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� Limited monopoly granted by the government in exchange for 
adequate disclosure
– Of limited duration
– Not the right to use; only the right to stop others from using

– Claims define boundaries of protection

� Invention must be useful, novel and non-obvious

� Patent application must meet enablement, written description, and 
best mode requirements
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Benefits for patentees

� First to invent

� One year grace period for disclosures

� No post-grant oppositions

� Infringement under Doctrine of Equivalents

� “Anything under the sun made by man” is patentable
– Genes, methods of treating humans, and business methods
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Potential pitfalls for patentees

� Best mode

� Duty of candor

� Prosecution history estoppel

� Prior art teaching of any one alternative embraced by claim renders 
entire claim invalid
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� In the biotech arts, average application is pending almost 2 years 
before examination; almost 3 years until issuance

� Over 700,000 applications awaiting examination

� Allowance rate is plummeting
– Historically, around 66%; now, approximately 37%

� Quality oriented internal policies pressure examiners to make and 
maintain rejections

� Biotech applications are subject to onerous restriction requirements 
and high written description and enablement standards, designed to 
narrow the scope of the claims
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� New drug development is a risky proposition

� Less risky strategies include “evergreening” patent portfolio and 
regulatory exclusivity
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� Alternative forms of active ingredient
– Crystalline form: paroxetine

– Chiral forms: omeprazole vs. esomeprazole

– More purified forms
– Salts and esters

– Prodrugs or metabolites: fexofenadine

� Alternative delivery systems
– sustained release vs. immediate release; capsule vs. orally disintegrating 

tablet; oral vs. transdermal

� Combination formulations
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� Additional therapeutic uses
– Topiramate: originally approved for epilepsy

– U.S. Patent No. 7,018,983

1. A method for migraine prophylaxis in a non-epileptic human patient 
diagnosed as having suffered at least one migraine headache, the
method comprising administering to the patient (a) an effective amount of 
a sulfamate of the following formula (I) . . . or (b) an effective amount of a 
derivative of a sulfamate of formula I, wherein the derivative is a 
pharmaceutically acceptable ester of a sulfamate of formula I or a salt of 
the ester. 
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� New pharmokinetic data
– Metaxalone

– U.S. Patent No. 6,683,102

1. A method of using metaxalone in the treatment of musculoskeletal 
conditions comprising: providing the patient with a therapeutically effective 
amount of metaxalone; and informing the patient that the administration of 
metaxalone with food results in an increase in at least one of C(max) and 
AUC(last) of metaxalone compared to administration without food. 
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� Unique dosage regimens
– Tramadol

– U.S. Patent No. 6,339,105 

1. A regimen for the treatment of pain which comprises administering to 
one in need thereof about 25 mg of tramadol on days 1-3; about 50 mg of 
tramadol on days 4-6; about 75 mg of tramadol on days 7-9; about 100 
mg of tramadol on days 10-12; about 150 mg of tramadol on days 13-15; 
and about 200 mg of tramadol on days 16-28 and thereafter, in the form of 
a pharmaceutical composition containing tramadol as the active 
ingredient; whereby discontinuations due to adverse side effects are 
reduced. 
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� Business methods
– Safety surveillance systems 

– Thalidomide

– U.S. Patent No. 6,561,976
1. A method for distributing a teratogenic drug to a patient in need of the 
drug while preventing foetal exposure to the drug, said method 
comprising: [registering a patient in a computer readable storage medium 
and] . . permitting said patient access to said drug only after consulting 
said medium to verify that said patient is either incapable of becoming 
pregnant or is not currently pregnant.
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� Patent term extension
– Up to 5 years for regulatory delay

� Non-patent data exclusivity
– Five years for new chemical entity

– Three years for new use of old drug
– Seven years for orphan drug exclusivity

– Six months for pediatric testing

– Runs from date of approval, except for pediatric exclusivity, which 
attaches to an existing exclusivity or patent term
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� Clinical trial and research development fall within a safe harbor 
exemption to patent infringement

� Fairly broad exemption; includes production of data which is never 
actually submitted to the Food and Drug Administration

� Can extend as far upstream as development of new active ingredients
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� Effective November 1, 2007

� Limit number of continuation applications that can be filed without a 
petition and extensive showing 

� Limit number of claims which can be filed without an extensive 
showing
– 5/25 claims for all “related” non-divisional applications

� Applicants must identify all “related” applications
– related applications are all commonly owned applications with at least one 

overlapping inventor and any filing or priority date within two months of 
each other
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� First to file

� Limits the availability of one year grace period for disclosures

� Third parties can submit art during prosecution

� Patent Office Director can request Applicants to provide search

� Provides a one year post-issuance period for opposition proceedings


