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Is the problem solved?



• Doctors are still inevitably forced to prescribe children 
unauthorized medicines

• These drugs account for about 40% of all GPs prescriptions 
and up to 90% of appointments in hospitals

• This leads to suboptimal treatment, the risk of overdose in 
children, adverse reactions, and inadequate efficacy due to 
the potential for underdose

• In addition, the prescribing physician is left unconscious; it is 
difficult to find the right dose for children

van der Zanden TM, et al. Arch Dis Child 2017;102:357–361



• Preterm newborn, g.a. 32 weeks, 4 weeks; 1,7 kg

• Hospital infection

• Blood sample - Pseudomonas aeruginosa, susceptible to piperacillin and 
tazobactam

• Dosage regimen (SmPC)

Paediatric population (2–12 years) 

Dosage regimen Indication

piperacillin 80 mg /tazobactam 10 mg / kg 
body mass every 6 hours

Febrile neutropenia*. 

piperacillin 100 mg /tazobactam 12,5 mg / kg 
body mass every 8 hours

Complicated intra-abdominal infection*. 



Dosage of medicines for children

Age Part of adult
dose

1 month 1/10

6 months 1/5

12 months 1/4

3 years 1/3

7 years 1/2

12 yeras 2/3

Von Harnack table

Age in years coefficient

0-1 1,8

1-6 1,6

6-10 1,4

10-14 1,2

Adult 1,0

Dose factor (mg/kg)







van der Zanden TM, et al. Arch Dis Child 2017;102:357–361

Paediatric drug formulary (the Netherlands)



Variability of Drug Response in Children
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Pharmacotherapy of children -
„shooting the moving target“...

N Engl J Med 2003;349:1157-67















Clinical trials in children

Problems
• Ethical problems

• Slight morbidity

• It is difficult to enroll the 
required number of patients

• Patients of all ages should be 
studied

• Large expenses

Solutions
• Free scientific advice

• Patent Extension

• Market protection

• New research methods
• Extrapolation of data

• Clinical trials simulation













Conclusions

• Pharmacokinetics and pharmacodynamics of medicines in children 
may differ from those of adults (children of other age groups) due to 
different maturity of organs

• The effects of many new (and not limited to) medicines to children 
are unknown

• When considering the use of an unlicensed medicine in children, it is 
necessary to assess the benefits and risks, to try to determine the 
dose as closely as possible according to age, body weight, body 
surface area, renal function, maturity, response to the drug

• Prescribe the appropriate pharmaceutical form for children

• Avoid polypharmacy


