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Objectives : The aim of this study was to investigate the effect of the clinical and demographic variables such as body
weight, dosage, family history of attention-deficit hyperactivity disorder (ADHD), and psychiatric co-morbidity on the
side-effects of OROS-Methylphenidate (OROS-MPH), and to evaluate the relationship between drug response and side
effect severity.

Methods : A total of 144 children (ages 6—18) with diagnosed ADHD were treated with OROS-MPH. Children were
examined at baseline and after 1, 3, 6, 9, and 12 weeks of each treatment condition. The stimulant drug side effect rating
scale (SERS), pulse rate, systolic blood pressure, diastolic blood pressure, and electrocardiogram (ECG) were evaluated
to assess side effect profiles. Changes in these parameters from baseline were examined and analyzed.

Results : Anorexia (30.95%) and insomnia (13.10%) were the most commonly reported side effects during this study.
Insomnia and loss of appetite score increased at one week follow-up, but was sustained or decreased as treatment pro-
gressed. Small but significant increases in pulse rate and diastolic blood pressure were observed during treatment ; how-
ever, no clinically meaningful changes in ECG parameters were noted during the study. Low body weight, high dosage
of OROS-MPH, and family history of ADHD were associated with cardiovascular side effect. In contrast, there was no sig-
nificant relationship between OROS-MPH treatment response and the severity of side effect and no difference resulted
between the responder and non-responder groups with respect to OROS-MPH dosage in the 12 weeks of follow-up.

Conclusion : To the best of our knowledge, this study is the first Korean study to investigate comprehensive side
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effect profiles and their correlates in OROS-MPH treatment for ADHD children. OROS-MPH was well tolerated with
no clinically significant side effects during the treatment period. In conclusion, low body weight, high dosage of OROS-
MPH, and family history of ADHD could be used as predictive factors in increasing pulse rate and blood pressure.
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Table 1. Reported OROS-MPH side effects profiles after taking OROS-MPH

Side effect No. % Side effect No. %

Anorexia 104 30.95 Somnolence 6 1.79
Insomnia 44 13.10 Depression 5 1.49
Headache 30 8.93 Weight decrease 4 1.19
Abdominal pain 20 5.95 Hostility 3 0.89
Dizziness 15 4.46 Fatigue 2 0.60
Anxiety 12 3.57 Vomiting 1 0.30
Nervousness 2.68 Rash 1 0.30
Nausea 2.68 Others 64 19.05
Tics 7 2.08 Total 336 100
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Fig. 1. Variation of OROS-MPH side effects with the progress of treatment. * :

p<0.05 by repeated measures ANOVA
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Table 2. Relationship between clinical variables and OROS-MPH side effects
Insomnia Anorexia Pulse rate Systolic pressure Diastolic pressure
8 (95% CI 8 (95% CI) 8 (95% CI1) 8 (95% CI) B (95% CI)
Body weight
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12 weeks -0.023 (-0.069, 0.023) 0.006 (—0.042,0.053) —0.078 (—0.371, 0.214) —0.105 (—0.375,0.165) *—0.249 (—0.483, —0.015)
Dosage
1 week 0.039 (-0.086, 0.163) 0.069 (—0.059,0.197) * 0.701 (0.087, 10.314) —0.479 (—1.105,0.148) —0.236 (—0.777, 0.304)
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12 weeks 0.007 (-0.136, 0.149) 0.134 (—0.010,0279) —0.855 (—1.757, 0.047) 0269 (—0.563,1.100) 0442 (—0.280, 1.164)
* 1 p<.05 by multiple regression analysis
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Fig. 2. Effects of ADHD family history on cardiovascular parameters
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