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Applications which are classed as raising ethical issues, based on the Section A checklist, require an 
Enhanced submission which will be validated, and quality checked by the Secretary before they are 
presented to the Sub-Committee or its Sub-Groups.  Applications which are not of the required 
standard will be returned to the applicant for resubmission. 

The Sub-Committee will consider validated submissions at the next available meeting or by online 
review.   
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13. ADVERSE EVENTS 

Adverse Events arising during studies must be reported to the Secretary of the Sub-


