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The buyers group 
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Overall objectives: 
 
A patient and clinical need-driven approach 

 
 Increasing the benefit for patients from NGS by combining cancer gene 

testing with pharmacogenetics 
 

 Application scenario: common and rare cancers; relevance for other 
diseases 
 

  Positive health-economic effect 
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 To enable best therapeutic option for a specific patient  
      including targeted therapies and supporting medications 
 To take advantage of established reibursement systems  
     for primary diagnosis 

Targeted  

therapies 

Classical  

chemo 

therapies 

Supportive 

Medications: 

Antiemetic drugs 

Antidepressants 

Anti-hyperuricemia 

etc. 

 

A holistic patient-centered pharmacogenomics approach 
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Overall objectives: 
 
 
  Bringing NGS closer to bedside by providing integrated 

information from NGS and e-medication in proper presentation to 
medical doctors for supporting therapy decision making at bedside 
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Presenting NGS results to clinicians and patients: 
 
 
  

• E-medication provides decision support for drug selection 
considering drug interactions 

• E-medication is already integrated in EMR 

• Integration of reports from cancer gene testing, 
pharmacogenomics testing and e-medication provides key support 
for therapy decision making at bedside 
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Overall objectives: 
 
Achieving regulatory compliance 
 
 Integrated and standardized workflow from patient (sample) to patient 

(therapy decision) for improved performance and compliance with 
regulatory requirements 
 

 Modularity of the workflow to address needs of rare diseases and to 
enable use of „lab-developed tests“ 
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• Scientific validity 
• Analytical performance 
• Clinical performance 
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from Nagahashi et al., 2018 
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5. With the exception of the relevant general safety and performance requirements set out in Annex I, 

the requirements of this Regulation shall not apply to devices manufactured and used only within 

health institutions established in the Union, provided that all of the following conditions are met:  

(a) the devices are not transferred to another legal entity;  

(b) manufacture and use of the devices occur under appropriate quality management systems;  

(c) the laboratory of the health institution is compliant with standard EN ISO 15189 or where applicable 

national provisions, including national provisions regarding accreditation;  

(d) the health institution justifies in its documentation that the target patient group's specific needs 

cannot be met, or cannot be met at the appropriate level of performance by an equivalent 

device available on the market;  

(e) the health institution provides information upon request on the use of such devices to its competent 

authority, which shall include a justification of their manufacturing, modification and use; 
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Benefits of the standardized and integrated workflow 
 
 Requirement for ISO Standards and IVDR 

 
 Integrates solutions of different vendors (large companies and SMEs) 

 
 Reduces work load for lab-developed tests 
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Meeting ethical, legal and societal issues 
 
 
 
Ethical and legal requirements  

 for the project (WP8) 

 for use of the workflow in health care after the project (WP6) 

 

Societal issues 

 Active involvement of patient advocacy groups 

 Interaction with key medical societies, regulators and payers 

 Dissemination to the public 

 Education and training 
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PCP process and selection of suppliers 
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Challenges and risks 
 
 Attracting leading solution providers (companies) 
 Proper specification of workflow components 
 Realistic expectations 
 
 Opportunities 
 
 Very important initiative to advance precision medicine and to improve 

disease outcomes of patients with cancer 
 Synergies with other initiatives and projects 
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Looking forward to collaboration 
and 

thank you for your attention! 


