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An Ear on a Mouse 

• Should one be able to patent an ear 
grown on a mouse?  

• What about the scaffold used to 
make it?  

• The isolated cultured cells?  

• Can you patent something that 
becomes a part of the recipient?  

• What if they default on payment? – 
can you repossess it? 
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Claim 1: 

 A cell-scaffold composition for 

growing cells to produce a functional 

cartilaginous structure in vivo, comprising: 

 a fibrous three-dimensional scaffold 

composed of fibers of a biocompatible, 

biodegradable, synthetic polymer; and 

 cartilage-producing cells attached to 

the surface of the fibers of the scaffold 

uniformly throughout the scaffold; 

 wherein the fibers of the scaffold are 

spaced apart such that the average interfiber 

distance is between approximately 100 and 

300 microns; 

 wherein the fibers of the scaffold 

provide sufficient surface area to permit 

attachment of a density of cells effective to 

produce the functional cartilaginous 

structure in vivo; and 

 wherein the diffusion in the scaffold 

provides free exchange of nutrients, gases 

and waste to and from the cells uniformly 

attached to the fibers and proliferating 

throughout the scaffold in an amount 

effective to maintain cell viability throughout 

the scaffold prior to the formation of the 

functional cartilage in vivo. 



What is the Purpose of All IP 

• TO EXCLUDE COMPETITION and thereby increase the value of 
an entity’s commercial products 
 

• Ethical issues: 

• Is it “fair” to have a monopoly on a new drug or technology to 
diagnose, treat or prevent disease? 

• Is it “ethical” to control who can or cannot have access to a 
technology that may save lives? 

• Should one be able to limit access to diagnostics  for a pre-
existing condition or genetic defect? 



Misconceptions About Patents 

• Patents are an exchange of information for a period of time in specific 
jurisdictions to exclude competitors 
 

• A patent does not give the patent owner the right to practice the 
patented invention 
 

• Pending patent applications preserve rights but cannot be used to 
exclude competitors 

 

• U.S. Patents generally cannot be asserted against doctors or patients 
 



Why are Drug Patents Essential to Have New Drugs, 

Diagnostics, and Treatments? 

• The cost of bringing a new drug to market is approximately $5 billion,  and it can 
take nearly15 years to get a drug introduced into the market. 

• With the cost of bringing a new drug to market being so high, drug companies try to 
increase profits and decrease risk by marketing current drugs, sometimes in reformulated 
or repurposed form. 

• It has been reported that patents contribute to roughly 80% of the overall revenue of 
pharmaceutical companies. 

• Drug patents help recoup investments that are incurred during the research and 
development stage of existing and failed drugs. 

• Drug patents help raise venture capital, essential for start up companies that are 
developing new technologies. 

• Universities, non-profits and individuals do not have the resources to develop, 
manufacture and obtain regulatory approval for new drugs, diagnostics and treatments. 



Misconceptions About Gene Patents 

• As a result of litigation relating to the Myriad Genetics BRCA diagnostic test to assess risk 
of a type of breast cancer, there is a misconception that diagnostic tests are not 
patentable.   

 

• Genes are not recognized as patentable subject matter but these are not what are used in 
most of the genetic tests, so this has not excluded all diagnostic testing.  The reagents are 
patentable subject matter. 

 

• This is important since it costs a great deal of money to develop diagnostic tests for genetic 
defects.  Absent a patent, few if any companies would have the resources to develop 
them. 

 

• Inability to obtain patents on methods not involving novel reagents has led to many 
discoveries being published but not developed and made available to the public. 



    Implications for Coronavirus  

• There are 70 coronavirus vaccines in development globally, with three candidates already being tested in 

human trials, according to the World Health Organization.  Most are the subject of pending patent 

applications, which are used to raise funding for development and testing. 

• Pathways to develop and produce a COVID-19 vaccine: 

• These include live vaccines using a weakened (attenuated) form of the virus; Inactivated vaccines 

using a killed (inactive) version of the virus; and Genetically engineered vaccines administer nucleic 

acid, or viral protein, for only the part of the virus. 

• Pathways to develop and produce a COVID-19 therapeutic; two categories 

• those that inhibit viral infection of the host cells and/or limit proliferation of the virus; and  

• those that limit the immune response to the virally infected lung cells that cause the patient to attack its 

own infected cells, resulting in Acute Respiratory Distress Syndrome (ARDS) and evoking a “cytokine 

storm”.  

• Most of the therapeutics in development were originally targeted to another viral disease or to decrease 

the immune response associated with diseases such as multiple sclerosis or rheumatoid arthritis.  Many 

of the latter are already in use and are being reformulated for pulmonary use. 



AI Ethics 

Machine Learning, Algorithms, Automated Decisions 

How to achieve fairness, transparency, accountability & security? 



Privacy and Machine Learning 

• Profiling: occurs when you carry out automated processing of personal data for the purpose of 

evaluating an individual’s personal characteristics. This includes analyzing, assessing, classifying or 

making predictions about individuals based on their characteristics. 

 

• Not in itself bad, but need guardrails to make sure we don’t have discriminatory impact  

 

• Automated Decision-Making: ADM occurs when a decision is made about an individual based solely on 

automated processing of personal data and that decision has a legal effect or otherwise significantly 

affects an individual. 

 



What specific information does the law (GDPR) require be 

provided when automated decision-making occurs? 

• Notice that automated decision-making is taking place (Articles 13-15),  

 

• The right to obtain an explanation of a specific decision reached after an automated decision-making 

assessment (Recital 71)  

 

• The right to meaningful information about the logic involved in automated decision-making (Articles 13-

15)  

 

• The right to meaningful information about the significance and the envisaged consequences of such 

processing for the data subject (Articles 13-15)  

 



The right to information about particular automated decisions plays 

an instrumental role in safeguarding the other consumer 

safeguards: 

• The right to obtain human intervention;  

 

• The right to express his or her point of view; and,  

 

• The right to contest the decision 

 



Explanations are important for the purpose of: 

• Oversight, corrective action, contestation 

 

• What kinds of information are provided (inputs, outputs, operation of a model, application of the model, 

limits and assumptions) 

 

• What are the modes and attributes of explanations (causal, contrastive, selective) 
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