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Study Rationale

Sex is a fundamental component of overall well-being for many adults. Individuals who maintain a healthy sex
life with aging live longer and gave high quality of life. However, sexual function problems are common,
particularly among midlife women; 39% of this population struggles with low sexual desire. This can affect not
only a women’s sex life, but also negatively impact on psychosocial functioning and relationships.

Despite success in developing treatment for men, there has been a lack of treatment options for women. An
increasingly accepted model of female sexual response emphasizes both physiologic and psychologic aspects
of female sexual function. Pharmacologic treatments that only target physiologic response will only help a
subset of women. In contrast, behavioral interventions have the potential to target both physiologic and
psychological aspects of female sexual function. Using this rationale, this study will look at the use of a
mindfulness study to improve sexual function in midlife women. Female sexual dysfunction is associated with
sexually-related anxiety, autonomic nervous system imbalance, negative body image, discursive negative
thoughts that distract during sex, and poor sleep.

Using this rationale, this study will look at the use of a mindfulness study to improve sexual function in midlife
women. Mindfulness, a concept that emphasizes in-the-moment focus and non-judgmental bodily awareness,
can target all these aspects of sexual dysfunction simultaneously by decreasing anxiety, improving autonomic
imbalance, enhancing body image, reducing distracting thoughts, and improving sleep.

Treating sexual dysfunction will result in improvements in women’s sexuality and can have the opportunity to
go beyond sex to improve relationships and overall quality of life in aging adults. At least 85% of women in the
intervention group will indicate somewhat or very satisfied on a measure of the intervention satisfaction.

A multi-component, mindfulness-based intervention, developed by Dr. Lori Brotto at the University of British
Columbia, has shown preliminary efficacy in smaller studies for the treatment of desire, arousal, and sexual pain
disorders (1-6). However, these studies lacked control groups or used wait-list controls. Additionally, this
intervention was developed and tested primarily among women in their 30s and 40s. Whether and how this
intervention works in older women is not known. Older women have unique physical and psychological sexual
health needs that are not adequately addressed by the existing intervention. Older women are more likely to
have medical conditions, such as hypertension (7,8) or diabetes (9), or to be using medications, such as
antidepressants (10) or antihypertensives (11), that can affect sexual function. Women over 50 may also have
musculoskeletal pain and orthopedic issues that can negatively impact sexual function. Additionally, older
women are more likely to experience problems with vaginal dryness and dyspareunia than younger women, as
these changes are most prevalent for women in their 50s, 60s and beyond (13-15, 18). Further, the sexual
outcomes that are most important to older women differ from those of younger women; while younger women
prioritize physical outcomes, older women may consider emotional outcomes more important (16-18). Cohort
effects may influence the acceptability of the intervention between younger and older women, such as openness
to mindfulness-based approaches (19). Finally, older women may have different social roles — such as caregiver
— that may affect their relationship with their partners, sexual function, and overall wellbeing (20)(21). The
adapted intervention should ensure that we address these unique sexual health needs of older women.

Known Risks and Benefits

Benefits

¢ Increased awareness of sexual genital sensations, attributed to increased awareness of present moment
in their own bodies and decreased distraction

e May allow women to tap in to their physical arousal to enhance overall sexual arousal, desire, and
satisfaction

¢ Decreasing anxiety, depression, and negative affect

o Improved body image

o Enhanced sleep quality

e Loss of confidentiality



o Injury during light yoga sessions
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To minimize risk, participant information is kept on a password protected computer behind a firewall. Additionally,
through Zoom, participants can participate and give as much information as they feel comfortable with.
Additionally, all participants have the opportunity to change their name on Zoom and allow them to decide
whether they would like to keep their camera on or not.
To reduce the risk of injury during yoga sessions, everyone is encouraged to only complete what they feel
comfortable doing. Additionally, the yoga practice is kept as simple as possible and feasible for people of all
ages and abilities.

Recruitment
Inclusion Criteria
In order to be eligible to participate in this study, an individual must meet all of the following criteria:
1. Provision of signed and dated informed consent form
2. Stated willingness to comply with all study procedures and lifestyle considerations/availability for the
duration of the study
3. Females; Age 45 and older
4. Self-reported diagnosis of low sexual desire/decrease in sexual desire
5. Willingness to adhere to the 6-week program regimen

Exclusion Criteria

An individual who meets any of the following criteria will be excluded from participation in this study:

Does not have a sexual partner who they would like to be sexually active with

Requires assistance with bathing, dressing, toileting, and/or eating

Experiencing symptoms of depression

User of recreational drugs (excluding marijuana)

Consumes more than 7 alcoholic beverages in one week

Started a new medication for anxiety, depression, or other mental health problem in the past 3 months
Currently in a relationship with a romantic partner that has pushed or slapped them, or threatened them
with violence

8. Very dissatisfied with their current romantic partner

9. Experienced high or very high levels of pain during or following vaginal penetration
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Screen Failures

Screen failures are defined as participants who consent to participate in this study but are not subsequently
assigned to the study intervention or entered in the study. Individuals who do not meet the criteria for
participation in this trial (screen failure) because of meeting one or more exclusion criteria are thanked for their
time and given the opportunity to ask any questions. Examples of exclusions are those that have severe pain
with vaginal penetration, more than 7 drinks in a week, or those who do not have a partner with whom they
would like to be sexually active.

Strategies for Recruitment and Retention

Each group (control and experimental) will have roughly 12-15 people in order to keep the group size
comfortable. If participant number is fewer than 12 people per group, the sessions can still be held. As long as
participants are willing to join and participate, the sessions can still go on. We are limiting our recruitment only
women who are 45 years and older. Due to the nature of this study, participants must be proficient in English.

Women will be recruited via: (a) flyers placed at local internal medicine, gynecology, and sex therapy clinics;
(b) advertisements in University of Pittsburgh and UPMC staff e-mail newsletters, in newspapers, and on
buses; (c) presentations to UPMC providers that care for midlife women; (d) social media advertisements such
as Facebook; (e) the CTSI Research Participant Registry; and (f) Pitt + Me. The advertisement used for
Facebook will only be posted on the personal pages of study staff, and we will not encourage others to "Share"
the posting.



We will obtain verbal consent to perform telephone screening procedures, which involve minimal risk to the
potential participant using the screening survey on RedCap. After telephone screening procedures, women
who are eligible can be mailed or emailed detailed information on the study, if they are interested.

For participants, the study will initially be described over the phone. Participants will have the opportunity to
ask questions about the study at this time. The Research Assistant will review the consent form and any risks
associated with the study. Participants will be given the opportunity to verbally consent at that time or to read
over more information that will be sent by email or snail mail. This will take about 20 minutes.

If uncomfortable with the study requirements, the participant may choose not to enroll in the study at this time.
If the person decides to participate, they will be asked to complete a verbal consent over the phone. All
documents specifically state that participation in the study is voluntary and the decision NOT to participate in
the study will not have negative consequences for the participant.

In order to increase retention and keep participants interested, women will receive $25 for completing each of
the three assessments. An extra $25 will be given for completing all three assessments, for a total of $100 per
participant. If interested, participants can complete an optional interview about the study at the completion of
the sessions for a bonus of $20.

STUDY INTERVENTION OR EXPERIMENTAL MANIPULATION DESCRIPTION

Women will be randomized into two separate groups. The active control group will attend six, two-hour
sessions over six weeks in groups of approximately 12-15 women. The content of these sessions will focus on
general health and aging (e.g., cardiovascular health, osteoporosis) and will include only limited information on
sexual health. The use of an active control allows the study to control for group support and attention. It will
also allow the study to explore women’s willingness to be randomized.

Intervention will be given in the form of in person mindfulness training, including self-observation, meditation
techniques, gentle yoga, and attention to breath. Additional content will include general sex education, sensate
focus, and couples therapy, such as information on potential etiologies of sexual function and sexual response,
bodily exploration exercises, and communication training.

Both women in the control group and the experimental group will be lead by the Pl and a trained expert in
mindfulness-based stress reduction. Women in both groups have the opportunity to complete an optional
phone interview with a RA at the completion of the sessions on their experience.

Administration

Following the screening, participants will be sent a survey link to complete all the baseline activities. Once the
intervention starts, participants will attend a weekly virtual session with other members of their group (control
vs variable). These sessions will last for six weeks at approximately two hours each. In these sessions, they
have the possibility of interacting with members of their group and with the leaders of each group. However,
group participation is up to the participant; they are able to share as little or as much as they feel comfortable.
Following the completion of the sessions, a survey will be sent to participant. These surveys will be identical to
the baseline surveys, excluding the surveys on Demographics, Relationship Variables, Frequency of Sexual
Activities, and Medical Variables. There will also be an Acceptability of Intervention survey sent out at the finish
of the sessions. Participants will have one week to fill out and return the surveys, which will be tracked through
RedCap.

At the 12 week mark, a final set of surveys will be sent out, identical to the baseline surveys, excluding the
surveys on Demographics, Relationship Variables, Frequency of Sexual Activities, and Medical Variables.
Participants will have one week to fill out and return the surveys, which will be tracked through RedCap.

Interventionist Training and Tracking

To ensure the completion of all surveys, in the week the survey is disseminated, progress will be monitored
using RedCap. All surveys need to be returned within the week they are sent out so if progress is not being
made by a participant, the RA will reach out up to three different times to send reminders and check in. The
three contact points can be made via different methods, including through email and phone call.

Discontinuation/Withdrawal



An investigator may discontinue a participant from the study for the following reasons:

. Significant study intervention non-compliance, unless varying compliance is an aspect of the study
objectives

. Lost-to-follow up

. Any event or medical condition or situation occurs such that continued collection of follow-up study data

would not be in the best interest of the participant or might require an additional treatment that would
confound the interpretation of the study

. The participant meets an exclusion criterion (either newly developed or not previously recognized) that
precludes further study participation

Participants are allowed to withdraw at any time for any reason. Data up until the point a participant
discontinued the study will be included in the study. Participants will not to continue with surveys when
participation is discontinued.

If a participant misses more than 2 meetings, they are withdrawn from the study. They are still eligible for
payment if they completed the first survey. If there are further six-week sessions, a participant can move to a
later session that may fit their schedule.

Loss to Follow-Up
The following actions must be taken if a participant fails to return their surveys in the correct amount of time:

. The site will attempt to contact the participant, remind them of the studies they have left to complete,
counsel the participant on the importance of maintaining the assigned visit schedule, and ascertain if
the participant wishes to and/or should continue in the study

. Before a participant is deemed lost to follow-up, the investigator or designee will make every effort to
regain contact with the participant. The investigator or designee will make up to 3 different attempts at
contact with the participant. These attempts will include reaching out via phone or email.

. Should the participant continue to be unreachable, they will be considered to have withdrawn from the
study with a primary reason of lost to follow-up.

Weekly Meetings

Meetings for each group will be held on separate days. Following recruitment, a survey will be sent out to the
participants to each group. Any survey system can be used to generate the surveys to gauge interest in the
best day and time for the group (Qualtrics was used). Make sure that each group has a separate survey (i.e.
an availability survey for both the mindfulness (experimental) and educational (control) group).

Give the groups around one week to answer, sending out 1-2 reminders. Once a day and time is decided on,
meetings can begin. An email can be sent to participants with the upcoming dates and the Zoom link. To
ensure participants remember the meeting, an email should be sent every week, 12-24 hours before the
meeting with the zoom link.

Meetings are held every week for six weeks total. Meeting length is variable, but participants should prepare
for a two-hour meeting.

At each meeting, a research assistant should take attendance and keep track of who is coming to the
meetings. This is important to record to ensure participants are making it to at least 4 meetings.

Payment

Payment will be made through The University of Pittsburgh’s Research Study payment system, Vincent.
Information for payment includes Name, Address, and Birthdate. Participants are eligible to give their Social
Security Number if they feel comfortable. If they would rather not include that information, 24% of their total will
be taken. To help participants make the decision on whether to include their SSN or not, explain that it is
needed for tax purposes. If a participant makes over $600 in studies per year, it becomes taxable income.
Following the completion of the Zoom sessions, an email will be sent out with information on payment and for
the opportunity to schedule a quick phone call to go over all the information. As with loss to follow-up, three
contact attempts will be made to participants. If they do not answer following the three attempts, they are not
paid.

All Vincent cards are requested on the Vincent website. Each card in your inventory can be assigned to a
participant. Some participants may have an existing account and card. If that is the case, have the participant



verify their account by asking for their birthdate or address. If they match, make sure to ask whether they would
prefer to keep their old card or if they would like a new card.

After the completion of the twelve-week survey, cards are sent out or money is added the existing card (in the
case of a participant having a pre-existing account).
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