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Agenda

* Present our interdisciplinary group
and research theme

* Present how sex and gender impacts
different parts of biomedical/clinical
research from idea to publication of
findings

* Present international developments
in sex/gender dimensions
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How to obtain healthy weight throughout life?
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gng%ICAﬂo /k Weight regain Childhood-

onset obe5|ty

Increase in appetite Cell Metabolism
and sedentary Initiating weight
. loss Gastroenterology
behaviour
Neurobiological
body-weight
defense system
Metabolism
Clinical and Experimental
]

DET FRIE FORSKNINGSRAD =

DANISH COUNCIL FOR
LUNDBECKFONDEN [TOVO nUrdISkfﬂndEﬂ ... INDEPENDENT RESEARCH

novo nordisk


https://www.google.dk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiu3ejimN7KAhUDXiwKHS6uCwQQjRwIBw&url=https://en.wikipedia.org/wiki/File:Novo_Nordisk.svg&psig=AFQjCNHnxDd3v2T8z6QSAJiJWVJC0iNLkg&ust=1454678212641027
http://www.google.dk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjM5s-3lN7KAhXJ3SwKHdIrB2QQjRwIBw&url=http://logodatabase.net/fonden%2Blogo&bvm=bv.113370389,d.bGg&psig=AFQjCNEdXZT_yspo1DsMBeX-uzPxgfRafg&ust=1454677046457101
http://www.google.dk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiZsf6Ey8zVAhUBNxQKHcFhBXQQjRwIBw&url=http://home.broadpark.no/%7Esschio/hansnic/Dindex.html&psig=AFQjCNFBP9M02IjaXmp5eW-LdXxzS3gvDw&ust=1502451649627586
http://www.google.dk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjZlZCmld7KAhWHWSwKHS6aC08QjRwIBw&url=http://www.berg-lab.net/funding.html&bvm=bv.113370389,d.bGg&psig=AFQjCNGlb_Ba0gXKiEoX27BYojQ1aBw2ig&ust=1454677274909806

o’ KOBENHAVNS UNIVERSITET

Sex and Gender in the flow of our biomedical research

Examples of terminology

Sex Gender
Biological sex/sex assigned at birth Identity
> Female/male/intersex > Women/men/other

Study design: Inclusion Day-to-day activities

of participants in clinical trials

. Data coIIectl.on . Publication .
and analysis
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Treatment of obesity for both men and women

Study design: Inclusion Women more often seek and get included in
CHpSTtSipant obesity trials > we actively work on diverse
inclusion, also for Men

The NEW ENGLAND JOURNAL of MEDICINE

‘ ORIGINAL ARTICLE

Healthy Weight Loss Maintenance
with Exercise, Liraglutide, or Both Combined

Julie R. Lundgren, M.D., Ph.D., Charlotte Janus, Ph.D., Simon B.K. Jensen, M.Sc.,
Christian R. Juhl, M.D., Lisa M. Olsen, M.Sc., Rasmus M. Christensen, B.Sc.Med.,
Maria S. Svane, M.D., Ph.D., Thomas Bandholm, Ph.D.,

Kirstine N. Bojsen-Mgller, M.D., Ph.D., Martin B. Blond, M.D., Ph.D.,
Jens-Erik B. Jensen, M.D., Ph.D., Bente M. Stallknecht, M.D., D.M.Sc.,
Jens J. Holst, M.D., D.M.Sc., Sten Madsbad, M.D., D.M.Sc.,
and Signe S. Torekov, Ph.D.

N Engl ) Med 2021, 384.1719-1730
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Treatment of childhood-onset obesity: ongoing trial

Day-to-day activities

in clinical trials

By collecting information (self-reported
questionnaires) at inclusion we can
address a participant’s appropriate

gender and names >

Spectrum of
treatment resistance

Group A

ABMI SDS <0.1
BMI>30 kg/m?

Group B

>3000 children with
obesity

Group C

ABMI SDS >0.5
BMI<30 kg/m?

ABMI SDS >0.25
BMI>30 kg/m?

Better create an inclusive, respectful, and diverse
approach to participants
» Improve participant-investigator relation and
communication
e Increase compliance and reduce drop-out rates

M

Semaglutide 2.4 mg/week
Placebo
Semaglutide 2.4 mg/week -
Placebo
! S ]
Baseline Last visit
Week 0 Week 68

Anthropometry Body composition Physical activity level
e ™~ U]
nas =7 : | P
=M =
“Liguid meal ; ; .
t Adipose biopsy Microbiome
est
: ol I
'
MRI brain and liver Genetics Behavior
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Data collection

and analysis

Differences can be apparent in investigated outcomes:

E.g., body fat distributions between sexes;
» Android distribution: abdominal fat, often present in males
» Gynoid distribution: thigh-area, often present in females

Valsdottir TD, et al. Front Physiol. 2023 Jan 24;14:1056296. doi:
10.3389/fphys.2023.1056296. PMID: 36760521; PMCID:
PMC9902511.
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Publication

Sex and Gender Equity in research (SAGER)

By Lancet editors

Excerpts of checklists by publisher CellPress

Inclusion and diversity relating to the scientific content of the paper:

We worked to ensure gender balance in the recruitment of human subjects.

¢? CellPress

Cell Metabolism

& Cell Hepqrts-
Medicine

Yes No n/a

We worked to ensure ethnic or other types of diversity in the recruitment of human subjects.

We worked to ensure that the study questionnaires were prepared in an inclusive way.

Table 1. SAGER guidelines checklist - studies with human participants

Section/ Item Reported on
Topic number | Checklist item page number
General 1 The terms sex/gender used appropriately

Title 2 Title specifies the sex/gender of participants if only one

included

Heidari, S. et al. Sex and Gender Equity in Research: rationale for the SAGER

guidelines and recommended use. Res Integr Peer Rev 1, 2 (2016).
httnhs://doi ora/10 1186/s41073-016-0007-6
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of chlldren born with fat genes
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wVirker dobbelt sa godt«:
Danske forskere har fundet

En kombination af fedmemedicin og motion
viser sig at vaere dobbelt sa effektiv som

medicin eller motion alene.
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SUNDHED 5. MAJ 2021 KL. 23.00

Svaert overva:gtlge mand kan fordoble antallet af seedceller

Ny dansk forskning viser,
atvagttab hos masnd,
der har for mange kilo pa
sidebenene, kan fordoble
antallet af seedceller. Deteger sand-
synligheden

for befrugtning, -
hwis man

FERTILITET

FAKTA
Saedkvaliteten

Clrkia 16 procent af danske mand har

¢ dlolig semdhvatitet, som ud fra
Verdenssundhedsarganisationens (WHO)
Kriterier vil sige under 15 millioner
sandcatler por mliiter sard.
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News website of the year

Poor sleep may hinder attempts to
maintain weight loss, study finds

Trial seems to add to body of evidence about health risks of not
getting enough sleep or poor quality sleep

NYHEDER OPINION BUSINESS AOK

Berlingske 7

Sadan kan du forudsige,
om dit vegttabvil holde

Vagttabsmiddel

Vaegttaber ikke altid en dans
et menetnytdansk studic har
fundeten made. hvorpa du miske
Kanforudsige.om it vaegttab faktisk
Komhertilat holde.

enmaveo
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Nyt studie: Vi bliver
inaktive af et starre
vaegttab

Studiet viser, at deltagerne blev en halv time mere inaktive om
dagen efter vaegttab.

Jyllands-Posten

Hormoner seettes ind i kampen mod diabetes

VIDEM 27 02 2015 K|

Tusindvis af danskere, der er i fare for at udvikle sukkersyge, kan formentlig
n ved at i tilfort hormonet GLP-1. Danske forskere har pévist,
5 pet. af hormonet.
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Sex and gender adapted to biomedical research

Sex Gender

Biological sex/sex assigned at birth Identity

Most often not determining of
inclusion/randomization

Study design: Inclusion Determining factor of randomization to trial
of participants

S : - — Important for inclusive/respectful
Day-to-day activities Less relevant in participant communication P o /resp
in clinical trials communication

Known effect on investigated outcome (e.qg.,
body fat distribution) Often less relevant for biomedical outcomes
- Requires statistical stratification/adjustment

Data collection
and analysis

Required reporting of sex and other

Publication .
demographics

Emerging requirements for reporting

Achieve diverse participants = increase

generalizability of findings Achieve greater inclusivity & generalizability
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RESETTLE-Treatment of childhood-onset obesity

Data collected

Spectrum of
treatment resistance -

[ | | ‘

-—' ALY
Group A Semaglutide 2.4 mg/week O (
ABMI SDS <0.1
BMI>30 kg;m? Placebo Anthropometry
] -
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BMI<30 kg/m? MRI brain and liver

Genetics

N

Body composition Physical activity level
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Behavior

PRE-STORK -Prevention of childhood obesity

Low-calorie diet-induced weight loss
maintained with exercise, diet and coaching

’ Woman with obesity
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SAGER guidelines

1. Topic of the study

Is sex or gender relevant to the
research questions?

Justify why it is 2. Study Design
not relevant Has sex and gender been addressed in the design?

3. Data/Results

g Have all data been disaggregated/stratified/adjusted
by sex or gender?

4. Interpretation/Discussion

Has sex or gender-based analysis implications in
interpretation or limitations?
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