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The Case 

• Medical device study 

• SAE/SADE forms in the EDC tool 

• Evaluation form for Safety and Regulatory 

• Process supports BfArM form to be 

submitted in XML 

• Company Decision: BfArM form basis for 

internal review & communication 

• Limited use in single studies 

• Not an implemation of a safety data system 
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In the AE/SAE // ADE/SADE Form (1) 
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First group of items: no way to find a name  



In the AE/SAE // ADE/SADE Form (2) 
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Should be AESER 

Found: SAEID 

 

 

 
 

 

Term for screen summary table 

Not found:  

is the SAE expected/unexpected? 

Short narrative… 



In the AE/SAE // ADE/SADE Form (3) 
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Not found:  

required only for devices 

SDTM var names  

in device domains 

No CDASH names so far 

 

 
 



Items from Other Places in eCRF (1) 
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Center information section of the eCRF 

Rather SDTM 

variables –  

in eCRF:  

admin data  

section 



In the AE/SAE // ADE/SADE Form (1) 
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Admin part of the eCRF 

In no way, a  

system developer 

will give such  

names to  user  

name items in a  

eCRF system 



In the Sponsor Evaluation Form 
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Not found: Is the SAE 

expected/unexpected? 

 

Not found:  

BfArM specific 

 

 

 

 

 

 

                              

 

 

 

 

Short narrative… 
 

 

 

                              

 

 



Conclusion 
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• CDASH SAE addendum focusses on a drug 

safety database for SAE in clinical studies 

and from marketed drugs 

• No development so far for medical device 

SAEs (from registration studies) and 

Incidents(from marketed devices) 

[volunteers may start…. ] 

 

 


