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Pregnancy prevention while using oral retinoids  -

a questionnaire survey in Denmark

The use of oral retinoids to treat acne during pregnancy is associated with

teratogenic effects and malformations in newborn babies.

The European Medicine Agency (EMA) provided recommendations regarding

the restrictive use of oral retinoids during pregnancy in 2003, and updated these

recommendations in 2018 by introducing a pregnancy prevention program

(PPP)

Dana Backran, Sophia Ahmad, Johanne M. Hansen, Anna Birna Almarsdóttir, and Ramune Jacobsen*

Research Group for Social and Clinical Pharmacy

* ramune.jacobsen@sund.ku.dk

As part of the EMA initiated multi-country survey, this study aimed to investigate the adherence to the PPP by

patients, pharmacists and physicians in Denmark. 
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Introduction

Content of pregnancy prevention programme (PPP), 2018

Required activities Educational materials

 The assessment of the potential for pregnancy in all female patients
undergoing treatment

 Health Care Professional (HCP) guide

 The understanding and acknowledgment of the risks of congenital
malformations and neurodevelopmental disorders

 Patient guide

 Pregnancy testing prior to initiation, during, and after treatment
 Patient reminder card and risk awareness

form to be signed.

 The use of effective contraception during the entire duration of treatment
 Direct healthcare professional communication

(DHPC) letter

 Need for consultation on planning pregnancy and switching to alternative

treatment options prior to conception and before contraception is
discontinued

 A visual warning of the pregnancy risks on the
packaging

 Introduction of a risk acknowledgment form (RAF) with a checklist for
prescribers and patients or carer.

• Information in the medication information
leaflet

 At least one annual treatment review by a specialist • Pharmacist check list

Aim

PATIENTS 

PHARMACISTS 

PHYSICIANS

Conclusions

The study showed that in Denmark adherence to pregnancy prevention measures varied.

Among the patients, a majority had read the patient information leaflet, while risk awareness forms and patient cards were seen by only few. 

Among the pharmacists, the warning sign on the outer medication package was the most used measure. 

For the physicians, the most applied measures were the patient and the healthcare professional guides, while the least applied measure was signing medication risk awareness form, 

which indicates a lack of access or unwillingness to use the measures that require patients’ signatures. 

For the safety of oral retinoid prescribing, dispensing, and use, feasibility and accessibility of the pregnancy prevention measures need to be improved. 
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