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Prepared for Beyond GM/A Bigger Conversation by 

Kathleen Garnett, PhD Candidate Wageningen University, Law Group1 

 

 

The proposed Genetic Technology (Precision Breeding) Bill defines a “precision bred” 

organism in Part 1, (2) (c) (i) & (ii), as a product of modern biotechnology which, in addition 

is the same as what could be achieved through a “traditional breeding process”2 and/or as the 

product of a “natural transformation”.  

 

Use of these words is: 

 

1. Factually, legally and scientifically problematic.  

2. Is unlikely to improve the natural environment in a manner capable of being objectively 

measured. 

3. Probably poses an inherent, endemic risk to the environment. 

4. Is likely to mislead consumers and the wider public that use thereof is common, 

traditional, natural, conventional, and therefore safe. 

 

1. Factually, legally and scientifically problematic 

 

1.1 The legal basis of the proposed Bill is environmental law.3   

1.2 To establish whether there is any merit under environmental law to define genetic 

precision bred plant biotechnology as “traditional” and/or “natural” the novelty,4 

inventiveness5 and industrial criteria6 in patent law can be used as an objective 

scientific and legal baseline to stress-test this proposition.  

1.3 Where a genetic technology (precision engineered) plant/animal breeding process for 

a living organism (including plants) has been granted a patent7 and/or a related genetic 

sui generis right such as a Plant Variety Right (PVR)8 under either national or 

international law we know they cannot be the result of a traditional process or a natural 

transformation.9 
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1.4 It is a long-standing condition of national and international patent law and related sui 

generis rights that to be granted monopolistic rights the engineered technology must 

be novel10 or new11, invented by man not by nature,12 be a cultivar13 nor a wild species 

created through natural mutation14 and capable of industrialisation.15  

1.5 Any invented processes and/or transformations found to be either traditional or natural 

could - as a matter of long-standing legal principle in IPR law - be denied or revoked.16  

1.6 Plant breeders in possession of a national, European, or international patent or related 

sui generis right for a genetic precision bred technology must be made aware that their 

monopoly rights can be revoked if the Bill becomes law and describes their technology 

as either a) “traditional breeding process” or b) “natural transformation”.   

 

2. Is unlikely to improve the natural environment in a manner capable of being 

objectively measured. 

 

The proposed Bill is based on environmental law – the Environment Act 2021 - the 

stated intention of which is ‘Improving the Natural Environment’.17 Improving the 

natural environment is to be realised through a standard, ‘which must be capable of 

being objectively measured’18. Targets to be prioritised under the EA 2021 includes,  

inter alia the ‘natural environment’, 19 and ‘biodiversity’.20  

2.1 It is impossible to measure, objectively, how genetic precision bred engineering 

biotechnology standards can improve (i) the natural environment and (ii) biodiversity. 

2.2 The legally and technologically objective baseline of absolute novelty in patent law 

and related sui generis rights offers environmental law insights into the limits of 

measuring future outcomes objectively. 

2.3 It has already been established in early environmental case law that where novel 

technologies (including novel biotechnologies) are operating on the frontiers of science 

it is deductively logical and self-evidently true there is no history of use and limited to 

no data on which to make any objective measurement.21  

2.4 As a result, it is impossible for regulators to create measurable or objective standards 

that can improve the natural environment for biodiversity. 
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3. Probably pose an inherent, endemic risk to the environment. 

 

3.1 What a number of case studies22 based on empirical data23 prove is that on the balance 

of probabilities the environment is at risk from the introduction of novel, 

anthropogenic and industrial activities which have been commercialised in the absence 

of data.  

3.2 The introduction of reconstituted protein meal from sheep infected with scrappies, by 

way of example, led to scrappies spreading for the first time to cattle and from there to 

the human population.24 This was not foreseen by anyone in DEFRA or scientists when 

the novel practice of feeding reconstituted protein pellets to cattle was first marketed 

and sold to British farmers and from there to the wider public. It left a big reputational 

stain on British agriculture and closed off international markets (not just the EU 

market) to British farmers for decades. 

3.3 The removal of risk assessment, as proposed in the Bill, ignores the uncertain and 

potentially negative effects, radical novel, untested, manmade and industrialised 

activities have on the environment, and which can often take years to materialise. 

 

4. Is likely to mislead consumers and the wider public that use thereof is common, 

traditional, natural, conventional, and therefore safe. 

 

4.1 There is a lot of common knowledge on the safe consumption of traditional, 

conventional, and natural foodstuffs and food processes.  As a result, there is 

widespread societal and consumer confidence in traditional, conventional, and natural 

food processes and products. 

4.2 As a matter of legal and scientific fact it is possible to establish that a precision bred 

technology (both process & end product) 25 which has been awarded either a modern 

biotechnology26 patent and/or related genetic sui generis right cannot be traditional, 

cannot be natural and cannot be conventional. Were they to be either conventional, 

traditional and or natural their monopoly rights are at risk of being revoked by the 

patent authorities.  

4.3 It is therefore misleading to state in law that these products and processes are traditional 

and natural and as result require reduced safety oversight and no risk assessment. 
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4.4 Plant breeders in possession of either a modern biotechnology patent and or related sui 

generis right based on genetic precision breeding are fully aware that their invention 

is neither traditional, nor conventional nor natural.27  

4.5 As a result, any legal or natural person in possession of a modern biotechnology patent 

or related genetic, biotechnology precision bred sui generis right seeking to release, 

market and commercialise through direct sale or licensing of either the process or the 

end product as traditional, natural, is knowingly, intentionally, and possibly 

fraudulently misleading English consumers.  

4.6 Some may choose to take the risk anyway, however, there is little doubt that such 

misleading claims will leave patentees, food manufacturers, farmers, and retailers 

highly vulnerable to legal action and significant reputational damage.  

4.7 It also leaves patentees vulnerable to having their monopoly rights revoked by public 

patent authorities. 

 

5. Conclusion 

 

5.1 If passed as it stands there is high level of probability that the ‘traditional’ and ‘natural’ 

definitions will be contested. It could lead to existing precision bred genetic 

biotechnology patents and related genetic sui generis rights being revoked. 

5.2 The lack of measurable, objective data for safety standards to improve the natural 

environment as required under EA 2021, s.1.4.(a). could be challenged on health and 

environmental safety grounds.  

5.3 It is highly possible that it will cause friction in trade with the UK’s international 

trading partners in the EU and elsewhere.  

5.4 At the very least, and in order to be fully aligned with existing national and 

international IPR law, genetic engineering technology regulation and UK 

environmental law as expressed in the EA 2021, the proposed Bill should be amended 

to state that any marketing and commercialising of genetic technology (precision bred) 

processes and end products should be clearly defined, sold, labelled and marketed as: 

 

▪ novel,  

▪ untested,  

▪ probably unsafe,  

▪ manmade,  
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▪ anthropogenic, and 

▪ industrial.  

 

Anything short of this is legally and scientifically untrue, misleading, potentially 

fraudulent to end users and vulnerable to legal action under patent revocation law and 

consumer law. 
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