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Abstract

Background: Longitudinal studies of women's health often seek to identify predictors of good health. Research has shown that
following simple guidelines can halve women's mortality. The ongoing Australian Longitudinal Study of Women's Health
(ALSWH) shows that Australian women are getting better at reducing their smoking and alcohol use, and are generally diligent
about attending recommended health screenings, but are becoming less successful at dealing with obesity. There are communities
of women who live unusually healthy lives (Rosetans, Seventh-Day Adventists, traditional Japanese women), but their lifestyles
are unlikely to be adopted widely. Universal Medicine (UM) is a complementary-to-medicine approach that emphasi zes personal
empowerment and the importance of menstrual health symptoms.

Objective: Thissurvey investigates whether the approximately 500 women associated with UM exhibit health status significantly
above the norm. As part of this investigation, questions for a newly developed menstrual attitudes questionnaire will also be
evaluated.

Methods: A quantitative cross-sectiona survey of women in a UM cohort was designed with the help of three focus groups of
women at threelife stages. in menses, peri-menopausal, and menopausal. The menstrual attitudes portion of the survey incorporates
theinsights of these women regarding femal e health issues. The survey alsoincludes 41 questions taken from the ALSWH. Focus
groups generated additional questions about symptoms experienced and attitudes toward female health issues. ALSWH questions,
including arange of health scaleslike the Short Form 36 (SF-36), Center for Epidemiol ogic Studies Depression Scale, Perceived
Control Scale, Kessler Psychological Distress Scale, and the Multi-1tem Summed Score for Perceived Stress, along with questions
about experienced major health events, were investigated and incorporated if considered suitable. At the time of publication of
this protocol, data collection has been compl eted.

Results: Thevalidity of the menstrual attitudes questionnaire will be evaluated with Cohen’s kappa. AL SWH respondents and
UM participants will be compared, using unweighted regression or regression weighted or normalized by age, education, and
interest in alternative treatments (to increase comparability), as appropriate. Analyseswill determinewhether UM-rel ated variables
(being a UM participant, length of UM participation, number of UM events attended) are associated with: differences in the
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number of major health events and health symptoms experienced; SF-36 physical and mental health scores; body mass index;
and consumption of alcohol, tobacco, sugar, salt, caffeine, and dairy.

Conclusions:

If women in the UM cohort are truly in substantially better health than the norm, further investigations may be

worthwhile to see whether UM plays a causal role, and whether the women's practices are generalizable.

International Registered Report Identifier (IRRID):

(JMIR Res Protoc 2017;6(11):€234) doi: 10.2196/resprot. 7993
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Introduction

Various behavioral dimensions are strong predictors of health
for both women and men. One study identified seven behaviors
as being of hedth significance in a cohort of 6928
46-to-70-year-old people from Alameda county (near San
Francisco, California) who were followed from 1965 to 1984:
(1) not smoking; (2) using alcohol moderately (if at al); (3)
exercising at least moderately; (4) sleeping 7 to 8 hours each
24-hours; (5) maintaining moderate weight; (6) eating regular
meals; and (7) eating breakfast [1,2]. Respondentswho reported
performing six or seven of these behaviors had less than half
the mortality, and those who performed four or five of the
behaviors had approximately two-thirds the mortality, compared
with those who performed fewer than three [1,2].

Exemplary Populations

There are groups of people who have been documented as
having unusually healthy profiles, including the inhabitants of
the smal American town of Roseto, Pennsylvania [3],
Seventh-Day Adventists [4], Japanese living a traditional
Japanese lifestyle [5], and senior Whitehall (United Kingdom)
civil servants[6].

In Roseto, people were living according to traditional Italian
roles, where residents tended to have very strong community
ties. Thediet of this population was nutritionally poor, and many
did hard and dangerous work in a slate quarry, but their heart
disease morbidity and mortality were much lower than those of
inhabitants of surrounding towns [3]. Seventh-Day Adventists
have lower coronary heart disease rates and lower rates of many
cancers, among other heath indicators, but they are a
traditionalist Christian offshoot with strict rules [4]. Strict
hierarchies were, and are, an important feature of Japanese life
[7]. The better health of high-level British public servants may
simply be evidence that those with better general habits are
better ableriseto higher positions[6]. Therefore, none of these
four groups is without its limitations in terms of producing
lifestylesthat the general population would belikely to embrace.

Women-Specific Research

A 1999 report that investigated the inclusion of women in
various types of medical research found that in
nongender-specific  research, women  were vastly
underrepresented as research subjects[8]. Rodin and colleagues
[9] have contributed significantly to the understanding of
women's health concerns, which differ from those of men. These

http://www.researchprotocols.org/2017/11/e234/

researchers described women-specific health concerns such as
hysterectomy, dysmenorrhea, caesarean section, almost all
incidences of breast cancer, and some concerns not exclusively
(but primarily) relevant to women, such asrheumatoid arthritis,
lupus, osteoporosis, and eating disorders [9]. It has also been
documented that 70% of psychoactive medications (eg,
antidepressants, tranquilizers) are prescribed to women [10],
and two-thirds of all surgeries are performed on women [11].

Measuring and improving female health is an important task
for many governments, particularly those that have aging
populations, and in which theincidence and prevalence of illness
and disease are rising sharply. Unfortunately, this is a
widespread problem: the rates of large-scale health issues like
obesity and diabetes are rising [12,13]. The associated rise in
health care costs adds to the urgency of this problem [14].

In Australia, the Australian Longitudinal Study on Women's
Health (ALSWH), with 58,000 women, was inaugurated in
1986 and added a further 17,000 women aged 18-23 years in
2012/2013. The purpose of the ALSWH is to, “clarify
cause-and-effect relationships between women's health and a
range of biological, psychological, social, and lifestylefactors”
[15]; hence, this study’s data holds promise for elucidating
predictors of good health in women.

Weight and Obesity

An important predictor of health is being overweight or obese.
A 2014 review [16] cited the AL SWH papers on weight. Among
the findings, it was found that the proportion of obese
individuals rises until the approximate age of 65 yearsand then
fals [16]. Overweight women are significantly more likely to
develop hypertension, heart disease, asthma, diabetes, depressive
symptoms, and polycystic ovary syndrome, and to report
hysterectomy [16]. Women who gained at least 5 kg over three
years reported more menopausal symptoms [16]. The review
further reports that individuals well over 60 years of age who
are overweight have an increased chance of developing foot
problems, arthritis, incontinence, declining physical functioning,
acute health events, and stroke [16]. The exception to this pattern
of disease susceptibility isosteoporosis, “ because theincreased
load on the skeleton of high body massindex (BMI) individuals
promotes higher bone mineral density” [17].

A potentially worrying point from the perspective of future
population heath was that in the 1973-1978 cohort, the
18-year-olds gained approximately 200 grams/year more weight
than did the 23-year-olds[16]. In that 1973-1978 cohort, having
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apartner added 1.8 kg, and delivering afirst baby added 4.0 kg
over 10 years [16]. Lower levels of education, working full
time, and having a mother with lower education were also
associated with gaining weight [16].

The 1973-78 cohort will be approximately 8 kg heavier in
middle age than the 1946-1951 cohort was. Consistent with the
pattern documented by Gomersall et a [16], the Australian
Bureau of Statistics reports that obesity in the population at
large peaks at a 35% prevalence at age 65 and then drops to
25% at age 80 [18]. The absence of being overweight or obese
is a predictor of good health, but currently the prevalence of
being overweight or obese is increasing on a worldwide basis
[13].

Health and Behavior Change

There is a plethora of associations between adhering to health
guidelines and better health outcomes, as described in a major
ALSWH report [19]. The report shows that women appear to
be ableto reduce their intake of clearly harmful substances (eg,
smoking, alcohol; whether the latter is beneficial in moderate
doses or not) and their adherence to screenings is consistently
high and stable, or rising [19]. However, in practice it seems
currently impossible to improve people’s daily behaviors of
eating less or exercising more on a population-wide level. In
fact, the opposite seems to be the case with Australians. the
percentage of overweight and obese adults is continuously
increasing [18], which is a process that seems to be happening
in other countries as well [13]. Interventions that empower
women to address factors of diet, weight management, stress,
and mood will likely be most effectiveinimproving their health.

Good health practices are well known to medical science; the
issueis less one of knowing what to do than knowing how to
increaseinterest and action in adopting ahealthy lifestyle overall
among the wider population. For example, even diagnosis of a
chronic disease (eg, heart disease, diabetes, asthma, breast
cancer, arthritis, or depression) does not lead to improved levels
of physical activity [20]. Such a diagnosis in itself is not
generally adequate to induce women to improve their health
behavior; although some women do make improvements, this
gain is offset by those whose behavior actually worsens [20].
Counselling from doctors has been shown to work for high-risk
patients[21], but isnot being implemented on alevel that would
improve population health. In addition, adherence to doctors
guidelinesfor chronic ailmentsistypicaly 50% or less[22]. A
substantial group of women who are managing to adopt good
health practices would therefore be of great interest to medical
science and those responsible for public health, especialy if the
women's lifestyle skills and habits are teachable and
transferable. Our goal isto study participantsin aprogram called
Universal Medicine (UM), to determine whether they have
health advantages over women at large.

Universal Medicine

UM was founded in 1999 by Serge Benhayon, with the stated
goal of, “providing Complementary Health & Healing Services
that are Universa in their approach towards medicine and
healing” [23]. Although Benhayon has no background in
medicine or healing, as of 2015, approximately 200 men and
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500 women were coming regularly to workshops and seeking
treatments from UM-accredited practitioners. Benhayon
describes UM’s mission as follows:

Through practical philosophies that inspire more
self-caring and self-loving choices in daily life,
Universal Medicine supports people to explore their
overall well-being, the development of energetic
awareness, and the depth they can bring to their
quality of life and relationships [ 23]

UM teachings are delivered in the form of lectures, audio
recordings, and treatments from UM clinics. Regular courses,
workshops, and retreats are conducted throughout Australiaand
internationally. Individual participation levels range widely
from consuming one or more webcasts per year to regular
physical attendance at events in North Eastern New South
Wales, Australiaor in Frome, Somerset, United Kingdom, which
receives approximately 700 regular visitors, including anumber
of health care professionals.

Over time the authors of this paper became aware of the fact
that the large majority of participants in UM appear to lose
weight with little or no effort and yet al so report gainsin vitality,
as evidenced by observations that participants seem to be able
towork or study for longer periods of time. These changes occur
despite the fact that neither weight loss nor increased vitality is
ever explicitly considered or targeted during UM events.
Informal surveys have also indicated that very few members of
the group eat gluten or dairy, drink alcohol or smoke, or
consume caffeine. These individuals appear to have less added
sugar and salt in their diets than the normal population does,
and also seem to have little or no difficulty maintaining such a
diet.

If these observations are accurate, and if the skillsand behaviors
associated with UM participants' dietary choices and weight
loss are transferable to the population at large, then UM holds
a key to very substantial decreases in population health
expenditure via reductions in obesity levels and decreased
consumption of alcohol and tobacco. UM also differs from the
norm in its attitude toward women's health. The numerous and
varied menstrual health issues that women encounter are not
treated as nuisances to be managed or as illnesses to be cured,
but as messages from the body that a change in attitude or
lifestyle, or both, is needed. Such changes may be substantial
at times, and do not supplant (but rather augment) visits to
registered medical practitioners and adherence to prescribed
treatments.

If this group of women is particularly skilled at managing
menstrua healthissues, and if these skillsare transferable, then
because menstrua symptomslike dysmenorrheahave prevaence
rates as high as 90% [24] and menstrua symptoms are
widespread [25,26], there would be further substantial
population health benefits.

Serge Benhayon describes the lifestyle associated with UM as
The Way of the Livingness, and Livingness is described as
follows:

Inanutshell The Livingnessissimply about living as
our true selves... It is our ability to live and express
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who we truly are inside, and taking thisinto our day
to day life. Everything we do say or think and every
action we take or do not take contributes to our
Livingness. Our choices, actions and inactions have
a direct effect on our health, physical body, planet
and each other. They can be the cause of our greatest
healing or harm [27]

What is Taught by Universal M edicine?

The coreteaching of UM isthat our bodies are asource of truth.
An introductory course (Livingness 1) teaches how to connect
to one's body and to experience the consequences of that
connection. The next course (Livingness 2) addresses emotions
we have absorbed in the past. For example, a commonly used
term is feeling sick to our stomach from emotions, and the
extension of that everyday wisdom in UM is that some of the
effects of emotions may linger much longer than the physical
symptoms. The third course (Livingness 3) shows how to deal
“with the sabotaging hindrances that prevent the real you from
being in the fore” [28], showing that the quality in which
everyday actions are performed can make a substantial
difference to one's well-being. Each of these courses can be
completed in one day. In addition, UM presentstraining in its
healing modalities [29], which consists of approximately 10
philosophical lectures in Australia annually, and three 5-day
retreats annually.

Possible Univer sal M edicine Effects

A medical doctor who treats a number of UM participants
reported to one of the researchers (CS) that the participants are
particularly ableto take on atreatment plan and adheretoit. In
addition, UM -affiliated women al so appear more proneto adhere
to health guidelines that ae very similar to
government-recommended ones. A visual galery of thetypical
changes UM participants experience is available [30].

Hence, there is a possibility that the group is above average or
even well above average in a substantial number of physical
and mental health indicators. UM has developed a number of
modalities that are complementary to medicine (ie, not
developed within a mainstream medical environment).
Evaluating these intervention techniques is beyond the scope
of this survey; however, a randomized controlled cross-over
trial of one of the UM modalities, chakra-puncture, isunderway.
A randomized controlled trial of another UM modality (esoteric
connective tissue therapy) has received ethical approval from
the University of Queensland, with a published protocol paper
[31].

Female Menstrual Symptoms

A further substantial, but under-investigated, area of women’s
health is common menstrual symptoms. Approximately 80%
of women in an ALSWH study [32] reported experiencing
premenstrual syndrome, and 60% reported dysmenorrhea over
the 12-year period in which members of the cohort were aged
22-27 years at the start and 34-39 years at the end. However,
some women experienced increasing prevalence, others had
decreasing prevalence, and some had constant high or low
prevalence [32]. These findings suggest that there may be
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external or internal factors influencing these symptoms, and
invites the possibility of changing these factors. For example,
smoking increases menstrual symptoms and miscarriages, with
odds ratios increasing with numbers of cigarettes smoked and
younger age of smoking onset [33].

Women who have fewer menstrual symptoms or conditions
have a reduced rate of hysterectomies [34]; hence, reducing
these symptoms and conditions may have positive implications
for the cost of health care. There is evidence that some female
health issues are associated with choices women make in their
lives. Herber-Gast et a [35] showed that both night sweats and
hot flushes are positively associated with education, weight,
smoking, drinking, premenstrual tension, diabetes status, and
early age at first pregnancy. These associations were present
whether or not the women were peri-menopausal or menopausal.

Women who are 45-50 years old experience physical declines,
with those who are peri-menopausal or on hormone replacement
therapy reporting substantially stronger declines (expressed in
reduced SF-36 scores[36]) compared with those who remained
premenopausal [37]. Therefore, a group of women whose
physical health does not decline when their menstrual status
changes, even after accounting for age, may be of interest, as
might a group with a consistent drop in these symptoms.

Objectives

The proposed survey will investigate whether women who
participatein UM have a superior health profile compared with
the respondents to the ALSWH. These data would alow a
conclusion as to whether UM is worth investigating further to
assessthe presence of any causal links between specific aspects
of the program and improved health.

Methods

Design

A quantitative cross-sectional survey design will be used to
collect data via an online survey. No directly identifying data
(name, address, or birthdate) will be collected; however,
indirectly identifying data such as partial medical history and
agein yearswill be collected. Hence, parts of the data will not
be available for inclusion in the public repository. Age will be
presented asarange, and medical history datawill be excluded.

A recruitment flow diagram is presented in Figure 1.
Recruitment will be undertaken by sending emails to a general
information mailing list of approximately 650 members, of
whom approximately 72% are female, who are targeted as
regular UM events visitors. A second list of women who
participated in UM-run women’s workshops (approximately
350 memberswith substantial overlap to thefirst email list) will
also be used. In addition, visitors to several UM events will be
given flyers with the same introductions given in the email
circulars. These three methods are expected to reach over 90%
of the target population. The same recruitment strategies used
in previous surveysled to 482 and 393 respondents, representing
89% and 94% completion rates. The availability of the survey
isto be approximately 7 weeks.
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Figure 1. Recruitment flow diagram.
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List of those who opted into Universal Medicine email list (both genders) N=600-650
List of those who opted in at women's workships N=350
Those recruited by flyers at Universal Medicine events N=250
Substantial duplication among the list. Total women approached approx 500-700

f

Opened first page of survey which is
information and consent page
M=

Yes
Y

Consented N=

Female;
Not duplicate;

Menses status given;
Aged 18+

any

Yes to all

v

Eligible N=

Completed
survey N=

No to

Preliminary Focus Groups

As a starting point in developing the survey for the proposed
study, two of the researchers (CS and VM) created three focus
groups:. (1) women in menses, (2) peri-menopausa women, and
(3) menopausal women. Each group met four or five timesvia
audio conferencing. The 15 participants were aged 18-72 years
and were from Australia, the United Kingdom, Germany, and
New Zealand. The education level of these women ranged from
school-leaver to PhD and included a registered nurse, midwife
and physiotherapist, an unregistered health practitioner, an
exercise physiologist, and a university lecturer. Two members
had aPhD. All 15 participantstested later versions of the survey.

http://www.researchprotocols.org/2017/11/e234/
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Two menstrual attitude questionnaires[38,39] wereinvestigated
for possible use, but the tone of these questionnaires implies
that menstrual health issues are problems to be minimized or
avoided. This perspective did not agree with the experience of
thewomen in the focus groups, who considered menstrua health
issues useful, and thought that supportive signalsfrom the body
should be heeded; therefore, at the women’s suggestion, we
decided to create a new questionnaire.

Focus group members read through the two existing menstrual
attitude questionnaires and worked with the researchers to
develop further questions based on recommendations from the
researchers. Questionsthat achieved consensus were taken into
thefirst draft and offered to the other focus groups as suggested
questions for their part of the survey. This process was then
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repeated through 4 or 5 meetings, until the questions became
stable. There was substantial overlap in questions among the
three groups because, according to the focus groups, even
womenintheir earlier menopausal years still have reproductive
health issues. The developed questionnaire included objective
items regarding physica and mental health symptoms and
actionstaken, and the participants' attitudestoward their female
health issues.

All three focus groups worked cooperatively to offer their
opinions on which of the ALSWH questions to adopt to keep
the survey to an acceptable length, while including as many
AL SWH questions as possible. Thefocuswas on questionsthat
the researchers felt would yield the most relevant information
about the respondents. One difficult issue was food, because
the ALSWH questions are lengthy and were deemed not very
relevant to the UM-affiliated respondents (eg, few UM
respondents eat potatoes). Therefore, a short question about
food items and their frequency of use and a question about
current alcohol consumption were added. The focus group
participants stated that they were in various stages of reducing
their caffeine, added sugar, salty food, dairy, and alcohol
consumption. The food question is designed to elicit which
stage of reduction each participant is undertaking, if any. The
guestion was adopted from asmaller biostatistics student project
survey that had been developed with respondent feedback, so
the food question was clearly understood by focus group
members.

Survey Development and Administration

This study emphasizes women’s health, and the survey will
only be distributed to female UM respondents, who constitute
over 70% of the UM population. The survey is comprised of
two parts. (1) the newly developed menstrual attitudes
questionnaire; and (2) the selection of questions commonly used
in the ALSWH [40], to enable comparisons of the UM
respondents to the ALSWH population.

The survey will be completed online using the survs.comsurvey
platform [41]. Issues of a personal or sensitive nature are
regularly and openly discussed at UM events, although anyone
who opts out of any discussion is fully supported. To maintain
this spirit of support, the survey was designed so that a
respondent can skip any question that she does not wish to
answer. The consent form at the beginning of the survey also
makes it clear that the survey can be terminated at any time.

The ALSWH was chosen for comparison purposes with
Australian women, as the estimated mean age of UM
participantsisthe late 40s, and one of the ALSWH cohorts had
their first particularly voluminous survey done in 1996, when
the cohort’s ages ranged from 45-50 years. The second survey
(in the 1998 ALSWH cohort) then filled in a number of gaps
so that it was possible to extract the bulk of the comparative
guestions from those two surveys.

The Respondent Population

The respondent population is approximately 500-600 women
who, as users of complementary medical services, may have
had asimilar profile to women who use aternative practitioners
(ie, more likely to be middle-aged, have poorer health, and a
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higher usage of conventional medicine) [42]. On the basis of
some researchers observations and informal surveys, the
population’s average age is now in the high 40s, they have lost
substantial weight since joining UM activities, and may have
higher than average levels of vitality.

Final Composition of the Study Survey

After consultation with the focus groups, it was decided that all
participantswould answer the same selection of questionsfrom
the ALSWH, plus the newly developed question about food.
Early versions of the survey were completed by individual
members of the focus groups, and their feedback was
incorporated into the survey. When the survey was nearing its
final version, 10 of the focus group members completed it, and
their feedback was also taken into account.

The first section of the survey asks for consent and confirms
that the respondent is at least 18 years of age. Respondents are
also asked about the date of their first UM event and their overall
level of participation in UM. This section comprises 4 items.
A major part of the survey for the proposed study is the SF-36
[36] questionnaire, which isalso part of the ALSWH. The SF-36
is used to assess parameters of physical and mental health. In
the proposed study, all items of the SF-36 will be used. Further
AL SWH-employed scalesused in the survey are questionsfrom
the Center for Epidemiologic Studies Depression Scale[43,44],
Perceived Control Scale [45], Kessler Psychological Distress
Scale [46], and the Multi-Item Summed Score for Perceived
Stress [47].

On the menstrual attitudes section of the survey, menopausal
women answer 42 questions, peri-menopausal women answer
54 questions, and women in menses answer 48 questions. Those
who have never had any periods are invited to answer the
menopausal women’s questions. Women self-select into the
group that they think best fits their situation; however, if after
choosing a group, they find that the questions do not appear to
apply to them, they can back out of the survey and choose a
different group.

The first set of questions consists of alist of symptoms with a
response scale including Yes, definitely/Yes, sometimes/No, not
much/No, and not at all, which isthe same asthat in the widely
used Women's Health Questionnaire [48]. This response scale
was adopted after several more complicated response schemes
were tried and discarded to reduce satisficing [49]. The survey
contains 24, 26, and 26 menopausal, peri-menopausal, and
menses symptom questions, respectively (of which 13 are
common to all three groups). The survey aso contains 24, 29,
and 16 menstrual attitude questions, respectively (of which one
is common to al three groups and seven are common to
menopausal and peri-menopausal groups). The attitude questions
use a5-point Likert-type response scale ranging from “ strongly
disagree” to“strongly agree”. Multimedia Appendix 1 presents
the derivations of the questionnaireitems. A copy of the survey
is provided in Multimedia Appendix 2.

The members of the focus group who tested the survey took
approximately 75 minutes to complete it, but did not feel that
this was excessive. The survey is similar in length to the
ALSWH full surveysthat are held once every 3 years. To make
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this study’s survey questions more comparable with those on
the ALSWH, wherever possible the former have retained
precisely the same wording as the latter, so the responses can
be evaluated using the tools adopted by AL SWH-associated
researchers[50].

At the time of publication of this protocol, data collection has
been completed.

Results

Menstrual Attitudes Questionnaire

The validity and reliability of the devel oped questionnaire will
be assessed using Cohen’s kappa [51-53]. Factor analyses for
the questions common to all respondents will be used to
ascertain the underlying factors for symptom questions. If the
number of respondentsis sufficient, the same will be attempted
for the attitude questions and symptoms questions that are not
common to al three menstrual statuses [54,55]. These
preliminary validation steps may support the development of a
draft menstrual attitudes questionnaire that can then undergo a
full process of validation.

Summary Analysis

Key indicators of health and comparisons of those indicators
to ALSWH statistics (where available) that this survey aims to
measure are: (1) SF-36 physical and mental health scores; (2)
BMI; (3) symptoms experienced over the previous 12 months;
(4) consumption of alcohol, tobacco, sugar, salt, caffeine, and
dairy; and (5) prevalence and levels of depression, stress,
distress, and perceived control, as measured by standard scales.

Compar ative and Detailed Analyses

Comparisons between UM participants and ALSWH
respondents are planned, using both simple comparisons and
comparisons weighted or normalized by age, education, and
interest in alternative treatments (to increase comparability).

Regression analyses will be performed to determine whether
SF-36 scores or BMI are associated with: (1) UM-related
variables (length of UM participation, number of UM events);
(2) demographic variables (age, age of menopause, age of
menarche, education history); (3) menstruation-related attitudes
and symptoms; (4) frequency of health-related symptoms; (5)
major health events experienced; (6) alcohol and tobacco
consumption; (7) sugar, salt, dairy, and caffeine consumption;
(8) frequency of medical and other health practitioner visits; or
(9) scores on other standardized scales (depression, perceived
control, psychological distress, perceived stress), all of which
are derived from the questions taken from the ALSWH
guestionnaires.

The expected sample sizes are relatively small (200-400
respondents per item, given that all items are optional), so any
odds ratios and regression coefficients will be considered
significant if their 95% confidence intervals exclude 1.0 (for
odds ratios) or 0.0 (for regression coefficients).
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Discussion

An important issue is that this is the first attempt to collect
scientific evidence about UM participants, and it is not even
known whether the UM participants are more or less healthy
(or bothin different areas of health) than the general population.
Thissurvey will attempt to collect datato establish whether this
group of people warrants further investigation. If the group is
worth investigating scientifically, the survey could generate
data that will allow the first steps of comparative effectiveness
research [56,57] by testing for associations between health
outcomes and other variables. A longitudinal study could then
establish the sequence of events that lead to any associations.
If these women do not spend substantially higher sumson health
care than the general population but are markedly hedthier,
then this may be a pointer to insights that improve health care
economics [58].

We have chosen to construct asurvey that attemptsto determine
whether this group of women actually does experience
exceptionally good health and, as a second step, to ascertain
whether there are any connections between the attitudes of these
women regarding women’s menstrual health issues and any
aspects of their health status. The World Health Organization
states that the focus on biological health for women in medical
research led to a neglect of mental health research, with
numerous negative consequences for the state of scientific
knowledge [59]. This survey, with its coverage of physical and
mental health and attitudes towards health, may allow research
to see how these three areas relate to each other in this group
of women.

I ssueswith the SF-36 I nstrument

The scoring instructions used by the ALSWH for the SF-36 will
be employed [60]. The SF-36 physical and menta health
summary scores are normalized to amean of 50 and a standard
deviation of 10. However, giving perfect answers to every
guestion leads to a physical score on this questionnaire of only
56.5, and amental score of only 62.5 (for this mental score one
would, for example, need to tick none of the time in response
to, “How often during the past four weeks did you feel tired?’).

A further SF-36 scoring feature is that to some extent, mental
and physical health scores are mutually inhibiting. Physical
health items are added as a negative score to the mental health
score and mental health items are added as a hegative score to
the physical health score. Thismeansthat achievement of mental
scores above 62.5 is only possible for people with less than
perfect physical health and vice versa. The best theoretically
possible mental health score can only be achieved by a person
with very bad physical health and vice versa. This may affect
the usefulness of the SF-36 if many respondents actually have
a high level of both physical and mental health. One question
iswhether there will be a ceiling effect, with many scores near
the surprisingly low upper limits of the SF-36.

The dose-response approach proposed here uses length of
association and number of events or visits as the estimator of
the UM dose. If results of the proposed study suggest that this
group isworth investigating further, theninalongitudinal study,
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UM participants could be surveyed—perhaps in combination
with objective health measures—at or near the beginning of their
association with UM, and at designated follow-up intervals.

Conclusions

If the surveyed women’s health is substantially better that the
ALSWH cohort, if they are easily ableto maintain that improved
health, and if any of their practices can be translated in part or
in whole to the general population, then investigating these
women may be very valuable for obtaining insights into
improving health and quality of life, and reducing the cost of
health care in the general population.

Ethics, Consent, and Permissions

Schnelle et al

guestion on the survey will obtain informed consent from all
participants: “Do you give your consent to participate in this
research survey?’, with response options, “Yes, | consent to
participate in this survey” and, “No, | do not give consent.”
Unless the respondent explicitly chooses Yes, the survey
concludes at that moment.

Availability of Data and Materials

Deidentified data will be made available. Such data will not
include potentia identifiers, as outlined in, “Preparing raw
clinica data for publication: guidance for journal editors,
authors, and peer reviewers’ [61]. Specifically, this means that
age (which will be categorized into intervals), lists of medical
procedures undergone, and lists of major illnesses will be

Ethical approval CS23062015 was given by the School of Public
Health Research Ethics Committee on June 23, 2015. The first

excluded. The data will most likely be stored with the Open
Science Framework [62].
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