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Overview

Update - what is patentable in Biotech:

• Utility & the promise of the patent (Canada)

• Gene patenting & Natural products

• Conclusions



Promised Results: Canada

Promise of the Patent - unique to Canada:

i)  “Applicants have now discovered”

ii) “[the product] possessed a unique combination… 

making it outstanding”

iii) “[the product] displays surprising and unexpected 

properties”, “surprising and excellent results”, “the 

invention shows marked superiority”

i) Eli Lilly Canada Inc. v. Novopharm Ltd et.al. (2009), 76 CPR (4th) 407.

ii) Ratiopharm Inc. v. Pfizer Limited, (2009) FC 711.

iii) Eli Lilly Canada Inc. et. al. v. Novopharm Ltd, (2009) FC T-1048-07



• In each case:

- no advantage or promise of the invention being unique or 

outstanding over the prior art was established;

- evaluation of specification and external data considered;

- patents lacked utility and were found invalid 

• Use of language that makes a promise in a specification 

needs to be carefully considered

• A promise requires comparative data demonstrating the 

improvement to be included in the specification

Promised Results: Canada



Utility - Yes
• Quiapril 2005 (ACE inhibitor): FC & FCA

• Nefazodone 2005 (depression): FC & FCA

• Omeprazole 2007 (gastric ulcer): FC

• Atorvastin 2008 (cholesterol): FCA rev’g

• Perindopril 2008 (blood pressure): FC & FCA 

• Metamine 2009 (Alzheimer's): FC

• Escitalopram I 2009 (antidepressant): FC, FCA

• Latanoprost I 2009 (glaucoma): FC & FCA

• Atomoxetine I 2010 (ADHD): FC

• Escitalopram II 2010 (antidepressant): FC

• Olanzapine 2010 (schizophrenia): FCA, rev’g

• Lovastatin 2010 (cholesterol): FC & FCA

• Replinigade 2010 (diabetes): FC

• Bauer 2010 (skate quarter): FC & FCA

• Latanoprost II 2011 (glaucoma): FC

• Rosiglitazone 2011 (diabetes): FC

• Anastrozole 2011 (cancer): FC & FCA

• Donepezil 2011 (Alzheimer’s): FC & FCA

• Fenofibrate 2012 (cholesterol): FC

• Efavirenz 2012 (HIV): FC

• Imatinib 2013 (leukemia): FC

• Clopidrogel 2013 (platelet aggregation): FCA rev’g

• Zelendroic acid 2013 (bone resorption): FC (for ‘937)

• Lumigan 2014 (glaucoma): FC [sound prediction]

• Celecoxib 2014 (NSIADs); FC & FCA

Utility - No
• Ramipril I 2005 (blood pressure) FC & FCA [sound prediction]

• Atorvastin 2007 (cholesterol): FC

• Modafinil 2008 (narcolepsy): FC

• Rampril II 2009 (blood pressure):  FC & FCA

• Amlodipine 2009 (blood pressure): FC & FCA

• Atomoxetine II 2010 (ADHD): FC &FCA

• Esomeprazole 2010 (acid reflux): FC

• Olanzapine 2009, 2011 (schizophrenia): FC 2x’s

• Irbesartan 2010 (blood pressure) FC

• Latanoprost II 2011 (glaucoma): FCA rev’g

• Clopidrogel 2011 (platelet aggregation): FC

• Zelendroic acid 2013 (bone resorption): FC (for ‘895)

• Eurocopter 2012, 2013 (landing gear): FC & FCA (partial)

• Olopatadine 2014 (eye drops): FC [sound prediction]

• Esomeprazole 2014 (gastric acid) (FC) [sound prediction]

Promise of the Patent



Eurocopter v Bell Helicopter
2012 FC 113; upheld 2013 FCA219 

• Disclosed a landing gear 

with a forward or backward 

offset cross-piece:

• Specification stated that the landing gear reduced the 

problem of ground resonance 
• potentially dangerous vibrations that can occur on landing

• This statement considered by the Court to be a promised 

utility for both forward and backward offset

6



• Backward offset never made or tested
• backward offset modeled;

• “calculations and mathematical modeling 

are, by their very essence, a prediction of a 

given utility” – and not a demonstration of utility

• no explanation of the promised effect of reduced ground resonance for 

the backward offset provided. 

• “Eurocopter did not provide evidence that it had either 

demonstrated or soundly predicted the utility of the 

backward inclination embodiment prior to [the filing date].” 
• all claims to generic offset or backward offset landing gear lacked utility

• claim 15 (forward offset) held valid and infringed
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Eurocopter v Bell Helicopter
2012 FC 113; upheld 2013 FCA219 
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Apotex & Mylan v Pfizer (Celecoxib) 
2014 FCA 250

“[64] the inventor need not expressly set out the utility of 

the invention in the patent…utility can be shown to be 

demonstrated or soundly predicted as of the patent’s filing 

date….the threshold that must be proven to establish utility is 

generally quite low, described as being no more than a “scintilla of 

utility”...

“[65] The promise doctrine represents an exception to the above 

minimum statutory requirements. Though an inventor need not 

describe any particular utility for the invention, an inventor 

who explicitly promises a specific result will be held to that 

promise when called upon to prove utility.” (emphasis added)



Plavix ® /Clopidrogrel appeal to Canadian Supreme Court withdrawn 
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Federal Court of Appeal:

- not every patent contains an explicit promise 

of a specific result;

- there is no obligation on the part of the 

inventor to disclose the utility of the invention 

in the patent;

- advantages were clearly disclosed in the 

patent specification and demonstrated at the 

time of the patent application.

-Day before Supreme Court hearing, Apotex 

withdrew appeal
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European Patent Convention Rule 23(e) (2000)

1) The human body, at the various stages of its formation 

and development, and the simple discovery of one of its 

elements, including the sequence or partial sequence of a 

gene, cannot constitute patentable inventions.

2) An element isolated from the human body or otherwise 
produced by means of a technical process, including the 
sequence or partial sequence of a gene, may constitute a 
patentable invention, even if the structure of that element is 
identical to that of a natural element. 

3) industrial application must be disclosed
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USPTO Guidelines: January 2001
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USPTO Guidelines: January 2001
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Trilateral Studies re: patentability of DNA (~1999) 



Nature 403:95, September 2001



Final report June 30, 2004 (austlii.edu.au/au/other/alrc/publications/reports/99/

Purpose:

To review impact of gene patenting, licensing and access to healthcare.  

“Of special concern was the behaviour of … Myriad Genetics Inc… related 

to the breadth of their patents and to the manner of their exploitation.” 



CBAC Report Released December 2005
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Myriad US challenge 2009



Association Molecular Pathology v USPTO
09 cv. 4515 March 2010

ACLU challenged several product and method claims:



• “For the reasons that follow, we hold that a naturally occurring 

DNA segment is a product of nature and not patent 

eligible merely because it has been isolated, but that cDNA is patent 

eligible because it is not naturally occurring.”

…cDNA with a proviso:

• “cDNA retains the naturally occurring exons of DNA, but it is distinct from the 

DNA from which it was derived. As a result, cDNA is not a “product of nature” 

and is patent eligible under §101, except insofar as very short series of 

DNA may have no intervening introns to remove when 

creating cDNA.  In that situation, a short strand of cDNA 

may be indistinguishable from natural DNA.”

Association Molecular Pathology v Myriad, June 13, 2013
Supreme Court 569 U.S. _ (2013) No 12-398
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Issued US patents: Nature Biotech May 2013, 31: 404-410

Patents 

potentially 

at risk



Impact of decision on products of nature?

• “…Myriad did not create or alter any of the genetic information 

encoded in the BRCA1 and BRCA2 genes.”

• “Myriad’s principal contribution was uncovering the precise 

location and genetic sequence of the BRCA1 and BRCA2 genes 

... The question is whether this renders the genes patentable.”

• “Myriad did not create anything. To be sure, it found an 

important and useful gene, but separating that gene from its 

surrounding genetic material is not an act of invention.”
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Association Molecular Pathology v Myriad, June 13, 2013
Supreme Court 569 U.S. _ (2013) No 12-398



USPTO Guidelines
March 4,2014

“… chemicals derived from natural sources

(e.g., antibiotics, fats, oils, petroleum 

derivatives, 

resins, toxins, etc.); 

foods (e.g., fruits, grains, meats and 

vegetables); 

metals and metallic compounds that exist 

in 

nature; minerals; 

natural materials (e.g., rocks, sands, soils); 

nucleic acids; organisms (e.g., bacteria, 

plants and multicellular animals); 

proteins and  peptides; and 

other substances found in or derived from 

nature.”







Not eligible

Claim scope includes:

- naturally occurring preservatives (vitamin E; 

naturally occurring) and 

- non-naturally occurring preservatives such as 

preservative X (a known preservative that is 

non-naturally occurring and markedly 

different from naturally occurring chemicals).



Japan: patentability of natural products

JPO's Examination Guidelines:

• Discoveries of natural things like an ore or natural 

phenomena, for which an inventor does not consciously 

create any technical idea

• Not statutory

• Chemical substances or microorganisms have been 

isolated artificially from their surroundings are creations

• Statutory
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Japan: patentability of DNA

• Human genes are patentable if have utility

• JPO's Examination Guidelines on Biological Inventions 

(1993) provide that a gene is patentable:

• No distinction between human and non-human genes

• An invention for a gene whose utility is not described in 

the specification or cannot be inferred, does not meet the 

industrial applicability requirement.
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Brazil bans products of nature: April 2013
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Product of nature 

in isolate form 

not patentable

Claims to 

artificial nucleic 

acids, proteins, 

antibodies to

be rejected



Australia: D'Arcy v Myriad Genetics Inc
[2014] FCAFC 115 (5 September 2014).

Nucleic acids found patentable:

- human intervention that creates an artificial state of affairs that has 

some discernible effect is essential;

- patentability boundaries must encompass the development of science 

and technology and human ingenuity;

- expressions such as “the work of nature” or “the laws of nature” are not 

found in the statute; nor are they useful tools of analysis

- the chemical and physical makeup of an isolated nucleic acid renders it 

not only artificial but also different from its natural counterpart.

Court also noted that the Australian Parliament had considered and 

specifically declined to exclude purified and isolated gene sequences from 

the scope of patentable subject matter
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Canada: Long QT patents: U of Utah
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Conclusions

• Utility & Promise of the Patent (Canada)

• Still a significant issue; case law still evolving

• Need to be careful re: statements that promise an 

advantage/utility and that claim the utility

• Gene patenting & natural products 

• DNA that directly corresponds to naturally occurring 

sequences not patentable (US; BR)

• Interpretation of USSC decision & impact on natural products 

currently problematic; still evolving

• EP, JP, AU, CA more lenient re: protecting nucleic acids and 

natural products 
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