
STAKING OUT THE GENOME



New problems created by (1) DNA patents (2) second medical use

In both cases, attempts to patent products (new or old) on the basis that they may have some 
beneficial use.

In a DNA patent, question is whether the newly discovered molecule is susceptible of  
industrial application.
In second medical use, the question is whether the specification claiming such use is sufficient.

But they are essentially the same question: how far “upstream” into research on the potential 
use of  a product can a patent be obtained. 



Human Genome Sciences, Inc v.  Eli Lilly (2011)

What had been discovered about 
neutrokine-𝛼 ?

1.  New member of  TNF ligand superfamily

2. Features which all members  shared were “expression by T-cells 
and a role in the regulation of  T-cell proliferation and T-cell 
mediated responses

3. There were other features which some superfamily members had 
but others did not.

2. It might play a role in the immune response and in the control of  
tumours and malignant disease.”



Human Genome Sciences, Inc v.  Eli Lilly

EPO jurisprudence is that “plausible”or “reasonably credible”or
“educated guess” as to future use is enough.



Human Genome Sciences, Inc v.  Eli Lilly

Submission of  BioIndustry Association:

“After discovery of  a naturally occurring molecule…a large amount 
of  research and development is required before there can be any 
therapeutic benefit” but “funding for research and development is 
dependent on the funders being reasonable confident that a patent 
will be granted.”

BUT “the purpose of  the patent system is not to reserve an 
unexplored field of  research for the applicant.”



What is the “purpose of  the patent system”?

HGS contains no discussion of  this question.

If  the purpose is to provide an incentive to innovate by rewarding successful 
innovation, why not wait till the inventor has delivered the goods?



Edmund Kitch (1977) said the grant of  a patent could also have the purpose of  
encouraging further research on the patented subject-matter.

Analogy with a mineral claim:  an area is staked out for further research.
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What are the advantages?

1. Avoids wasteful duplication of  further research by competitors.
2. Enables funding to be obtained. Is this a competition issue?



Criticisms of  Kitch:

1. Analogy with mining claim imperfect.  Upstream patent does not exclude further 
(potentially wasteful) research by competitors but may result in both parties 
needing each other’s licence to market competitor’s product.  (But in practice 
upstream patent will give its owner an edge in further development because there 
will be no need to share profits.)

2. If  a patent is granted early, it will expire early and public will gain benefits earlier.  
On the other hand, the patentee will have an incentive to leave improvements as 
late as possible.



Warner-Lambert Co Ltd v Generics(UK) Ltd (2018)

In a claim to a second medical use of  an existing substance, what 
likelihood that it will be efficacious for that use must be 
demonstrated by the specification?

Raises again the question is whether patentee can mark out a field in 
which he will have protection while undertaking further research.

No reference to Human Genome Sciences. No discussion of  policy 
issues.    


