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Introductions. Thanks to the consolidation of all available data in the world, it 

has become possible to find out the answers to the most insistent questions about the 

safety and effectiveness of medicines. Recent years have been characterized by the 

emergence of information on new important risks, which are inherent to widely 

known drugs, more specifically: ACE inhibitors, hydrochlorothiazide, ulipristal, 

fluoroquinolones, clarithromycin, valproates, etc. In addition to the fact that new 

information has been revealed about the specific problems of certain medicinal 

agents, pharmacovigilance has identified risk factors that contribute to these problems 

and developed measures to minimize them [8]. 

Children and adolescents are specifically vulnerable to adverse drug reactions 

(ADRs). ADRs are more common and can be more severe in pediatric patients than 

in adult patients [1]. Well-grounded data on ADRs in children and adolescents are 

very restricted [4], especially due to the often off-label use. A review on drug 

prescription by physicians in pediatric medical treatment showed that as many as 

65 % of prescriptions in the hospital setting and 31 % of prescriptions in the primary 

health care setting were off-label. These represent a risk in the treatment of younger 

patients. Therefore, spontaneous reports on ADRs are an essential source of 

information to better characterize the risks of drugs and occurrence of side effects in 
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children [5]. However, the problem of ADRs under-reporting is quite spread [3]. For 

instance, in Germany, the reporting rate in children is only half as high as in adults 

[6]. This inconsistency could be potentially caused by the fear of probable legal 

consequences in the case of ADRs owing to medical malpractice or off-label use 

[5, 6]. Studies have shown a great influence of ADRs on the life quality of children / 

adolescents and their families [8] and on therapy problems due to ADRs [4]. 

Nevertheless, not so much is known about the extent to which doctors include ADRs 

in their decisions concerning treatment or in the communication to patients and their 

parents. 

Our study was aimed to investigate the physicians’ perception on ADRs 

reporting in the children and adolescents’ treatment and stresses on side effects of 

drugs among pediatric patients. 

Materials and methods. There were used common science theoretical 

methods (system analysis, generalization and systems approach); bibliographic 

method (elaboration of scientific related literature on topic) and sociological method 

(online questionnaire survey). 

Results and discussion. 69 among 127 doctor taking part in survey said that 

ADRs play a slight role in their patient care, and 4 (3 %) stated that they play no role 

at all. In contrast, for 47 (37 %) of the respondents, drugs side effects play a moderate 

role in their patients’ treatment, and for 7 (6 %) a significant role. 

29 (23 %) of all 127 participants declared that they were unable to evaluate 

how many of their pediatric patients experienced ADRs during treatment with 

medicinal agents. The other physicians estimated that 7.5 % of their pediatric patients 

were influenced by drugs side effects. Of the 127 physicians, 42 (33 %) felt unable to 

determine how many patients had a need of an ambulatory treatment because of 

ADRs. The participants left stated that 2 % of their pediatric patients had to have 

ambulatory treatment due to occurred side effects. Regarding the frequency of 

hospitalization or a prolonged hospital stay due to ADRs, 49 (39 %) of the 127 

physicians could not roughly calculate how many of their pediatric patients were 

affected. 11 (9 %) among all 127 respondents claimed that none of their pediatric 
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patients had to be hospitalized or stay in a hospital for a longer time due to ADRs. 

The remaining physicians evaluated that 1 % of children and adolescents were 

affected by (prolonged) hospitalization. These doctors’ professional experience did 

not differ from those who asserted that none of children and adolescents had to be 

hospitalized or experienced a prolonged hospital stay [7]. 

Concerning crucial causes of drugs side effects with several answers possible, 

82 (65 %) of the 127 participants chose “active ingredient profile”, 44 (35 %) 

“disposition (genetic/underlying disease”, 40 (31 %) “dosage mistakes”, 40 (31 %) 

“increase of dosage”, 33 (26 %) “active ingredients interactions”, and 25 (20 %) 

“non-compliance of the patient/parents”. Doctors working in neuro-/social pediatrics 

mentioned “increase of dosage” and “active ingredients interactions” more often than 

other physicians taking part in the questionnaire. Single mentions on other reasons 

connected to parents’ concerns triggered by the information about probable drugs 

side effects and a general ambivalence of the parents about drug administration to 

their children, allergies, drugs use for the treatment of wrong diseases (e.g., 

exanthema due to amoxicillin in case of infectious mononucleosis), or exogenous 

factors. Of all 127 participants, 8 (6 %) felt unable to estimate the most important 

causes for side effects of drugs. 

The supreme priority was given to “checking on correct drug use”, 

“discontinuation of drug therapy”, “active ingredient change”, and “ADR 

symptomatic treatment”. Of all respondents, 16 (13 %) of 127 participating 

physicians were unable to prioritize their answers. Some doctors added further 

statements on measures to take in case of dug side effects occurrence: 3 (2 %) 

connected to communications with the parents, e.g., “Discussion of the next steps 

with patients and parents, explain with patience, participatory decision-making.”; 1 

(1 %) participant mentioned the “use of supportive medication e.g. to protect the 

intestinal flora when antibiotics are administered”; and 2 (2 %) respondents said they 

cannot give a statement on frequent measures taken in case of an ADR [6]. 

Conclusions. Doctors’ perception on ADRs were ambivalent. On the one hand, 

drugs side effects influenced their parents consultations and drug therapy choice, on 
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another one, they had problems to evaluate the impact of ADRs on their child and 

adolescent patients. Physicians report ADRs rather seldomly to the authorities, 

resulting in a potential gap in patient safety. 

To adjust general safety of pediatric patient, doctors’ vigilance should be 

enhanced. Pharmacovigilance measures should be better delated to physicians, and 

the reporting processes should be more simple to fit better in the physicians’ medical 

care. 
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