Case statistics on the quality of clinical trial applications

The Danish Medicines Agency reviews clinical trial applications. A sizeable share of the applications are
invalid when we receive them in the Danish Medicines Agency. The chart shows how many of the applications
are valid when we receive them.

When we receive an application, we validate the application to make sure it contains the required information.
If we have no remarks to the application, we consider it valid. Our validation is to ensure that we do not have
to interrupt the assessment because of missing information.

It appears from the Danish Medicines Agency’s guideline which components must be included in the
application. If the application is invalid, we will not commence our review.

The bar chart shows the distribution between valid and invalid applications at the time of notification to the
Danish Medicines Agency

Clinical trials notified in 2017
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