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Introduction



Our challenges are diverse and manyfold
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Optimal

Dose

Risk Benefit

• Ageing population

with an considerable

increase in cancer

incidence

• This constitutes an

economic burden

• Affordability of drug                              

costs

• Disease diagnoses vs

Genetic changes

• Subsets get very small

• Age issues

• Side effect differences

within different 

contexts

• Novel-novel

• Changing 

Regulatory climate

• Concerns on Safety

What

convinces a 

doctor or a patient

does not necessarily

convince a regulator 

and vice versa
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Does Genomic profiling aid/refine/modify

diagnosis?

And what about mutations?
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Tropomyosin Receptor Kinase (TRK)



Larotrectinib TRK fusion development program

N = 55; Age 4 months – 76 years !!!

Lacrotrectinib (LOXO-101), a selective

Tropomyosin Receptor Kinase (TRK) inhibitor



Diversity of cancers treated - 17 unique types

CR 12%, PR 64%

Lacrotrectinib (LOXO-101), a selective 

Tropomyosin Receptor Kinase (TRK) inhibitor



Efficacy regardless of age

Lacrotrectinib (LOXO-101), a selective 

Tropomyosin Receptor Kinase (TRK) inhibitor



Our challenges are diverse and manyfold
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Optimal

Dose

Risk Benefit

Affordability of drug costs

• Disease diagnoses vs

Genetic changes

• Subsets get very small

• Age issues

• Side effect differences

within different 

contexts

• Novel-novel

Changing Regulatory climate

What

convinces a 

doctor or a patient

does not necessarily

convince a regulator 

and vice versa



In the end, we all (patients, care-providers, regulators, pharmaceutical

industry, and even insurance companies) share the same aim:

To get a novel and better drug on 

the market 

as quickly as possilble
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