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Introduction. The pain management and anti-inflammation measures in pediatric population have enhanced
enormously in recent years. Nevertheless, pharmacotherapy of pain and inflammation is complicated, by the
comprehensive use of unlicensed and off-label medicines among children, leading to everyday practical problems,
such as overdosage, medication errors and side effects occurrence, as a result.

The abstract aimed to highlight the necessity of the off-label drug use of nonsteroidal anti-inflammatory
drugs (hereafter - NSAIDs) in the pediatric population and delineate the abovementioned phenomenon from off-
label use of medicinal agents in the practice of general practitioners.

Materials and methods of the study included a bibliographic one, and also methods of information synthesis
and system approach.

Results. The lack of licensed medicinal agents among child cohort of patients causes problems on a day-to-
day basis. Finding drug doses for children can be confusing with different reference sources presenting different
suggestions of specific dosages. The small amount of appropriate medicinal forms in pediatric population results
in complex calculations to facilitate measurement of appropriate dosages from ampoules designed for adult
patients. Extemporaneous medicinal preparations of liquid drugs need to be prepared in the drugstore when only
solid dosage forms are commercially available. Fractions of suppositories may need to be administered to give a
dose small enough for a child. Such issues have led to children being deprived of medicines which potentially can
give a great health benefit to them. It so happened, that medicinal agents have been adapted for use among children
thanks to data obtained among adults about safety, effectiveness, and dosage, but this approach does not include
information concerning age specific differences in pathophysiology of specific disease, drug metabolism, and
safety profiles of each medication.

Despite the implementation of several legislative measures, in the US and EU in particular, to strengthen
evidence database on pediatric medicinal forms and agents, off-label prescribing rates remain on the high level.
An analysis of children's incidence discharged from pediatric hospitals in the US 2004 revealed that 79% received
at least one off-label medication. Another study which was held in 2014 about off-label drug use of a different set
of frequently prescribed medications found that 54% of hospitalized children were treated with one of these
medicinal agents in an off-label manner [1]. Practical problems occur on an everyday basis due to using analgesics
and NSAIDs in an off-label manner. An example is when rectal doses of less than 12,5 mg of diclofenac need to be
administered to a child of younger age; suppositories need to be cut into half. It is not known whether the drug is
evenly dispersed throughout the suppository; therefore, the administered dose may not be correct. It is not easy
to cut suppositories accurately into fractions. On the other hand, when administering oral doses of diclofenac,
dispersible tablets are widespread used in pediatric patients; however, they are only available in a 50 mg dosage
designed for adults. This can force nursing staff to dissolve a tablet in, for example, 10 ml of water, and then take
a fraction of the resulting solution in order to administer a nonsignificant dose of it to a child. Thus, this may lead
to issues on inaccuracy and also cause medication errors [2] Evidence base is necessary to approve the use of
ibuprofen as an alternative analgesic/antipyretic agent instead of paracetamol in neonates. Such trials were not
held by the manufacturer and the drugs are being used off-label with almost no information on doses or safety in
younger children age group. This information is extremely needed to prevent newborns being deprived of a
potentially beneficial therapy and to avoid the using of an untested drug in this vulnerable patient group.

Conclusions. Pain management and the reduction of inflammation are required for an enormous proportion
of hospitalized children with a small amount of prescription analgesics and NSAIDs accounting for the vast
majority of analgesic therapy. The high rates of the off-label analgesic use in this population outline a critical
necessity to ensure the availability of safe and effective analgesics and NSAIDs for children and for data to be
generated to enhance pediatric labeling information for existing pharmacotherapies. The phenomenon of the off-
label NSAIDs use in children is necessary and not regulated at same time due to the lack of clinical trials in children,
held while developing new anti-inflammatory drugs and post marketing studies of the existing medicinal agents.
At the meantime while pain and inflammation symptoms need to be decreased it should not worsen the quality of
life of pediatric cohort of patients both in inpatient and outpatient settings.
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