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ABSTRACT:
Evaluation of neuropsychiatric medicines off-label
use applications

Objective: The term “Off-label use of medications (OLU)" covers
the use of licensed medicines for non-listed indications and/or
doses as well as the use of unlicensed medicinal products, which
are imported for individual use. OLU is under the control of MOH
Turkish Medicines and Medical Devices Agency (TMMDA-formerly
titled as MoH Directorate of Medicines and Pharmacy). In this study,
we aimed to investigate OLU applications of neuropsychiatric
medicines in Turkey during 2011.

Method: Among OLU applications from all provinces of Turkey
that has been made to TMMDA in 2011, electronically recorded
ones were evaluated retrospectively. Of those relevant to
neuropsychiatric medicines, OLU applications were analyzed.
In a total of 358 records, patients’ demographic characteristics,
information related to prescribed medicines, institutions and
physicians that made application were evaluated.

Results: Neuropsychiatric medicines-OLU applications were
8.1% of all OLU applications, 97.2% of them were made by
neurologists, 2.8% by psychiatrists and 98.3% of them resulted
as ‘approval’ Mean age of patients was 40, 61.2% of them were
women. Neuropsychiatric medicines-OLU applications were most
frequently from university hospitals (77.1%) and were made by
professors (48.3%); most of them were made in May and June
(16.8% and 15.4%) and multiple sclerosis (MS), (54.8%) was the
most common diagnosis. Most common OLU medicine was
dalfampridine (44.1%), pharmaceutical form was tablet (61.0%)
and route of administration was oral (80.3%).

Conclusion: It is noteworthy that psychiatry applications were
considerably less than that of neurology. This may be interpreted
as an indicator of the ongoing search for new treatments for
many neurological diseases, particularly MS. The findings such as
the seasonal clustering of applications and gender can be highly
related to the nature of common diagnosis found in the study.
Such studies regarding OLU could provide insights and raise the
awareness of health care providers.
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OZET:
Noropsikiyatrik ilaglarin endikasyon disi kullanimi
basvurularinin degerlendirilmesi

Amag: Endikasyon disi ilag kullanimi (EDIK), ruhsatli ilaglarin onayli
endikasyonlar ve standart dozlarin disinda kullanimi ve tilkemizde
ruhsatl olmamasina karsin bireysel olarak ithal edilen ilaglarin
kullanimidir. EDIK, T.C. S.B. Tiirkiye ilac ve Tibbi Cihaz Kurumu
(T.IT.CK) tarafindan kontrol edilmektedir. Arastirmamizda,
Turkiye'de 2011 yilinda néro-psikiyatrik ilaglara iliskin olarak yapil-
mis EDIK basvurulan incelenmistir.

Yéntem: 2011 yilinda Tirkiye'nin tim illerinden T.IT.CK'a
(s6z konusu tarihteki Gnvaniyla T.C. S.B. ilag ve Eczacilik Genel
Mudurliigi) yapilmis EDIK basvurular arasindan elektronik ortam-
da kayith basvurular retrospektif olarak degerlendirildi. Bu basvu-
rular arasinda néro-psikiyatrik ilaglarin EDIK basvurular incelendi.
Toplam 358 EDIK basvurusundan, hastalarin demografik 6zellikle-
ri, talep konusu ilaglar ve basvuru yapan hekim ve hastaneye ait
bilgiler degerlendirildi.

Bulgular: Néro-psikiyatrik ilaclarin EDIK basvurularinin tim bas-
vurularin %8.1'ini olusturdugu, bunlarin %97.2'sinin noérolog-
lar, %2.8'inin psikiyatristler tarafindan yapildigi ve %98.3'linlin
‘kabul’ ile sonuclandigi saptandi. Hastalarin yas ortalamasinin
40, %61.2'sinin kadin oldugu saptandi. Noro-psikiyatrik ilaclarin
EDIK basvurularinin en sik tniversite hastanelerinden (%77.1) ve
profesorlerden (%48.3) geldigi; en cok Mayis ve Haziran aylarinda
(%16.8 ve %15.4) basvuru yapildigi; multipl sklerozun (MS-%54.8)
en sik karsilagilan tani oldugu saptandi. En sik EDIK basvurusu
yapilmis ilacin dalfampridin (%44.1), farmasétik seklin tablet
(%61.0) ve uygulama yolunun da oral yol (%80.3) oldugu saptandi.
Sonug: Psikiyatri bagvurularinin néroloji bagvurularina gore olduk-
¢a az olmasi dikkati cekmektedir. Bu durum MS basta olmak lizere
pek ¢ok norolojik hastaligin tedavisinde devam eden arayisin
bir gostergesi olarak yorumlanabilir. Basvurularin yogunlastigi
mevsimler ve cinsiyet gibi kistaslar, arastirmada sik karsilasilan
tanilarin dogasiyla biyik élciide iliskilendirilebilir. EDIK ile ilgili
bu nevi incelemeler, saglik hizmeti saglayicilarina yeni ipuglari ve
farkindalik imkani saglayabilir.
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