REDUCING PAEDIATRIC OFF-LABEL-USE BY IMPOVING DRUG INFORMATION
— COMPARISM OF MEDICINES APPROVED FOR USE IN CHILDREN
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Reducing paediatric Off-Label-Use

Table 1: Target-performance comparison Approvals of children’s medicines since 2001 and presence in database
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We compared results obtained in search of the five criteria
(table 1) in both the database and ‘Rote Liste’ (red list, drug
information for Germany) for licensed use in children. An
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Orphan drug status * presence in database crosstabulation

Database for approved children’s medicines — Orphan Drugs

Absent in database: approved active agents (orphan drugs) for use in children (status 08.12.2006)

Quantity Atovaquon + Proguanil, Bosentan, Busulfan, Calcium folinate, Carglumic acid, Cefepime, Cholera-Vaccine,
presence in database Clofarabine, Darbepoetin a, Deferasirox, Desloratadine, DT-Pertussis-Polio-vaccine, Emtricitabine,
not available | available total Enfurvirtide, Epinastine, Ertapenem, Etoricoxib, Fexofenadine, Fluticason propionate, Formoterol +
Orphan drug_non- orphan dru 53 20 83 Beclomethas_one, early_s_ummer IV_Ienmgoencephal|t|s-vaccme, Galsulfase, Hepatltls-A&B-vacqne, Hepatl_tls-A-
status han d Typhys-vaccm_e, Hepatltls-B-v_accme, }-_lPV-vaccme, Imatinib, Immunglobuline, I_mmunglobu!me G, Insulin
orphan drug 12 2 14 glargine, Insulin aspart, Insulin detemir, Inteferon y-1b, Interferon a-2b, Laronidase, Levetiracetam,
total 75 22 97 Levobupivacaine, Levocetirizine, Lopinavir + Ritonavir, Macrogol 3350 + NaCl + NaHCO; + KCl,

A total of 14 drugs out of 97 products, extracted from a list of

pharmaceuticals approved for use in children are granted the orphan drug

status by the European agency.

The database provides information on only two orphan drugs licensed for use
in children. 12 orphan drugs cannot be selected in the active agent search

window.

acid, Zanamivir

Abacavir + Lamivudin, Adrenalin, a-Galactosidase, Anagrelid, Artemether + Lumefantrin, Atomoxetin,

meningococccal-vaccine, Methotrexat, Miltefosin, MMRV-vaccine, Mometason fuorat, Montelukast,
Nadifloxacin, Nitisinon, Nonafact, Octocog a, Olopatadin, Omalizumab, Orlistate, Oseltamivir, Oxycodone &
Naloxone, phospholipid fraction of cow lung, Pimecrolimuse, Piritramide, Pneumococal-vaccine, Pravastatin,
Protein C, Racecadotril, Rasburicase, Rotavirus-vaccine, nitric oxide, Sumatriptane, Telithromycin, Valproic

Conclusions
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The database conveys the impression, that proprietary medicinal products containing particular active
agents are not available for certain age groups. If health care professionals, when meeting a therapeutic
decision, only refer to the database as a source for information, incompleteness may cause off-label-
decisions. For the database to effectively reduce pediatric off-label-use, notices on the extent of
information, a narrative of sources of information, the scientific advisers, data on integrity, the updating
period and limits of the database are indispensable.




