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Drugs & Gender in Society
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Drugs & Gender in Public Funding
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Drugs & Gender in Scientific Publications
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Drugs & Gender Agenda MEB (2017)
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Drugs & Gender Agenda MEB
3 small scale regulatory science projects

• External validity of B/R decisions?
– A cross-sectional survey of drug dossiers and phase 3 clinical trials

• Infectious Disease
• Central Nervous System
• Cardiovascular
• Metabolic

– Central procedures 2011-2015
– Source material: EPAR/SmPC & MEB database

• Recommendations for Industry
– Attention for gender in clinical guidelines

• Gender specific PK/PD in the label (e.g. dosing)
– A cross-sectional survey of drug dossiers and phase 1 clinical studies
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Disease Domains (4), Drugs (30), Trials (236) & Patients (152.792)
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Inclusion of women in phase 3 Clinical Trials
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Conclusion 
• Women are included in phase 3 clinical trials: external validity of trial 

data is safeguarded for licensing purposes.

• Gender disproportionality is two sided: skewed towards men in the 
cardiovascular domain and schizophrenia, skewed towards women in 
hepatitis C and thrombosis:
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Effect size by Gender
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Indication Trial Objective
HepC % subj with SVR
HIV % subj with HIV-1 RNA<50 copies/ml
Depr change from baseline HAM-D or MADRS
Sx relapse rate as HR
Epilepsy % change from baseline in seizure frequency
Hyperchol change from baseline in LDL
HF HR/RR to CV hosp or death
Thromb HR/RR to CV hosp or death
AF HR/RR to CV hosp or death
Diabetes change from aseline HbA1c
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Conclusion 
• Women are included in phase 3 clinical trials: external validity of trial 

data is safeguarded for licensing purposes.

• Gender disproportionality is two sided: skewed towards men in the 
cardiovascular domain and schizophrenia, skewed towards women in 
hepatitis C and thrombosis

• Effect sizes are similar in men and women; variation at the group level is 
substantial: gender is a personalized factor
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Safety reporting
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Safety reporting
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Conclusion 
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Recommendations for Industry
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Conclusion 
• Women are included in phase 3 clinical trials: external validity of trial 

data is safeguarded for licensing purposes.
• Gender disproportionality is two sided: skewed towards men in the 

cardiovascular domain and schizophrenia, skewed towards women in 
hepatitis C and thrombosis

• Effect sizes are similar in men and women; variation at the group level is 
substantial: gender is a personalized factor

• Safety reporting is gender sensitive: the proportion women reporting on 
safety is higher and consistent on drug and placebo

• Information in guidelines is present, but sparse
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Phase 1 studies
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• Cross-sectional across 4 disease domains: Infectious 
disease-CNS-cardiovascular-metabolic 

• Years (2011-2015: central procedures
• Source material: EPAR/SmPC & CBG database

Selection of Drug candidate

• Section 4.2
• Section 5.2

Phase I: Screening/Reviewing for 
PK parameters and dose 

recommendation based on 
gender and body weight from  

SmPc.

• Section 2.4.2
• Section 2.4.4
• Section 3

Screening/Reviewing for PK 
parameters and dose 

recommendation based on 
gender and body weight from  

Scientific discussion.

• Section 2.5.3
• Section 2.7.2
• Section 5.3.3.5

Screening/Reviewing for PK 
parameters and dose 

recommendation based on 
gender and body weight from  

Dossiers (ICI).
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Gender proportionality phase 1
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PK/PD: information in the label

Screening of Drugs (SmPc and Scientific discussion)
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PK/PD: information in the Dossier
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Conclusion 
• Women are included in phase 3 clinical trials: external validity of trial 

data is safeguarded for licensing purposes.
• Gender disproportionality is two sided: skewed towards men in the 

cardiovascular domain and schizophrenia, skewed towards women in 
hepatitis C and thrombosis

• Effect sizes are similar in men and women; variation at the group level is 
substantial: gender is a personalized factor

• Safety reporting is gender sensitive: the proportion women reporting on 
safety is higher and consistent on drug and placebo

• Information in guidelines is present, but sparse
• Women are included in phase 1 trials, but less compared to phase 3
• PK/PD data in the label lack behind those in the dossier
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Take Home Message: forget numbers, think big

Discuss with different 
stakeholders the role of gender in 
drug development

Create ‘gender awareness’ among 
regulators

Use dossier data to the maximum
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