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SAFETY OF DISCONTINUATION OF PREGABALIN AFTER LONG-TERM TREATMENT IN
SUBJECTS WITH GENERALISED ANXIETY DISORDER (GAD)
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Introduction: Pregabalin is indicated for the treatment of generalised anxiety disorder (GAD) in adults in Europe. When
pregabalin is discontinued, a 1-week (minimum) taper is recommended to prevent potential discontinuation symptoms.
Aims/objectives: To evaluate whether a 1-week pregabalin taper, after 3 or 6 months of treatment, is associated with the
development of discontinuation symptoms (including rebound anxiety) in subjects with GAD.

Methods: Subjects were randomised to double-blind treatment with low- (150-300 mg/d) or high-dose pregabalin (450-600
mg/d) or lorazepam (3-4 mg/d) for 3 months. After 3 months ~25% of subjects in each group (per the original randomisation)
underwent a double-blind, 1-week taper, with substitution of placebo. The remaining subjects continued on active treatment for
another 3 months and underwent the 1-week taper at 6 months.

Results: Discontinuation after 3 months was associated with low mean changes in Physician Withdrawal Checklist (PWC)
scores (range: +1.4 to +2.3) and Hamilton Anxiety Rating Scale (HAM A) scores (range: +0.9 to +2.3) for each pregabalin
dose and lorazepam. Discontinuation after 6 months was associated with low mean changes in PWC scores (range: -1.0 to
+3.0) and HAM A scores (range: -0.8 to +3.0) for all active drugs and placebo. Incidence of rebound anxiety during pregabalin
taper was low and did not appear related to treatment dose or duration.

Conclusions: A 1-week taper following 3 or 6 months of pregabalin treatment was not associated with clinically meaningful
discontinuation symptoms as evaluated by changes in the PWC and HAM A rating scales.
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