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First a small collection of publications on the US regulation, my sources for this opinion: 
Bartholomaeus, Parrott, et al. (2013, Bartholomaeus Andrew, Batista Juan Carlos, et al. (2015, 
Barton, Crandon, et al. (1997, Huttner, Arntzen, et al. (1992, Huttner and Miller (1997, Huttner, 
Miller, et al. (1995, Matten, Frederick, et al. (2012, McHughen (2007, McHughen (2009, McHughen 
and Smyth (2008, McHughen and Smyth (2012, McHughen and Wager (2010, Parrott, Jez, et al. 
(2012, Smyth and McHughen (2008, Smyth, McHughen, et al. (2012, Wager and McHughen (2010, 
Wozniak, McClung, et al. (2012, Wozniak, Waggoner, et al. (2012).  
 
Those papers all demonstrate urgent need of thorough renewing of the US regulation of modern 
plant breeding. 
 
Presently, I am on the finishing line of an extensive literature review on New Gene Editing and the 
Regulatory Consequences, having reached >170 pages, soon to be published, the opinion presented 
here is a small excerpt of this paper. It is also based on a publication giving all the reasons and the 
history of wrong regulatory developments in Europe, where for years a strict stigmatization between 
GMOs and non-GMOs has been maintained until today, clearly to the detriment of a reasonable 
introduction of GM crops in European Agriculture. The author of this motion to the docket has 
published on the “Genomic Misconception” Ammann Klaus (2014), which describes the widespread 
wrong view about GMOs especially in Europe, that they are supposedly fundamentally different in 
their creation processes from conventional crops, a major false argument why we should change 
consequently worldwide to a product-oriented regulation, as the Canadians did years ago with 
success. 
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A reliable introduction in the recent situation of the US GMO regulation is given by Wozniak, 
Waggoner, et al. (2012) 
 
Wozniak, C. A., Waggoner, A. F., Reilly, S., & McHughen, A. (2012). An Introduction to Agricultural Biotechnology Regulation in the U.S 
Regulation of Agricultural Biotechnology: The United States and Canada (pp.1-14): Springer Netherlands http://dx.doi.org/10.1007/978-94-007-2156-2_1 AND  
http://www.ask-force.org/web/Regulation/Wozniak-Introduction-Regulation-Ag-Biotech-USA-2012.pdf  
 
“The regulation of agricultural plant and microbial biotechnology products in the United States of America has a rich history that reflects the 
challenges the federal government has faced in the development of appropriate rules and standards needed to determine their safety to 
humans and the environment. Several factors – the insufficient global food supply, loss or curtailment of the use of older chemistries to 
control pests due to risks and environmental persistence, the rising demand for safer food commodities, and the uncertainty surrounding 
the sustainability of agriculture in this and other countries – have added to these challenges. The chapter introduces the U.S. Coordinated 
Framework for the Regulation of Biotechnology (“Framework”), and the roles of its members: the U.S. Department of Agriculture (USDA), 
the U.S. Food and Drug Administration (FDA), and the U.S. Environmental Protection Agency (EPA) in regulating agricultural biotechnology 
in accordance with U.S. federal statutes. The Framework agencies use scientific, risk-based approaches in carrying out their regulatory 
responsibilities for the products of biotechnology. Relying on their experiences with risk assessment and risk management policies and 
principles for more conventional products, the Framework agencies have adapted new risk and exposure scenarios into their evaluations 
to ensure the safe use of these products in agriculture.” Wozniak, Waggoner, et al. (2012) 

 

The author appreciates the view, that in the US the regulatory system is presently under critical 

scrutiny, but I share concern with US colleagues, that the reform efforts seem to go in the wrong 

direction: Miller Henry (20150408A, Miller Henry (20150408B, Miller Henry and Kershen Drew L. 

(2015) 
 
Miller Henry, & Kershen Drew L. (2015). Concerns about Federal GMO Food Legislation. Regulation, Spring-2015, pp. 2-3. 
http://object.cato.org/sites/cato.org/files/serials/files/regulation/2015/3/regulation-v38n1-7.pdf  AND  
http://www.ask-force.org/web/Regulation/Miller-Concerns-Federal-GMO-Legislation-2015.pdf  

  
The authors again make a very important argument against the Genomic Misconception: 
 
“The bill is the product of lobbying by the Coalition for Safe Affordable Food (CFSAF), a group that represents food companies and farm 
organizations. The bill has four goals:  

• Eliminate confusion and uncertainty from the prospects of a 50-state patchwork of safety and labeling laws for genetically 

engineered food, by affirming that the U.S. Food and Drug Administration is the definitive national authority.  

• Require the FDA to conduct a safety review of all new genetically engineered traits before they are introduced into commerce.  

• Direct the FDA to establish federal standards for companies that want to label their product voluntarily to indicate the absence 

or presence of food ingredients produced with molecular genetic engineering techniques.  

• Direct the FDA to define the term “natural” for use on food and beverage products so that food and beverage companies and 

consumers have a consistent legal framework that will guide food labels and inform consumer choice.  

With respect to the first goal, we agree that Congress should explicitly pre-empt state and local GMO safety and labeling laws. Such laws 
are inherently misleading because they wrongly imply that genetically engineered ingredients belong to a “category” of substances that are 
less safe or nutritious than “natural” substances. The use of genetic engineering does not make the resulting food any less (or more) healthy 
or safe—unless the GMO was engineered to be so. As federal regulators have said repeatedly, labeling to identify food derived from plants 
modified with the newest techniques of genetic engineering would erroneously imply a meaningful difference where none exists. In an ideal 
world, Congress could pass legislation to affirm that the FDA is the sole authority to require mandatory labeling and that, as the FDA 
announced in a 1992 policy statement, labeling is appropriate when it conveys “material” information that bears on safety or usage. As the 
FDA stated at the time, risk-related factors in the context of novel foods could include the presence of a completely new substance in the 
food supply, an increase in the level of a natural food toxin, significant changes in the level of a macronutrient, or the presence of a potent 
allergen where a consumer would not expect to encounter it.” From Miller Henry and Kershen Drew L. (2015) 
 

See also the review of Lynch Diahanna and David Vogel (20010405)  including an extensive 

comparison of the regulatory systems in the USA and Europe. From the Introduction: 

 
“This paper seeks to place the divergent approaches of the European Union and United States toward the introduction and marketing of 
genetically modified (GM) foods and seeds in a broader context. It argues that an important key to understanding why Europe and the 
United States have chosen to regulate identical technologies in such a dissimilar fashion has to do with recent changes in politics of risk 
regulation in Europe. From the 1960s through the mid-1980s, the regulation of health, safety and environmental risks was generally stricter 
in the United States than in Europe. Since the mid-1980s, the obverse has often been the case: a wide array of European consumer and 
environmental regulations, including those governing GMOs, are now more restrictive than in the United States. In a number of important 
respects, European regulatory politics and policies over the last fifteen years resemble those of the United States between the late 1960s 
and the mid-1980s. They are often politicized, highly contentious and characterized by a suspicion of science and a mistrust of both 
government and industry. By contrast, the US regulation of GMOs resembles the European regulatory style of the 1970s: regulators have 
worked cooperatively with industry and been supportive of technological innovation, while non-governmental organizations (NGOs) 
have enjoyed little access to the policy process.” From Lynch Diahanna and David Vogel (20010405) 
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I fully support e.g. the reply of Prof. Nina Fedoroff to the same Docket FDA-2015-N-3403, it is a 

detailed insight in what should be made better in the regulatory system of the USA deposited on 9 

pages with 36 references by Nina Fedoroff, Fedoroff Nina (20151106). Fedoroff asks for a thorough 

overhaul of the regulatory system of the USA, insists on a strengthening of the product-oriented 

regulation according to a new system related to different depth and importance of impact related to 

risk. Other important answers to the Docket come from Prof. Wayne Parrott, Prof. Kent Bradford, 

Prof. Piero Morandini, Prof. Henry Miller and others. 

 

New regulation schemes should differentiate according to the depth of molecular breeding impact 

(dynamically scalable). Such views have early origins before the advent of Gene Editing with Barton, 

Crandon, et al. (1997): 
Barton, J., Crandon, J., Kennedy, D., & Miller, H. (1997). A model protocol to assess the risks of agricultural introductions - A risk-based approach to 

rationalizing field trial regulations. Nature Biotechnology, 15(9), pp. 845-848. <Go to ISI>://A1997XW41000023 AND http://www.ask-

force.org/web/Regulation/Barton-Model-Protocol-Assess-1997.pdf  AND for editing: http://www.ask-force.org/web/Regulation/Barton-Model-Protocol-

Assess-1997.docx  

“The consensus has perhaps been most clearly and definitively expressed by the US National Academy of Sciences' (NAS; Washington, DC) 
and its research component, the National Research Council'. The NAS concluded that " [a] ssessment of the risks of introducing recombinant 
DNA-engineered organisms into the environment should be based on the nature of the organism and the environment into which the 
organism is introduced, and not on the method by which it was produced." It is difficult, therefore, to rationalize scientifically a regulatory 
approach that selectively scrutinizes all or most new recombinant organisms regardless of risk, while excluding from review releases of 
Africanized bees, zebra mussels, pathogenic microorganisms, or invasive exotic plants such as kudzu and water hyacinth, simply because 
they are "natural." 
Several points about the results of the stratification performed in the IRRI exercise deserve particular attention:  
 

• First, not surprisingly, most of the common crop plants addressed were found to belong in the negligible-risk category 1, and 

some organisms were ranked in category 2 (low, but non-negligible risk). 

• Second, the criteria developed and used in the task were significantly broader than those typically considered in 

discussions of biosafety. The latter have traditionally emphasized pathogenicity, invasiveness, and the possibility of 

impact on wild gene pools. In our exercise, a number of other ecological factors  were also considered [vide supra]. 

• Third, the factors taken into account in the analysis were indifferent to either the genetic modification techniques 

employed, if any (e.g., conventional breeding techniques or molecular methods of manipulation); or to the source(s) 

of the cultivar's genetic material (e.g., combining DNAs from phylogenetically distant organisms). That is to say, the 

group's analysis supported the position that the risks associated with a modified introduced organism are 

independent of the process by which it was modified and of the movement of genetic material between "unrelated" 

organisms” From Barton, Crandon, et al. (1997) 

 

 

http://www.ask-force.org/web/Regulation/Barton-Model-Protocol-Assess-1997.pdf
http://www.ask-force.org/web/Regulation/Barton-Model-Protocol-Assess-1997.pdf
http://www.ask-force.org/web/Regulation/Barton-Model-Protocol-Assess-1997.docx
http://www.ask-force.org/web/Regulation/Barton-Model-Protocol-Assess-1997.docx


Explanatory text for table 1: 
“To estimate the overall level of safety of a contemplated field trial with any organism, one needs to consider factors such as pest/pathogen 
status, ability to colonize, proximity to centers of origin, dynamics of pollination (for plants), other ecological relationships, effects on 
humans, and the ease of monitoring and control. Thus; the column headings of Table 1 provide an indication of the relative intrinsic level of 
risk of the organism, ranging from, say, level 1 (lowest safety concern) to level 5 (greatest safety concern). An important factor in 
stratifying plants according to potential risk, for example, would be the presence in a geographic area of weedy or wild cross-hybridizing 
relatives of the plant to be tested, including centers of origin'. The information that is necessary and sufficient for use in an actual regulatory 
regime is conveyed solely by the first and last columns of Table 1; factors comprising the intermediate columns of the table are shown here 
only as an indication of the process by which risk is estimated. 
This stratification procedure builds upon earlier regulatory models, especially one previously proposed for the oversight of 
field trials'. A relatively simple precursor is national quarantine regulations [e.g., the traditional,  pre-recombinant DNA Plant 
Pest Act regulations of the US Department of Agriculture's (USDA; Washington, DC) Animal and Plant Health Inspection Ser -
vice], which—unlike the protocol described here—are essentially binary; that is, either the plant is unregulated or it appears 
on the official list of "plant pests" and its transport or field testing requires a permit. Other national regulatory approac hes 
that employ inclusive lists of regulated articles, such as plant pests, or human or animal pathogens, operat e within similar 
principles.” From Barton, Crandon, et al. (1997) 

 

Dynamically scalable regulation of novel crops: 

Two authors published recently seminal papers for those new ideas of regulation, with an innovative 

system judging the regulatory needs according to the depth of impact during molecular breeding, 

including all NBTs, Podevin, Davies, et al. (2013, Podevin, Devos, et al. (2012, Wolt, Keese, et al. 

(2010, Wolt Jeffrey D., Wang Kan, et al. (2015).  

 

The most recent one comes from Wolt et al. Wolt Jeffrey D., Wang Kan, et al. (2015) 
Wolt Jeffrey D., Wang Kan, & Yang Bing. (2015). The Regulatory Status of Genome-edited Crops. Plant Biotechnology 

Journal, pp. n/a-n/a. http://dx.doi.org/10.1111/pbi.12444 AND  

http://www.ask-force.org/web/Genomics/Wolt-Regulatory-Status-Genome-edited-Crops-2015.pdf  

 
“Genome editing with engineered nucleases (GEEN) represents a highly specific and efficient tool for crop improvement with the potential to rapidly generate 

useful novel phenotypes/traits. Genome editing techniques initiate specifically targeted double strand breaks facilitating DNA-repair pathways that lead to base 

additions or deletions by non-homologous end joining as well as targeted gene replacements or transgene insertions involving homology-directed repair 

mechanisms. Many of these techniques and the ancillary processes they employ generate phenotypic variation that is indistinguishable from that obtained 

through natural means or conventional mutagenesis; and therefore, they do not readily fit current definitions of genetically engineered or genetically modified 

used within most regulatory regimes. Addressing ambiguities regarding the regulatory status of genome editing techniques is critical to their application for 

development of economically useful crop traits. Continued regulatory focus on the process used, rather than the nature of the novel phenotype developed, 

results in confusion on the part of regulators, product developers, and the public alike and creates uncertainty as of the use of genome engineering tools for 

crop improvement.” From Wolt Jeffrey D., Wang Kan, et al. (2015) 

 

Dynamically scalable regulation, a proposal from Wolt, based on Podevin: 

  

 

Figure 1 Relationship of site-directed genome approach to the anticipated degree of regulatory scrutiny of the plant phenotype obtained. 

http://www.ask-force.org/web/Genomics/Wolt-Regulatory-Status-Genome-edited-Crops-2015.pdf


*Current uses of OMM are analogous to SDN1 in terms of regulatory scrutiny. From Wolt Jeffrey D., Wang Kan, et al. (2015) based on 
Podevin, Devos, et al. (2012). 
 
This schema considers the approach to DSB (Double Strand Break) repairs that are achieved by NHEJ (Non Homologous End Joining) Site 
Directed Nuclease 1-3 (SDN1), homologous recombination (SDN2) or transgene insertion (SDN3) and whether the technique for introduction 
of the GEEN (Genome Editing with Engineered Nucleases) is transient (Category 1), introduces rDNA within the plant genome with sub-
sequent removal (Category 2) or entails stable plant genome integration of rDNA (Category 3). The OMM (Oligonucleotide Mediated 
Mutagenesis) aapproach produces DSB repaired by NHEJ and therefore is analogous to SDN1 in terms of its regulatory characterization to 
the extent the changes are viewed as point mutations and not template insertions (Hartung and Schiemann (2014); Lusser and Davies 
(2013)). 

The three categories explained by Wolt et al.: 

Regulatory discussion of a wide range of new breeding techniques applied to crop development was initiated in 2011 with an EU-convened international 

workshop that considered the techniques then available for site-directed genome editing (Lusser et al., 2011). Based on the categorizations identified by this 

group, its elaboration by Podevin et al. 2012:  Podevin, Devos, et al. (2012)—and accounting for the emergence of new techniques in the interim—a schema for 

regulatory characterization specific to genome editing techniques can be described (Figure 1). This schema considers the approach to DSB repairs that are 

achieved by NHEJ (SDN1), homologous recombination (SDN2) or transgene insertion (SDN3) and whether the technique for introduction of the GEEN is transient 

(Category 1), introduces rDNA within the plant genome with subsequent removal (Category 2) or entails stable plant genome integration of rDNA (Category 3). 

The OMM approach produces DSB repaired by NHEJ and therefore is analogous to SDN1 in terms of its regulatory characterization to the extent the changes are 

viewed as point mutations and not template insertions, see Hartung and Schiemann, 2014  Hartung and Schiemann (2014); Lusser and Davies, 2013 Lusser and 

Davies (20130307). 

 

Category 1 techniques involve transient introduction of recombinant DNA using in vitro synthesized nucleic acids and DNA delivery methods that do not 

integrate into the host genome Pauwels et al., 2014 Pauwels, Podevin, et al. (2014). These techniques, therefore, resemble transgenic processes but produce 

phenotypes that are indistinguishable from plants obtained through conventional plant breeding. The techniques would include site-specific point mutations 

with oligonucleotides (OMM), site-specific random mutations by NHEJ (SDN1) and site-specific mutations with DNA repair via homologous recombination 

(SDN2). Novel techniques avoiding the use of rDNA through direct introduction of the nuclease or mRNA encoding the nuclease Baltes et al., 2014 Baltes, Gil-

Humanes, et al. (2014, Baltes and Voytas (2015); Martin-Ortigosa et al., 2014 Martin-Ortigosa, Peterson, et al. (2014)) to catalyse similar mutation events 

would also fall into this category. 

Category 2 consists of stable introduction of rDNA into the host genome and an intermediate step involving expression of SDN1 or SDN2 to effect DSBs and 

repairs. Subsequent breeding selection for null segregants results in phenotypes that are indistinguishable from phenotypes obtained through conventional 

plant breeding. Therefore, evidence will generally be lacking in the product to indicate a transgenic process was involved in the intermediate step. 

Plant phenotypes developed by SDN1 methods as described in either of the forgoing categories represent simple point mutations and with few exceptions 

(Canada) regulators do not consider crops developed by mutagenesis in the same context as GM crops. The regulatory opinions regarding plant phenotypes 

developed by SDN2 methods are not as clear, as the nature and extent of the edits used to effect the desired change in the phenotype obtained by the technique 

would influence opinions as to whether the phenotype represented a GM product. For instance, deletions are viewed as less consequential than are additions. 

And in the case of additions, the greater the number of bases added, the greater the level of regulatory concern.  Important in this context is the determination 

as to whether the NHEJ accomplished by the technique is viewed as a template insertion into the genome Lusser and Davies, 2013 Lusser and Davies 

(20130307)..   

Finally, Category 3 involves techniques that result in stable integration of rDNA where GEEN is used to specifically target delivery of a transgene or multiple 

transgenes through insertion by homologous recombination (SDN3). Current examples of this technique involve the site-directed stacking of transgenes D’Hal-

luin et al., 2013 D'Halluin and Ruiter (2013, D'Halluin, Vanderstraeten, et al. (2013) thus, they simply represent a refined technique to accomplish transgenesis 

and would be considered no differently than GM products by regulators. The European Food Safety Authority (EFSA) Panel on Genetically Modified Organisms—

an expert panel providing independent scientific advice to EFSA on GMOs—has developed the regulatory opinion that existing EFSA guidance documents apply 

to the SDN3 technique European Food Safety Authority Panel on Genetically Modified Organisms, 2012 EFSA GMO Panel (2012). But because the technique can 

specifically target transgene delivery into the genome, it has the potential to minimize potential hazards associated with gene disruption or regulatory elements 

in the recipient genome. Thus, plants developed using SDN3 methods may require less data for risk characterization than more conventional approaches to 

transgenesis. From Wolt Jeffrey D., Wang Kan, et al. (2015) 

 

From Wolt et al. a helpful table with all the usual acronyms: 



 

Figure 2: Table 1 with the Genome editing acronyms, terms and definitions Breyer, Herman, et al. (2009, de Souza (2015, 
Kim and Kim (2014, Osakabe and Osakabe (2015, Zalatan, Lee, et al. (2015) from Wolt Jeffrey D., Wang Kan, et al. (2015). 

 

The conclusive words of Wolt et al. are a clear vote for coming finally to a product-oriented 

regulatory view, but with differentiated concepts related to the depth of impact as produced with 

the scheme in Fig. 1, also called dynamically scalable regulation. 

 
“Success in advancing GEEN and related technologies for crop improvement will be limited if public views and regulatory response continues 
to be captured within the overriding theme of GMOs. The continued reliance on process-based definitions as a guide to regulatory 
oversight—and the adoption of process-focused language in public discourse—detracts from appropriately gauged approaches toward the 
regulation of genome-edited crops. Thus, the focus on the nature of the novel plant phenotype/trait is lost as the appropriate paradigm for 
the safety assessment, which encumbers regulatory approvals for crops derived from both established and emerging plant breeding 
techniques. Lacking a fuller emphasis on this point means that the public may largely misunderstand genome editing and regulators will be 
faced with pressure to evaluate these products within existing biosafety frameworks. Fortunately, progress is being made by regulators in 
shaping sensible and pragmatic approaches toward the application of genome editing for crop improvement but at some point new 
product-based paradigms for regulation of new breeding technologies must emerge.” From Wolt Jeffrey D., Wang Kan, et al. (2015)  

 

These statements and views are building on a rich literature review, as the full text reveals, but there 

is one group of authors around Nancy Podevin, which need special mention, since Wolt et al. clearly 

build on the same differentiated regulatory scheme, slightly adapted: Podevin, Davies, et al. (2013, 

Podevin, Devos, et al. (2012): 
 

Podevin, N., Devos, Y., Davies, H. V., & Nielsen, K. M. (2012). Transgenic or not? No simple answer! New biotechnology-based plant 

breeding techniques and the regulatory landscape. Embo Reports, 13(12), pp. 1057-1061. <Go to ISI>://WOS:000311971700012 AND 

http://www.ask-force.org/web/Genomics/Podevin-Transgenic-or-Not-2012.pdf  

 

Marked as headlines in the text (NPP: New Plant Products) 

 
 

http://www.ask-force.org/web/Genomics/Podevin-Transgenic-or-Not-2012.pdf


 
 

 

 
 

Two tables are giving all the knowledge and suggestions, Nathalie Podevin and her research group 

want to suggest: Sidebar A and Sidebar B: 

 

 
 



 
Both boxes come from Podevin, Devos, et al. (2012) and need no further explanation, just reading. All literature citations 

within the boxes are given with the same number and refer to full text references in the cited literature: (7): see Lusser, 

Parisi, et al. (2011),  (13) see EFSA Opinion (20120126), (26) see McHughen and Smyth (2008, McHughen and Smyth 

(2012), (27) see Smyth and McHughen (2008, Smyth, McHughen, et al. (2012, Smyth and Phillips (2014) 

 

Final comments: 
No doubt there will be a new debate on regulation in the next months to come. There is no reason to not approach the EU 

and Cartagena Protocol, the US and Canada-regulation with new insights and the courage for correction, since regulation, 

particularly in the EU, is not really functioning. For the coming debates on a shift from process- to product-oriented focus 

(including molecular processes) on the regulation of GM crops we should keep in mind, that the regulatory process on the 

safety of GMOs is dramatically retarded, but in the cases already finally decided have not revealed the slightest problems on 

environmental and food safety Ricroch (2013, Ricroch, Berge, et al. (2011, Ricroch and Hénard-Damave (2015, Ricroch 

Agnès E.., Audrey Boisron, et al. (2015) – giving citations from one single research group, numerous papers could be added 

from numerous reports on research projects. The question will be on how to proceed and change the regulatory rules with 

all the coming new Gene Editing Methods. The arguments and proponents for a product oriented regulation (including the 

molecular facts) are rapidly growing, up to now we have some of the most respected science bodies worldwide dealing with 

GMO regulation on the side of the product oriented regulation: UK regulation, the UK parliaments, EASAC (European 

Academy of Sciences, and more, numerous important scientific bodies of regulation and academies demand for important 

changes in the EU regulation. UK regulatory agencies ACRE, DEFRA and the House of Lords, the House of Commons with a 

full support of the leading UK scientists for product oriented regulation, following the sequence of web publications, the UK 

politicians and scientists pave the way in Europe, the French Academy of Sciences, the Swiss Academy of Sciences including a 

report from Werner Arber on the Genomic Misconception in the NFP59, the Swiss Agency of Biosafety EFBS etc. etc.. Also 

authors of new textbooks on Biotechnology – they all call for a regulatory overhaul within the EU will build on rigorous 

scientific principles of e.g. the ERF (European Risk Foundation). Indirect support also comes from the EFSA, calling for 

regulatory reform within the EU. 

Continuous and new support from the United States and Canada, the leading agency for product oriented regulation, with 

new publications demonstrating measurable regulatory success since 15 years. In both countries, the readiness of regulatory 

change is manifest and a move to more precision in a science based product-oriented regulation. This means that it is 

intended to give equal scrutiny to novel traits with focus on the product, not discriminating with higher safety standards for 

GMOs. 

A review of the author questioning the big genomic differences made between GMOs and non-GMOs, largely a matter of 

politics neglecting modern science, including numerous papers published in peer reviewed journals promoting more or less 

explicitly a product-oriented regulation of GMOs including  

An important argument to scale down the stigmatizing differences between GMOs and non-GMOs are the existing Natural 

transgenic Organisms, including a new and well documented case on Sweet Potato and David Tribes website documenting a 

plethora of similar cases. 

 



The rapid development of new gene transfer methods (at present time ca. 15 new ones) forces regulators to get away from 

the process oriented regulation towards a product view in regulation. A summary of all available reports and publications is 

given and commented in an extensive literature review (>170pp) soon to be published. It will also contain a differentiated 

regulatory system for global applications as suggested above, which will revolutionize and speed up the way new breeds will 

be approved, for which we propose with Podevin the term dynamically scalable concept. 

Comparing the real and documented risks, often higher in conventional and organic than in transgenic crops demands the 

inclusion of conventional crops of all kinds for at least a pre-scrutiny in regulatory processes, cases on mycotoxins and 

environmental impact. This is a very strong argument to include selected conventional crops as the Canadian regulatory 

system is proceeding.  

The indirect consequences of product-oriented regulation (including a detailed view on molecular processes) reduces clearly 

the stigmatization against biotechnology-based breeding, and thus offers new opportunities of collaboration and common 

use of conventional and biotech crops in new organo-transgenic agricultural strategies. Several papers advocating organo-

transgenic agricultural strategies and a new declaration of IFOAM and the top management of organic farming in 

Switzerland are recently opening the debate on accepting selected new GMOs within organic farming. A transition to 

product-oriented regulation will help to reduce the stigmatization of GMOs for marketing and political reasons which is still 

ruling organic farming organizations today. Ammann Klaus (2008, Ammann Klaus (2009, Ammann Klaus and van Montagu 

Marc (2009) 

It is clear to the author of this petition, that any attempt to reduce or even eliminate the unscientific regulatory 

stigmatization of GMOs will provoke protest from opponent organizations, since it will weaken their position of 

professional and lucrative fear-mongering policy.  

 

What we urgently need is a novel regulatory system with a dynamically scalable concept. 

 

 

 

CITED LITERATURE WITH FULL TEXT LINKS 

 
Ammann Klaus (2008)   Feature: Integrated farming: Why organic farmers should use transgenic crops, print and full text links   New 
Biotechnology  25  2   101 - 107 pp  http://www.ask-force.org/web/NewBiotech/Ammann-Integrated-Farming-Organic-Farmers-use-
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