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Levering på bestillingen ”Faglig vurdering af behovet for at opdatere/revidere Rå-
dets henstilling fra 1986 om sikkerhedshensyn ved anvendelse af gensplejsede or-
ganismer (Recombinant DNA organisms) i industri, landbrug og miljø” 

 
Landbrugsstyrelsen har i en bestilling sendt d. 10. februar 2020 bedt DCA – Nationalt 
Center for Fødevarer og Jordbrug – om at give en faglig vurdering af behovet for at 
opdatere/revidere de enkelte anbefalinger i OECD Rådets anbefaling vedr. sikker-
hedshensyn ved anvendelse af gensplejsede organismer i industri, landbrug og miljø. 
I de tilfælde, hvor der vurderes at være behov for en ændring, ønskes tillige en forkla-
ring på hvorfor der er behov for ændringen. Til bestillingen var vedlagt et dokument 
med oplæg til diskussion af OECDs anbefalinger. 
 
Besvarelsen i form af vedlagte notat er udarbejdet af seniorforsker Per L. Gregersen 
fra Institut for Agroøkologi ved Aarhus Universitet. Professor Henrik Brinch-Pedersen 
fra samme institut har været fagfællebedømmer, og notatet er revideret i lyset af 
hans kommentarer.  
 
DCA gør opmærksom på at der er flere industrielle vinkler i det vedlagte dokument 
(oplæg til diskussion af OECDs anbefalinger). I besvarelsen har vi udelukkende for-
holdt os til den landbrugsfaglige del.  
 
Besvarelsen er udarbejdet som led i ”Rammeaftale om forskningsbaseret myndig-
hedsbetjening mellem Miljø- og Fødevareministeriet og Aarhus Universitet” under ID 
1.20 i ”Ydelsesaftale Planteproduktion 2020-2023”.  

 
 
Venlig hilsen 
 
Lene Hegelund 
Specialkonsulent, kvalitetssikrer f. DCA-centerenheden 
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Comments to “Updating/Revising the Council Recommendation 
on the Safety of Recombinant DNA Organisms: first discussion” 

By Per L. Gregersen, Department of Agroecology, Aarhus University  

Peer reviewed by Henrik Brinch-Pedersen, Department of Agroecology, Aarhus University  
 
 
Background  
  
This delivery is prepared on request by the Ministry of Environment and Food, Denmark received 4th of 
February 2020 by DCA – Danish Center For Food and Agriculture, Aarhus University. It is part of the 
”Framework agreement on the provision of research-based policy support to the Ministry of Environment 
and Food of Denmark and its agencies 2020-2023” 

The commented text is the list of OECD recommendations from 1986: “The Recommendation of the Council 
concerning Safety Considerations for Applications of Recombinant DNA Organisms in Industry, Agriculture 
and the Environment.” 

 

Comments 

In general, the individual items of the list need updating/revision due to the time span since they were 
conceived 34 years ago. However, for the agricultural and environmental use of recombinant DNA 
organisms most of the general considerations and recommendations listed here in fact still hold at the 
general level. 

In the introductory texts, the development of modern gene technology is briefly touched upon. Indeed, the 
current status of the technologies, and their rapid development, should be clearly included in the 
recommendations. In particular, with respect to the recent development of genome editing techniques, 
which give rise to new challenges when it comes to detection of introduced modifications of genes and the 
distinction between these changes and those arising from modifications obtained by non-GM technologies 
or just natural variants. These aspects are particularly important within the area of crop plants, since the 
market situation here creates ample opportunities for mixture of seeds and material of different origins. 

A general comment might be that the term “recombinant DNA organisms” could be exchanged with the 
more widely used term “genetically modified organism”.  

Below, “retained”, “remove”, or “modified” is indicated for each item of the list. In case of “modified” a 
brief explanation is provided. The items specifically concerning industrial, contained use of recombinant 
DNA organisms are not addressed here: 

 

HAVING REGARD to the report “Recombinant DNA4 Safety Considerations - Safety Considerations for 
Industrial, Agricultural and Environmental Applications of Organisms derived by Recombinant DNA 
Techniques”; 

Modified 
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Recommendations should be based on updated overviews of the DNA techniques that 
include the development since the mid-80s, in particular with respect to the genome editing 
techniques. 
  

CONSIDERING that recombinant DNA techniques have opened up new and promising possibilities in a wide 
range of applications and can be expected to bring considerable benefits to mankind; 

Modified 
Updated to include what has actually been achieved of benefits since the mid-80s. 

 

CONSIDERING that a common understanding of the safety issues raised by recombinant DNA techniques will 
provide the basis for taking initial steps toward international consensus, the protection of health and the 
environment, the promotion of international commerce and the reduction of national barriers to trade in 
the field of biotechnology; 
 
 Modified 

This should address that international consensus has not been achieved, in particular 
between the EU and the rest of the world. 

 
…. 
 
…. 
 
…. 
 
CONSIDERING that assessment of potential risk of recombinant DNA organisms for environmental or 
agricultural applications is less developed than the assessment of potential risks for industrial applications; 
 
 Modified 

Maybe this is still the case; however, the progress in assessment for environmental and 
agricultural applications since the mid-80s should be addressed 
 

RECOGNISING that assessment of potential risk to the environment of environmental and agricultural 
applications of recombinant DNA organisms should be approached with reference to, and in accordance 
with, information held in the existing data base, gained from the extensive use of traditionally modified 
organisms in agriculture and the environment generally and that with step-by-step assessment during the 
research and development process potential risk should be minimised; 
 

Retained – this still holds 
 

 
a) Share, as freely as possible, information on principles or guidelines for national regulations, on 
developments in risk analysis and on practical experience in risk management with a view to facilitating 
harmonization of approaches to recombinant DNA techniques; 
 

Retained 
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b) Examine their existing oversight and review mechanisms to ensure that adequate review and control of 
the implementation of recombinant DNA techniques and applications can be achieved while avoiding any 
undue burdens that may hamper technological developments in this field; 
 

Retained 
 

c) Recognise, when aiming at international harmonization, that any approach to implementing guidelines 
should not impede future developments in recombinant DNA techniques; 
 

Retained 
 

d) Examine at both national and international levels further developments such as testing methods, 
equipment design, and knowledge of microbial taxonomy to facilitate data exchange and minimise trade 
barriers between countries. Due account should be taken of ongoing work on standards within international 
organisations, e.g., WHO, CEC, ISO, FAO, MSDN5; 
 

Modified  
Not only ongoing work on standards, but also existing standards should be taken into 
account. 
 

e) Make special efforts to improve public understanding of the various aspects of recombinant DNA 
techniques; 
 

Retained 
 

f) Watch the development of recombinant DNA techniques for applications in industry, agriculture and the 
environment, while recognising that for certain industrial applications, and for environmental and  
agricultural applications of recombinant DNA organisms, some countries may wish to have a notification 
scheme; 
 

Retained 
 

g) Ensure that assessment and review procedures protect intellectual property and confidentiality interests 
in applications of recombinant DNA, recognising the need for innovation while still ensuring that all 
necessary information is made available to assess safety. 
 

Retained 
 

…. 
…. 
…. 
…. 
 
III. RECOMMENDS, with specific reference to agricultural and environmental applications, that Member 
countries: 
 
a) Use the existing considerable data on the environmental and human health effects of living organisms to 
guide risk assessments; 
 

Retained 
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b) Ensure that recombinant DNA organisms are evaluated for potential risk, prior to applications in 
agriculture and the environment by means of an independent review of potential risks on a case-by-case 
basis; 
 

Retained 
 

c) Conduct the development of recombinant DNA organisms for agricultural or environmental applications 
in a stepwise fashion, moving, where appropriate, from the laboratory to the growth chamber and 
greenhouse, to limited field testing and finally, to large-scale field testing; 
 

Retained 
 

d) Encourage further research to improve the prediction, evaluation, and monitoring of the outcome of 
applications of recombinant DNA organisms. 
 

Retained 
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