Report of the Task Force on Intellectual Property

This task force was charged with clarifying the situation on the impact of intellectual property issues on the release of data in structural genomics.

The exact circumstances in which sequences and structures can be patented are not yet well established.  For example, when is a discovery 'new' enough to satisfy the requirements for a ‘product’ patent, or when is an application sufficiently non-trivial for a ‘use’ patent.  Additionally, there is a wide variation in patent law around the world.  There is no grace period in Europe for patents, meaning that once data are released, only a use patent is possible.  In the US, and most other parts of the world, this is not the case, and between 6 months and a year can elapse during which a patent may be applied for.  However, there are other scientific and business reasons to patent as early as possible, which minimize the impact of these differences.  For example, it has been the experience of the genome sequencing community that there are ‘watcher’ companies who look at the latest data released, and quickly take out ‘use’ patents. 

The international structural genomics community must develop data release rules independent of these uncertainties and inconsistencies. The main conclusion from the Hinxton meeting was that the interests of intellectual protection should be balanced with the imperative of immediate data release.  A first version of such a policy was adopted at Airlie, and is described in the ‘Agreement’ document. 

At the Airlie meeting, Dr. Strauss discussed many of the IP issues in greater detail. His lecture notes are attached and form the bulk of this report. 

Lecture notes from Dr. Joseph Straus, member of the Task Force:

Intellectual Property Issues for Structural Genomics

· Patentable subject matter: what can be patented?

· Who is entitled:

"First to invent" vs. "First to File"

or USA vs. Rest of the World

· Patentability requirements: with special focus on the relevant prior art

("absolute novelty" vs. "relative novelty" -- the effects of grace period)

· Forms of patents available and their effects of Protection

· Research (in part) statutory exemption

Patentable subject matter

What can be patented?

· Genomic and cDNA sequences -- if isolated or otherwise technically produced

(e.g. biosynthesis)

· under EU Biotech Directive (18/44 of 1998)

indication of a function

not necessarily biological

required as integral part of the notion invention

· more than 3,000 patents issued on human DNA sequences

· Amino acid sequences

· Proteins -- if isolated, technically produced, modified, etc.

· Methods of:


isolation


(bio)synthesis


cloning


expression


purification


identification of function, etc.

· Uses of the products mentioned, also second, third, etc.

Who is Entitled?

"First to invent" vs. "First to File"

· USA:

· Who first made the invention, even if he/she did not file the application first

· Since 1996 this applies also to inventions made abroad, i.e., in all WTO member states

· Who is entitled -- a matter of proof (lab protocols, witnesses, publication date, etc.)

· Rest of the World: Who first filed the application

· Paris Convention Right of Priority (12 months) applies 

but, in the USA, does not control the first to invent principle

Patentability Requirements

· Novelty: generally - an invention is new if it does not form part of the state of the art

· Relevant state (prior) art

· USA: 12 months grace period for disclosures of the applicant, neither use, nor oral disclosures abroad

· Europe: everything, no matter how (orally, use, writing) and no matter where made available to the public prior to priority/filing date

· no general grace period (only for misuse)

· however, any substance (e.g. protein) or composition, comprised in the state of the art, for use in therapeutical diagnostic or surgical method, is considered new - fiction - if such use is not comprised in the state of the art

· Japan and some 37 states -- grace periods between 6 months and 1 year

· Grace period in "first to file" - only immunity against own pre-publication(s) in "first to invent" - disclosures of third parties following the invention date do not matter

· Novelty examination: Comparison 1:1 (all features must correspond) 

· Inventive step -- non-obviousness -- usual text

Whether, in view of the prior art, obvious to try with reasonable expectation of 

success (EPO could/would)

A surprising function -- even if method trivial -- might suffice

· Industrial Applicability -- utility -- new USPTO guidelines

· Sufficiency of disclosure (Enablement) -- New USPTO

Written description guidelines

Forms of Patents Available/Effects

· Product patents

· if the product meets all requirements

· one indicated use sufficient

· the method of production may be known

· cover all uses - even if later patented [may be (inter)dependent]

· applies also to purpose limited product patents

issued based on first medical use (Europe)

· Product-by-process claims -- allowable

· Process Patents -- cover also direct products of such patented processes

· Use Patents -- cover the specific use only

Scope of Protection/Limitations

· Patents claiming genetic information

Cover any material in which that information is incorporated if it performs its function

· Special Dependency Rule of the EU Directive for patents on sequences which overlap only in part:



 /            /


           /            /

· if the overlapping part not essential for the invention -- patents independent!

· multi-functional genes?

· Alternative splicing (40% of all genes)?

· Research exemption -- Statutory in Europe, Japan, etc. -- unclear in the USA -- Thus in most countries patents will not directly interfere with R&D work prior commercialism





./.

· National Rules (such as Bayh Dole Act) may not be disregarded (Bermuda - Agreement)
