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The authors reply:
In their letter, Acharya et al. have raised 2 im-

portant issues regarding our paper[1] which we
would like to address. These relate to the inclusion
of references to previous published reports of the
safety of lamotrigine in children.

Our publication was not intended as a review of
the literature but rather a presentation of the overall
Glaxo Wellcome clinical trial experience with
lamotrigine in children and a comparison of this
experience with the previously published experi-
ence in adult patients.[2] As such the report included
all of the data presented in the paper by Besag et
al.[3] (n = 285) with the addition of considerably
more experience gained since that paper was pub-
lished (n = 1096). We certainly agree that it would
have been appropriate to cite the Besag paper as an
historically important document that provided the
first presentation of the Glaxo Wellcome paediatric
clinical trial experience. However, we decided it
was appropriate to present a single and more up-
dated paediatric lamotrigine database.

With respect to the reference to Drug Safety Re-
search Unit (DSRU) reports,[4,5] these are indeed
very important publications. However, we did not
intend this report to be a literature review but rather
a complete disclosure of the Glaxo Wellcome clin-
ical trial experience with lamotrigine. Other publi-
cations regarding lamotrigine have provided a re-
view of rash data from multiple sources including
the important work of the DSRU.[6]

Our purpose in limiting our discussion to the
clinical trial data was to represent the very detailed

and systematic collection of safety data that occurs
in centrally co-ordinated clinical trials and the op-
portunity this provides to present, with reasonably
large numbers of cases, incidence estimates for ad-
verse events. While a literature review would have
added to the presentation and certainly would have
included references to the DSRU data as well as
other sources, this was not the intended purpose of
the publication.

John A. Messenheimer
Marcus E. Risner

Glaxo Wellcome Research Institute
Triangle Park

North Carolina
USA

Luigi Giorgi
Glaxo Wellcome Research and Development

Greenford
Middlesex

England

References
1. Messenheimer JA, Giorgi L, Risner ME. The tolerability of

lamotrigine in children. Drug Saf 2000; 22(4): 303-12
2. Messenheimer JA, Mullens EL, Giorgi L et al. Safety review of

adult clinical trial experience with lamotrigine. Drug Saf
1998; 18: 281-96

3. Besag FMC, Wallace SJ, Dulac O, et al. Lamotrigine for the treat-
ment of epilepsy in childhood. J Paediatr 1995; 127: 991-7

4. Wilton LV, Pearce GL, Mann RD. The use of newly marketed
drugs in children and adolescents prescribed in general prac-
tice. Pharmacoepidemiol Drug Saf 1999; 8: S37-S45

5. Mackay FJ, Wilton LV, Pearce GL, et al. Safety of long-term
lamotrigine in epilepsy. Epilepsia 1997; 38(8): 881-86

6. Messenheimer, JA. Rash in adult and pediatric patients treated
with lamotrigine. Can J Neurol Sci 1998; 25 Suppl 4: S14-8


