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Synthetize the healthcare infrastructure for financially‐sustainable genomics

Lennerz et al., 2016 JMD





“A New Assay to Launch”…

• Purpose
• Laboratory Test Validation = Specifications for Analytical (Test) Validation

• Analytical accuracy
• Precision
• Analytical Sensitivity (limit of detection, LOD)
• Analytical Specificity (interferences)
• Reportable range
• Reference range

• Conclusion



What does that actually mean
• The term validation, although used widely by laboratories to mean 
‘establishing the performance characteristics’ for the test, may not 
appear in regulatory standards. 

• The term verification is termed as ‘test evaluation’

https://euformatics.com/validation‐for‐ngs‐based‐clinical‐tests/
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Identify key elements for integration of new diagnostic tools into routine clinical practice 

CID‐internal, unpublished

Spidermap/Mindmap
Designated meeting
Scrum/Agile
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NGS + CPT ≠ Reimbursement (“challenging”)
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Payor Rules by CPT-codes of 
Selected Molecular-Genetic Tests “Policy-tailored claim evidence reasoning”

Lennerz et al., J Mol Diagnostics, 2016



Lennerz et al., 2016 JMDQuorum Consulting, Inc. – San Francisco, CA



Update on expanded molecular testing (payor initiatives)
• BCBS Initiative (MGH/BWH/DFCI)
started in late 2015

• First co‐developed policy 7/2016
• August 2016 => added B/T‐cell NHL
• January 2017 => update 
GBM/Medulloblastoma

• October 2017 => Diagnostic code update
• March 2018 => DEX registration 
requirement removed

• April 2018 => Diagnostic code update
• August 2018 => LCD hematolymphoid 
• September 2018 => Diagnostic code 
update

• October 2018 => Diagnostic code update
• December 2018 => pediatric tumors
• ~April 2019 => see right



Out of Pocket Estimates



What’s next?
CENTER FOR INTEGRATED DIAGNOSTICS

JLennerz@partners.org


