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TGN1412 clinical trial
— The truth is still shrouded in mystery —

Takeo Saio
Fuji Toranomon Health Promotion Center

Abstract

BackgroundlIn March 2006, an investigational new drug, code-named TGN1412 provoked a disastrous adverse
event to all six men to whom it was administered in the first-in-man trial performed in England.

Objectivel To evaluate this event from the point of view of clinical or emergency medicine.

Design and Method0O narrative, non-systematic review of literature particularly the ones issued from the
regulatory agency and stakeholders as primary documents.

ResultlAvailable information on the distributive shock induced by certain exogenous agents is not only limited
and scarce, but also inconsistent at its early timeline. The early stage treatment given to the victims of the
adverse event by the investigator is considered inadequate and time-consuming. No animal experiments to
reproduce the event, or precise investigation of residuals in the syringes used for injection are planned at this
moment.

ConclusiorilWe cannot argue any pathophysiology or mechanism of this event without a thorough investigation
of information on the treatment at the early stage of the event. Animal experiments with TGN1412 must be
performed once more to clarify whether animal experiments can predict this event. Direct investigation of the
residuals in the syringes might reveal some hidden information. More direct and content-rich evidence must be
disclosed to the public for the sake of scientific discussion about this unfortunate event.
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Table 3 Events occurring after infusion of TGN1412
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