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ABSTRACT:

Treatment compliance in children and adolescents
initiated on attention deficit/ hyperactivity disorder
(ADHD) medication in clinical practice (COMPLY)

Objective: The non-interventional study COMPLY explored
treatment compliance and adherence over 12 months in children
and adolescents newly initiated on ADHD medication in an
outpatient setting.

Method: Multicenter, prospective, 12 month non-interventional
study in children and adolescents with ADHD, newly initiated on
ADHD medication in Germany. Data were collected at baseline,
weeks 1, 2, 4, and months 3, 6, 9, 12. Compliance was assessed
by the newly devised Pediatric Compliance Self-Rating (PCSR)
Instrument, adherence by Medication Adherence Rating Scale
(MARS). Treatment effectiveness was evaluated by ADHD-Rating
Scale (ADHD-RS) and Clinical Global Impression (CGIl). Compliance
was defined as proportion of patients with PCSR score >=5 at all
visits documented.

Results: Overall, 504 patients, mean age 9.6 yrs (range 6-17),
72.6% male, were enrolled. ATX was prescribed in 50.0% and
stimulants in 49.0% of patients as monotherapy (1% both).
After 12 months, 123 patients (70.3% of those still on study)
still received ATX and 176 (91.2%) stimulants as monotherapy
(median time: ATX 11.6 months, stimulants 12.0 months). Overall
compliance rates were high in both groups (PCSR>=5: ATX 67.5%,
stimulants 74.2%). Compliance decreased slowly from Week 1
to Month 12. These exploratory MMRM analyses revealed no
statistically significant differences overall between medication-
groups. No relevant predictors of compliance were identified.
Medication adherence (MARS adherence scores) declined from
baseline to endpoint, irrespective of rater. ADHD-RS total scores
decreased from baseline to 12 months

Conclusions: Approximately two-thirds of patients were
compliant with treatment over this one-year non-interventional
study. Compliance and medication adherence declined slightly
throughout the study. No relevant predictors of compliance were
identified. ADHD-RS and CGl-scores (treatment effectiveness)
decreased in both treatment groups. No new or unexpected safety
signal was evaluted.
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OZET:

Klinik uygulamada dikkat eksikligi ve hiperaktivite
bozuklugu (DEHB) medikal tedavisi baslanan ¢cocuk
ve ergenlerde tedavi uyumu

Amag: COMPLY calismasinda DEHB tedavisi icin onayl herhangi
bir medikal tedaviye baslamis ¢ocuklar ve ergenlerde tedavi
uyumu ve bagliligi arastiriimistir.

Yéntem: Bu ¢alisma; yeni tedavi baglanan DEHB'li cocuk ve ergen-
lerin dahil edildigi Almanya'da yapilmis, cok merkezli, prospektif,
12 aylik, midahalesiz, acik etiketli, g6zlemsel bir calismadir. Veriler
baslangig; 1., 2., 4. haftalardan sonra; 3., 6., 9., ve 12. aylardan sonra
toplanmistir. Tedavi uyumu “Pediyatrik Tedavi Uyumu Kendini
Degerlendirme Olcedi” (PCSR) ile tedaviye devam ise “Medikal
Tedaviye Baglilik Derecelendirme Olcegi” (MARS) ile degerlendi-
rilmistir. Tedavi etkinligi DEHB-DO ve KGl ile degerlendirilmistir.
Genel tedavi uyumu, dokiimante edilmis tim vizitlerde, PCSR
skorunun >=5 olmasi olarak belirlenmistir.

Bulgular: Ortalama yasi 9.6 olan, %72.6'si erkek 504 hasta calisma-
ya dahil edilmistir. Hastalarin %50'sine atomoksetin (ATX), %49'na
stimllan monoterapisi ve %1,0'ne her ikisi de recetelenmistir.
12. ay sonunda ATX alan hastalarin 123’0 (%70,3) ve stimdilan
alan hastalarin 176's1 (%91,2) baslangic monoterapisine devam
etmistir. Ortalama tedavide kalis sureleri: ATX 11,6 ay, stimilanlar
12 aydir. Her 2 tedavi grubunda da tedavi uyum oranlari ytiksekti.
(PCSR skoru >=5: ATX %67,5; stimiilan %74,2). Tedavi uyumu 1.
haftadan 12. aya dogru yavas bir sekilde diismustir. MMRM ana-
lizi sonucunda her iki medikal tedavi grubu arasinda anlamli bir
farkhhk bulunmamistir. Tedaviye devam puanlari (MARS Tedaviye
Bagllk Skorlan), derecelendirenden bagimsiz olarak baslangictan
sonlanim noktasina dogru azalmistir. DEHB-DO Toplam skoru bas-
langigtan 12. aya iyilesmistir.

Sonug: Bu bir yil siireli miidahalesiz calismada hastalarin yaklasik
Ucte ikisi medikal tedaviye uyum gostermistir. Calismanin sire-
since uyum ve medikal tedavi bagimhhgi hafifce azalmistir. Tedavi
uyumu ile iliskili bir belirleyici tanimlanamamistir. DEHB-DO ve KGlI
skorlari her iki tedavi grubunda da iyilesmistir. Beklenmeyen veya
yeni bir yan etki gézlenmemistir.
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