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Part I: Scope of the summary report 

 

Product scope 

Several changes in Quality systems occurred in the past years, […]. The purpose of this summary report is to 
provide an overview on the successful project execution and objective evidence that the minimum 
requirements for Design Control of current QMS were fulfilled during this development. 

The key elements for Design Control, as described in current procedures, are listed in the following sections 
where correspondence to available documentation from the development phase is provided. 

 

 

Part II: Design & Development Planning 

 

 

Part III: Design Input  

 

 

 

Part IV: Design output 

 
 

 

 

Part V: Design reviews 
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Part VI: Design verification  

 

 

Part VII: Design validation 

 

 

 

Part VIII: Design transfer 

 

 

 

Part IX: Design changes 
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