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Introduction 

Purpose of Presentation  
 
•  Highlight some of the ethical issues – as voiced by various 

segments of society – concerning hESC patents 
•  These issues overlap with, but are distinct from, ethical 

issues concerning hESC research and commercialization. 
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Introduction 

Why focus on ethical questions regarding hESC patents?  
 
•  hESC technology raises ethical issues beyond those for  

molecular inventions (e.g. DNA molecules) or non-
embryonic stem cells. 

•  hESC’s are at the center of the stem cell controversy, and 
are often equated with stem cells generally. 

•  This topic is a source of scientific and legal confusion. 
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Introduction 

Ethical issues raised for hESC patents overlap with, but are 
distinct from, those for hESC –    

•  Funding (whether government money should be used to 
support hESC research) 

•  Research (whether such work should be permitted, and if 
so, under what conditions) 

•  Commercialization (whether companies should be 
permitted to profit from hESC technology)  
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Patents 

•  “Patent” – a negative right to stop another from making, 
using, selling, offering to sell, or importing the claimed 
invention.  

•  “hESC patent” – a patent claiming hESC’s per se, or 
methods for isolating, using, or manipulating same.   

•  Patent concept is often misunderstood. 
–  Not an “affirmative” right to practice claimed invention. 
–  No “ownership” of cells or body parts per se, whether 

inside or outside the body.  
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Embryos and hESC’s 

Status of a human embryo 
 
•  It is generally considered to have “special” or “ethical” 

status. 
•  It has an individual’s unique and total genome, and the 

potential to develop into a fetus. 
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Embryos and hESC’s 

•  Should the status of a human stem cell depend on whether 
it was obtained from  
–  an embryo before formation of the primitive streak 

(e.g., per CIRM rules)? 
–  an embryo after formation of the primitive streak? 
–  a fetus? 
–  a fully grown person? 
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Embryos and hESC’s 

•  To what extent should it matter whether a hESC comes 
from  
–  an intact embryo created solely for harvesting 

hESC’s?  
–  an embryo discarded after IVF? 
–  an embryo destroyed in the process of isolating the 

hESC?   
–  somatic cell nuclear transfer? 
–  a cell line previously derived from (i.e., many cell 

generations removed from) an intact embryo?  
–  a non-embryonic cell (e.g., an adult differentiated cell)? 
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Embryos and hESC’s 

•  Should iPS cells be accorded special ethical status? 
•  If a stem cell originates from a non-embryonic cell, do 

ethical concerns arise if such stem cell is only “virtually” 
identical – but not identical – to cells isolated from an 
embryo?  

•  Do modifications to a hESC, whether genetic or otherwise, 
lessen its ethical status? 
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Relationship Between hESC Patents,  
Research and Commercialization 

•  A patent is a negative right 
•  A patent itself does not “destroy” embryos, or even grant 

an affirmative right to do so. 
•  Can a patent create a financial “incentive” to create and/or 

destroy more embryos? 
•  Or, is a patent merely a de facto requirement for 

commercializing hESC’s? 
•  Is patenting problematic because it plays a role in 
“commercializing” or “objectifying” an embryo? 

•  Can it ever make sense to bar patenting a hESC while 
permitting hESC research (as is done in some European 
countries)?  
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Does the End Justify  
the Means for hESC Patents? 

•  If hESC patents are ethically problematic, are these 
problems outweighed by existing or potential therapeutic 
uses? 

•  If so, which ones? 
•  Must these uses be life-saving (e.g., cancer or heart 

treatment), or can they simply be life-enhancing (e.g., 
treating spinal injuries or burns)?  
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U.S. Approach to hESC Patents 

•  hESC’s and methods are patentable as compositions of 
matter and processes, respectively.  

•  Many patents have issued to date covering hESC’s or 
related methods. 

•  No statute or rule limits the patenting of stem cells, 
embryonic or otherwise (as distinct from laws limiting 
research or funding).  
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U.S. Approach to hESC Patents 

•  Case law exists that bars patenting inventions serving only 
immoral or illegal purposes, but has not been applied to 
hESC inventions. 

•  The WARF patent controversy is fact-specific and does not 
relate to the ethics of patenting hESC’s. Rather, the 
WARF controversy involves questions of whether the 
patents are too broad and thus hinder scientific research, 
and whether the claims are patentable over the prior art. 
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European Approach to hESC Patents 

•  Approaches to hESC research differ, depending on the 
country. 

•  But, written patent prohibitions exist. 
–  Rule 28 EPC 2000 prohibits patenting an invention 

concerning “uses of human embryos for industrial or 
commercial purposes.” 

–  Rule 28 conforms to Article 6 of Directive 98/44/EC.   
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European Approach to hESC Patents 

•  The WARF hESC application was rejected in the EPO, 
since it was held to violate European patent law as of the 
filing date.  

•  However, a very different outcome may be possible for 
subsequent applications claiming inventions that, as of the 
filing date, do not require the destruction of an embryo.    
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Conclusion 

•  Patent-related ethical issues overlap with, but are distinct 
from, ethical issues concerning hESC funding, research 
and commercialization.  

•  In the U.S. and abroad, many ethical questions regarding 
hESC technology remain, and are expected to change 
along with new technological developments. 

 


