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The Importance of Paediatric 
Pharmacovigilance

Research into the risks of medicines 
is called pharmacovigilance. It helps 
to identify, understand and reduce 
treatment-related risks – so-called 
adverse drug reactions or ADRs. 
Pharmacovigilance is a relatively young 

speciality that began to emerge in the 
1930s following several major drug 
safety disasters. 

Pharmacovigilance is a continuous 
process of monitoring treatment-
related risks throughout the life cycle 
of medicinal products worldwide. 
It starts at the time of pre-clinical 

studies, i.e., before a new product 
is administered for the first time in 
humans. It is continued as long as there 
are still patients taking the medicine. 
To better understand certain long-term 
risks, pharmacovigilance may even be 
continued after a drug has been taken 
off the market.

Paediatric pharmacovigilance 
combines the understanding of general 
pharmacovigilance with the special 
requirements of children and how 
ADRs may affect the growing body. The 
overall aim is to help parents, children 
and healthcare professionals to make 
evidence-based treatment decisions 
by informing them about the possible 
risks of medicines and how these can be 
managed. 

Dr Beate Aurich is a pharmacovigilance 
and drug safety consultant with 
extensive experience. One of her peer-
reviewed publications, ‘c4c: Paediatric 
pharmacovigilance: Methodological 
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The relatively new field of paediatric pharmacovigilance aims 
to improve the clinical care of children by understanding and 
appropriately managing the risks of medicines administered to 
this group of patients. Dr Beate Aurich is an established expert 
in this field, and with colleagues, has published an article on the 
practical aspects of paediatric pharmacovigilance. She notes that 
the assessment of the benefit-risk balance of available treatment 
options should be based on multidisciplinary efforts and include 
both children and their families.
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considerations in research and development of medicines 
for children – A c4c expert group white paper’, was written 
in collaboration with colleagues from the conect4children 
(c4c) network. This white paper describes some of the points 
to consider with regards to the detection and proactive 
management of treatment-related risks in paediatric studies 
and paediatric clinical practice. 

Identifying Treatment-related Risks in Children 

Treatment-related risks in children are often different compared 
to adults. They can also vary between different paediatric age 
groups, for example, babies and adolescents. These differences 
can be due to factors such as age-related changes in the 
body’s metabolism, comorbidities (additional illnesses) and 
comedications (additional medicines). A further challenge 
is a higher risk of medication errors because formulations 
are frequently not adapted to children’s needs. Medicines 
administered to children may need to be prepared from drugs 
intended for adults, for example, by crushing a tablet and 
this can be a source of errors. The identification of treatment-
related risks in children is based on the age-group-specific 
safety specification. 

The safety specification summarises the scientific evidence 
for known and potential treatment-related risks and which 
safety data is currently missing. The analysis of existing data 
may include, for example, safety data from pre-clinical studies, 
modelling and simulation, pharmacology, interventional and 
non-interventional studies, registries, safety and electronic 
health care databases and the literature (e.g., drug class effects, 
information from health authorities). The safety data is then 
combined with the specifics of children including, for example, 
paediatric pharmacology, how ADRs present clinically in 
children, the risk for medication errors, possible interactions 
with the child’s nutrition and other medicines, and the 
challenges of collecting and analysing safety data in children.

Managing Treatment-related Risks in Children

The risk management of medicines administered to children 
has similarities to risk management in other domains of our 
daily life. For example, car seat-belt systems are adapted to 
the age and size of a child. This is based on data from real and 
simulated accidents and the understanding of the effects of the 
laws of physics on a child’s body. However, many medicines 
prescribed to children have very limited child-specific 
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information on treatment-related risks. The management 
of treatment-related risks uses standard and additional risk 
management tools. The product’s package insert (label) is used 
for standard risk management. However, this is often difficult to 
understand, even for adults, and frequently not adapted to the 
needs of children. Informing children and parents about any 
important updates, in particular for medicines which are taken 
regularly, is a challenge. Additional risk management strategies 
may, for example, include informed assent/consent by the 
prescribing doctor or targeted testing for certain ADRs (e.g., liver 
function, genetic risk factors).

The Importance of Patient involvement

Paediatric pharmacovigilance and risk management require a 
multidisciplinary effort. Dr Aurich proposes that ‘the inclusion 
of children and their families for the effective management 
of treatment-related risks should be standard practice for 
paediatric pharmacovigilance and risk management activities’.

Proactive paediatric pharmacovigilance and risk management 
is reducing the frequency and severity of ADRs in children, 
including fatal ADRs. Research into developmental 
pharmacology and high-quality child-specific electronic 
health care data will play an important role in preventing and 
managing ADRs in children. Current efforts on developing 
open access, multilingual information on treatment-related 
risks in children and evidence-based dosing of medicines will 
contribute to improved treatment outcomes for children across 
the globe.
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