HOW TO SUPPORT THE QUALITY USE OF OFF LABEL MEDCINES IN PAEDIATRIC PATIENTS
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As acknowledge, marketing authorization of medicinal products for human use fundamentally is granted by competent regulatory authority in the form of official approval. The Summary of Product Characteristics (SmPC) of medicine is legal document approved as part of the medicine marketing authorisation. However, “off-label” use of medicine, by wider definition, refers to use which is outside the information in SmPC while, unlicensed medicines refers to medicine that has not been evaluated nor approved by regulatory authority. In fact, “off-label” use of licensed medicines is not illegal if their prescription and use are strictly regulated and evaluated for appropriateness. Moreover, the outcomes should not be underestimated particularly when all other options of licensed medicines are unavailable, exhausted, not tolerated or unsuitable and in some instances they may be the only choice for vulnerable population such as pediatric patients. This population is unique by nature and it is very often recognized as “therapeutic orphan”. A reason for this is very complex. Thus, on the global level, the considerable evidences of “off label” prescribing and use of medicines in different paediatric patient care levels strongly confirm the experiences gained from prescribing practices and practical implementation of this particularly vulnerable to misunderstanding domain.  Since, many clinical and ethical concerns and challenges are related and will arise about the extent, possible effects and consequences of such prescribing and use of medicines, some guidance’s of responsibilities of prescribers, clinicians, and pharmacists with regard to this kind of use of medicines in every level of pediatric health care has to be developed but others have to follow in the near future, with the aim to support their quality and safe use. Recognizing this issue as an issue of grave concern which is not simply to define and regulate a set of guidance, recommendations,  best practices and other aspect being addressed to this topic that represent the state of update knowledge relevant in this domain are presented. 
