


3) For near patient testing

WHY YOU SHOULD ADD THIS SYMBOL TO YOUR PRODUCT LABEL

This symbol indicates that the device is only to be used in a near patient setting by a health professional. 
Typically, such tests are used in ambulances, emergency units, patient homes, or workplaces etc. A ‘near 
patient test’ is not to be used by the patient themselves. For example, urine tests – rapid screening for 
drugs - fall into this category. 

4) Not for near patient testing

WHY YOU SHOULD ADD THIS SYMBOL TO YOUR PRODUCT LABEL

This symbol indicates that the device (applies to rapid tests only) is not intended for near-patient testing.  
A rapid test with this symbol on its label should only be used by a trained laboratory professional in a 
laboratory.  This symbol should be put on rapid tests that are intended for exclusive use in a laboratory 
environment. Examples: Handheld drug rapid test, Rapid test for measuring blood coagulation and 
other rapid tests for use in the laboratory only.

Should the manufacturer wish to include additional indication (for instance in forms of multiple symbols) to 
reinforce a particular intended user/environment they will base such decision on their risk management.

For more information, visit www.medtecheurope.org


