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PLAIN LANGUAGE SUMMARY: PRAMIPEXOLE IN ADDITION TO MOOD STABILISERS FOR TREATMENT-RESISTANT BIPOLAR

Plain language summary

atients with bipolar disorder have symptoms (depression or elevated mood) around 50% of the time and mostly

these are depressive. There are few recommended treatments for bipolar depression, they do not always work, and
often come with side effects like weight gain and drowsiness. There is a suggestion that pramipexole (currently used to
treat Parkinson’s disease) may help treat bipolar depression. The PAX-BD trial aimed to test this, as well as seeing if it is
safe and cost-effective over 48 weeks.

Those eligible for the trial were randomly allocated to receive either pramipexole or placebo. Neither the treating team
nor the participants knew which treatment they were receiving.

Unfortunately, only 39 participants entered the trial due to the trial being closed early. While pramipexole did lead

to a greater reduction in depressive symptoms compared to placebo at 12 weeks, the difference was not statistically
significant, possibly due to there being too few participants in the trial. However, there were some statistically
significant beneficial effects of pramipexole on mood, everyday functioning and quality of life later in the trial. On the
downside, pramipexole appeared to increase the risk that participants experienced symptoms of elevated mood. There
was evidence that pramipexole may be a cost-effective treatment. However, because of the trial being small in size, the
results are not definitive and we cannot conclude that pramipexole should routinely be used for people with bipolar
depression. Further research is required to give a clearer answer.

A patient and public involvement group worked on the trial and provided valuable input into its design and conduct, and
we learnt more about how such input can be improved in future trials. We also learnt more about what can help and
hinder people taking in part in studies like PAX-BD.
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