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Upplysingabréf til patttakenda

Svefnbyltingin — Lifsstilsrannsokn
Langtimamaeling

Keeri patttakandi
Vid pokkum pér keerlega fyrir dhuga & patttoku i Svefnbyltingunni.

petta verkefni fjallar um ad finna nyja nalgun til ad medhodndla hrotur og veegan keefisvefn med
breytingum & lifsstil. Gignum verdur safnad i Haskolanum i Reykjavik (HR) med svefnmalingum,
rafreenni svefndagbok, mismunandi taugasalfreedilegum préfum, spurningalistum, snjalldri, dsamt
melingum a likamssamsetningu og likamleg atgervi. Hér & eftir eru upplysingar um rannséknina og
hvad fylgir patttokunni fyrir pig. Ef eitthvad er 6ljost eda pd hefur frekari spurningar vardandi
rannsoknina getur pa fengid upplysingar hja undirritadri.

Hver er tilgangurinn med Svefnbyltingunni?

Stefnt er ad pvi ad gjorbylta greiningu og medferd keefisvefns med pvi ad nota nyjustu maliteki sem
i bodi eru, fyrir svefnmelingar (svefnmeliteeki asett af sjuklingi), snjallur, likamssamsetningar
meelingar, mismunandi taugasalfraedileg verkefni (rafreen athyglis- og arveknipréf), spurningalistar,
asamt rafraenni svefndagbok. I kjolfarid verda gervigreindaradferdir nyttar til ad greina alvarleika
keefisvefns og til ad spa fyrir um afleidingar (t.d. dagsyfja, heilsuvandamal og minnkud lifsgaedi). Enn
fremur midar Svefnbyltingin ad pvi ad finna nyjar leidir til ad medhondla hrotur/keefisvefn og koma i
veg fyrir ad einkennin versni.

Ymsar heilsutengdar afleidingar tengjast keefisvefni, t.d. aukin hztta & hjartasjikdémum, haprystingi
og umferdaslysum vegna dagsyfju. Metid er ad einn milljardur manna a heimsvisu pjaist af kafisvefni.
Nuverandi greiningaradferd, einfdld talning fjolda 6ndunarhléa & klist svefns &n pess ad taka tillit til
lengd peirra eda ahrif a mismunandi kerfi likamans samraemist illa einkennum og afleidingum
keefisvefns. bar ad auki eru kliniskar adferdir sem notadar eru i dag til ad greina svefn baedi gamaldags
og kostnadarsamar. Vegna pessa er meirihluti einstaklinga med kefisvefn i samfélaginu ogreindir.
Augljost er pvi ad mikil porf er & baettum greiningaradferdum sem og forvornum og medferdarpatttoku
sjuklinga.

Aform Svefnbyltingarinnar er ad nyta vitvélaadferdir til ad meta alvarleika keafisvefns og
medferdarporf par sem studlad er ad beettri heilsu einstaklings og lifsgaedum. bessi taeekni verdur Gtfeaerd
med ymsum adferdum sem préadar verda i verkefninu til ad auka adgengi ad greiningarblinadi og
minnka kostnad vid mealingar.

Medferdarmdguleikar vid veegum kaefisvefni eru takmarkadir. Medferdin felur oftast i sér almennar
radleggingar (svo sem ad léttast, heetta ad reykja o0.s.frv.), og eru ekki stadladar. Svefnbyltingin vill
breyta pvi med pvi ad prda stadlada lifsstilsaaetlun til ad minnka einkenni hrota/veegs keefisvefns og
par med heilsufar og lifsgaedi.
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Hvad fylgir patttoku i rannsokninni?

pessi hluti Svefnbyltingarinnar hefur pad ad markmidi ad minnka einkenni hrota/vaegs keefisvefns med
lifsstilsinngripi sem felur i sér svefmalingar, taugasalfredileg préf, mat a likamssamsetningu og
likamlegu atgervi patttakenda, mat a gégnum ar snjalliri, spurningalistum og svefndagbdk. Pessi
rannsokn mun ekki adeins gera okkur kleyft ad proa nyja lifsstilsaaetlun fyrir vaegan keefisvefn heldur
einnig meta areidanleika teekjabinadar og auka skilning & svefni og tengdum visindasvioum.

Ahugasamir einstaklingar eru bednir um ad svara spurningalista & netinu til ad sja hvort peir uppfylli
inntokuskilyrdi rannséknarinnar. SI6din er https://svefnsetrid.ru.is/

Um 200 einstaklingum, & aldrinum 18-50 &ra verdur bodin patttaka i rannsokninni. Midad er vid ad
a.m.k. 40% patttakenda séu af hvoru kyni.

Inntdkuskilyrdi eru likamspyngdarstudull (BMI) > 25, patttakandi stundi ekki reglulega hreyfingu og
med stadfesta greiningu um hrotur eda veegan/midlungs kefisvefn. Vaktavinnufdlk getur ekki tekid
patt i pessari rannsokn.

patttakendum verdur skipt af handahofi i prja inngripshopa:
1. Afing undir stjorn pjalfara i 12 vikur (3x i viku i 60 min)

2. Regluleg notkun & radleggingum i gegnum app fréa Sidekick Health i 12 vikur
3. Regluleg notkun apps fra Svefnbyltingunni i 12 vikur (Sleep Revolution app)

Rannsokn og undirbUningur

patttakendur sem uppfylla skilyrdi um patttéku i rannsékninni verda valdir Ur hopi peirra sem hafa
svarad skimunarlistanum (https://svefnsetrid.ru.is/is). Sumir peirra hafa pegar tekid patt i
svefnrannsoknum fra fyrri verkefnum i Svefnbyltingunni eda hafa svefnrannsokn fra samstarfsadilum
en peir sem ekki hafa farid i slika rannsékn purfa ad undirgangast einfalda svefnrannsokn til ad
stadfesta hrotur eda veegan keefisvefn. Allir valdir patttakendur verda bednir um ad ganga med snjallar
og fylla Gt svefndagbok i 2 vikur fyrir ihlutunartimabilid til ad fa grunnlinu.

Valdir patttakendur verda bednir um ad svara bakgrunnsspurningalista. Personulegur hlekkur verdur
sendur i tolvupdsti.

pad verda 5-7 heimsoknir i HR (byggt & pvi i hvada hopi patttakendur eru).

Frumheimsokn i HR (u.p.b. 30-45 min):
Rannsdknin kynnt og upplyst sampykki undirritad. Afhending & svefnmaliteekjum fyrir p4 sem pad
burfa. Videigandi 6pp verda sett upp i simum patttakenda og snjallur afhent til afnota i tveer vikur.

Heimsoknir eftir ad buid er ad skipta patttakendum i hépa.

Fyrsta heimsékn (um pad bil. 1,5 kist )
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Taugalifedlisfreedileg verkefni framkveemd i HR. Verkefnin mela mismunandi vitsmunalega peetti.
Samtimis pvi sem verkefnin eru gerd er fylgst med heilabylgjum, hjartsletti, &ndun og svitnun med
meeliblnadi sem settur er & patttakendur adur en verkefnin hefjast.

patttakendur fa afhentan malibinad fyrir priggja natta svefnmalingu. Bunadi er skilad eftir sidustu
melinottina.
Afhending snjallira sem notud eru & inngripstimanum

Onnur heimsékn (um pad bil 1 kist):
Fyrsti dagur inngrips. Grunnlinu melingar & likamlegum pattum.

Almenn likamsmaling

Meeling & likamssamsetningu

Meling & likamlegu atgervi

Spurningalistum svarad heima (hlekkur sendur i télvuposti)

el A

Heima yfir rannsoknartimabilid(12 vikur):
patttakendur eru bednir um ad:
1. Ganga med snjallur allan timann.
2. Fylla daglega inn i rafrena svefndagbdk (kvolds og morgna) i Sleep Revolution appinu.
3. Gera hugran verkefni sem meta athygli, vidbragd o.fl. i Sleep Revolution-appinu og & vefsidu
Svefnbyltingarinnar (i upphafi , eftir viku fjogur og atta og eftir ad inngripstimabili lykur).
4. Fylgjast med tidarhring kvenkyns patttakenda i gegnum Sleep Revolution appid.
5. Svara spurningalista prisvar sinnum & timabilinu (eftir fyrstu heimsékn, viku 6 og viku 12.)
Spurningarnar varda andlega heilsu (streitu, punglyndi, kvida, aféll), vitrena virkni og
lifsgeeoi.

Pridja heimsokn (um pad bil 1 kist).
Sidasti dagur inngrips

Almenn likamsmaling

Meeling & likamssamsetningu

Meeling & likamlegu atgervi

Spurningalistum svarad heima (hlekkur sendur i télvuposti)

el e =

Fjorda heimsokn (1,5 kst ):
Taugalifedlisfraedileg verkefni endurtekin i HR.

Banadur afhentur i priggja natta svefnmalingu sem verdur endurtekin i lok inngripstimabils,

Svefnbunadi og snjalldrum skilad i afgreidslu HR eftir 3 maelinetur.
Fimmta heimsékn (i HR eda & Teams):

Vidtal um upplifun patttakanda & rannsékninni, Hljédupptaka verdur gerd af vidtalinu og upptoku eytt
um leid og buid er ad skra vidtalio i textaformi.
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Samantekt & peim gégnum sem verdur safnad:

Svefnrannsékn: Svefnstig, svefngadi, 6ndun, hrotur (hlj6d), surefnismettun, hjartalinurit,
fotahreyfingar, likamshreyfingar, svefnstada.

Vitsmunaleg verkefni og hugarleikir: Vitsmunaleg virkni @ ymsum svidum er mald eins og minni,
athygli, urvinnsluhradi, greining og pekking tilfinninga, vinnsluminni o.fl.

Almenn likamsmeling, likamssamsetning og likamlegt atgervi: Heed, pyngd, likamspyngdarstudull
(BMI), hlutfall mittis og mjadma, halsummal, lifrafvidnamsgreining (BIA), gripstyrkur og 6 mindtna
goénguprof.

Withings snjallar: Hjartslattur, hreyfing, svefn og sdrefnismettun.

Sleep Revolution app: Dagleg svefndagbdk, lifsstill (koffinneysla, blundar o. Fl.), hugarleikir og
tidahringur kvenna.

Vefsida Svefnbyltingarinnar: Yfirlit yfir s6fnud gogn, hugarleikir.

Spurningalistar: Andleg heilsa (streita, punglyndi, kvidi, afoll), vitreen virkni, lifsgedi og upplifun
notenda af svefnbunadi.

Vidtal: Upplifun patttakanda af rannsékninni

Hvar og hvernig eru gégn geymd?
Fulls tranadar mun verda geett vardandi allar personulegar og leknisfraedilegar upplysingar um
patttakanda og i 6llu farid ad islenskum l6gum um vardveislu persénuupplysinga.

Oll gogn i verkefninu Svefnbyltingin verda geymd i 6ruggri adgangsstyrdri gagnageymslu innan
Haskolans i Reykjavik sem adeins er &tlud fyrir petta verkefni. Eingongu verda geymd gogn sem
naudsynleg eru vegna verkefnisins.

Oll gogn verda einkennd med rannsoknarnimeri og dulkédud. Nafn og adrar persdnugreinanlegar
upplysingar asamt rannsoknarnimeri verda varoveittar i sérstakri skrd sem verdur med 6llu adskilin
rannsoknarnidurstodum og eingdngu adgengileg abyrgdarmanni og videigandi rannséknaradilum
vegna framkvaemdar rannséknarinnar.

Oskad verdur eftir vidbotarsampykki fyrir 6timabundinni geymslu gagna og adgangi ad peim fyrir adra
visindamenn i framtidinni ad undangengnu leyfi hja Personuvernd og Visindasidanefnd. Radgert er ad
setja upp opid rannsoknargagnasafn (e. Open source) & vegum Svefnbyltingarinnar, sem hyst verdur &
islandi, en sambarilegir gagnagrunnar eru ntipegar til erlendis ( sja t.d https://eosc-portal.eu/).

Radgert er ad birta nidurstodur rannsoknarinnar beadi innanlands sem og i alpjodlegum
visindatimaritum og radstefnum, en allar nidurstédur eru pa dpersénugreinanlegar.

Hvada ahaetta er folgin i patttoku i rannsokninni?
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Litil sem engin hatta er folgin i patttoku i rannsokninni sjalfri. Einstaklingar geta p6 upplifad einhver
Opeegindi tengd svefnrannsokn, p.e. peir sofa ekki jafnvel og venjulega.

patttaka i pjalfunarprogrammi getur aukid ahzttu a smaveegilegum meidslum eda slysum sem tengjast
bjafunarprogramminu. Ahetta verdur lagmaorkud og 6ll pjalfun fer fram undir eftirliti reyndra pjélfara.

Verd ég ao taka patt?

patttaka pin er frjals og af eigin vilja og verdur ekki nema med skriflegu leyfi pinu. PG getur dregid til
baka leyfi pitt og haett vid patttoku hvenaer sem er innan fimm é&ra &n pess ad gefa upp neina astaedu.
AdJ peim tima loknum verdur persénugreinanlegri skra sem visad var i hér ad ofan eytt en gégn geymd
6timabundid afram i gagnagrunni ef pa hefur gefid leyfi fyrir slikri 6timabundinni geymslu. Ollum
upplysingum sem safnad hefur verid um pig i rannsékninni verdur eytt ef pa dregur sampykki tilbaka
og rannsakendum gert Okleift ad rekja rannsoknarkdda til pin. P04 munt fa afrit af undirskrifadri
sampykkisyfirlysingu.

Hver er avinningur minn med patttoku i pessari rannsokn?

patttaka i pessari rannsokn hjalpar visindaménnum ad prda betra greiningartdl til ad meta hrotur og
ondunarhlé i svefni og &hrif peirra & adra sjukdéma med pvi ad meta nyjar medferdir. Pannig munu
b, leeknar og adrir rannsakendur hagnast & pessari pekkingu. Allir patttakendur sem pess 0ska fa bréf
med nidurstodum um sinn svefn og hvort maling bendir til kefisvefns eda annars svefnsjukdéms.
Avinningur fyrir patttakendur er pa ad peir fa greinargéda vitneskju um sinn svefn og nidurstodur
verda pa sendar a tolvuposti til einstaklinga ef sampykki liggur fyrir af peirra halfu. Ef nidurstddur
rannsoknar pykja purfa nanari athugun vegna moégulegs svefnsjukdéms verdur radlagt ad hafa
samband vid heimilislekni og s&kjast eftir videigandi medferd innan heilbrigdiskerfisins.
Heimilislaeknirinn sendir i framhaldi tilvisun i svefnradgjof 4 Svefndeild LSH ef porf er a. I peim
tilvikum, par sem nidurstodur gefa til kynna keefisvefn eda adra svefnhada sjukdoma, ef patttakendi
sampykkir, verda svefnmalingar sendar til Svefndeildar LSH og nytist par med i kliniskum tilgangi
fyrir sjukling.

Rannsokn er patttakendum ad kostnadarlausu.

Einnig mun pétttakandi fa upplysingar sé pess dskad og sampykki liggur fyrir um likamsmelingu,
likamssamsetningu og likamlegt atgervi sem og samantekt af frammistodu peirra i taugasalfraedilegu
verkefnunum sem fram fara i HR. pattakendur hafa adgang og geta skodad malingar og nidurstédur
ar snjalldrinu, Sleep Revolution — appinu og vefsiou Svefnbyltingarinnar hvenar sem er.

I lok inngripstimabils geta patttakendur fengid pjalfunarprogramm fra vidurkenndum pjélfara til eigin
nota.

Hvad verdur um svér min vid spurningalistum og leeknisfradileg gogn?

Personulegar upplysingar um pétttakanda (nafn, kennitala, t6lvupostur, simanumer) verda skradar &
sampykkisyfirlysinguna og geymdar i laestri geymslu & vegum rannsOknarinnar. Adeins
abyrgdarmadur og videigandi starfsmenn mun hafa adgang ad pessari skrd sem verdur vardveitt an
tengsla vid nidurstédur rannsoknarinnar. Pessari skra verdur eytt i lok ars 2026. Nidurstédur malinga
og 6nnur gogn verda geymd undir rannsoknarnimeri i gagnagrunninum.

Ef nidurstodur malinga gefa til kynna kefisvefn eda adra svefnhéda sjikddéma verdur pér bodid ad
aframsenda pin gogn til Svefndeildar LSH til frekari skodunar (ad undangegnu sampykki pinu).
Pessum gdgnum verdur hladid upp & 6ruggan gagnagrunn & LSH asamt skyrslu med samantekt kliniskt
mikilvaegra nidurstadna.
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Hver er abyrgur fyrir pessari rannsoékn?
Haskdlinn i Reykjavik er &byrgdaradili pessarar rannsdknar og abyrgdarmadur er Dr. Erna Sif
Arnardottir. Verkefnid er styrkt er af Horizon 2020 sjod Evropusambandsins (verkefnisnr 965417).

Vid erum pakklat fyrir patttoku pina i pessari rannsokn.

Vid vonum ad vid hofum svarad flestum spurningum pinum um pessa rannsokn. Taktu pann tima sem
pbu parft til ad ihuga patttoku og ef pd hefur spurningar vinsamlegast hafdu samband vid Svefnsetrid i
gegnum télvupostinn: sleeprevolution@ru.is eda i sima 617-9552.

Med kvedju og von um godar undirtektir,
fyrir hond rannsdknarhops Svefnbyltingarinnar

Erng S& Amar Aot

Dr. Erna Sif Arnardottir, lektor vio HR
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Information letter for participants

The Sleep Revolution—-Lifestyle study
Long-term study

Dear participant

We thank you very much for your interest in participating in the Sleep Revolution project.

This project aims at finding new approaches to treat snoring to mild sleep apnea with a lifestyle
intervention. The data will be collected at Reykjavik University (RU) using sleep studies, a digital
sleep diary, different neurocognitive tasks, questionnaires, a smartwatch, as well as body composition
and physical fitness measurements. Below is the information about the research and what is included
in the participation. If something is unclear or you have any further questions regarding the research,
please feel free to contact the undersigned.

What is the aim of the Sleep Revolution project?

The aim is to revolutionize the diagnosis and treatment of sleep apnea by using state of the art
measuring methods available, for sleep studies (self-applied measurements), smartwatch, body
composition measurements, neurocognitive tests conducted in different ways (e.g. digital attention and
vigilance tests), questionnaires as well as a digital sleep diary. Subsequently, machine learning
algorithms will be used to assess the severity of the disease and to predict the consequences (e.g.
daytime sleepiness, health problems, and diminished quality of life). Furthermore, the Sleep
Revolution aims to find new ways of treating snoring/sleep apnea and preventing it from worsening.

Various health-related consequences are associated with sleep apnea, e.g. increased risk of heart
disease, hypertension, and traffic accidents due to daytime sleepiness. It is estimated that almost one
billion people worldwide have sleep apnea. Current diagnostic criteria, a simple counting of the apnea
episodes per hour of sleep, without taking into account the duration of the events or the effect on
different systems of the body, relates poorly to these symptoms and comorbidities. Additionally,
current clinical procedures used to diagnose sleep disorders are both outdated and expensive.
Therefore, the majority of individuals with sleep apnea remain undiagnosed. It is clear that better
diagnostic methods are needed as well as prevention and active patient treatment participation.

Sleep Revolution aims to develop machine learning techniques to evaluate the severity of sleep apnea
and treatment needs to improve health outcomes and quality of life. These techniques will be
implemented using various methods that will be developed in the project to increase access to
diagnostic equipment and reduce the cost of measurements.

Currently, treatment options for mild sleep apnea are limited. The treatment most often involves
general advice (such as losing weight, quitting smoking, etc.), and is not standardized. The Sleep

Revolution wants to change that by developing a standardized lifestyle program to improve snoring to
mild sleep apnea and therewith health outcomes and quality of life.

Why participate in this study?
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This study aims to improve habitual snoring to mild sleep apnea through lifestyle intervention that
involves sleep studies, neurocognitive testing, evaluation of body composition and physical fitness,
physiological data collected with a smartwatch, questionnaires, and a sleep diary. This study will not
only allow for the evaluation of a new lifestyle program for mild sleep apnea but is also helping to
validate the used equipment, as well as contribute to the understanding of sleep and its related scientific
fields.

Interested individuals are asked to answer an online questionnaire (screening list) to evaluate if they
meet the criteria for participation. The link can be found on the Reykjavik University Sleep Institute
web page: https://svefnsetrid.ru.is/en

Around 200 individuals aged 18 — 40 will be invited to participate. It is aimed to include at least 40%
of participants of each gender. Inclusion criteria are a BMI > 25, physical inactivity, and confirmed
habitual snoring to mild sleep apnea. Shift workers can not participate.

Participants will be divided randomly into three intervention groups:
1. Exercises in a group with a coach for 12 weeks (3x week, 60 min)

2. Regular use of instructions from the SideKick Health app for 12 weeks
3. Regular use of the Sleep Revolution App for 12 weeks

The research and preparation for the study

Participants that fulfil the inclusion criteria of the study will be chosen from the people that have
answered the screening list (https://svefnsetrid.ru.is/en). Some of them have already participated in
sleep studies from previous projects in the Sleep Revolution or have sleep study from collaborators
but those that do not have a sleep study needs to undergo a simple sleep study to confirm snoring to
mild/moderate sleep apnea. All chosen participants will be asked to wear a smartwatch and fill in a
sleep diary for 2 weeks prior to the intervention period to get a baseline.

Participants will be asked to answer a background questionnaire; a personalized link will be sent via
e-mail.

There will be 5-7 visits (depending on groups) that will take place at RU.

Primary visit (approx. 30- 45min):

The study will be introduced and informed consent signed. Those that need sleep study will get
equipment. Then, relevant apps will be installed on the participant’s mobile phone. Smartwatch will
be handed out to use for two weeks.

Visits after participants have been divided into groups

First visit (approx. 1.5 hours):
A neurocognitive test battery will be performed at RU. The battery measures various cognitive
domains.

Version 23112022


https://svefnsetrid.ru.is/en

NN Rg * ¥

*O £, * *
O SLEEP ? E e
REVOLUTION § : *
‘r (J;\ Funded by the

ik uny European Union

Simultaneously as the tasks are done, brainwaves,heart rate, breathing and sweating are monitored
with measuring equipment that is placed on the participants before the tasks start.

Participants will be handed equipment for a three-night sleep measurement. The equipment is returned
after the last measurement night.
Smartwatches are handed out to participants for use during the intervention period.

Second visit (approx. 1 hour):
First day of the intervention period. A baseline measurement of physical factors.

Anthropometric measurements

Body Composition measurements

Physical fitness measurements

Questionnaires answered at home (a link sent via e-mail)

P owhE

At home, during the intervention period (12 weeks)

Participants are asked to:

1. Wear a smartwatch provided for the entirety of the study

2. Answer daily a sleep diary (evening and morning) within the Sleep Revolution app.

3. Perform cognitive tasks which measure attention, vigilance, and more within the Sleep
Revolution app and the Sleep Revolution platform ( in the beguinning, after week four and
eight and after the invention period).

4. Track the menstrual cycle of female participants within the Sleep Revolution app.

5. Fill out questionnaires three times during the intervention period (after the first visit, week
6, and week 12). The questionnaires will assess exercise, mental health (stress, depression,
anxiety, trauma), self-reported cognitive functioning, and self-reported quality of life.

Third visit (1 hour):
Last day of the intervention period
1. Anthropometric measurements
2. Body Composition measurements
3. Physical fitness measurements
4. Questionnaires answered at home (a link sent via e-mail)

Fourth visit (1.5 hours)
The cognitive battery is repeated in Reykjavik University

Equipment for the three-night sleep study that is repeated at the end of the intervention period will be
handed out.

The equipment and the smartwatch are returned after the last measurement night.

Fifth visit (In RU or on Teams)
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An interview about the experience that the participant has had of the study. Audio recording will be
done in the interview and will be deleted after registration of it.

Summary of the collected data:

Sleep studies: Sleep stages, sleep quality, breathing, snoring (audio), oxygen desaturation,
electrocardiogram, leg movements, body movements, sleep position.

Cognitive battery and brain games: Cognitive functioning is measured through a variety of domains
such as memory, attention, processing speed, emotional recognition, working memory, etc.

Anthropometry, body composition, physical fitness: Height, weight, body mass index (BMI), waist-
hip ratio, neck circumference, bioelectrical impedance analysis (BIA), grip strength, and 6-minute

walking test.

Withings smartwatch: Heart rate, movement, sleep, oxygen saturation.

Sleep Revolution app: Daily sleep diary, lifestyle (caffeine intake, naps, etc.), brain games, menstrual
cycle in women.

Sleep Revolution digital platform: Overview of collected data, brain games.

Questionnaires: Mental health (stress, depression, anxiety, trauma), self-reported cognitive
functioning, self-reported quality of life, and end-user experience of sleep equipment.

Interview: Participants experience of the study.

Where and how is the data stored?
Full confidentiality will be maintained regarding all personal and medical information about the

participant and in compliance with the Icelandic law regarding the storage of personal data.

All the data gathered in Sleep Revolution will be stored in a secured, access-controlled data storage,
which is only intended for this project, within RU. Only the data that is necessary for the project will
be stored.

All the data will be pseudonymized. The name and other identifying information as well as the research
number will be stored in a separate secure location, independent of the research results. This
identification key will only be accessible to the Principal Investigator of this study as well as other
relevant research staff.

Additional permission will be requested for long-term data storage and data access by other researchers
in the future. This will be performed according to the guidelines from the Data Protection Authority
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and the Bioethics Committee. We plan to set up an open-source Sleep Revolution database which will
be located in Iceland. Similar databases already exist abroad (e.g., https://eosc-portal.eu).

We intend to publish the results of this project both domestically and in international scientific journals
and at conferences. All results published will be anonymous.

What are the risks involved in participating in the study?

There is low to no risk in participating in the study itself. However, individuals may experience some
discomfort related to the sleep study and experience some difficulties with sleeping as well as usual.

Participation in a training program can increase the risk of minor injuries or accidents related to the
exercise program. However, risks will be minimized, and all training will be performed under the
supervision of an experienced coach.

Do I have to participate?
Your participation is voluntary and will only be with your written permission.

You can withdraw your approval and stop your participation at any time without giving any reason.
This means all the information collected from you in the study will be deleted if you withdraw your
consent and the researchers will not be able to trace the identification key to you. After the study
finishes in 2025, the personally identifiable key referred to above will be deleted. The data will,
however, be stored in the long-term database if you have given permission for such storage. You will
receive a copy of your signed informed consent listing all parts of the study.

What are the benefits of participating in this study?

Participation in this research helps scientists to develop better diagnostic tools to evaluate snoring and
sleep apnea and their health effects in addition of evaluating new ways of treatment. In that way,
patients, doctors, and researchers can benefit from this knowledge.

All participants who request it will receive a letter with the results of their sleep and whether the
measurement indicates sleep apnea or other sleep disorder. The benefit for participants is that they get
a clear knowledge of their sleep, and the results will be sent by e-mail to participants if such consent
is obtained. Participants will be advised to contact primary health care if the results indicate that further
assessment is needed. The doctor will in continuation send a reference to the Landspitali — University
Hospital if needed. If results indicate sleep apnea or other sleep disorders in need of treatment, the data
from the sleep studies will be sent to Landspitali if such consent was obtained from the participant.
The data will therefore be useful for clinical purposes for the participant. The study is free of charge
for participants.

Additionally, participants can request the results from the anthropometric, body composition, and
physical fitness measurements, as well as a basic summary of their performance in the cognitive
battery. Measurements and entries from the Withings smartwatch, the Sleep Revolution app, and the
digital platform can be obtained by the participants themselves at any time.

In the end of the intervention period — participants from relevant groups can get an exercise program
from a certified trainer to use on their own.

What happens to my answers to questionnaires and the medical data?

Personal information about the participant (name, social security number, e-mail, telephone number)
will be registered on the declaration of approval and stored in locked storage under the guarantor of
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the study. Only the responsible person and the relevant staff will have access to this file, which will be
kept separate from the data in the study. This file will be deleted by the end of 2026. The measurement
results and other data will be de-identified and stored as such in the database.

If the results of the sleep studies indicate sleep apnea or other sleep-related diseases, the results can be
sent to Landspitali (at given consent) for further evaluation. The data from the sleep study will be
uploaded to a safe data storage at Landspitali along with a report of clinically relevant results.

Who is responsible for this research?

Reykjavik University is the responsible party for this research and the Principal Investigator is Dr.
Erna Sif Arnardoéttir. The project is funded by the European Union - Horizon fund of 2020 (project
number 965417).

We are grateful for your participation in this research study.

We hope that we have answered most of your questions about the research. Please take the time you
need to consider participation and if you have any questions, please contact The Reykjavik University
Sleep Institute via email: sleeprevolution@ru.is or by phone at 617-9552.

Best regards

On behalf of the Sleep Revolution research group
v g A / >
Evag A ¥ Amnordodac

Dr. Erna Sif Arnardottir

Assistant Professor, Reykjavik University
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