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Design: Randomized clinical trial

Population/sample size/setting:

- 18 patients (16 men, 2 women, mean age 34) ttéatesequelae of TBI at a
university physical medicine department in Seoul

- Inclusion criteria were mild cognitive impairmenefined as a score of 20-29
on the MMSE-- ini Mental Status Examination) andihg at least 6 months
since the injury that caused TBI

- Exclusion criteria were severe motor weakness agdrpatric/psychological
problems

Main outcome measures:
- Randomized to 20 mg methylphenidate (MP, n=9) acgibo (P, n=9)
- MP was administered as a single dose of 20 mg twys dfter completing a
baseline assessment of cognitive function at tithe T
0 One cognitive task was for working memory and oas vor
visuospatial attention
o0 Both tasks were done at a computer and requiregdtieipant to
press the spacebar when specified conditions wete m
o For both tasks, both reaction time and accuracgwesorded as
measures of test performance
- Two hours after administration of MP or P, at tifi®s the participants again
performed the test tasks which they had completeddays earlier at T1
- Two days after T2, a follow-up assessment of timestasks was done at time
T3, following complete washout of the test drug
- The main outcome was the improvement ratio, caledlas the percent of
change of T2 from T1 and also from T3 to T1; theugrimprovement ratios
were compared with the nonparametric Mann-Whitneggt
- For the visuospatial attention task there wereigwificant differences
between the MP and P groups on either reactiondinaecuracy
- For the working memory reaction times, the MP grouproved 13.74%
between T1 and T2, compared with 8.71% for P;whs significant at the
p<.05 level
- For the follow-up measure of working memory reattiones, the
improvement ratio from T1 to T3 was 4% in the MBugy and 3.85% in the P
group; there was no difference between groups
- For working memory accuracy, the group differenesMeen MP and P was
not significant at the 0.05 level, but “approachsijhificance at the.07 level
in favor of the MP group

Authors’ conclusions:



Administration of methylphenidate leads to improwednitive function in
patients with TBI, and appears to have most effeacvorking memory

The study is limited by the small number of papésits, and functional status
was not investigated

Comments:

The study is, as the authors acknowledge, too gmallpport conclusions
about the effectiveness of methylphenidate in gttrgy of chronic TBI
The inclusion criterion of mild cognitive impairmeon the MMSE was
defined as a score from 20 to 29
0 The maximum score on the MMSE is 30; scores underé
generally considered consistent with dementia
0 The baseline scores are not reported; if MMSEl&ted to test
performance, it should have been reported and cardgeetween
groups
There appears to be very little practice effectliertests, as assessed by the
lack of improvement from T1 to T2 and T3 for thag#bo group; there is no
information about whether there is a practice efie@ group of healthy
individuals
The single dose of MP with a cognitive task two tsdater provides
insufficient information about the drug effect iaily practice

Assessment: Inadequate for evidence of the tredteffact of methylphenidate (too
small a sample size, single dose only with testanwpment only when the drug level is
expected to be at its peak, effect of MP appeabe tivansient)



