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Personalized medicine ;a less ‘precise’ 
term

• Can be misinterpreted that the treatment is 
uniquely developed for that particular 
individual

• Sipuleucel



Montague or Capulet

• Juliet :

– “What’s in a name? That which we call a rose

– By any other name would smell as sweet.”

• Romeo and Juliet , William Shakespeare



Rationale

• Avoiding “one-size-fits-all”

• Encompasses new diagnostics

• Individually targets patient’s own 
genetic,biomarker,phenotypic and 
psychosocial characteristics

• Paving the way to a new ‘taxonomy’ of all 
human diseases



Technology

• As an example,one company product offers a 
targeted approach for the entire coding 
sequence of 315 cancer genes

• Luxury of using FFPE specimens







Limitations

• Specimen Quality

• Distinguishing driver and passenger mutations

• Tumor heterogeneity

• Incidental germ-line mutations

• Pretreatment of tumors with cytotoxic 
therapies leading to genomic instability



Interpretation

• Clinical sequencing typically turn up far more 
passenger mutations with unclear biologic and 
clinical significance

• Many of the clinically and biologically 
significant mutations are not ‘actionable” 



Low clinical utility

• Only one-half of patients enrolled in a trial at 
MDACC received genotype-relevant drug!

– Meric-Bernstamm et al 

• J Clin Oncol 2016

• Clinically validated mutations are present in < 
10% of patients





The original IMPaCT trial schema. 

Lorraine A. Chantrill et al. Clin Cancer Res 2015;21:2029-
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An overview of the number of cases successfully screened for eligibility for the IMPaCT trial. 

Lorraine A. Chantrill et al. Clin Cancer Res 2015;21:2029-
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The amended trial is a single-arm pilot study. 

Lorraine A. Chantrill et al. Clin Cancer Res 2015;21:2029-
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Basket trials

• Some mutations are predictive as ‘tissue 
agnostic’ e.g. anti-PD-1 for MMR phenotype 
and possibly TMB

• Some not,e.g. BRAF for colorectal cancer ; 
tumor microenvironment and epigenetics 
dictate the outcome

• ERBB2 amplification in colorectal,pancreatic
and NSCLC (MyPathway trial)











TAPUR Trial

• Collecting ‘real-world’ data about the off-label 
use of FDA-approved drugs in genetically-
profiled patients

• Participating pharma
– Astra Zeneca
– Bayer
– BMS
– Eli Lilly 
– Genentech
– Merck
– Pfizer



TAPUR drugs

• Axitinib
• Bosutinib
• Crizotinib
• Palbociclib
• Sunitinib
• Temsirolimus
• Trastuzumab-Pertuzumab
• Vemurafenib-Cobimetinib
• Cetuximab
• Dasatinib
• Regorafenib
• Olaparib
• Pembrolizumab
• Nivolumab-Ipilimumab



Precision Medicine ; Is It ready for 
prime time?

• I guess ‘Not yet’..



Precision medicine ; is it ready for 
prime time?

• Probably not,but getting there pretty fast…


