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Form 17.013A:  Clinical Alert template for genetically modified Advanced Therapy IMP


Please edit the following text and paste into TrakCare Clinical Alert once first dose of GM ATIMP is administered to a patient:

This patient is a participant in [insert study short title], local R&D reference [insert R&D reference number]. He/she received a [single] dose of gene modified [insert GMO IMP details] on [insert date of administration].  The GMO is likely to be shed in body fluids for the subsequent [insert anticipated shed period]. The GMO is [include biohazard risk information/specific containment or decontamination instruction such as:  laboratory and clinical site staff should following Universal/Standard precautions as normally practiced in clinical hospital settings for the containment of potentially biohazardous materials].  Any spills should be decontaminated following [insert e.g. standard procedures/specific instruction].  Any accidental exposure (e.g. needle stick injury, splash mucosal contamination) should be managed with standard procedures and reported on DATIX and, in addition, reported to the NHS GGC Principal Investigator [insert name and contact details].
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