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Scope of EU Quality Management System Certificate 
Companion to EU Quality Management System Certificate (IVDR 2017/746, Annex IX, Chapters I and III) 

Certificate Reference:  IVDR 752178 R000 
Single Registration Number (SRN):  US-MF-000011736 
Notified Body:  BSI Group The Netherlands B.V. 

Purpose  
This letter is provided to clarify the specific products covered under the scope of the above-referenced EU 
Quality Management System Certificate, as the certificate does not explicitly list individual catalog numbers or 
product names. 

Scope  
The certified device classification includes: 

• Class C Devices  
• W0106 – Genetic Testing / IVP 3011  
• In vitro diagnostic devices requiring knowledge of molecular biology techniques, including nucleic acid 

amplification methods and next-generation sequencing (NGS) 

Covered Product(s) 
The following product(s) are included within the scope of the certified quality management system: 
 

Catalog No. Product Name Manufacturer 

K4120431 LeukoStrat® CDx FLT3 Mutation Assay Invivoscribe, Inc 
10222 Barnes Canyon Road, Building 1,  
San Diego, CA USA 92121 91010101 IdentiClone® Dx IGH Assay 

 
 

Statement of Applicability 
The above-listed product is designed, manufactured, and controlled under the certified Quality Management 
System assessed and approved by BSI Group The Netherlands B.V. in accordance with Regulation (EU) 
2017/746 (IVDR), Annex IX, Chapters I and III. 

This Letter should be read in conjunction with the EU Quality Management System Certificate referenced 
above. 
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