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Changes 

page 4: 5th bullet from bottom, Dual-use added 
page 5: “Containment level 4 does not apply to the USPB”, replaced by “Containment level 4 is not 
allowed according to the Environmental permit (VoH) on the USPB”. 
page 9: CWA15793 replaced with ISO35001:2019. 
Page 13: References, AI-9 can no longer be ordered as a separate copy, there is only an online package 
with all AI sheets. New references added (‘Wet dieren, NVWA)’. 
 
Appendix 1: BIRO is now called BIRC and various updates of referenced documents. The sections on 
legislation and regulations with regard to animal pathogens and animal (by) products have been updated. 
Appendix 2: KNVM VMT guideline compared with the 5th edition 2021. Added on page 6 under 
disinfectants: ‘Biocides may also be permitted in the Netherlands on the basis of an permission elsewhere 
in the European Union. Consult the European ECHA database) if the Dutch database with approved 
biocides does not provide any results’. Added on page 6 under hand cleaning technique: ….. in the 
approval database of the Ctgb (www.ctgb.nl). 
Appendix 4: date valid from adjusted for the 'Arbobesluit, afdeling 9 Biologische agentia (valid from 01-01-
2021)'. 
Appendix 5abc: the copied texts from Appendix 9 belonging to the ‘Regeling GGO’ have been deleted. 
The link to this Appendix 9 with a reference to the design specifications and work procedures for the 
different categories of physical containment for GMO activities performed at the USPB has been included 
in a new Appendix 5. Appendix 5a/5b/5c are hereby deleted. 
Appendix 7: Article 12 officer replaced by Article 13.f., two 'awareness' questions added and a reference 
to iProva, where RIVM has established forms to be used (in Dutch and English). 
Appendix 8: distinction II-k and II-v deleted. 
Appendix 9: distinction II-k and II-v replaced by II. 
 

Introduction 

The objective of biosafety is to promote safe working with hazardous biological agents, where the safety 
of humans and the environment are concerned. Biosafety focuses on preventing the exposure of people 
and spread in the environment. 
 
For the organisations on the Utrecht Science Park Bilthoven (USPB), the term biosafety applies to safe 
working with biological agents in a laboratory and production environment. 
 
According to the definition laid down in the ‘Arbobesluit’, biological agents may or may not be genetically 
modified. See the following chapter for the legal definitions of biological agents and genetically modified 
organisms. 
 
Purpose 
The purpose of this document (KAM-13-GEN) is to give generally applicable information regarding 
biosafety and to help the employee in determining which other part of KAM-13 is applicable (besides 
KAM-13-GEN): 
 

• KAM-13-GMO for genetically modified organisms 

• KAM-13-non-GMO for biological agents that are not genetically modified 
 
The three main documents of KAM rule 13 (KAM-13-GEN, GMO and non-GMO) comprise the main issues 
concerning biosafety, including background information and references. Practical information and more 
detailed work procedures for employees in a laboratory or production environment are included in 
appendices or are only available within a specific organisation at the USPB. 

https://echa.europa.eu/nl/information-on-chemicals/biocidal-products
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Responsibilities 
For this, refer to the chapter Internal Organisation. 

Definitions of biological agents and genetically modified organisms 

According to the ‘Arbobesluit’, biological agents (BA) are: 
 

Microorganisms, cell cultures and human endoparasites, whether or not genetically modified, 
which can cause an infection, allergy or toxicity. 

 
The ‘Arbobesluit’ is restricted to BA that are hazardous for humans, and does not cover naturally 
occurring agents are considered harmless for humans. 
 
According to the ‘Arbobesluit’, the term BA also includes substances or structures originating from living 
or dead organisms (e.g. toxins), as well as prions. The criterium is whether there is a harmful or adverse 
effect on humans. 
 
The description of BA in the ‘Arbobesluit’ states ‘...whether or not genetically modified...’. This includes 
therefore both naturally occurring and genetically modified microorganisms. Consequently, both the 
‘Arbobesluit’ and the 'Besluit GGO' are applicable to working with a genetically modified microorganism. 
 
According to the ‘Besluit GGO’, a genetically modified organism (GMO) is: 
 

An organism, with the exception of human beings, whose genetic material has been altered in a 
way that is not feasible by natural reproduction or natural recombination. 

 
In practice, a distinction is often made between naturally occurring BA, primarily pathogens such as the 
influenza virus or the tuberculosis bacterium on the one hand, and genetically modified organisms 
(GMOs) on the other hand. GMOs can be genetically modified microorganisms (part of the BA definition 
of the ‘Arbobesluit’), but they can also be genetically modified animals or plants (not part of the BA 
definition). KAM rule 13 does not cover plants, because this is not applicable to the USPB. 
 
The definitions of BA and GMO differ, but there is an overlap (see Figure 1). This fact is reflected in the 
chapter on laws and regulations. 
 

BA (non-GMO)
Naturally occurring
(pathogenic) 
microorganisms

GMO (non-BA)
Genetically 

modified 
animals or plants

BA / GMO
Genetically 

modified 
microorganisms

 
Figure 1. Schematic distinction and overlap between BA and GMO according to the definitions of the 
‘Arbobesluit’ and the ‘Besluit GGO’. 
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Laws and regulations 

The Netherlands: ‘Arbo’ and ‘GGO’ 
In the Netherlands, the ‘Arbobesluit’ is applicable to activities with BA. The main objective is to prevent 
the exposure of employees to human pathogens. Much information can be found in the ‘Arbo 
Informatieblad AI-09 Biologische Agentia'.  The competent authority in this field is the Ministry of SZW 
(Social Affairs and Employment). Monitoring is exercised by the ‘Nederlandse Arbeidsinspectie’. 
 
The ‘Besluit GGO’ and the ‘Regeling GGO’ are applicable to activities involving GMO in the Netherlands. 
The principal objective is the prevention of exposure of employees to GMO and the spread of GMO in the 
environment. The ‘competent authority’ in this field is the Ministry of I&W (Infrastructure and Water 
Management). Monitoring is exercised by the ‘Inspectie Leefomgeving en Transport (ILT)’. Important 
executive and/or advisory bodies are the ‘Bureau GGO’ and ‘Commissie Genetische Modificatie (COGEM)’. 
 
EU directives 
EU countries assume the obligation to implement EU directives into their own laws and regulations. In 
themselves, EU directives have no legal status in the Netherlands. 
 
The ‘Arbobesluit’ is’ the implementation of the EU directive 2000/54/EC ‘on the protection of workers 
from risks related to exposure to biological agents at work’. 
 
The Dutch GMO legislation (‘Besluit GGO’ and ‘Regeling GGO’) is the implementation of the EU directive 
2009/41/EC ‘on the contained use of genetically modified microorganisms’. 
 
Additional laws and regulations 
In addition to the above, additional laws and regulations may be applicable. Employees are expected to 
verify the extent to which the topics below could be applicable to their activities and if so, to seek advice 
internally from the BSO, animal experimentation expert, radiation expert and/or other relevant official. 
Appendix 1 of this KAM rule provides more details regarding any laws and regulations that may be 
applicable. 
 
Topics for which additional laws and regulations are or may be applicable are: 

• Omgevingsvergunning (Environmental permit) 

• Rampen en zware ongevallen (Disasters and serious accidents) 

• Transport, import, export, strategic goods, dual-use 

• Experimental animals 

• Animal pathogens 

• Animal by-products 

• Radioactive materials 
 

  

https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
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Risk categories and containment levels 

General explanation 
In the Netherlands, statutory guidelines and specifications are applicable to working with biological agents 
(BA) and for the production and handling of genetically modified organisms (GMOs). The laws and 
regulations distinguish between four risk categories and associated containment levels (1 to 4 inclusive). 
The higher the risk category, the more stringent the control measures are. The risk category and 
containment level that is applicable for certain activities or for a particular situation is defined by factors 
such as: the pathogenicity of the organism or host organism (with GMO), infection route, infectious dose, 
severity of the harmful effects, nature of the activities, stability of the agent and the chance of survival 
outside the work area, nature of the genetic characteristics transferred (with GMO), characteristics of the 
vector (with GMO), etc. 
 
Descriptions and designations 
The descriptions of the four risk categories in the ‘Arbobesluit’ and in the ‘Regeling GGO’ do correspond 
but they are not identical. For the exact descriptions, refer to KAM-13-non-GMO and KAM-13-GMO 
respectively. 
 
At the USPB, various different organisations in laboratories, production areas and animal housing work 
with BA that may or may not be genetically modified. These organisations have work areas at 
containment levels 1 to 3 inclusive. Containment level 4 is not allowed according to the Environmental 
permit (VoH) on the USPB. 
 
For the containment level designations, those from the ‘Regeling GGO’ (see KAM-13-GMO) are often 
used, but sometimes (also) the international designations (BSL). Table 1 gives an overview in combination 
with the access symbols at the USPB. See also KAM rule 20 ‘Access to lab and production areas’. 
 

Biosafety 
level 

BA 

 
     BA 
(animal) 

 

GMO 
(lab) 

GMO 
(animal) 

GMO 
(production) 

 Access symbool 

BSL-1 
 

Level 1 ABSL-1 
 

ML-I 
 

D-I/DM-I 
 

MI-I/II 
 

 Access only  
after permission 
from  contact person 

BSL-2 
 

Level 2 
 

ABSL-2 ML-II 
 

DM-II 
 

MI-III 
 

 Access only  
after permission  
from informant 

BSL-3 
 

Level 3 
 

ABSL-3 
 

ML-III 
 

DM-III 
 

MI-IV 
 

 Access                 
prohibited 

Table 1. Overview of containment level designations for BA and GMO and in colour, the relationship with the 
access symbols at the USPB. For the GMO designations (ML etc.), see KAM-13-GMO. 

 
In addition to the access symbol, at least the following elements must be visible on the access door to the 
room: 

• The containment level of the room (BSL or GMO level). 

• The general biohazard symbol (only for containment levels 2 and higher). 

• The names and telephone numbers of at least one person responsible for the specific room and 
of the BSO. See also KAM rule 20 ‘Access to lab and production areas’. 

 

https://stichting-alt.nl/kam-regels/20-toegang-tot-laboratoriumruimten/
https://stichting-alt.nl/kam-regels/20-toegang-tot-laboratoriumruimten/
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Control measures 
Control measures consist of different elements with a hierarchy. The organisation must first attempt to 
apply measures that are higher in the list, before deciding to implement measures lower in the list. The 
sequence of control measures given below is stated in AI-09 (see also Appendix 3 of this KAM rule): 
 

1. Control at the source. 
2. Organisational measures. 
3. Technical measures. 
4. Hygienic measures. 
5. Personal protection equipment. 
6. Vaccination. 
7. Post-exposure prophylaxis. 
8. Therapy in case of illness. 

 
In practice, the technical measures are usually emphasised (point 3 above). This is evident for example in 
tables with technical measures per level, which are shown in many documents, e.g. appendix V of EU 
directive 2000/54/EC and appendix 9 of the ‘Regeling GGO’.  
This concerns e.g. negative pressure, HEPA filters, autoclaves, biosafety cabinets etc. A room which is 
labelled with a specific containment level, e.g. ML-II, must at least comply with the technical requirements 
as specified for ML-II in appendix 9 of the ‘Regeling GGO’.  
 
For the employee, it is important always to be alert to control measures at the source (point 1 above), 
such as using a non-pathogenic strain or a smaller culture, because these measures are the most 
effective. If this cannot be done (e.g. for diagnosis) or insufficient, then this can be supplemented with 
measures that are lower in the list. The BSO can give information or advice about other control measures. 
See also Appendix 3 of this KAM rule for general guidelines on control measures. 
 
Design specifications and work instructions for containment level 3 (BA/GMO) 
For activities with non genetically modified BA of risk category 3, not only the ‘Arbobesluit’ is applicable 
(and not the GMO Regulation), whereby the emphasis is on the protection of employees. For this category 
of BA, it is undesirable that they spread in the environment, because this category usually concerns 
serious and non-endemic infectious diseases, the ‘Wabo’ is also applicable. The design specifications and 
work procedures  of the ‘Regeling GGO’ focuses, among other things, on combating the spread in the 
environment and are also very relevant for this BA category. 
 
For this reason, it has been agreed at the USPB that for containment level 3 the ‘Regeling GGO’ design 

specifications and work instructions are leading. 
 

Appendix 5 of this KAM rule refer to the relevant design specifications and work instructions for level 3 
(ML-III). 
 
 
 
 

  

https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
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Internal organisation 

For the environmental aspects at the USPB, a separate role has been defined for Stichting-Alt who 
manages the ‘milieu Vergunning op Hoofdzaken (VoH)’. This is mainly applicable when it concerns 
physical containment measures for BA of risk category 3 and GMO’s which are licenced through the VoH. 
 
In general, there are three actors in the organisation with responsibilities, tasks and competences 
regarding biosafety: 
 

1. CEO and line management: According to the ‘Arbobesluit’, the management is responsible for 
Occupational Health and Safety. The line management of an organisational unit (centre, 
laboratory, department, unit etc.) ensures the observance of rules from the applicable laws and 
regulations and the applicable KAM rules of Stichting-ALt and possibly additional organisation-
specific rules for safe working with BA. The CEO is ultimately responsible for Occupational Health 
and Safety. The ‘Besluit GGO’ mentions the term ‘User’ (formerly ‘permit holder’), meaning the 
CEO which has final responsibility for all GMO activities within the organisation. 

 
2. BSO: An organisation's management appoints one or more biosafety officers (BSOs). According to 

the ‘Regeling GGO’, for working with GMOs, a BSO (BVF) approved by the Minister must be 
appointed to supervise GMO activities. The management makes the BSO responsible for specific 
tasks within the limits of his/her authorisation and to this end, grants authority in compliance 
with the ‘Arbobesluit’ and/or the ‘Regeling GGO’ (see Appendix 6 of this KAM rule). 

 
3. Employees: The employees (researchers, analysts, animal keepers biotechnicians, operators, 

production workers etc.) who carry out activities with BA are expected to know and observe the 
applicable KAM rules and room-specific procedures. It is essential to provide employees with 
relevant preliminary training that is tuned to the work that has to be carried out. The BSO (BVF) 
assesses employees who work with GMOs and employees who will work at level 3 can only do so 
after permission from the BSO. If necessary, employees are given additional training and support. 
The ‘Regeling GGO’also employs the terms ‘Onderzoeksleider’ (OL) and ‘Verantwoordelijk 
medewerker (VM), for this see KAM-13-GMO. 

 

Work procedures 

The basic work procedures for microbiological work, which are also known as ‘Good microbiological 
practice’ (GMP) are stated in Appendix 2 of this KAM rule. 
 
A hierarchy applies to work procedures (or work instructions) in general: Local work procedures may not 
conflict with the agreements at the USPB that are laid down in the KAM rules. KAM rules may not conflict 
with the Dutch laws and regulations. This is shown schematically in Table 2. 
 

Hierarchy Description Obligation Condition 

1 
NL laws and 
regulations 

Legal obligation Implementation of EU directives 

2 KAM rules Agreements at the USPB 
No conflict with NL laws and 

regulations 

3 
Local work 
procedures 

Locally applicable rules 
No conflict with KAM rules and in 

accordance with laws and regulations 
Table 2. Hierarchy of laws and regulations, KAM rules and local work procedures. 

 

https://stichting-alt.nl/kam-regels/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
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For example, the work instructions in the ‘Regeling GGO’ are legally required. KAM-13-GMO is an 
elaboration of the ‘Regeling GGO’ for the USPB. Finally, there may be local work procedures for GMO that 
are not valid USPB-wide, but which may not conflict with KAM-13-GMO. 
 
Some USPB-wide work procedures are included in appendices in KAM rule 13. There are also additional 
KAM rules connected with biosafety (see below). Finally, local work procedures may also be applicable. 
 
The legal requirements should be considered to be a minimum basis for safe working. In order to 
determine whether this is adequate, a risk assessment (Dutch: RIE) should always be carried out. This may 
result in additional control measures being necessary. 
 
The main control measures consist among other things of: 

• Containment, e.g. by means of negative pressure, closed (possibly leak-tight) rooms, HEPA filters, 
biosafety cabinets. 

• Decontamination, e.g. by means of disinfection, autoclaving, room-decontamination. 
 
See also the Control Measures chapter above. Attention should also be given to security (biosecurity) and 
general safety. 
 
Various control measures are anchored in a collection of work procedures, some of which are included in 
the appendices of KAM rule 13 (see List of Appendices with KAM-13, page 13). 
 
Additional KAM rules 
The procedures regarding hazardous waste and its disposal are described in: 

• KAM rule 07 ’Disposal of (hazardous) waste’.  
• KAM rule 08 ‘Waste from (micro) biological laboratories’. 

• KAM rule 17 ‘Cadavers and bedding’. 
 
The 'no-risk statement' for the release of a room after decontamination or release for technical activities 
can be found in: 

• KAM rule 16 ‘Risk declaration’ 
 
Local work procedures 
The different organisations at the USPB have their own local and sometimes room-specific procedures 
which are more detailed than the generally applicable KAM rules and which are specific for the local 
situation and working method. These may not conflict with the KAM rules and must be approved by the 
BSO. 
 

Accidents and incidents 

An accident is an unintended event, in which personal injury has arisen and an incident is an undesired 
disruption of the normal process that can cause damage or danger to people and/or the environment. 
 
Examples of accidents and incidents are: 

• Spilling a BA/GMO or a leaking container or package containing BA/GMO (a spill). 

• Injection accident with a BA/GMO. 

• Exposure to a BA/GMO in another way. 

• Suspicion of a work-related infection. 

• Failure of primary or secondary containment. 

• Release of BA/GMO outside the contained space. 
 

https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/13-biologische-veiligheid/
https://stichting-alt.nl/kam-regels/07-afvoer-gevaarlijk-afvalstoffen/
https://stichting-alt.nl/kam-regels/08-afvoer-microbiologische-laboratoria/
https://stichting-alt.nl/kam-regels/17-kadavers-en-bedding/
https://stichting-alt.nl/kam-regels/16-risivoverklaring/
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• Loss of a BA/GMO. 

• Serious violation of laws and regulations regarding BA/GMO. 
 
 

 
Reports and procedures 
See KAM-13-GMO or non-GMO for specific rules regarding the relevant essential reports and procedures. 
 
Evaluation and after-care 
Within the framework of ISO 14001 and ISO 35001:2019 (before CWA 15793), it is essential to conduct a 
detailed investigation into the cause of the accident or incident and to verify whether any adjustments are 
required in the containment equipment, organisation, KAM rules or room-specific procedures. The BSO 
must be involved with this. 
 

Administration and reports 

For statutory rules regarding the administration with GMO activities, see KAM-13-GMO. 
 
For BA category 3, it is mandatory to maintain a central register, preferably by the BSO, containing the 
following data: 

• The pathogens (species) that are in possession. 

• Other characteristics of these pathogens, such as subspecies and/or strain. 

• Storage location. 

• Responsible employee for the pathogen. 
 
The organisation and the BSO must take into account the confidentiality of the above information and 
observe the guidelines concerning biosecurity. 
 
Registers must also be maintained for: 

• Employees who carry out activities with BA, category 3.  

• The vaccinations performed and their validity. 
 
The personal registers about employees who have worked with BA category 3, or who have potentially 
been exposed to them must be kept for at least 10 years after the last potential exposure. The retention 
period must be 40 years if the organism so requires (e.g. with a long incubation time or latent infection). 
 
Other data connected with health and immunity (pregnant, medication, immune condition etc.) are 
important to know but are also privacy-sensitive. Each organisation conducts its own policy on this. 
 

Monitoring, inspections and enforcement 

For rules concerning the monitoring and inspection of activities with GMO and non-GMO of category 3, see 
KAM-13-GMO. 
 
Internal monitoring 
The line manager supervises the observance of the KAM rules by the employees of its own department. 
The BSO has to monitor as described above. The CEO has final responsibility. The organisation is 
responsible for regular internal inspections of Health & Safety and environmental aspects.  
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The risks may change due to changes in the organisation (a relocation, change in activities, change in 
applied microorganisms etc.), and this may result in adjusting the control measures. The BSO must be 
engaged for advice. 
 
 
Monitoring and enforcement by the government 
The government may carry out unannounced inspections, and in the event of serious shortcomings, is 
authorised to impose a fine, to stop the work or to close work areas. In extreme cases, even public 
prosecution is possible. 
 
The ‘Nederlandse Arbeidsinspectie’ inspects the observance of the ‘Arbo wet’ and the ‘Arbobesluit’. This 
is also important within the framework of GMO, because genetically modified microorganisms fall under 
the ‘Arbo’ definition of BA. 
 
The ‘Inspectie Leefomgeving en Transport (ILT)’ specifically inspects the observance in the light of the 
GMO laws and regulations. 
 
For monitoring and enforcement by the government on other aspects (‘Wet milieubeheer, ‘VoH’, 
transport, export, animal experiments etc.), the BSO and/or Stichting-Alt can give information or advice. 
 

Contents and objective of KAM-13-GMO and KAM-13-non-GMO 

KAM-13-GMO and KAM-13-non-GMO describe the safety aspects, tasks, administration and procedures 
regarding working with BA that may or may not be genetically modified. This is a practical translation of 
the laws and regulations. The measures should result in work being done safely such that the risk of 
exposure of employees to BA (whether or not genetically modified) is excluded or restricted to a 
minimum, and that GMOs and naturally occurring BA cannot enter the environment from the working 
area.  
 
 
Determining which parts of KAM-13 (GEN, GMO, non-GMO) are applicable 
It is important for both the organisation and the employee to know which laws and regulations are 
applicable before starting activities with e.g. new organisms or a new project. After all, this has 
consequences, e.g. in the field of required control measures and utilities, administration and  
procedures. 
 
The GMO laws and regulations are applicable to the production of a new GMO, or when performing 
activities with an existing GMO. The ‘Arbobesluit’ is also applicable, as this applies to BA whether or not 
genetically modified. A further explanation is given in KAM-13-GMO. 
 
The ‘Arbobesluit’ is solely applicable to activities with a BA for which it is certain that it is not genetically 
modified. A further explanation is given in KAM-13-non-GMO. 
 
Specific attention is required to exclude the possibility that a BA has been genetically modified. This is not 
always immediately clear, e.g. for BA that are obtained from elsewhere.  
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Other points for attention connected to special cases: 

• Strictly animal pathogens (animal pathogens that are not human pathogens) are not BA 
according to the Health & Safety definition, but statutory guidelines are however applicable, such 
as the ‘Wet dieren’ and the EU regulation ‘diergezondheid’. The ‘NVWA’ offers extensive 
information on their website. Consultation with the BSO is necessary in this case. 

• Zoonoses (animal pathogens that can also be human pathogens) are BA according to the Health 
& Safety definition. 

• The GMO rules and regulations are applicable to animal pathogens (whether or not zoonoses) 
that are GMO. 

• According to the Health & Safety definition, GMO animals are not BA, but the GMO rules and 
regulations are applicable. 

 
 
Figure 2 shows a flow diagram to determine which parts of KAM rule 13 are applicable. 
 
 
 

Planning new bio activities 
and/or using new bio 

materials

Is it BA according to 
the Arbo definition?

KAM-13 not 
applicable

Is a GMO being 
created?

Any activities with an 
existing GMO?

KAM-13-GMO

KAM-13-non-GMO

Yes

No

No

Yes

Yes, or cannot be excluded

No

Animal pathogens or 
GMO-animals?

No

KAM-13 applicable, 
consult with BSO

Yes

 
Figure 2. Flow diagram for determining which parts of KAM rule 13 are applicable. See also the points for 
attention to special cases above. 

 
 
 

  

https://www.nvwa.nl/
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Abbreviations and terminology 

Abbreviations  

BA Biological agent(s) 
BSO Biosafety officer (also BVF) 
COGEM The Netherlands Commission on Genetic Modification 
GMO Genetically modified organism(s) 
ILT Human Environment and Transport Inspectorate 
I&W (Ministry of) Infrastructure and Water Management 
OL Onderzoeksleider 
Stichting-Alt  Stichting Antonie van Leeuwenhoek terrein 
SZW (Ministry of) Social Affairs and Employment 
USPB Utrecht Science Park Bilthoven 
VM Verantwoordelijk medewerker 
VoH Vergunning op Hoofdzaken  
  

 
 

Terminology  

Biological agents 
(‘Arbobesluit’) 

Microorganisms, cell cultures and human endoparasites, whether or not 
genetically modified, which can cause an infection, allergy or toxicity1. 

User The management of the organisation and ultimate responsible for all GMO 
activities within the organisation (formerly ‘permit holder’). 

Genetic modification An alteration in genetic material in a way that is not possible by reproduction 
or natural recombination. 

Genetically modified 
organism 

An organism whose genetic material has been altered by genetic technology. 

Laws and regulations The entirety of laws, decrees and regulations as enacted by the government. 
  

 
 

  

 
1 According to the ‘Arbobesluit’, the term Biological Agents also includes substances or structures originating 
from living or dead organisms (e.g. toxins), as well as prions. The criterium is whether there is a harmful or 
adverse effect on humans. 
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