Open access

ﬁ(%%grm I Jedeale 4

Erotocol

BM) Open Meditation and yoga for irritable bowel

syndrome: study protocol for a
randomised clinical trial (MY-IBS study)

T cile: D°Siva &, Marshall (4,
Vallancs J, ot al MeditaBom
#nil yaga for irahle bowel
Simieom e: stedy pralocal for

& randuisad cinicel irisf
Y-85 shudy). B Open
A2 AT e05280d, doz 101128
bmjopen- 2z -0E530d

» Prepublication bistnry and
atkéilisnal zurplemerval maleial
far this papet are susilalis
et To whew e files,
pkeisae visil the journal arine
[ T A LRRE T
hirjopes-2021 050606,

fnceived 75 Nevember 2024
Accepied 08 Mgy 2022

@

l L‘hm rnr ipdatee
nﬂm{mwmur
employar(y)) 2022, Re-use
permitied undar 0 EV-NC. Mo
comernna| re-use. Sep rights
andl parmissions. Publiabed by
HMl,
'Depsriment of Community
Heaith Seiences, Ushersity
of Calgary, Calgary, dderla,
Carada

Hrarutty of Heait Disciplines,
Atabazss Unbersity,
Mherts, Carata
Depariment of Medicing,
Usivaisily of Celgary
Aberts, Canafa

Cerrespond s

Ot Mailreryl flamer;
mkslhendEucaljan.ca

Adrijana D'Silva ' Deborah A Marshaﬂ

! Jeffreg Vallance,® Yasmin Nassar®

Vidyaﬁaﬂgnpalan, Gail MacKean,' ME.I.tI'-!-}ﬂHﬂ.I‘I‘IE.I‘l

BESTRACGT

Infroduction Whan dalivered in person. yoga has
been shoan do be effectie In managing Irrtaile bowst
syndrome (1BS) symploms. Aesearch ia needed fo test

th fomsiniity and effectivens=a of yoga ea o therapautic
opficr wihen dalmared virbeally. Tha primary gim of the
mind and yoga for IBS randomised controled frizl is to
diberming the effects of an B-waek virtual meditstion and
yaga intervertion an 185 symmpbom ety compared with
iin advice-only active comtrol group

-

| Methods and amalysis Adults iagresad with |85 wil bz~

randomised o recayn pither a Lipa Yoga infarvention or an
advice-ondy contro! gnoup. The Intervendon will constst of
wetsdy online classes for 8 wesks delivesed by a faclitztor
using Microgoft Diffice Teams and daly home practice.
Fagsitility will be ovaiuaiod by examining recrdtmaent and
#itrition rates, adherence, mricipant satisfaclion with

he programime and ssely. The primary oulcome i IBS
aympdom deverity, and ey secondary oulcomes i

yout not limiled o) quality of like, anxiely and depression
aymptoms, COMD-19-relafed slness and arsdely, and
Eetigue Qutcomes will be asieceed At Baseling, 4 weeks

“ENd Bweeks. A embecosd desion axperimental mocse

subatudy will be conducted post intervention using
qualitative regearch mathods to identily pamicipanis’
experiences n the yoos programme,

Ethics and disseminathon This shudy hes been approved
by the Conjoint Heslth Research Ethics Board [RER ID
20-0084). Findings will be dazaminated through pesr-
rewiewad pubdcation, conference pram'ﬂm;lmwa:ﬂal
media

Trial registrafion number HCTO4302525

INTRODUGTION

&

STRENGTHS AND LIMITATIONS OF THIS STUDY |

= Miged methods shudy Durrmd o  randomised
controfled trid and interdess.

=4 First virlual yoga inlerventions in initable bowed
symdroma.

= Gimada-wide recruilment.

= Gelf-reported outcome moasures.

= Lok af daka caphung an the egissncy of yoga prac-
lice in the conined group

r:a:ijum::.i.‘.rc treatments Tor LBS, Siress. mnnage—"

ment techniques that inclade both mind and
by interventions such as raga* have heen
effective in improving IBS symptom severity
and mental health outcomes” Mind-body
intervenitions may modulate the brain-—gur
axis directly by reducing sympathetic activicy
and increasing parasympathedc activity and

[

l IBE#.-l

the hypothalamus=pitmitary-adrenal axis.”

Yo is 3 traditional  mind—body—breath
discipline that includes a trind of postures,
structured breathing and meditation® Our
recent review' identified four randomised
controlled trials that examined traditional
yoga practice a5 therapy for patients with
These trials demonsirated that yoga
was more effective compared with pharma-

| walking \Phys i 5
included [BS symptom severity, gastric

cological treatment and equally effective as
dictary interventions or moderace-intensioy
*hysical and mental health improve-

Stress i3 a physical, mental or emotional | maotility and depression.,

response that causes tension in the mind
or the '|.1u-1.1].'.|' Altered stress response from
paychological and physiological mechanisms
may contribute o altered bralon—gut signal-
ling patterns and irrtable bowel smdrome
(IBS) symptoms, Paychological stressors, such
as depression and anxtery, may influence gut
functon (eg, reduced motilivy). Physiclogical
stressors (eg, infection) in the gut mpay affect

L_the brain Therapies focusing on mind-body |

carch is needed to determine the feasi-
bilityand effectiveness of virtual yoga program-
ming a5 a therapeutic option for patients
with IBS, The rationale for virtually delivered

interventons toe manage 3% is increasing

due to nsing demand, limited healthcare
resources  and  costeffectiveness.® P A
recent review found sirtual care tools may
be effective in managing disease activity and
improving outcomes in patients with diges

'[""ml.'zmcl:u:nm and stress reduction may be  tive discases, ]Thu: review also highlighted
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the high acceptability and satsfaction with virwal care
among patents with [B5.1®

The primary objective of the meditation and yoga
for irritable bowel syndrome (MY-TBES) study is o
explore the feasibility and effectiveness of a virtual poga
programme for patients with [BS. MYIBS & a mixed-
methed study including 2 randomised conwolled tral
and semistructured interviews. The primary aim of this
randomised controlled wrial i o determine the effects
of an Exweek virmual yoga intervention an IBS symptom
severity, measured with the [BS Ei':.'mplmns S-E'l.'-rril}'
Gcale, compared with an adace-only control group.
Secondary aims are to determine whether (1] a vopa
programme delivered vimually i feasible for adulis with
IB5, (2} improves health outcomes including quality of
life (QHOL), stress and Fatgue and (8) improves mental
health outcomes incloding  depresson  and  anxiety
symptoms. An embedded design expenmental model
qualitative substudy using semistructired intervews will
explore and describe pardcipants’ experiences in the
voga programme, and i impact We hypothesise that the
programme will be feasible and effective in improving
oulcomes in the intervention group compared with the
conirol group.

METHODS AND AMALYSIS

Study design ovendew

The quantitative study is 3 supenarity randomised non-
blinded two-group controdied orial. The qualitacive soucdy
will use semisouciured interviews and thematic analysis
to explore and describe intervention participant experl-
ences and views of the yoga programme.

Patient involvement

Fatientswith lived experience were involved in the conduct
of this study. During the development stage, patient
partners were invited to participate in a series of discus-
siops with the research team 1o define the study research
question, study design, choice of outcome measures and
methods of recruitment. Following the completion of the
irtal, the patient partners will be involved in the dissemi-
natan of this research.

Sample and selection

The MY-IBS study will be conducted at the University
of Calgary in Alberta, Canada starting March 2021 and
ending eary 2022 To be eligible in this soedy, partic-
pants must be diagnosed with [BS based on Rome IV
criteria by a healthcare professional {eg, physictan, nurse,
dietician}, be 18-T0 years old, have an adequate under.
standing of English, have an ability o provide written
informed consent, score at least 75 out 500 podnts on
the IBS Sympioms Severity Bcale indicating mild IBS
sympioms, and be on stable doses of medications for [BS
{imcluding anddepressanes) withows major changes 1o
dict or physical activity levels for at beast 8weeks prior 1o
starting the intervention. Individuals across Canada are

Eiigﬂzle Ler i.rirl.lr.'i]JuLn. E:|:|:'|'|.|.t|-;,:||:| crfeni :||||:]u|:|.|: A I eT
Fl:?’:i.-tn.'l i.'m|:|u.|rmEr|I'. that woald prreveril the 1ndindunal
frasen IIEHI:IIE' Wi datermined '|:r:.r mither the i tHent or the
RI!I.J.-I‘J].' coordinator, and l]iignr]q:i.-l. nf any m'.ljﬂl.’ rug‘ni.l:i.'l.u:,
pevchological or psychiatric disorder (eg, major depres-
g, !:rh'imphrerl'i:}l as tdentified |:_||':.I the tresting Fhﬁi'
cizm or hezlthrare pncl;i Honer or screenerd h-]r the !-‘l'l.ldf
coardinator LI the Pabenl Health Q:Lﬁ.ljunﬂairﬂ&
(PHQ:S).

Participants wall be identified through (1} gastroenter-
n]ng:r clinics acrose l!:':a.lggr‘l.'F Alberta; (4 E:,:rru-enlcro]n-
gists across Canada who indicated interest in this study
for their patents with [BS in a previows survey conducted
b attr team (not published); (3) participants from the
previons survey who indicated interest in this study and
have miven consent to be contacted; (4) through social
media, (5) self-refermals through the study wehsite and
the University of Calgary participate in research portal;
{6) Canadman Ascciation of Gastroenterologsts momnthly
newsletter; and {7 parbcpants with IBS wha are
enrolled in the Inflammation, Microblome and Alimen-
tation  Gastromintestingl and  Meoropsychintnc  Effects
(IMAGIME) cohort study at the University of Calgary
and have given their consent to be contacted for future
suclles,

Farticipant screening will use the PHCH. Individials
who seore 20 points of higher on the FHOSS indicating
severe depression will not be eligible w partcipate.
Reasons for excluslon are lack of compliance in intee-
ventional smudies among these individuals, potental
heterogeneity in the small sample size of participants and
skewed results if patients seck oreatment for their depres-
sion during the trial.

Intesventions

Yoga infervention group

Before their first class, the intervention group will receive
an introductory video, The video will consist of informa-
tion on [BS, information on the siyle of yoga they will be
learning, and rationale foryoga as a treatment for IBS. The
intervention will be delivered online by a certified yoga
facilitator in class sizes of less than 10 pardcipants using
the Microsoft Office Teams platfiorm. Classes will be held
once per week for the Baveck duration. The first session
will be approximately 90min and subssquent sessions
up o 60min, The introductory session will include the
class setup, introductions, teaching poses, corrections
and a question and answers period, The yoga facilitator
will provide participants with modifications for common
r.h:llengﬁ Loy support st pr.::l.'id:c.s and enzure sa.fl_-l:_l.r
Subsequent classes will include 2 review from the previous
week, qune:rj.nu and answer pEr':l:'l-d, mdmidual correc-
tiong and modifications and introaduce naw Fuan._-.rii:t;'.a.. In
addition o the online ¢lasg camponent, sll.:d].- wralff wall
ask [:n:l.'i:ii:rﬁnu 143 Pm:l.il.'E the YEMEL PrOgTAme Al hame
every day. They will also have access to the yoga videos,
written programme instuructions snd frequenty answered
questions aceessible through the sudy website 1w help
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Open dccass

Table 1  Overview of the Lipa Yoga programme
Presgiramims
nm_arrul Description Aatonaks

Drectizng Tris practor invokaes etnnciing the sreee in four

mrimmert of  directions [sideways, frort, wp and doen] by otaling tha

tha anns wrtsta, whin comspiously focusies om the inhalation and
exhalation of beeall with sach mosement

Hizck praciices Thers are fre sots of rank praclicss, sach shelchieg tha
ik ad fined onn working on the showder anae,

Wiy Thiz practics invslves o s of sesen consaouTive

Mamaskar st of upper pody strelohing and squesting, aignesd
with braath.

AHonate T paarticipanyt sits cross-hagged with e goine

st comforiably aract and oyes closnd. Closing th right

breathing nostdl with the umb, inhalng and sxaling through the
(Mack Shuddhi e nomtnl. Tris is mpeatad on the right nosirl by cinsing
1 faft noatsil with S ring fingec

Stk ahér Thad Sbromyalgla is common amoeg paties leng sih 85 This coud
Ead o pain of the mmsokes and juints, Ssthgue, and sheep concema. This geiacipke behing
this pmctics & 10 ilacels the lods inthe joints, ineess cloiyion sed activato the
srangy rockes in theae joims. Doing Tsage prasiices sveryday con efleee mascss and
[oir Stifiness and mducs paid oyver lime. This praction s recomsandis by the izha
Founeiatian ks incrsse siengths and Nexibiky is properstion for Yoga Homasker

Thia miin ks of neck pan is uswaly muscls nson, Parcaved sress can inoeEs
miscle fension. These seck s help e shess that can aggravate |55
Epmptoims. This preclics s moommaericed by tha hiha Faurslalion i increase sirangiha
and Baxhilty in preporation for Yoga Mamesker,

Thia practic activates T lembar segion @l the spne 2nd strengthans the sping
muscles “Whia Yoga Namsksr s rot been spociticaly shidl i palisnks with 185,
¥ cpifiniy postunes have bean ascotisiod with sigrifican decreaze in deprasaies
erong nine indsiduals 'with IB0™ and rwisty in @ rRndomised sef as con el sty in
30 haalthy subjects =

Aharnete noatil Brsathing ie radiionslly consldond 1o alledais menial yrresd ang
provnae prreicel and mental balorea, ™ ¥ i nas been demonstrated 10 docreass
percoied siness and impaove sdsiomis function in a mndomEse eanbnl el comparned
with conil subjecis in healtiy mak volunlzees, and deeeed stals andaty in &
proapecive study = *

This markra is thought o faciitate enanpy Sow, sod frough vinemiory machan smes,
mumﬂﬁﬂhhmm?pludnnmmdmmwmmmdnmumm
spmplams of depression 7 #

Murrirs The paricipants 31l cross-lsgged, and wiEh &es
imecktation chisad, Uihering each of Twsa 3 srch T Smes. Tha
JALIM Impodort aspect ie ihig ulterance |5 the awsroneas of
chaming 1P resgripiealions each of the sounds producss in the
tarmespanding pars of thia oy a—below the nowel,
o—mid-poind ol the cheet, m—pit of the thoa.
Bras® The perikipanis di erues-fegaed with eves clased and
watching i A hand gesture colod th Yoga Mudm Bha tips of

the $wmin and imdex Engar eamn Sagether forming a
clrole]. Thiry ars insinecies bo mairtain @ gantls focis
& Fsé mid-poim boteoc beth syiskvdaes dal the el
of the pineal gland), whils being conscious of tho genda
musTani of Brealh happening in thr ooy,

I8E, imisbla bowal syreimme.

support their home practice  (hups:/ /eumming. weal-
gary.ca/research/ascend /resources/ patient-resources /
myeibs).

Upa Yoga, developed by the Isha Foundatton of Inner
Sciences  (hups://ishasadhguru.org/us/en), will be
promoted. Upa Yopa maintains the anclent principles
of Hatha Yoga and will be delivered by a certified yoga
facilitator from the Isha Foundaton. The Upa Yoga
programme will consist of (1) direcdonal movements
and neck romtons, (2) hatha yoga-based Yoga Mamaskar,
{3} breathing practices or alternate nosoril breathing, (4)
mantra meditation consisting of AUM chanting {OM)
and () breath watching, Table 1 shows a description of
the programme and rationale. Our published prospective
study examining the effectiveness of Upa Yoga in patients
with inflammatory bowel disease™ shows improvements
in mental health scores after an $weck yoga programme.

Advice-only conbrol group

Control participants will receive 3 video including general
education on irritable bowel syndrome (IBS), the mind-
gut connection in [BS, and the role of mind-body ther.
apics in the management of THS, These participants will
also receive a list of IBS-related resources from the Cana-
dian Digestive Health Foundation, a link to 2 patdent with
IBS support group (www.ibspatient.org), and informarion

Breulhing in a focused manner can ba usad &8 8 166 0 promote posiive chasges: io the
mind, body and amations. ™ Sigaficant rechaction in the lewsd of skate snséety wes found
in & grocg of bathy maln volurboens when iy praciisad breath svamness. ™

abaut physical activity guidelines from the WHO. Control
participants will be eligible 0 awend a Zweeck yoga
programme and recenve the voga videos 8weeks from the
time of enrolment. Data on these participants will not be
collected as this participation option & for participants
who desire to receive the yoga sessions outside of the
stundy.

DulCome MmesaSues

Feasibdity autcomes

Recruifment, atfendance and shirtion res

Recruimment will be calculated by the percentage of partic-
ipant who complete the eligibility and envollment phases
of the study. Arrition will be calculated by the parcentage
of pardcipants who complete all study measures at base-
line and Sweeks. A feasible intervention will be defined as
class attendance of at least Y5% (ie, amendance in 6 out of
B classes)® and aterition e of less than 30%.

Adference

Adherence will be defined as practicing daily yoga for
at least 80% of days for Bweeks {or 46 out of 56 days
minimum). Each week a practice I:-l:lg will b F"’-"‘“d*d to
monitor frequency and length of yoga, The yoga facili-
tator will take attendance during each online class. To
increase programme adherence, the study coordisater

D°Silva A, f ai. AL Open 202012005080, doi:19.11 36 mingsn-2021 -D5EA04
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will email interventon partcipans weekly. 8ix months
following the completion of the mterventon, participants
will be asked to report the average frequency (1e, days per
momnth) and duration (ie, minites} of their yoga practices
over the last 7 days o evaluale long-term maintenance,

Programme salisiachion

Intervention pariicipanta will complete a survey regarding
overall satisfaction with their programme, inchuding sats-
facton with videos and online class instuction. Videos
and online classes will be deemed acceprable if at least
0% of participants are at least satisfied (ie, rank classes as
either good, great or excellent). Participants will also indi-
cate whether they would recommend the programme o
athers on 2 scale from 1 (strongly disagree) wo 7 (strongly
agree]) and provide feedback on how the programme
coiald be improved,

Assemgimat of harms

The smudy coordinator will screen potential participants
and exclude those with any physical problems that may
lirnit pardcipation with yoga postures. Participants will be
asked to report any adverse events experienced during
the sudy period. Participants with adverse events (eg,
injury resulting from the programme) will be advised to
consull their physician to provide care as appropriate.

Effactivensss outcomes
The primary outcome, IBS symptoms, will be measured
using the JHS-Symptom Severity Scale (TRS-555). The IBS-555
is a five-question survey that asks the severity of abdominal
paim, frequency of abdominal pain, severity of abdominal
distention, dissatisfaction with bowel habits and intee-
ference with QOL over the past 10 days. Scores on the
IBS-58% runge from O to 500 with higher scores indicating
more severe symptoms. Participants can be categorised
as bawang mild (75<175), moderate (175-300} or severe
(=300) IBS, Symptom reduction of at least 50 point is
considered clindcally meaningful

Secondary outcomes  {and  thar messuves)  include
QOL  (FASDOL), anxiety [Genevalised Anxiey Disor-
der-1), depression (PHLS, stress (Perceived Stess Scals),
COVID=19 stress (GOVID-D 9 Siesr Soale), fatigue { Modified
Fatigie Impact Scale-21), somatic Symptoms (PHO-15) and
selfcompassion (Sl Compassion Seale-Shont Fore) {lonline
supplemental table 1), Intention to practice yoga will also
be assessed. The intervention and control groups will
be assessed on effectiveness outcomes at baseline, 4 and
Bweeks. The intervention group will complete measures
of effectiveness outcomes Gmonths after the intervencion.

Sample size

We will recruit 25 participants per group. However,
assuming 30% attrition rate, we will aim o recruir 33
participants per group. Symptom reduction of at least
50 poines is considered clinically meaningful; however, a
group difference has been shown o represent a consid-
erable selfreported improvement® We caleulated the

I Hemnivsor of pricrasl pirviprs
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Figure 1 Perticipant flow chart based on the Consolidated
Standards of Reporting Trisks gukdelings.

sample sizc using a mean difference of at least 83 points
on the IBS-S5S (u=0.05, f=0.80, 5D of 103.5).F

Rizndomization, trestmant allocation and biinding

Study flow is shown in figure 1. The study coordinator
will obtain consent from participants who will then be
enrolled i the stody, Partcipants will be randomised
after baseline assessment to either the yom intervention
af the advice-only control group. A statstician blinded to
the randomisation key will create a computer-generated
REDCap randomised sequence to allocate participants
based on gender (1:1:1 maledfemaleisther) and depres-
sion (11 depressioning depression], Farticipants will be
aware of the group w which they are allocated; however,
the principal investigator and daa analyst will remain
bBinded w the randomisaton proces.

Data managament

All quantative data will be entered into 2 secure
REDCap database at the University of Calgary. Effective-
NEES GUICOMNE MeRsUres, me satsfaction, atten-
dance and adherence will be entered by the participanis.
Recruitment, attrition and safety will be recorded by the
study coordinator who is not blinded to the randomisa-
tiom. After the study, data will be downloaded, and patient
identifiers will be removed from the data Gle. Data will
be stored in a password-protected file on a University of
Calgary password-protecied computer. The interviews will
be transcribed, deidentified and uploaded to the Univer-
sity of Calgary's secure SharePoint sice. Only the research
team will have access to the data.

Statistical analysis

Diescriptive analysis will summarise partcipant charac-
teristics and feasibility outcomes. Univariate analysis of
vanance [AMOVA) will examine baseline differences
hetween groups for variables with continuous data. 3
tests will examine haseline differences between Broups
for categorical varisbles, Unadjusted ANOVA and

4
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adjusted analysis of covanance models will compare
differences in scores from baseline and postintervention
data within and between groups using intent to treat and
perprotocol analysis. A logistic regression—maordel exam-
ining determinants of responders (a minimum improve-
ment of at least 50 points on the 1B5-585 scale) versus
non-responders will be developed to predict a response
to the mtervention. This model will consider practice in
minutes, baseline depression, anxiety and [BS srmptom
severity scores, An @ of .05 will be the threshold for
determining statistical significance. If the frequency of
missing data s 5%, we will perform additional analyses
using imputation methods. Analysis will be conducted
using SPSS V.25,

Postinlervention interviows

Faruclpants who were randomised to the intervention
and did not withdraw from the stwdy will be waced by
email o pardcipate in an interview, We aim © recrui
men and women and have equal representation of thoae
who benefited from the programme (1, expenenced
improvements in their IBS symplom severity) as well as
individuals who did not. We anucipate necding o inter-
view between 10 and IE’EML'H'Jpanu o reach both code
and meaning sanwabon™ alming for a maximum varia-
ton sarmple.

Semistuctured inerviews will capoure pardcipants’
expericnces, programme satisfacton, facilimwors and
barriers (o participation, percepions of social support
and supervised learning, perceived impact on TBS symp-
toms and overall physical and mental health, and input
on improving future programming (box 1), Interdews
will happen virtually using Microsoft Office Teams and
be approximatcly 30-45min in length. The study coor
dinator will interview the participants, take notes during
the intervicw and reflect following cach interview, Inter-
view recordings will be transcribed verbaum without iden-
tifying informaton. Data will be coded and anabysed in
duplicate wsing MVivo V12, Thematic analysis mductively
reveals patterns and themes providing an understanding
of participant experiences, with the programme and their
perspectives on it impact. Thematic analysis is 3 methad
for systematically identifying, organising and offering
1nse hl milce F-atler'm af :mr.lni:rl.g {rh:rnﬂ:] ACTORS daka

Thiz method makes senge uf shared rrlr..u'nngs :m:l
ru:pl:ntn-tl&! that allows the rﬂearl;hc-r [{a] 1-|:|r|1.l|ﬁr whiat
s are impnmtu 1y the rasearch |.'|_1.:m:|:i.||,1r|.=1

DISCUSSION

The MYIBS study mims to determine the fessbility and
effectiveness of an Bweek virtual vopa and meditation
programme combined with home-based practice for
patients with IBS. Determining feasibility will be based
on study recrintment, adherence, safety and programme
satisfaction, Improved IBS symptom mansgement (the
primary outcome) will determine intervention sffective-
ness, Secondary outcomes inchude QOL, stress, fatigue,

Box1 Semistructured mierview questions and probes

)
L5
L]
L]

L]

i

1. Whatwingt have you done in the past bo manage your |mitziée bowel
symdrome JEGR

8, Hawe you fried yoga or medizbion?

b. Hewg you brled axerciea?

2. I 'would like to start by =sking wou what you were hoping for or gx-
pecting from the programma’

& Winy did oo join thes study?

b, Ui amyoms mtluance wour decslon o join?

. [od that meet your expeciations?

3. Mand, | would et discuss your ovenall experiance in the meditsbion
and yoga for 185 yoga programme in ‘which you particpated. Couid you
descring for me what particapating in mzmmmmlhmr]uﬁ

2. What did you Bz most ahout A7
. What didn't you like?
. 0id this change over the course of the programme?
d. What was that like®
e ‘Whaet stood out for you?
f. ‘What smaotions wara your awarn of 21 the fima?
. What elsa do you ramembar about matu:mm?
-li Haw has partcipakng inthis programme affected how you manage
of [ ve with your IBS?
Subguestions: change i i8S srmptonrs, physical health, Bt man-
o froeth—atross, anwely, dopresson; feeing better abou! myself
abilily fo fve arte my [BS.
a T mi rore abo Fal,
b, Gan you give me an el of whal o mean?
G How has sl offecied you?
5. What, if amdhing, has helped you b6 do yelr practices af home?
Subnuestions: soci supoort, Famdy sunpan, ke
a Tk e more aboa e,
B Gl o give e a0 exampis af what youmeany
&, How has el affected you?
&, What challenges did you hawe, if any, doing your practicss af home?
a. Are you satistied with how o did?
b Tl me more abou thal
G, Gan Yo give me an exanple of what you mean?
d.Howe hasg that afiscted you? !
T.What, If amything, has heipad you o sttend the wesidy online cizss?
tatox, supenasionsaiahy; anine classas, schedulefength
g. Tell ma more abowt that,
B. Ganyou give me gn exampla of what yow mean?
c. Hm has that affeciod you?
& What challenges did you hawve, if any, to atterd the weakly onfne
clesg?
Subgmestions: sociad sunport. family, yoga faciitainr suparision/sats-
Iy, amiine classas, schedkle, teetvical dificullies
8. Ara you satisfied with how you did?
b. Tell ma more ahaut that
£. ‘Can yoi give me 2n exampis of what you mean?
d. Hmé has that sffected you?
5. Wa are intemsted in ary ideas you have about bow we might make
this programme betier, What could we do differoathy?
Subquestions: coment, bming, feallaie; wobos, websils, delfivey
datfter sunnarts

Contimyeed
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& Wauld pou spdain that furthar?

b. Can you give me an gxampie of what you maan?

10, Base an your sxperiemce with yoga, wauld you ncrporate ygs 1n
help manage your IB57 I s, how?

11, Bafora we conchide, & this anything eise you weuld [ike to say sbot
your expersnce with thisg programms, et we have not had & chance:
ta talk about yet?

depression, anxlery, COVID-]19related swress and anxiery
and self-com passion, These findings will inform potental
predicusrs of responders versus non-responders. Predic-
wors may be considered in clinical practice o wrget the
padents with IBS most likely 1o benefit from the yoga
interventon, Interview themes and paterns will refine
and inform the development of fumre vimual yoga
programming designed for patients with TBS,

To our knowledge, there are no snudies of virtual yoga
and meditation in the IBS population. The Andings
from this study may have implicatons for the manage-
ment of IBS, The virtual delivery of yoga represents an
cpportunity (o increase access w effective management
therapies for patients with IBS. The COVID-19 pandemic
has called for the reorganisation of healtheare including
utilization of virtwal care, Nearly 90% of care in the 54
has been delivered viroually since the pandemic™ Due w
the COVID-19 pandemic, there is increased psycholog-
ical distress andhEa.stminmtinal sympioms among indi-
viduals with IBS™ *' compared with individuals without
IB5.* The present study offers a unique opportunity to
examine prospectively the feasibility and effectiveness of
a yoga and meditation pr me delivered virtually to
individuals Irang with [BS with the COVID-19 pandemic
restictions ken inte considerabon, Study findings may
aid in developing interventions and services tailored to
patients with [BS. New insight into outcomes will be bene-
feral For healtheare leaders in pl:nning‘ hewe o allocate
r.:l-.'.i::l:'trl.g FESOUrCes Lo Support these services and paten-
l1u|!|.'|.' lemen the burden of IBS on both the individual and
the healtheare sysiem.

ETHICS AND DISSEMINATION

Elhics

The study protocol; informed consent form and other
study documents were reviewed and approved by the
Universicy of Calgary's ethics board. All protocol modifi-
cations will be submitted for review and approval by the
cthics board, The trial participans will be informed of
any modifications, and reconsented by the study coordi-
nator, if required, Further, the trial regisury for this study
will be updated.

Participation iz voluntary and will not influence stan-
dard clinical care. All participants will provide informed
written consent and have the right to withdraw from the
study at any tme, Pending consent from the participant,

all data colleceed up o the tme of withdrawal will be wsed
in the final data analvses as advised by the Consolidated
Standards of Reporting Trials guidelines,™

Dissamination

Chur targeted  knowledge wers and  sudiences  will
include researchers, healthcare professionals and service
providers, persons with lived experiences, community
groups and professional organisatons (eg, Canadian
Association of Gastroenterclogy). Our goal will be w
increase topic area knowledge among these groups
and inform future research. Our strategies will include
conference presentations, publication in a peerrevewed
Jourmal, social media campaigns, development of virtually
delivered tools such a3 mobile applications to increase
accessibilicy and affordability and educational material
distibuted through the Digestive Health Foundation,
IMAGINE SPOR Chronie Disease Mepwork and Primary
Care Metworks acrass Alberta,
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