considerations did not give rise to any
changes.

The sessions primarily concentrated on mindfulness theory
and exercises, with a maximum of 12 patients in each group,
and focused first on the more general aspects and then on
sexual aspects in later sessions. The sessions always started
with mindful body movements based on yoga, with a focus
on one’s experience in the present moment and not judging
the performance as good or bad—one of the key teachings
throughout the course. There were also general discussions
on cognitive behavioral aspects of sexual dysfunction and
psychoeducation, but the participants were not to share infor-
mation about their diagnoses or private histories. Participants
were sent links after each session with audio-recorded mind-
fulness exercises for home exercises. The groups were mixed
gender and had different types of sexual dysfunction. Each
group session lasted 2 hours, and the individual interviews
(weeks 4 and 8) each lasted 30 minutes. An overview of the
content of each session is described in Table 1.

The MSIR groups were administered as conjoint therapy by
a senior psychiatrist and a psychomotor therapist, the former
with extensive expertise in psychotherapy and sex therapy
and the latter in mindfulness. In the present study, the 2
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facilitators were not permitted to deliver any of the TAU to
the participants.

Measures

Demographic information

The demographic questionnaire entailed questions concerning
date of birth, gender, relationship status, medication, educa-
tion, and occupation.

Bothered by problem

A single-item distress scale was used to measure how much
distress was caused by the problem. The patient was asked to
use a visual analog scale (VAS) from 0 (not distressed at all) to
100 (maximum distress) when asked, “How bothered are you
right now by the sexual problem you are/were seeking help
for?”

Changes in Sexual Function Questionnaire for Females and
Males

The Changes in Sexual Function Questionnaire for Females
and Males (CSFQ_F/M) is a self-reported inventory that
measures sexual functioning on a 5-point Likert scale. The
questionnaire is available in female and male versions, which
both comprise 14 items and 5 domains: desire/frequency,
desire/interest, arousal/excitement, orgasm/completion, and
pleasure. The questionnaire has a high degree of internal
consistency overall (Cronbach alpha=0.90 for females and
0.89 for males) and for the individual scales (between
0.68 and 0.84; except the male orgasm/completion scale,
which is 0.59).49 A total score <41 for women and <47 for
men is seen as impaired sexual function and thus indicates
sexual dysfunction. Similarly, each subdomain has a separate
cutoff. The questionnaires have been validated in Danish
(https://eprovide.mapi-trust.org/instruments/changes-in-se
xual-functioning-questionnaire).

Female Sexual Function Index

The Female Sexual Function Index (FSFI) is a validated 19-
item multidimensional self-report instrument for the assess-
ment of female sexual function that comprises a total score
and 6 subscales (desire, arousal, lubrication, orgasm, satis-
faction, and pain).*! The FSFI measures the items of sexual
function with Likert scales of either 0 to 5 points or 1 to
5 points. A higher total score represents better sexual func-
tion. A score <26.55 represents a risk of sexual dysfunction.
The FSFI has test-retest reliability (r=0.75-0.86, Cronbach
alpha =0.94). The scale is recommended for clinical practice
as a measure of symptom severity in women who have been
sexually active in the prior 4 weeks*> and is the gold standard
when measuring sexual function in women.*> The scale has
been translated to Danish and used in other studies on Danish
populations,*4-*5

Female Sexual Distress Scale

The Female Sexual Distress Scale (FSDS) is a validated 12-
item self-administered questionnaire developed to measure
sexually related personal distress in women. Lower scores
represent less sexual distress, and scores >135 indicate sexually
related distress.*® The Cronbach alpha is 0.94. The scale has
been translated to Danish and used in other studies of the
Danish population **4
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Table 1. MSIR intervention.

Week 1 (2 h)

Mindful body movement based on yoga

Pair exercise: mindful inquiry and listening
Raisin exercise: eating a raisin slowly and mindfully
Lying body scan: sensing successive body areas

Home exercise: lying body scan
Mindful body movement based on yoga

Week 2 (2 h)

Pair exercise: mindful inquiry and listening
Pair exercise: sensory awareness, choosing an object for partner to explore and describe, initially with eyes

closed

Seated body scan: sensing successive body areas

Home exercise: seated body scan
Mindful body movement based on yoga

Week 3 (2 h)

Pair exercise: mindful inquiry and listening

Pair exercise: mindful movement back to back

Seated body scan: sensing successive body areas

Home exercise: seated body scan and mindful exploration of own body

Week 4 (30 m)
Week 5 (2 h)

Individual interview of participants: feedback and clarification of problem areas
Mindful body movement based on yoga

Pair exercise: mindful inquiry and listening

Seated meditation: exploring sexual self

Pair exercise: sensory awareness, choosing a picture from a selection for partner to explore and describe
Small group exercise: “opinion game” to discuss alternative meanings to sexual/relationship-based

situations presented on paper

Home exercise: lying body scan and sensual touch of own body and mindful exploration of movement

Week 6 (2 h)

Mindful body movement based on yoga

Pair exercise: mindful inquiry and listening

Seated meditation: exploring sexual discomfort

Pair exercise: intimate questions with mindful listening

Pair exercise: walking, one guiding, the other with eyes closed

Home exercise: seated mindfulness, mindful movement, and mindful intimacy exercise for participants in a

couple

Week 7 (2 h)

Mindful body movement based on yoga

Pair exercise: mindful enquiry and listening

Seated meditation: future intentions

Group exercise: mindful feeling for own and others’ boundaries

Letter with future message to myself
Individual interview of participants: feedback, pros and cons, motivation to continue mindfulness

Week 8 (30 m)

Abbreviation: MSIR, mindfulness for sex and intimacy in relationships.

International Index of Erectile Function

The International Index of Erectile Function (IIEF) is a val-
idated 15-item self-administered questionnaire that assesses
male sexual function. The IIEF seeks to detect treatment-
related changes in patients with erectile function and is con-
sidered the gold standard. The questionnaire comprises a total
score and 5 subdomains with separate cutoffs (erectile func-
tion, orgasmic function, sexual desire, intercourse satisfaction,
and overall satisfaction). A high degree of internal consistency
has been observed for each of the 5 domains and for the
total scale (Cronbach alpha >0.73 and >0.91, respectively)
in the populations studied.*” A low score represents worse
sexual function. As the men in this study had a variety of sex-
ual dysfunction, only analysis from the subdomain “overall
satisfaction” is presented in this article. The scale has been
translated and validated in Danish*® and used in other studies
in Danish populations.*’

Statistical analysis

Differences between the TAU and MSIR + TAU groups in
pretreatment characteristics were analyzed through exact tests
because of the small sample frequencies. A mixed model was
used to analyze the mean scores of the MSIR + TAU group
before treatment, after 3 MSIR sessions, and after 6 MSIR
sessions. The model included the 3 assessment times as a fixed
effect and the subject as a random effect. A mixed model was

also used to compare development over time in the TAU and
MSIR + TAU groups. For each outcome, this model included
the intervention group, rating time (pre- vs posttreatment),
and the interaction between the intervention group and time
as fixed effects. Using this model, we tested group differences
in pre- and posttreatment scores separately and differences
between pre- and posttreatment scores in each group. Finally,
group differences between pre- and posttreatment scores were
tested (ie, corresponding to the interaction between interven-
tion group and rating time). Because of the small samples,
statistical tests were conducted with ¢ statistics instead of
large-sample z tests; degrees of freedom were estimated via
the Satterthwaite approximation.

As this was a feasibility study, no power calculation was
performed. The estimated needed number in each arm was
15 based on the target effect size and a medium standard
difference as described by Bell et al3” All statistical analyses
were performed with SPSS Statistics for Windows (version
25.0; IBM). All data were stored electronically in REDCap.

Results
Recruitment and feasibility

An overall 34 participants were randomized in this study: 15
women (mean & SD age, 30.96 + 10.01 years) and 19 men
(37.55 £11.71 years). In addition, 6 healthy partners were



Table 2. Participants’ sociodemographic information at pretreatment.@
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Characteristic MSIR + TAU TAU (n=19) Total (N=34)
(n=15)
Sex, women:men, No. 6:9 9:10 15:19
Age, y, mean £ SD 38.42 £ 11.50 33.29 +11.68 35.55 +£11.71
Regular partner
Yes 11 (73.33) 15 (78.94) 26 (76.47)
No 4(26.67) 4 (21.05) 8 (23.52)
Sexual orientation
Same sex 1(6.67) 0 (0.00) 1(2.94)
Opposite sex 14 (93.3) 19 (100.00) 33 (97.06)
Highest education
Youth education 2 (13.33) 3(15.79) 5(14.71)
Academy profession program (>1to <3 y) 2 (13.33) 5(26.32) 7 (20.59)
Undergraduate (3-4 y) 4 (26.67) 7 (36.84) 11 (32.35)
Graduate or postgraduate (>3 y) 7 (46.67) 4 (21.05) 11 (32.35)
Occupation status
Enrolled in education 4 (26.67) 4 (21.05) 8 (23.53)
Employed full-time 5(33.33) 9 (47.37) 14 (41.18)
Employed part-time 3(20.0) 1(5.26) 4 (11.76)
Self-employed 2 (13.33) 1(5.26) 3(8.82)
Other 1(6.67) 4(21.05) 5(14.71)
Diagnosis at sexological clinic
Erectile dysfunction 5(33.33) 6 (31.58) 11 (32.35)
Premature ejaculation 1(6.67) 2(10.53) 3(8.82)
Orgasmic disorder 2 (13.33) 6(31.58) 8 (23.53)
Sexual desire disorder 4 (26.67) 5(26.32) 9 (26.47)
Sexual genital pain disorder 3(20.0) 0 (0.0) 3(8.82)

Abbreviations: MSIR, mindfulness for sex and intimacy in relationships; TAU, treatment as usual. ?Data are presented as No. (%) unless noted otherwise.

No significant differences were found between groups (P > .05).

included and followed the randomization of the patient. See
Table 2 for pretreatment sociodemographics.

One primary aim of this study was to investigate the
feasibility and acceptability of the MSIR intervention in the
natural environment of Sexological Clinic, Mental Health
Centre Copenhagen. Treatment was easily implemented in
clinical practice as a weekly 2-hour session following the
MSIR protocol before initiation of TAU. It was possible to
apply the MSIR program to men and women and a mixed
group of sexual dysfunctions (Table 2).

The eligibility for the study was 95% (patients and healthy
partners): 65 patients were screened and 62 met the inclusion
criteria. The acceptance rate of the study was 73% (45 par-
ticipants randomized out of 62 eligible and approached). The
intervention completion rate was 78 % (18/23) in the MSIR +
TAU arm and 100% in the TAU arm. In the MSIR + TAU
arm, the reasons for not completing the intervention were
scheduling conflicts realized after baseline/randomization (n =
3) and inclusion errors (n = 2). The latter 2 patients were taken
out of the MSIR group by the study investigators. Therefore,
34 patients and 6 healthy partners received the allocated
intervention.

Mean attendance was 4 of 6 possible sessions in the MSIR
group (range, 1-6).

Number of TAU sessions

No significant difference was found between the interventions
(TAU and MSIR + TAU) regarding the number of TAU
sessions. Participants in the TAU group received a mean 8
treatment sessions (range, 2-18) before they had completed
treatment at the Sexological Clinic. Participants in the MSIR +
TAU group received a mean 6 TAU treatment sessions (range,
1-16) in addition to the 8 MSIR sessions.

Healthy partners

It was possible to recruit 6 healthy partners who received
the allocated intervention with their partners (MSIR + TAU
or TAU). Data measuring sexual distress and function were
removed from the analysis presented in this study, as the
number of partners was too small for any analysis. Therefore,
data presented here are based on 15 patients from the MSIR
+ TAU group and 19 patients from the TAU group, who all
were diagnosed with a sexual dysfunction.

Effects of MSIR

Table 3 summarizes the results of linear mixed modeling of
the primary outcomes in the MSIR group before treatment,
after 3 MSIR sessions, and after 6 MSIR sessions and the
differences among these time points. For men and women,
a significant decrease was found on the VAS measuring how
bothered the patient was by the problem from pretreatment
to 6 MSIR sessions (P=.002). The significant improvement
on the VAS was first established after 6 MSIR sessions. A
significant improvement in sexual function was measured by
the CSFQ_M after 3 MSIR sessions, which improved after
6 MSIR sessions, whereas no significant change in sexual
function was measured by the CSFQ_F. The other outcome
measures (FSFI, FSDS, and IIEF) did not show any significant
changes (Supplementary Material A).

Differences in effects between TAU and MSIR +
TAU

Table 4 presents the results of the mixed linear model for the
TAU arm and MSIR + TAU arm and the differences from
pretreatment to end of treatment. The table presents the mean
group differences in pre- and posttreatment scores, which
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Table 3. MSIR linear mixed modeling of scores at 3 assessment points.

Score, mean (SE) Difference from pretreatment (SE) P value
Measure Pretreatment 3 x MSIR 6 x MSIR 3 x MSIR 6 x MSIR 3 x MSIR 6 x MSIR
VAS? (n=15) 80 (3.75) 72.11 (7.41) 60.15 (8.74) —7.89 (5.49) ~19.85(7.53)  .174 020
CSFQ_F (n=6) 42.67 (3.50) 44.33 (3.13) 44.67 (4.05) 1.66 (1.58) 2(2.11) 341 387
CSFQ_M (n=9) 49.56 (2.15) 52.76 (1.85) 52.44 (2.42) 3.20 (1.01) 2.88 (1.23) .014* 051

Abbreviations: CSFQ_F/M, Changes in Sexual Function Questionnaire for Females and Males; MSIR, mindfulness for sex and intimacy in relationships; VAS,
visual analog scale. 2“How bothered are you right now by the sexual problem you are/were seeking help for?” *P <.05.

Table 4. Linear mixed modeling comparing the 2 interventions: TAU and MSIR + TAU.

Score, mean (SE)

Measure Pretreatment End of treatment Difference (SE) P value
VAS? (n=34)
MSIR + TAU (n=15) 80 (3.46) 38.22 (8.03) —41.78(7.33) <.001**
TAU (n=19) 76.10 (3.07) 56.51 (7.89) ~19.59 (7.33) 013*
Difference 3.89 (4.63) 18.29 (11.26) 22.18 (10.37) 043
CSFQ_F (n=15)
MSIR + TAU (n=6) 42.67 (3.58) 49.77 (2.66) 7.19 (2.94) 036*
TAU (n=9) 41 (2.92) 44.33 (2.50) 3.32 (2.70) 244
Difference 1.67 (4.62) 5.44(3.69) 3.77 (3.99) .366
CSFQ_M (n=19)
MSIR + TAU (n=9) 49.56 (1.87) 52.75 (2.63) 3.20 (2.24) 177
TAU (n=10) 48.6 (1.77) 53.65 (2.72) 5.05 (2.39) 054
Difference 0.96 (2.57) 0.90 (3.78) 1.85 (3.28) 582

Abbreviations: CSFQ_F/M, Changes in Sexual Function Questionnaire for Females and Males; MSIR, mindfulness for sex and intimacy in relationships; TAU,
treatment as usual. *“How bothered are you right now by the sexual problem you are/were seeking help for?” *P <.05. **P < .01.

corresponds to the interaction between the group and time
factor.

Significant improvements were found on the VAS for both
groups, with a difference in means of —19.59 in the TAU
arm and —41.78 in the MSIR + TAU arm. This indicates that
patients in both groups were less bothered by their sexual
problems at the end of treatment than at pretreatment. A
significant group difference was also found between TAU
and MSIR + TAU on the VAS, indicating that the MSIR +
TAU arm improved significantly more than the TAU arm. A
significant difference occurred on the CSFQ_F in the MSIR
+ TAU group, as the women reported less impaired sexual
function at the end of treatment, but no significant difference
was noted on the CSFQ_M. On the FSDS for women, a
significant decrease was seen in both groups but with no
significant difference between groups, and at end of treatment
the mean score for both groups was <135, indicating no sexual
distress. The mixed model did not show significance for the
FSFI and IIEF scores (Supplementary Material B).

Discussion

This small study examined the feasibility, and provides pre-
liminary data on the efficacy, of an 8-week MSIR intervention
followed by TAU as compared with a TAU control. Overall,
we found that the MSIR intervention was feasible and well
accepted by patients, with a high rates of acceptance (73%)
and intervention completion (78%). Furthermore, the MSIR
intervention could be applied to men and women with differ-
ent types of sexual dysfunction. In addition, when relevant, the
partners could be included. This study is the first to evaluate
the effect sizes of the MSIR program developed by Kocsis and
Newbury-Helps®® and adds new knowledge to how mind-
fulness can be used in groups of mixed-gender patients with
different types of sexual dysfunction. Only 1 other study

has applied mindfulness to men with sexual dysfunction.
Bossio et al examined 10 men with erectile dysfunction and,
similar to the present study, showed that it was feasible to
implement mindfulness in men with sexual dysfunction.’” The
present study also included patients’ partners. In a recent
article, Selice and Morris emphasized the need for studies of
mindfulness in couples to collect and analyze dyadic data.l®
The present study has shown that it is possible to include
the partner, but it does not provide data on differences in
outcomes between individuals and couples due to the small
number of participants. Interestingly, participants in the MSIR
+ TAU group did not attend fewer TAU sessions than the TAU
group. One possible interpretation of this finding is that the
mindfulness intervention made the patients more motivated
for the subsequent TAU and influenced their participation.
Larger-scale studies are needed to explore this further.

Preliminary data were collected on the efficacy of the treat-
ment. The present study investigated a mindfulness interven-
tion in combination with TAU, whereas other studies investi-
gated a mindfulness intervention vs CBT>! or wait-list control
groups.2226:32 Due to the small number of participants, the
results of the present study need to be interpreted with caution
but are highly relevant before a larger-scale study is conducted,
as they showed that it is feasible to implement the MSIR
intervention in a mixed-gender group with varying sexual
dysfunction.

The patients in the MSIR intervention group were signif-
icantly less bothered by their sexual problems after the 8-
week MSIR intervention. Regarding their responses on the
VAS from pre- to posttreatment, the MSIR + TAU group was
bothered significantly less by its sexual problems than the TAU
control group. Both groups improved significantly on the VAS
from pre- to posttreatment, but the reduction was twice as
great in the MSIR + TAU group than the TAU group. These
findings suggest that MSIR itself may induce a decrease in
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how bothered the patients are with their sexual dysfunctions,
which may have an immediate effect on them. This study did
not investigate mechanisms of change. However, an explana-
tion may be that mindfulness in general works on accepting
the moment without judging.’? There is a tendency for men
and women with sexual problems to have a judgmental and
negative attitude toward their sexual experience.”* There-
fore, patients may be less bothered by their sexual problems
after MSIR because they learned nonjudgmental awareness
of one’s present experience. In accordance with our findings,
the standardized mindfulness-based stress reduction program,
which is well investigated in the treatment of physiologic
and psychological conditions,’® has been shown to reduce
perceived stress and/or psychological distress in a clinical pop-
ulation as compared with a control group.”® No significant
improvement in sexual functioning was measured by validated
sexual functioning measures, except the CSFQ_M for men,
after the MSIR intervention alone. Previous studies, which
mainly focused on females with desire/arousal disorders or
pain disorders, found a significant improvement in sexual
functioning when pretreatment measures were compared with
posttreatment measures.'’ Significant effects were improve-
ment of sexual desire, arousal, lubrication, sexual distress,
orgasm satisfaction, and concordance between genital and
subjective arousal. However, the methodology of the studies
differed in, for example, the length and content of interven-
tion,!” which precludes a comparison of the studies. Many of
the interventions combined mindfulness with several elements,
such as psychoeducation, communication skills, muscle relax-
ation, and sex therapy. Therefore, it is difficult to conclude
whether the results were due to a specific component in
the mindfulness treatment or synergistic effects. Furthermore,
many of the studies were not randomized controlled studies
with an active control group. A possible explanation for the
missing significant effects on sexual functioning measures in
our study, apart from sample size, could be that the MSIR
mainly focused on general mindfulness principles to make
it easier to profit from the following TAU sessions. As the
participants in the MSIR groups had various sexual problems
and were of mixed gender, it is possible that they did not
experience the MSIR program addressing their particular
sexual problems sufficiently. In previous studies, participants
were more homogenous with regard to sexual dysfunction
and/or gender. In a recent study, Leavitt et al’” compared trait
mindfulness with sexual mindfulness and found that sexual
mindfulness leads to higher sexual awareness as compared
with mindfulness alone. They then validated the Sexual Mind-
fulness Measure (SMM),’% which focuses on mindfulness
within a sexual context: those who are more sexually mindful
tend to be more satisfied with their relationships and sex
lives, in combination with higher self-esteem. This conclusion
was replicated in a French-speaking population.’” As the
SMM was published after the present study was performed,
it was not utilized here even though nonspecific measures
for mindfulness were used, but future randomized controlled
trials on the MSIR would benefit from using the SMM.

The significant improvement in sexual functioning observed
in men by the CSFQ_M after the MSIR intervention is in
line with the only previously published study investigating
a mindfulness-based intervention in a group of men diag-
nosed with erectile dysfunction, though it was a noncontrolled
study.2® More studies are needed that include control groups
to investigate mindfulness in the treatment of men with sexual
dysfunction.
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Concerning sexual functioning, significant improvements
were found from pre- to posttreatment on the CSFQ_F for
women in the MSIR + TAU group. In addition, we noted
improvements from pre- to posttreatment for women in sex-
ual distress (FSDS) in the mindfulness intervention group and
the control group. However, no significant group differences
were found, indicating that the addition of MSIR to TAU did
not change the effect of the treatment.

Brotto et al®® investigated sexually related distress in
women with provoked vestibulodynia, as measured by the
FSDS, and found that sexual distress decreased after a brief
mindfulness-focused group treatment. Furthermore, sex-
related distress decreased after a mindfulness intervention
in a population of women with a history of sexual abuse.’!
However, the effect might seem greater in these studies
because they did not have an active control group. As
previously mentioned, it may also improve the effect to target
a specific sexual dysfunction because these groups included
only women. It is important to state that, even though we
did not find a significant difference between groups, we can
conclude that the mindfulness intervention in combination
with TAU and the TAU sessions alone improved sexually
related distress in women, which is important clinically.

Hucker and McCabe conducted a study that included
partners’ sexual function in the investigation of mindfulness
in the treatment of sexual dysfunction.’? They found that
women had a significant reduction in sexual distress when
compared with a wait-list control group. In addition, the
male partners of women with sexual problems demonstrated
significant improvements in sexual functioning from pre-
to posttest vs the male partners of women in the wait-list
control group. However, the mindfulness intervention was
online and not in a clinical setting and therefore is difficult
to compare with the present study. Even though this study
included partners when relevant for the therapy, the sample
size was too small to investigate any potential changes. Due
to the dyadic nature of sexual functioning, future research
on mindfulness in sexology would benefit from including
potential partners. In addition, learning mindfulness skills
has been shown to benefit couples in a population without a
diagnosed sexual problem.3!-32

Strengths and limitations

The present study is a feasibility study. Therefore, the primary
focus was to evaluate the feasibility and acceptability, instead
of calculating effect sizes. The major strength of this study
is that it is a randomized study. This study is the first in
this area to include men and women with different types of
sexual dysfunction in the same mindfulness group. However,
this pilot study has several limitations worth discussing. First,
the sample size of the current study was small; therefore,
statistical conclusions should be made with caution, and more
significant results may be found in a larger sample. Our
sample consisted of cis-gender adults, predominantly hetero-
sexual, and all Caucasian. In addition, it is possible that our
sample with sexual problems is not representative of the larger
population of individuals with sexual problems/concerns.
The MSIR protocol lasted 8 weeks and comprised 6
mindfulness sessions and 2 individual evaluations, midway
and after the final session. In general, standardized 8-
week mindfulness-based stress reduction/cognitive therapy
programs have been found to be more effective than shorter
or modified versions in other therapeutic contexts.®! As
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Table 5. Recommendations for future studies.

MSIR is feasible and safe to implement in everyday clinical practice.
MSIR is feasible to apply to a mixed-gender group.

MSIR is feasible to apply to individuals with different sexual dysfunctions.

Future research would benefit from

e Larger-scale randomized controlled trial

Include the validated Sexual Mindfulness Measure
Collect data on homework exercises

Include men

Include potential partners

Investigate follow-up data

Investigate how MSIR can be combined with other treatment modalities and how it can stand alone

Abbreviation: MSIR, mindfulness for sex and intimacy in relationships.

compared with evidence-based protocols for mindfulness-
based stress reduction and cognitive therapy, the MSIR
protocol has several differences that may influence the results,
such as shorter sessions, fewer sessions, and content of the
intervention. However, since the MSIR protocol is a shorter
modified version, it might be more feasible for participants
and easier to implement in everyday clinical practice, thus
translating into greater adherence.

As it is an intervention study with mindfulness, double
blinding could not be implemented, which leads to the risk
of bias. Patients who were willing to participate in this pilot
study may have hoped to receive the mindfulness treatment,
and if they were allocated to the TAU group, their disappoint-
ment could have influenced their treatment at the Sexological
Clinic. Furthermore, it is possible that patients allocated to
TAU have been doing mindfulness at home, which is a con-
founding risk. The study investigators did not complete an
exhaustive screening to evaluate whether participants were
suited for a group mindfulness intervention, and unsuited
patients could result in smaller treatment effects. There is
also a risk that any placebo effect may be stronger in the
MSIR intervention group, though the use of an active control
group is likely to minimize such bias. Moreover, this program
had daily home exercises, and we did not collect data on the
amount that participants practiced. This is an important limi-
tation for the interpretation of our results, as a relationship is
known to exist between the frequency of formal mindfulness
practice and clinical outcomes.®”

As pointed out by Van Dam et al,>> mindfulness therapy
may have adverse effects. In worst cases, these have been
reported to be psychosis, mania, depersonalization, anxiety,
panic, traumatic memory reexperiencing, and other forms of
clinical deterioration.®3 Mindfulness-based interventions in
general are relatively safe.®* However, research on the adverse
effects of meditation practices is lacking and remains an area
of improvement.®> To overcome the risk of any potential
adverse effects, we excluded patients with any psychiatric
diagnosis, as recommended by Crane and Kuyken® and San-
torelli,%¢ and the thorough assessment determined whether the
patient was eligible for a psychotherapeutic intervention.

Last, as in all psychotherapeutic research, it can be difficult
to conclude whether results are influenced by the ability of a
specific therapist. However, only therapists with a minimum
of 6 months of experience at the clinic conducted the therapy,
and due to the randomization, this should not lead to bias.

1’63

Clinical implications

Given the results of the current feasibility study, we conclude
that it is feasible to implement the mindfulness intervention

in the treatment of sexual problems in men and women
and to expect a high acceptance rate. The intervention also
seemed feasible and acceptable for the healthy partners, as
they attended the same number of mindfulness sessions as
their partners with diagnoses of sexual dysfunction. Results
from this study add to the growing body of evidence sug-
gesting the use of mindfulness in the treatment of sexual
impairment, and we learned that MSIR has a positive effect
in combination with TAU. The mindfulness intervention was
group based, which leads to less waiting time until treatment
starts; yet, the intervention could have been administered
individually, and this should be investigated further. In oppo-
sition to sensate focus training, mindfulness does not require
a partner; therefore, patients can train either alone or in a
group setting . However, the intervention has not yet been
tested in an individual context. In addition, the mindfulness
intervention may give the patient some relevant tools to
incorporate in the following TAU at the Sexological Clinic or
in sex therapy in general. Last, it will be relevant to investigate
the 6-month follow-up data to see whether these findings
remain.

We used experiences from the current feasibility study to
collect a set of recommendations for future studies on mind-
fulness in sexology and present them here in Table 5.

Conclusion

This feasibility study is among the first to implement a mind-
fulness protocol in the natural setting of a sexological clinic
with a mixed group of patients, including men and women
with different types of sexual dysfunction and healthy part-
ners when relevant. As compared with the TAU control group,
the MSIR + TAU group was bothered significantly less by
their sexual problems post- vs pretreatment. However, it did
not attend fewer TAU sessions afterward.

Results from this feasibility study support already existing
evidence that mindfulness-based interventions are feasible
and effective for targeting sexual impairment in men and
women. However, more studies are needed, especially in men,
due to the limitations of the methodology of the available
studies.
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