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IMMUNOTERAPIA EN CANCER

3

Number l Pooled HR - a——
of trials (95% Cl)
Disease
Melanoma 7 2 0  079(0-70-0-90)
E 60 066 (0-55-0-79)
Non-small-cell lung cancer 6 —&—1— 4 089(071-111) 0.72
- 61  072(061-086)
Others / L 2 0 095 (082-1-11)
I 72 077(065-091)
B Women [ Men '—.'—‘
05 10 20

Intervention better  Control better

Conforti F et al. Cancer immunotherapy efficacy and patients' sex: a
EREOLTIN bt SEXE | GENERE systematic review and meta-analysis. Lancet Oncol. 2018 Jun;19(6):737- 0§0 e §GG
746



FARMACS CARDIOVASCULARS

Drug/Substance Sex- and Gender-Related Aspects References
Heart failure
Digoxin Greater mortality in women with HFrEF than in men in post hoe analysis Diamanti-Kandarakis et al. (2007); Tchoukhine et al. (2011)
ACEIs Effective in women in lower doses than in men Santema et al. (2019)
ACEIs More frequently adverse effects in women (cough) Mackay et al. (1999)
B Blockers Effective in women in lower doses than in men Santema et al. (2019)
B Blockers More adverse effects in women, particular substances that are metabolized Kendall et al. (1982); Tanaka and Hisawa (1999); Labbé et al. (2000); Flock et al.
via Cyp2D6 interaction with oral contraceptives (2013); Navarro et al. (2016); Overgaard et al. (2016); Wilding et al. (2016);
Cataldi et al. (2019)
Sacubitril-valsartan Led to a significant reduction in event rate vs. valsartan in women, which Flock et al. (2013); McMurray et al. (2019a); Navarro et al. (2016); Overgaard
was not observed in men (0.73 in women and 1.03 in men; P interaction= et al. (2016); Wilding et al. (2016); Cataldi et al. (2019)
0.017)
Aldosterone receptor antagonists. Strong trends for better mortality reduction in women than in men Merrill et al. (2019)
Antiarrhythmic drugs
Class IIT antiarrhythmic drugs ~ Stronger QT prolongation and more torsade de pointes arthythmia in ~ Kurokawa et al. (2012)
(e.¢., amiodarone, sotalol) women
Antihypertensive drugs
Diuretics More often prescribed to women, more electrolyte disturbances in women
Amlodipine Stronger blood pressure reduction in women, more edema in women Kloner et al. (1995)

Mauvais-Jarvis F ER AL. Pharmacol Rev. 2021 Apr;73(2):730-762. doi: 10.1124/pharmrev.120.000206.

SOCIETAT GATALANA DE SALUT AVB Erratum in: Pharmacol Rev. 2021 Apr;73(2):860. doi: 10.1124/pharmrev.120.000206err. PMID: 33653873; P SSG
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2023 e NEW ENGLAN D
JOURNAL o MEDICINE

ESTABLISHED IN 1812 JANUARY 5, 2023 VOL. 388 NO. 1

Lecanemab in Early Alzheimer’s Disease

C.H. van Dyck, C.J. Swanson, P. Aisen, R.J. Bateman, C. Chen, M. Gee, M. Kanekiyo, D. Li, L. Reyderman, S. Cohen,
L. Froelich, S. Katayama, M. Sabbagh, B. Vellas, D. Watson, S. Dhadda, M. Irizarry, L.D. Kramer, and T. Iwatsubo

N 1700 pacients
Dones: 52%

Enlentiment deterioramen cognitiu: 27%

Dones: 12%
Homes: 43%
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Representacio de la dona en els assaigs clinics
Evolucio historica

Periode / Any Fet clau Impacte en la recerca clinica
. s L’home es pren com a model
1900-1950 Assaigs maijoritariament en homes universal
1957—-1962 Escandol de la talidomida Exclusié de dones per “proteccid”
. Exclusio formal de dones en
1977 Recomanacié FDA odat fortil
» e Es detecten diferencies sexe-
Anys 1980 Critiques cientifiques especifiques
. . . Obligacio d’incloure dones en
1993 Llei EUA d’inclusid assaigs publics
Anys 2000 Canvis a Europa Inclusio parcial, poca analisi per
sexe
2010—-avui Perspectiva de génere Millores, pero desigualtats

persistents

“La infrarepresentacio de les dones no va ser accidental, sino estructural.” +3« & [ SSG



Assaigs Clinics

BMB Rep. 2018; 51(4): 167-173

Male only

Pre m) Clinical m=d New ™ Market =) Side effects
Clinical drug
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Policy to balance sex in
cell and animal studies

ClaYtOn, J., CO”inS, F. Policy: NIH to balance sex in cell and animal studies.
Nature 509, 282-283 (2014). https://doi.org/10.1038/509282a

Unveil policies to ensure that preclinical research funded by the US National Institutes of Health considers
females and males.

NIH expects that sex as a biological variable will be factored into research
designs, analyses, and reporting in vertebrate animal and human studies.

Strong justification from the scientific literature, preliminary data, or other

relevant considerations must be provided for applications proposing to study
only one sex

ose Campus sl A SSG


https://doi.org/10.1038/509282a

Enrroliment of female participants in United Statesdrug and

device phase 1-3 clinical trials between 2016-2019

Number o trials: 1433
Period: 2016-2019
Participants in the analysis: 302,664
Female: 41.2%
CARDIOVASCULAR trials

41.9% female participants vs. 49% PC

PSICHIATRY trials

42 % female participants vs. 60% PDP

CANCER trials

-

41% female participants vs. 51% PLC

Sosinky AZ et al. Contemporary Clinical Trials 2022, 115, 106718
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PER QUE ELS
FARMACS

NO SON IGUALS PER A
TOTHOM
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Biological Sex

Absorption Distribution

Sex- and Gender-Based

>

o Pharmacological Response to Drugs

Ellmination

Metabolism

Mauvais-Jarvis F, et al. Pharmacol Rev. 2021 Apr;73(2):730-762.
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Si no estudiem la diversitat de les persones,

’assistencia sanitaria continuara tractant diferencies reals com si no existissin.
Resultats no aplicables a tota la poblacio

Coneixement cientific Farmacs ajustats a un cos masculi “estandard”//
incomplet Dosificacio de farmacs inadequada

Retirada de medicaments Major riscos per a dones no identificats als assaigs
Efectes adversos dels Superiors en dones

medicaments Detectats nomes despres de la comercialitzacio

Errors en malalties

cardiovasculars Diagnostic i tractament basats en simptomes masculins
Buit de coneixement en Decisions cliniques amb evidencia limitada
embaras
SEASPECTIA D SEXE | GENERE 2ot SSQ
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TYPE Systematic Review

& frontiers | Frontiers in Pharmacology PUBLISHED 02 May 2023

() Check for updates

OPEN ACCESS

EDITED BY
Yen-Ming Huang,
National Taiwan University, Taiwan

REVIEWED BY

Renate Grohmann,

LMU Munich University Hospital,
Germany

Xuan Wu,

Massachusetts Institute of Technology,
United States

Lingfei Luan,

Northeastern University, United States

*CORRESPONDENCE
R. Stephanie Huang,
= rshuang@umn.edu

Dol 10.3389/fphar.2023.1096366

A systematic review on sex

: : Cardiomyopath Weight gain
differences in adverse drug clozal)),ing y olanzapine End frlpiprazole
reactions related to psychotropic, Neutropenia
cardiovascular, and analgesic clozapine
medications e o
Yuting Shan, Lee Cheung, Yuqi Zhou', Yingbo Huang and PsyChompiC Medlcauons Sexual dlsmrbance
R. Stephanie -Huang* . - ‘ amisulpride
Rash Qtc prolongation  Thyroid dysfunction |
risperidone aripiprazole lithium
Liver toxicity 7
atorvastatin and simvastatin Tdp
sotalol ’
[ Cardiovascular Medications J Dry cough \
ACE inhibitors
| Myalgia Edema  Phototoxicity Bardycardia
| atorvastatin and simvastatin nifedipine amiodarone  amiodarone

[ Analgesic Medications ]

Nausea and emesis
morphine

FIGURE 2

A schematic figure listing the main ADRs showing sex differences in occurrence rate. The adverse drug reactions highlighted in blue are male-biased
ADRs, while the adverse drug reactions highlighted in red are female-biased ADRs. Drugs and their associated sex biased ADRs are classified into three
different therapeutic categories: psychotropic medications, cardiovascular medications, and analgesic medications.
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CODI MEDICAMENT

Grupo ATC asociado al PSM y sexo Diagndstico asociado al PSM y sexo

0 Mujeres
B Hombres

B Mujeres
B Hombres
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Porcentaje de consultas por PSM (%)

Sistema Nervioso Cardiovascular Antibidticos Genitorinariu
Grupo ATC de Farmacos S\

Diagnéstico del PSM
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Marin- Barcena, C et al Emergencias 2025;37:186-
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Informe 2024 del sistema espanol de

farmacovigilancia de medicamentos de
uso humano (SEFV-H)

Por sexo

/N @ 48,9% SEFV-H
:' 37.944 L :: @ Mujeres: 62,7%

1 | @ 50,6% Industria |
. 32,4%graves | | ® 0.5 ML * @ Hombres: 36,9%
4 \ 470 /

i

o oy g o= =

El 0,4% restante es de sexo desconocido.

CEDT LA SALUT i https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/| n@@g
Anual-SEFV-H-2024.pdf



https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf
https://www.aemps.gob.es/vigilancia/medicamentosUsoHumano/SEFV-H/docs/Informe-Anual-SEFV-H-2024.pdf

FDA ADVERSE EVENTS REPORTING SYSTEM - EUA

Dones vs
Homes

Concepte

Esdeveniments adversos reportats per dones +52%

Esdeveniments greus o mortals reportats per dones +36%

Esdeveniments greus o fatals totals reportats per

professionals sanitaris 4,4 Mvs 3,8 M

https://www.fda.gov/drugs/fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-
system-faers-public-dashboard

ode it | SSG
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B Biblioteca Nacional de Medicina

Med | i ne P u S 25 ;;E;?.wn Busque en MedlinePlus

Informacion de salud para usted

n&\

Acerca de MedlinePlus Qué hay de nuevo indice Contactenos

Temas de salud Medicinas y suplementos Geneética Pruebas medicas Enciclopedia medica English

Advertencia:

El zolpidem puede ocasionar conductas de sueno graves o que ponen en peligro la vida. Algunas personas que tomaron zolpidem
se levantaron y condujeron sus vehiculos, prepararon y comieron alimentos, tuvieron relaciones sexuales, hicieron llamadas
telefonicas, caminaron dormidas o participaron en otras actividades mientras no estaban completamente despiertas. Después de
que despertaron, estas personas no pudieron recordar lo que habian hecho. Informe a su meéedico si alguna vez ha tenido una
conducta de sueno inusual mientras tomaba zolpidem. Asegurese de que su familia o el encargado del cuidado esté al tanto de
que estos sintomas son graves y llame a su médico si se presentan. Deje de tomar zolpidem y llame a su médico de inmediato si
descubre que ha estado conduciendo o haciendo algo inusual mientras estaba dormido.

| ary 30
'NO REFILLS - ¥

PERSPECTIVA DE SEXE | GENERE ® 0@ Campus salut

Barcelona

SOCIETAT CATALANA DE SALUT AMB o s S SG



COM PODEM MILLORAR:
HORA DE DESPERTAR

SANT PAU

Campus Salut

Barcelona SOCIETAT CATALANA DE SALUT AMB
EEEEEEEEEEEEEEEEEEEEEEE 3



INFORME SSG
INCORPORACIO DE LA
PERSPECTIVA DE
SEXE | GENERE EN LA
SANITAT CATALANA

https://docs.academia.cat/18841403

SSG
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DECALEG SSG

CONSTITUIR INTEGRAR CONSIDERAR LA

COMISSIONS CLINIQUES SISTEMATICAMENT LA DIVERSITAT ASSOCIADA
MULTIDISCIPLINARS DE SEXE | DESAGREGACIO AL GENERE EN TOTS ELS

GENERE EN SALUT PER SEXE EIXOS DE DESIGUALTAT
PROMOURE LA DOCENCIA | FOMENTAR LA RECERCA VETLLAR PER

FORMACIO EN PERSPECTIVA DE BIOMEDICA | EN SALUT L’ATENCIO SANITARIA

SEXE | GENERE | ESTABLIR UNA PUBLICA AMB PERSPECTIVA AMB PERSPECTIVA DE

FORMACIO OBLIGATORIA BASICA DE SEXE | GENERE SEXE | GENERE

INTEGRAR LES DIMENSIONS MILLORAR NCORPORAR LA INCORPORAR LA
SEXE | GENERE EN TOT 'ABORDATGE PERSPECTIVA DE GENERE VIOLENCIA

FL CICLE DE VIDA DELS DELS PROBLEMES EN LA SALUT SEXUAL | MASCLISTA COM
FARMACS DE SALUT REPRODUCTIVA A PROBLEMA DE SALL

SOCIETAT CATALANA DE SALUT AMB
PERSPECTIVA DE SEXE | GENERE S S(



7. Integrar la perspectiva de sexe i genere durant tot el cicle de vida dels medicaments

SOCIETAT CATALANA DE SALUT AMB
PERSPECTIVA DE SEXE | GENERE

tjancant les seglients accions:

Analitzar les dades estratificades per sexe tant en la recerca preclinica com en la clinica per
tal de detectar possibles diferencies biologiques des de les primeres etapes del
desenvolupament del medicament.

Avaluar amb perspectiva de sexe | genere els processos d'autoritzacio de medicaments |
Incorporar les diferéncies existents en la fitxa tecnica del medicament.

|dentificar les dades desagregades per sexe | genere en els programes de farmacovigilancia
postcomercialitzacio.

Analitzar 'efectivitat i 'adheréncia als medicaments tenint en compte tant les diferéncies
biologiques com els factors socials associats al genere en els estudis de vida real i els
registres clinics.

Considerar les diferencies biologiques i les barreres de genere que afecten l'efectivitat, la

seguretat, l'accés 1 l'adherencia als tractaments farmacologics en les guies de practica
clinica.

SSG
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