
type=letter in-section=letters id=gotzschep0907 in-journal=bmj elocation-id=d4203 doi=10.1136/bmj.d4203

Drug regulation data

UK drug regulator destroys all evidence after 15 years
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Jørgensen and I recently gained access to clinical study reports and trial protocols of placebo controlled trials at the European Medicines Agency (EMA). GOTOBUTTON endnote1 (1)  Some drugs, however, have not been approved centrally, and in such cases the EMA advises contacting the relevant national drug agencies.
For the antidepressant drug fluoxetine, the United Kingdom acts as Reference Member State according to the Mutual Recognition Procedure in the European Union. The UK Medicines and Healthcare Products Regulatory Agency (MHRA) has, however, informed us that it no longer holds the requested reports:

Under MHRA record management policy, all application files and data for licences are held for 15 years. After this period, files are destroyed unless there is a legal, regulatory, or business need to keep them, or unless they are considered to be of lasting historic interest.
Legal or historic interest? How ironic. Court cases have shown serious scientific misconduct in placebo controlled industry sponsored trials of antidepressant drugs including fluoxetine—for example, recoding suicidal events as “emotional lability,” “hospital admission,” “lack of effect,” or “drop-out” while patients were taking the drugs and adding suicides to the placebo group that had not occurred while the patients were taking placebo. GOTOBUTTON endnote2 (2)   GOTOBUTTON endnote3 (3) 
Despite these manipulations, selective serotonin reuptake inhibitors as a drug class increase the risk of suicide in children and adolescents. GOTOBUTTON endnote2 (2)   GOTOBUTTON endnote3 (3)  But the action of the MHRA may mean that it is impossible for independent researchers to correct the seriously flawed publication record on fluoxetine, which, ironically, is the only drug approved for use in childhood depression.

I have asked the UK Department of Health and the EMA how we can obtain the data the MHRA has destroyed, and I suggest legislation be introduced to prevent the MHRA from destroying the evidence in future. Lack of space is no excuse because the documents can be scanned.
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