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The Extreme “Investor-State” System 

• Foreign corps. can skirt domestic law/courts, 
directly challenge sovereign States 

• Tribunals are comprised of three attorneys, 
often with conflicts of interest 

• Unparalleled investor “rights” (e.g. the right to 
have expectations met) 

• Laws challenged are usually health, 
environmental or other public interest policies 

• Taxpayer compensation is unlimited: $3 billion 
paid, $15 billion pending 



Investor-State Challenges Are Soaring 



TPP: Expansion of Investor Privileges 

• Trans-Pacific Partnership: NAFTA-style deal would 
expand investor-state regime in 11 Pacific Rim nations 

• TPP would make IP an explicitly actionable “investment” 

• Australia has rejected investor-state, other nations wary 



PATENTABILITY STANDARDS IN 
CANADA 

Invention: 

“…. any new and useful art, process, machine, manufacture or 
composition of matter, or new and useful improvement in any 
art, process, machine, manufacture or composition of matter.” 

Three requirements of patentability  

– Novelty (be the first in the world).  

– Utility (be functional and operative).  

– Inventive ingenuity (non- obviousness to someone skilled 
in that area. 
 

 



UTILITY 

Invention must be “useful” for the purpose for, 

which it was designed as specified in the disclosure 

and the claims.  

 

An applicant may be required to show that 

the promised utility for the full scope of subject 

matter claimed was demonstrated or soundly 

predicted at the application filing date. 

 



Eli Lilly in Canada 

STRATTERA  

• 1979- Atomoxetine – developed as an antidepressant 
for use as an antidepressant 

• 1996- A new use of the older drug atomoxetine, for 
the treatment of three manifestations of attention 
deficit hyperactive disorder (ADHD) in three of its 
manifestations among all age groups (children, 
adolescents and adults) 

• Global sales: 620.1 million in 2011 



ELI LILY IN CANADA 

ZYPREXA 

• 1980- A large compound of olanzapine drugs 
(687’) as a large compounds “atypical” or 
“second-generation” antipsychotic drugs.  

• 1991- Secondary patent on Olanzapine (113’) 
only - “surprising and unexpected properties by 
comparison with flumezapine and other related 
compounds”, “marked superiority”, “a better side 
effects profile” than prior known antipsychotics.  

• Global sales: Over 5 billion in 2010 

 

 

 



ELI LILLY in CANADA 
EVISTA 

• 1982- Raloxifene, an oral selective estrogen receptor 
modulator that has estrogenic actions on bone and 
anti-estrogenic actions on the uterus and breast  

• 1993- use of a group of compounds (including 
raloxifene) in the treatment or prevention of 
osteoporosis and for inhibiting bone loss in a human    

• Patent specification: 4 examples of in vivo rat studies 
and an anticipated study on a group of post-
menopausal women 

• Global sales: $1.067 billion in 2011  

 



Promise Doctrine 

• A patent is useful for what?  

• A promise of utility - measured against that promise 
(whether the patent lives up to that promise)  

• A patent is invalid  if “…… it will not do what the 
specification promises that it will do”. 

• The determination of promise is an aspect of patent 
construction and thus a question of law. 

 



Sound prediction 

• Utility must be demonstrated or soundly predicted as 
of the application filing date.  
– If utility is demonstrated: the patentee may rely upon data 

that was obtained before filing but not disclosed in the 
patent to prove utility. 

– If utility is not demonstrated: the sound prediction test 
might apply. 

• For a “sound prediction”, there must be: 
 

• a factual basis for the prediction; 

• an articulable and sound line of reasoning from which the desired result 
can be inferred from the factual basis; and 

• proper disclosure   

 

 
 



Promise doctrine & sound prediction 

Straterra  
– Once a promise is made, it is insufficient to merely demonstrate that there is a 

low level or scintilla of utility.  

– A single preliminary study involving 22 patients suggesting that “atomoxetine 
may be useful in the treatment of ADHD” was insufficient to demonstrate 
clinical effectiveness. 

– A patentee must disclose in the patent a study that is relied upon as the 
factual basis of a sound prediction 

 

The requirement to disclose the basis of the prediction in the patent specification is 

said to be the quid pro quo the patentee offers in exchange for the patent monopoly.   

 

 

 



Promise doctrine & sound prediction 

ZYPREXA 

• “As the sun began to set on the 687 patent, it became 
important to try to extend the patent protection for 
olanzapine.”   

• What are the advantages of new application of olanzapine? 
Patent did not disclose any advantage:  

 i.e. Dogs given olanzapine “did not show any rise in 
cholesterol levels.” - it was not an actual advantage for 
olanzapine, no cholesterol effect in humans.  

• No sound prediction of utility that olanzapine would meet its 
promise 



Promise doctrine & sound 
prediction 

EVISTA 
• Studies on seventy-five day old rats which are fed raloxifene show that 

bone loss is prevented in a dose dependent manner with minimal 
increases in uterine weight. 

• The patent application mentioned a study (“Hong Kong study”) on 251 
post-menopausal women but the results of the study were not reported in 
the patent specification.  

• “ when a patent is based on a sound prediction, the disclosure must 
include the prediction” 

• Insufficient disclosure- lack of sound prediction 

 



ELI LILLY’S ARGUMENTS 

• A new, non-statutory disclosure obligation 

• Utility standard violates Article 27.1 of TRIPS 

– De-facto discrimination of biopharma patents 

• Infringement of the Patent Cooperation Treaty 
(PCT) 

– Form & content requirements relating to 
international patents   

 

 



Article of 27.1 

“…patents shall be available for any inventions, whether products  or processes, in all fields of 

technology, provided that they are  new, involve an inventive step and are capable of industrial  

application.  Subject to paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of 

this Article, patents shall be  available and patent rights enjoyable without discrimination as  

to the place of invention, the field of technology and whether  products are imported or locally 

produced.”  

 

 

– No definition of utility – members are free to set and apply their 
own substantive conditions.  

– Eli Lilly- any ambiguity should be resolved by reference to the relevant 
US & European standards 

 



Patent Co-operation Treaty 

• The PCT deals with matters of form or 
contents required for international 
applications 

• Disclosure of utility is a matter of “ substance” 
not a form or content requirement governed 
by the PCT 

• Members have freedom to prescribe 
 substantive conditions of patentability- the 

supremacy of national law  (Article 27(5) of 
the PCT) 
 
 

 
 



Eli Lilly v. Canada 

• Eli Lilly claims violation of investment 
protection standard 

• Investor- state arbitration-  

• a new venue to litigate compliance with 
international IP treaties 

• alternative forum for patent wars  

 



Eli Lilly Cites / Invents Broad “Rights” 

• “Minimum Standard of Treatment”: Right to 
due process vs. unaltered expectations 

• National Treatment: Eli Lilly creates new rule, 
argues that benefit to generics is a violation 

• “Indirect Expropriation”: Eli Lilly tries to 
expand sweeping “right” to also cover IP 

• TRIPS Violation: Without legal basis, Eli Lilly 
argues investors can privately enforce TRIPS 



Halting TPP’s Threat to Patent Policy 

• Pressure against TPP investment rules already 
strong from other nations, state legislators, 
and environment/labor/consumer/etc. groups 

• On medicines, most focus in Congress and the 
media has been on IP chapter, not investment 

• Could we ask congressional advocates to voice 
concern over the TPP investment rules’ threat 
to governments’ patent policy prerogatives? 



Thank You!! 
 

Any Questions?  
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