
Drugs and gender: the regulatory aspects  

 

The gender pharmacology represents today a very productive development process within the 

regulatory agencies. In the whole population the prevalence of drugs use is around 57% in men and 

64% in women. The adhesion to the drug treatment is stronger in men than in women. The use of 

drugs for tumors, anemia, microbic infections, is higher in women, who are, also, more represented 

under 54 years and over 75 years in the use of central nervous drugs. Social , behavior, biological, 

physiological, and economic reasons contribute to differences in the use of drugs between men and 

women. Besides genetic, anatomic, physiological, and hormonal differences, other aspects should be 

taken in consideration. For long time the dosage for drugs has been evaluated in men of 70 kg. Woman 

has a different pharma-kinetics and phama-dynamics, and because of biological, physiological, and 

enzymatic reasons, she is considered a not easy subject. In the last time women are more represented 

in the studies of drugs to be studied for both genders, as it is shown in the clinical trials for MI and 

asthma.  

There is an increasing attention to policy statements in including in the clinical studies, a 

representative participation of women both in the fertile and post fertile age. The clinical studies have 

to include all subjects representing a population. The new Canadian guide-lines include in the clinical 

trials women of different ages, and take in consideration the pregnancy, the breast alimentation, and 

the sexual partnership.  

Toward a same direction is moving the Italian Medicines Agency, that is promoting a new interest in 

genders representation in the clinical studies, in the pharmaco-vigilance, in the position papers, and in 

guide lines to be submitted to EMA. The attention to ADRs considering the two genders critical 

conditions in the clinical experimentation, and the inclusion of gender oriented studies in relation to 

the AIFA grants proposals for independent studies, are promoted. The ethical committees are 

requested to verify the participation of women in the studies protocols. Promotional activities on the 

gender differences are addressed to the citizens. 


