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Ordinance on the Contained Use of Organisms (Containment Ordinance; CO)

dated
 2009
Based on Article 68 of the Act dated .... 2009 regarding the use of organisms (Organism Act; OrgG), State Gazette ... No …  , the government enacts:
I. General Provisions

Article 1 Purpose
The purpose of this Ordinance is to protect people and the environment, in particular communities of animals and plants and their habitats, against harmful effects or nuisances resulting from the contained use of organisms. This Ordinance will also contribute to maintaining biodiversity and soil fertility.
Article 2

Subject and Area of Applicability
1) This Ordinance regulates the contained use of organisms, in particular genetically modified or pathogenic organisms.

2) The use of organisms in the environment is regulated by the Ordinance on the Release of Organisms into the Environment.

3) The protection of people and the environment against serious damage resulting from major accidents involving micro-organisms is regulated by the Law on Protection against Major Accident and Ordinances based thereupon.

Article 3

Definitions and Designations

1) As defined by this Ordinance, the following definitions apply:

a) “Organisms”: cellular and non-cellular biological entity capable of replication or of transferring genetic material, in particular animals, plants and micro-organisms; mixtures and matter including such entities are considered equal to them;
b) “Micro-organism”: micro-biological entities, in particular bacteria, algae, fungi, protozoa, viruses, and viroids; cell cultures, parasites, prions and biological active genetic material are considered equal to them; 
c) “Genetically modified organisms”: organisms in which the genetic material has been altered by genetic procedures in accordance with Annex 1 in a way that does not occur naturally by crossbreeding or natural recombination; 
d) “Closed system”: Facility which limits or prevents contact of the organisms with humans or the environment by means of physical barriers and/or a combination of physical with chemical or biological barriers;
e) “Use”: any intended activity with organisms, in particular the use, processing, propagating, altering, proof, transporting, storing and disposal of;
2) The terms used in this Ordinance for persons apply to males and females.   

II. Requirements for the Contained Use of Organisms
A. General Requirements

Article 4 Diligence
1) Anyone who is involved in the contained use of organisms must be as diligent as required under the circumstances so that the organisms, their products of metabolism and waste cannot harm humans and the environment.  
2) In particular, the corresponding provisions and instructions and recommendations from the suppliers are to be followed.
Article 5

Obligation Regarding the Contained Use of Organisms

1) Use with genetically modified or pathogenic organisms must be carried out in contained systems unless it is allowed in accordance with the Ordinance on Deliberate Release of GMOs into the Environment to use them in the environment. 
2) The government may stipulate that this Ordinance, or individual provisions included in it, apply to further organisms which could pose a risk to the environment or indirectly to humans based on their properties, category of usage or quantity of usage. In particular it can stipulate:
a) which group these organisms are to be assigned to;
b) which safety measures and other requirements must be fulfilled for using these organisms.
Article 6

Groups of Organisms
1) The organisms are divided into four groups by the government. Decisive for this division is the risk which they reflect in accordance with the current state of science, i.e. the damaging properties, in particular the pathogenicity for humans, animals or plants and the probability that these properties become effective.
2) The groups are described as follows:
a) Group 1: Organisms which do not pose any risk or only pose a negligible small risk;  
b) Group 2: Organisms which pose a small risk;
c) Group 3: Organisms which pose a moderate risk;
d) Group 4: Organisms which pose a high risk;
Article 7

Classes of Activities
1) The government divides the contained use of organisms into four classes according to their risk to humans and the environment.
2) The classes are described as follows:

a) Class 1: Activity during which no risk or only a negligible small risk exists;  
b) Class 2: Activity during which a small risk exists;
c) Class 3: Activity during which a moderate risk exists;
d) Class 4: Activity during which a high risk exists.
B. Requirements for the Use of Genetically Modified or Pathogenic Organisms
Article 8 
Risk Assessment
1) Anyone who is involved in the contained use of genetically modified or pathogenic organisms must beforehand assess the possible damages for humans and the environment, the extent of damages and the probability of those occurring (risk assessment). Possible damages are in particular: 
a) diseases in humans, animals or plants;
b) inconvenient or damaging effects due to the introduction or distribution of organisms to/in the environment;
c) inconvenient or damaging effects due to the natural transfer of genes onto other organisms.
2) The risk assessment includes:
a) assignment of the used organisms to the groups based on the list in accordance with Article 20 or based on own clarifications in accordance with the criteria of Annex 2.1;
b) clarification as to whether the used combination of recipient organisms and vectors is listed in the list of biological safety systems (Article 20); and
c) evaluation of the intended activity according to the criteria in Annex 2.3 and its assignment to a class.
3) The risk must be re-assessed if the activity significantly changes or if significant new knowledge is available. 
Article 9

Obligation to Record, Notify and Obtain Approval
1) Anyone who uses genetically modified or pathogenic organisms must:
a) record the information in accordance with Annex 3 and keep or have someone keep the recording for five years after completion of the activity;
b) provide the information in accordance with Annex 3 to the Office for Environmental Protection upon request.
2) Anyone who uses genetically modified organisms must:
a) report any initial class 1 activity; 
b) report any class 2 activity; 

c) have any class 3 and 4 activity approved.
3) Anyone who uses pathogenic, non-genetically modified organisms must:

a) report any initial class 2 activity; 

b) have any class 3 or 4 activity approved; if the activity consists of analysing clinical material (medical micro-biologic diagnostics) and if it does not involve research, approval of the initial activity is sufficient.
4) The following are considered initial activities:
a) the first activity in a certain plant;
b) any activity which, in comparison to an already reported activity, significantly changes the risks for humans and the environment, especially if an organism with significantly different properties is used.
5) A reported activity may be started immediately unless it is an initial class 2 activity. Such activity may only be started if the Office for Environmental Protection:
a) does not object within 55 days after submission of the notification; or
b) has already previously stated that there are no objections.
6)
The notifications and requests for approval are to be submitted to the Office for Environmental Protection with the requested number of copies; they must include the information in accordance with Annex 3. To inform the public, an additional copy must be submitted which must at least include the information in accordance with Article 22(5).
Article 10 
Safety Measures
1) For the protection of humans and the environment, anyone who is involved in the contained use of genetically modified or pathogenic organisms must take the general safety measures which are listed in Annex 4 and the required additional safety measures according to the type of the facility and activity class. 
2) Individual safety measures of those listed in Annex 4 can be changed, replaced or omitted if: 
a) it has been proven that the protection of humans and the environment is still ensured for a certain activity; and
b) the Office for Environmental Protection has approved this deviation. 
Article 11

Liability Insurance
1) Anyone who carries out class 3 or 4 contained activities must secure the legal liability in accordance with Articles 57 through 59 of the Act in the amount of 20 million Swiss francs.
2) The obligation to secure may be fulfilled by: 
a) procuring a liability insurance from an insurance company authorised to operate in an EEA Member State or in Switzerland;
b) providing equal securities.
Article 12

Start, Suspension and End of Securing 
1) The person who secures the liability must report the start, suspension and end of securing to the Office for Environmental Protection.
2) Suspension and end of securing only become effective 60 days after receipt of the notification at the Office for Environmental Protection unless it has prior been replaced by a different form of securing.
Article 13

Transport

1)
Anyone who transports genetically modified or pathogenic micro-organisms must comply with the corresponding national and international transport regulations, namely regarding labelling and packaging.
2)
These transport regulations apply correspondingly for the transport of genetically modified or pathogenic organisms, in particular genetically modified animals and plants, and plant-pathogenic micro-organisms.
III. Enforcement
A. Review of Notifications and Requests for Approval 
Article 14

Office for Environmental Protection
1)
The Office for Environmental Protection is responsible for the following tasks:
a) accepts the notifications and requests for approval in accordance with Article 9;
b) checks the notifications and requests for approval for completeness and requests any missing information;
c) transmits the complete notifications and requests for approval to other authorities within its scope of duties, especially the Office of Public Health, Office of Food Inspection and Veterinary Affairs, Office of Agriculture, Office of Forests, Nature and Land Management and the Office of Economics, for their opinion;
d) publishes receipt of the notifications and requests for approval and makes the notifications and requests for approval accessible to the public, unless they are confidential. 
e) carries out the progress and business control regarding the notifications and requests for approval received;
f) transmits the opinions regarding notifications and requests for approval received to the applicant and other concerned departments;
g) keeps a list of all reported and approved activities and compiles the results of this data collection in accordance with Article 21; the records must not include any confidential information, must be accessible to the public and able to be published in whole or in part; 
h) is the information office for enquiries regarding:
1. the processes and status of reporting and approval procedures;
2. forms, guidelines and foreign standards, as well as contact addresses within the State Administration;
3. the list of the assigned organisms and biological safety systems.
Article 15

Reporting Procedure
1) The Office for Environmental Protection checks whether the risk assessment in accordance with Article 8 has been carried out correctly and in particular, whether the intended activity has been assigned to the correct class. During this process, it takes the opinions of the departments concerned into consideration.
2) If additional information is requested for the review of risk assessment, the time period of 55 days until the start of the activity (Article 9(5)) extends accordingly.
3) The Office for Environmental Protection can forbid an activity if there is reason to presume that the risk assessment has not been carried out correctly and the intended activity has not been assigned to the correct class.
Article 16

Authorisation Procedure
1) The Office for Environmental Protection checks whether the risk assessment in accordance with Article 8 has been carried out correctly and in particular, whether the intended activity has been assigned to the correct class. During this process, it takes received opinions into consideration. 
2) It usually grants the approval within 100 days after starting the review for an initial activity, and within 55 days after starting the review for a further activity. The authorisation is valid for five years.
3) If additional information is requested for the review of risk assessment, the time period extends accordingly.
Article 17

Approval for Changing, Replacing or Omitting Certain Additional Safety Measures 
1)
If the prerequisites are fulfilled (Article 10(2)), the Office for Environmental Protection usually grants authorisation for the requested deviations from certain additional safety measures within 100 days after starting the review. During this process, it takes received opinions into consideration. 

2)
If additional information is requested, the time period extends accordingly.

B. Monitoring in the Undertakings
Article 18

1) The Office for Environmental Protection monitors compliance with the obligation of contained use and safety measures with due diligence.
2) In addition, it controls by random checks whether:
a) the records as required in accordance with Article 9(1) have been carried out and are kept correctly;
b) the statements which have been made at the time of notification submission or a request for approval regarding the used organisms and the activity correspond with the actually used organisms and carried out activity;
c) a significant change of the activity exists so that the risk assessment in accordance with Article 8(3) must be repeated;
d) the liability has been secured.
3) The samples, means and methods of evidence required for the controls must be provided to the Office for Environmental Protection free of charge.
4)
If the controls give reasons for objections, the Office for Environmental Protection orders the required measures and informs other departments concerned.
C. Monitoring the Transport
Article 19

The responsibility for monitoring the transport of genetically modified or pathogenic organisms and for ordering measures, if applicable, depends on corresponding transport regulations. 
D. Collection, Processing and Confidentiality of Data
Article 20

List of the Assigned Organisms and Biological Safety Systems

1) The Office for Environmental Protection keeps a publicly accessible list in which:
a) organisms are assigned to one of the four groups in accordance with the criteria of Annex 2.1; and
b) in which biological safety systems are listed which comply with the prerequisites in accordance with Annex 2.2.
2) It considers existing lists, in particular those from the European Union.
Article 21

Data Collection
The Office for Environmental Protection can collect data regarding all activities involving the contained use of genetically modified and pathogenic organisms, especially regarding the type, number and time schedule of these activities.
Article 22

Confidentiality of Information
1) The Office for Environmental Protection handles confidentially information for which a confidentiality interest exists which is worth protecting. It specifies this information in the event of transmission to other departments, if applicable.
2) The interest in keeping industrial and business secrets is considered particularly worth being protected. 
3) Anyone who must submit documents to the authorities must:
a) specify the information which is to be treated confidentially; and 
b) justify the requested confidentiality interest.
4) If the Office for Environmental Protection does not intend to keep information confidential for which confidentiality is requested, it will review whether the requested confidentiality interest is worth protecting. If its assessment deviates from the request of the informant, it will inform the informant subsequent to a hearing by decree regarding which information it does not recognise as an interest worth being protected. 
5) The following information is in no event confidential:
a) name of the individuals responsible for the activity and monitoring of biological safety;
b) address of the undertaking and facility (location of activity);
c) type of facility, safety measures and waste disposal;
d) general description of the organisms and their properties;
e) general description of the activity, especially the purpose and approximate range (e.g. volume of cultures); 
f) summary of risk assessment;
g) activity class;
h) information regarding emergency plans.
IV. Final Provisions
Article 23

Effective Date

This Ordinance becomes effective on the day of its announcement.

Annex 1

(Article 3(1)(c)
Definition of Genetic Procedures
1)
Genetic procedures are in particular:
a) nucleic acid recombination methods during which new combinations of genetic material are produced by inserting nucleic acid molecules which were produced outside an organism into viruses, bacterial plasmids or other vector systems, and inserting them into a host organism in which they do not naturally occur under but where they are capable of reproducing;
b) procedures during which genetic material that has been produced outside an organism is inserted directly into the organism, especially by micro-injection, macro-injection, micro-encapsulation, electroportation or using micro-projectiles; 
c) cell fusion or hybridisation procedures during which cells are created with new combinations of genetic material by fusing two or more cells using methods which do not occur under natural conditions. 
2)
The self-cloning of pathogenic organisms is considered equal to genetic procedures. Self cloning consists of removing nucleic acid sequences from a cell of an organism and complete or partial insertion of these nucleic acids or synthetic equivalent (if necessary after a previous enzymatic or mechanical treatment) into cells of the same type or into cells which are closely related phylogenetically and which can exchange genetic material with each other via natural physiological processes.
3)
Self-cloning of non-pathogenic organisms and the following procedures, if they do not involve the use of recombinant nucleic acid molecules or genetically modified organisms, are not considered genetic procedures:
a) mutagenesis;
b) cell and protoplast fusion of prokaryotic micro-organisms which exchange genetic material with each other using natural physiological processes;
c) cell and protoplast fusion of eukaryotic cells, including the creation of hybridoma cells and fusion of plant cells;
d) in-vitro fertilisation;
e) natural processes such as zygosis, transduction or transformation;
f) change of the ploidy level, including aneuploidy and elimination of chromosomes.
Annex 2

Risk Assessment
Annex 2.1

(Articles 8(2)(a) and 20(1)(a))
Assignment of Organisms to Groups
1)
Organisms are to be assigned to a group, based especially on the following criteria:
a) pathogenicity and lethality;
b) virulence or attenuation;

c) infection mode, infection dose and infection methods;
d) release of non-cellular units, such as toxins and allergens;
e) reproductive cycles, survival structures;
f) host spectrum;
g) degree of the natural or obtained immunity of the host;
h) pattern of resistance or sensitivity to antibiotics and other specific agents;
i)
availability of appropriate prophylaxes and appropriate therapies;
j)
presence of oncogenic nucleic acid sequences;
k)
virus dispersion at cell lines;
l)
parasitic properties.
2) If it is unclear in individual cases as to which of two groups an organism should be assigned, assign to the higher of the two groups.
3) With reservation of a specific regulation in accordance with Article 5(2), plants and animals belong to group 1. 
Annex 2.2
(Article 20(1)(b)
Biological Safety Systems
1) A combination of recipient organism and vector can be recognised as a biological safety system if the recipient organism and the vector fulfil the following prerequisites.
2) The recipient organism:
a) must be scientifically described and taxonomically assigned;
b) must require conditions for its reproduction which rarely or never occur outside the contained system; 
c) must not be pathogenous and reflect no characteristics which could endanger humans and the environment in any other way;
d) must not reflect, or at most a very low, horizontal gene exchange with animal or plant-associated organisms. 
3)
The vector:
a) must reflect largely characteristic genetic material;
b) must only have a very narrow host specificity;
c) must, especially concerning vectors for bacteria and fungi, have no transfer system, only a low co-transfer rate and only a low mobilisability; 
d) must, in the case of viral vectors for eukaryotic cells, not reflect an independent infectiousness and only a low transfer rate through endogenous helper viruses; 
e) must, in the case of viral vectors, not be able to recover infectiousness or reproducibility through recombination.
Annex 2.3

(Article 8(2)(c)
Assignment of Activities to Classes

1. Activities with natural organisms
1)
If an activity solely involves natural organisms and if those are not genetically modified, their class usually corresponds with their group. If several organisms from different groups are used, the class usually corresponds with the group of the most risky organism.
2) The activity class can deviate from the group of organisms, especially due to the following criteria:
a) type, extent and purpose of the activity;
b) survival, reproduction and distribution ability of organisms in the environment, especially selection advantage and creation of resistant dormant bodies;
c) interaction with other organisms in the environment or participation in biogeochemical processes.
3) The following activities are usually assigned to class 1:
a) analyses of ground, water, air or food samples, if it does not involve an increased risk for humans and the environment; 
b) activities with certain strains of organisms from group 2 if, based on experiments or many years of experience, those have proven to be just as safe as organisms from group 1; 
c) activities with non-genetically modified organisms which are pathogenous for plants, fungi or lichen if they fulfil the following criteria:
1. They have been approved for a certain direct use in the environment based on the legal regulations applicable pursuant to the Customs Treaty or EEA Agreement; or
2. They are native and non-pathogenous for humans and vertebrates.
4)
Analyses from clinical material (medical micro-biological diagnostics) are usually to be assigned to class 2. If pathogenous organisms of group 3 are enhanced for diagnostic purposes and if accordingly this involves a higher risk for humans and the environment, this activity is to be assigned to class 3. If work with organisms from group 4 is involved, this activity must definitely be assigned to class 4.
2. Activities with genetically modified organisms

1)
If organisms are genetically modified or if genetically modified organisms are used, the risk of the activity is to be assessed especially based on the following components:
a) donor and recipient organism;
b) inserted genetic material (inserts);
c) vector and vector recipient system;
d) genetically modified organism.
2)
In particular, the following criteria are to be considered:
a) type, extent and purpose of the activity;

b) function of genetic modifications;
c) purity and characterisation degree of the genetic material used for recombination;
d) for vectors: host specificity, existence of a transfer system, mobilisability, independent infectiousness;
e) stability and expression of recombinant genetic material;
f) mobilisability of recombinant genetic material;
g) selection pressure for recombinant genetic material;
h) methods to capture, identify and monitor recombinant genetic material;
i)
geographic distribution, interaction with other organisms or participation in biogeochemical processes based on the genetic modification; 
k)
known or assumed distribution of recombinant genetic material in the environment resulting from sexual reproduction or horizontal gene transfer; 
l)
survival, reproduction and distribution ability of genetically modified organisms in the environment, especially creation of resistant dormant bodies;
m)
regeneration ability of eukaryotic cells to higher organisms.
3)
An activity is assigned to class 1 if only a negligible, small, or no risk exists for humans and the environment, especially if:
a) donor and recipient organisms belong to group 1 or are strains of organisms from higher groups, which have proven based on experiments or many years of experience to be just as safe as organisms from group 1; 

b) vectors are recognised as being safe based on many years of experience or as part of a biological safety system; 
c) the genetically modified organism fulfils the requirements of an organism from group 1 and does not itself release any organisms from higher groups; and
d) recipient organisms are not eukaryotic cells which could spontaneously regenerate to higher organisms.
4) An activity is assigned to class 2 if the risk for humans and the environment is low, especially if:

a) donor and recipient organisms belong to group 2;
b) viral vectors can be transferred horizontally;
c) the genetically modified organism fulfils the requirements for an organism of group 2;
d) the genetically modified organism itself does not release any organisms from higher groups;
e) during an escape of organisms from the contained system, a reversible effect on humans and the environment, limited with respect to time and space, is generated. 
5) An activity is assigned to class 3 if the risk for humans and the environment is moderate, especially if:

a) donor and recipient organisms belong to group 3;

b) the genetically modified organism fulfils the requirements for an organism of group 3;

c) the genetically modified organism itself does not release any organisms from group 4;

d) during an escape of organisms from the contained system an irreversible effect on humans and the environment, but which is limited with respect to space, is generated. 

6) An activity is assigned to class 4 if the risk for humans and the environment is high, especially if:

a) organisms from group 4, especially intact or defect viruses from group 4, are used in the presence of helper viruses;
b) the genetically modified organism corresponds with the properties of an organism from group 4;

c) during an escape of organisms from the contained system irreversible effects on humans and the environment are generated; 

d) during an escape of organisms from the contained system there is a possibility that epidemics with serious consequences for humans, animals or plants are triggered.
Annex 3

(Article 9)

Information for the Records, Notification and Approval of Activities
It must be clearly indicated in the documents which information is to be treated as confidential. The requested confidentiality interest is to be justified (Article 22).
I Information about activities of class 1
II Responsibilities
a) Name(s) and qualification(s) of the person(s) responsible for the activity;
b) Name(s) and qualification(s) of the person(s) responsible for monitoring the biological safety;

12 Undertaking and facility
a) Address of the undertaking and the facility (location of activity);

b) Type of facility;
c) Safety measures;
d) Type of waste and their disposal.
13 Activity
a)
Identity and properties of the recipient and donor organisms and of the genetic material;
b)
Description of the activity, including the purpose and approximate range of the activity; 
c)
Estimated duration of the activity.
14
Risk Assessment

a) Comprehensible record of the risk assessment required in accordance with Article 8;
b) Activity class.

2
Information about activities of class 2

21 Responsibilities

a) Name(s) and qualification(s) of the person(s) responsible for the activity;

b) Name(s) and qualification(s) of the person(s) responsible for monitoring biological safety;

22 Undertaking and facility

a) Address of the undertaking and the facility (location of activity);

b) Type of facility;

c) Safety measures;

d) Type of waste and its disposal.

23 Activity

a)
Identity, properties and sources of the organisms and genetic material;
b) For genetically modified organisms: Intended recipient and donor organisms and, if applicable, host vector systems;
c) Description of the activity, including the purpose and expected results; 

d) Approximate volumes of culture liquid;
e) Estimated duration of the activity.

24
Risk Assessment

a) Comprehensible record of the risk assessment required in accordance with Article 8;

b) Activity class.

3
Information about activities of classes 3 and 4

31 Responsibilities

a) Name(s) and qualification(s) of the person(s) responsible for the activity;

b) Name(s) and qualification(s) of the person(s) responsible for monitoring the biological safety;

32 Undertaking and facility

a) Address of the undertaking and the facility (location of activity);

b) Type of facility;

c) Safety measures;

d) Type of waste and their disposal;

e) Confirmation of liability insurance.
33 Activity

a) Identity, properties and sources of the organisms and the genetic material;

b) For genetically modified organisms: Intended recipient and donor organisms and, if applicable, host vector systems;

c) Description of the activity, including the purpose and expected results; 

d) approximate volumes of culture liquid;

e) Estimated duration of the activity.

34 Risk Assessment

a) Comprehensible record of the risk assessment required in accordance with Article 8;

b) Activity class.

4
Information about analyses of clinical material (medical micro-biological diagnostics)
41 Responsibilities

a) Name(s) and qualification(s) of the person(s) responsible for the activity;

b) Name(s) and qualification(s) of the person(s) responsible for monitoring the biological safety;

42 Undertaking and facility

a)
Address of the undertaking and the facility (location of activity);
b) Type of facility;

c) Safety measures;

d) Type of waste and its disposal;

e) Confirmation of liability insurance for class 3 and 4 activities.
43 Name, description and group of organisms to be analysed
44 Activity

a) Description of methods to analyse organisms from groups 3 and 4;
b) Justification and classification of activity.
Annex 4

(Article 10)

Safety Measures

1. General safety measures

The following safety measures apply to all types of activities:
a) compliance with the undertaking’s safety concept and the corresponding instruction manuals and codes of behaviour:
b) deployment of at least one person to monitor biological safety; this person must have sufficient professional knowledge and knowledge in safety issues for the fulfilment of his/her task; 
c) deployment of sufficient personnel who are sufficiently trained in safety issues; 
d) compliance with the principles of good micro-biological practice, including providing wash and decontamination facilities for personnel;
e) adequate control and maintenance of the monitoring measures and equipment;
f) if required, testing for the presence of used and viable organisms outside the primary physical barriers;
g) use of appropriate storage options for devices and material which could possibly be contaminated;

h) provision of effective disinfectants and disinfecting procedures in  the event that organisms escape.

2. Additional safety measures

1) In addition to the general safety measures, depending on the facility type and activity class, measures of safety levels 1 trough 4 are to be taken:

a) according to table 1 for activities in research and development laboratories;

b) according to table 2 for activities in cultivation rooms and greenhouses;

c) according to table 3 for activities in facilities with animals;

d) according to table 4 for activities production plants;

2) Individual safety measures must comply with the current state of safety technology.

Table 1

Additional safety measures for activities in research and development laboratories and for analyses of clinical material

Legend:

+ means that the measure is required,

- means that the measure is not required.

	No.
	Safety Measures
	Safety level

	
	1
	2
	3
	4

	
	Building

	1
	Work area separated


	-
	-
	+
	+

	2
	Work area, sealed in a way that gassing is possible
	-
	-
	+



	+

	3
	Bio hazard warning sign
	-
	+
	+
	+

	4
	Access to other work area restricted
	-
	+
	+
	+

	5
	Access to work area via air lock


	-
	-
	+
	+

	
	
	
	
	

	

	6
	Inspection window or other device to observe the work area
	
	
	+



	+

	7
	Atmospheric low pressure of the work area compared to the direct surroundings
	
	
	+



	+

	8
	Supply air and exhaust air to and from the work area is HEPA filtered


	
	
	+


 (for the exhaust air)
	+

(for the supply and exhaust air)



	Equipment

	9
	Surfaces resistant against acids, alkalines, solvents and disinfectants
	+

(Workbench)
	+

(Workbench)
	+

(Workbench and floor)
	+

(Workbench, floor, ceiling and walls)

	10
	Work area with complete individual equipment
	-
	-
	+



	+

	11
	Micro-biological safety workbench
	-
	+



	+
	+

	12
	Measures against aerosol formation
	
	+

(Minimise aerosols)
	+

(Prevent aerosols)
	+

(Prevent aerosols)

	13
	Autoclave present
	+

(available)
	+

(in the building)
	+

(in the laboratory)


	+

(In the laboratory, pass-through 
autoclave)

	14
	Shower facilities
	-
	-
	+



	+

	
	Work organisation

	15
	Special clothes for the work area
	+

(Laboratory clothing)
	+

(Laboratory clothing)
	+

(appropriate protective clothing and shoes if applicable)
	+

(complete change of clothing and shoes prior to entering and leaving)

	16
	Gloves
	-
	+



	+
	+

	17
	Regular disinfection of the work stations
	-
	+
	+
	+

	18
	Inactivation of micro-organisms in the drain of sinks, pipes and showers
	-
	-
	+



	+

	19
	Inactivation of micro-organisms in contaminated material, waste and on contaminated equipment
	(safe disposal)
	+
	+
	+


Table 2

Additional Safety Measures for Activities in cultivation rooms and greenhouses

A cultivation room or greenhouse is a building with walls, roof and floor and which is built and used mainly to cultivate plants in a controlled and protected environment.
Legend:

+ means that the measure is required,

- means that the measure is not required.

	No.
	Safety Measures
	Safety level

	
	1
	2
	3
	4

	Building

	1
	Solid building with waterproof roof and self-closing, lockable doors
	
	+
	+
	+

	2
	Work area separated


	-
	-
	+
	+

	3
	Work area sealed in a way that gassing is possible
	-
	-
	+



	+

	4
	Bio hazard warning sign
	-
	+
	+
	+

	5
	Access to other work area restricted
	-
	+
	+
	+

	6
	Entry to the work area via a separated room with two lockable doors
	
	+



	+



	+

	7
	Inspection window or other device to observe the work area
	
	
	+



	+

	8
	Atmospheric low pressure of the work area compared to the direct surroundings
	
	(Minimise escape of organisms)
	+



	+

	9
	Supply air and exhaust air to and from the work area is HEPA filtered

	-
	-

(Minimise escape of organisms)
	+



(for the exhaust air)
	+

(for the supply and exhaust air)



	Equipment

	10
	Surfaces resistant against acids, alkalines, solvents and disinfectants
	+

(Workbench)
	+

(Workbench)
	+

(Workbench and floor)
	+

(Workbench, floor, ceiling and walls)

	11
	Work area with complete individual equipment
	-
	-
	+



	+

	12
	micro-biological safety workbench if work involves micro-organisms
	
	+



	+
	+

	13
	Measures against aerosol formation
	-
	+

(Minimise aerosols)
	+

(Prevent aerosols)
	+

(Prevent aerosols)

	14
	Autoclave present
	+

(available)
	+

(in the building)
	+

(In the laboratory)


	+

(In the laboratory, pass-through autoclave)

	15
	Shower facilities
	-
	-
	+



	+

	
	Work organisation

	16
	Special clothes for the work area
	+

(Laboratory clothing)
	+

(Laboratory clothing)
	+

(appropriate protective clothing and shoes if applicable)
	+

(complete change of clothing and shoes prior to entering and leaving)

	17
	Gloves
	-
	+



	+
	+

	18
	Regular disinfection of the work stations
	-
	+
	+
	+

	19
	contaminated waste water
	(Minimise)
	+

(Minimise)
	+

(Avoid)
	+

(Avoid)

	20
	Inactivation of micro-organisms in the drain of sinks, pipes and showers
	
	
	+



	+

	21
	Inactivation of micro-organisms in contaminated material, waste and on contaminated equipment
	(safe disposal)
	+
	+
	+

	22
	Escape of organisms during transport between different work areas
	+

(Minimise)
	+

(Minimise)
	+

(Prevent)
	+

(Prevent)

	23
	Measures against vermin and bugs, if applicable
	+
	+
	+
	+


Table 3

Additional Safety Measures for Activities in Facilities with Animals

A facility with animals (animal facility) is a building or a work area within a building that includes rooms for animal housing, laboratories and other rooms and facilities such as changing rooms, showers, autoclaves and food storage rooms. 
Legend:

+ means that the measure is required,

- means that the measure is not required.

	No.
	Safety Measures
	Safety level

	
	1
	2
	3
	4

	
	Building

	1
	Animal facility separated
	+
	+
	+
	+

	2
	Animal housing rooms separated by lockable doors


	+
	+
	+
	+

	3
	Animal housing rooms with easily washable floors and walls
	+

(Floor)
	+

(Floor)
	+

(Floor and walls)
	+

(Floor and walls)

	4
	Work area sealed in a way that gassing is possible
	-
	-
	+



	+

	5
	Bio hazard warning sign
	-
	+
	+
	+

	6
	Access to other work area restricted
	-
	+
	+
	+

	7
	Access to work area via air lock


	-
	-
	+



	+

	8
	Inspection window or other device to observe the work area
	
	
	+



	+

	9
	Atmospheric low pressure of the work area compared to the direct surroundings
	
	(Minimise escape of organisms)
	+



	+

	10
	Supply air and exhaust air to and from the work area is HEPA filtered


	-
	-

(Minimise escape of organisms)
	+



(for the exhaust air)
	+

(for the supply and exhaust air)



	Equipment

	11
	Surfaces of the work area resistant against acids, alkalines, solvents and disinfectants
	+

(Workbench)
	+

(Workbench)
	+

(Workbench and floor)
	+

(Workbench, floor, ceiling and walls)

	12
	Work area with complete individual equipment
	-
	-
	+



	+

	13
	micro-biological safety workbench if work involves micro-organisms
	
	+



	+
	+

	14
	Cages, stables or containers which are easy to be decontaminated (e.g. cages made of waterproof material)
	+

(Washable)
	+

(Decontaminable)
	+

(Decontaminable)
	+

(Decontaminable)

	15
	Filter on the isolators


	-
	+



	+
	+

	16
	Measures against aerosol

formation
	-
	+

(Minimise aerosols)
	+

(Prevent aerosols)
	+

(Prevent aerosols)

	17
	Autoclave present
	+

(available)
	+

(in the building)
	+

(In the laboratory)


	+

(In the laboratory, pass-through autoclave)

	18
	Shower facilities
	-
	-
	+



	+

	
	Work organisation

	19
	Special clothes for the work area
	+

(Laboratory clothing)
	+

(Laboratory clothing)
	+

(appropriate protective clothing and shoes if applicable)
	+

(complete change of clothing and shoes prior to entering and leaving)

	20
	Gloves
	-
	+



	+
	+

	21
	Regular disinfection of the work stations
	-
	+
	+
	+

	22
	Inactivation of micro-organisms in the drain of sinks, pipes and showers
	
	
	+



	+

	23
	Inactivation of micro-organisms in contaminated material, waste and on contaminated equipment
	(safe disposal)
	+
	+
	+


Table 4

Additional Safety Measures for Activities in Production Plants
Legend:

+ means that the measure is required,

- means that the measure is not required.

	No.
	Safety Measures
	Safety level

	
	1
	2
	3
	4

	
	Building

	1
	Work area separated


	-
	+
	+
	+

	2
	Work area sealed in a way that gassing is possible
	-
	+



	+



	+

	3
	Bio hazard warning sign
	-
	+
	+
	+

	4
	Access to other work area restricted
	-
	+
	+
	+

	5
	Access to work area via air lock


	-
	-
	+



	+

	6
	Inspection window or other device to observe the work area
	
	
	+



	+

	7
	Atmospheric low pressure of the work area compared to the direct surroundings
	
	
	+



	+

	8
	Supply air and exhaust air to and from the work area is HEPA filtered


	
	
	+

(for the exhaust air) + 


(for the supply air)
	+

(for the exhaust and supply air)



	9
	Micro-organisms must be kept in a primary contained system which physically separates the process from the other work area.
	
	+
	+
	+

	Building

	10
	The primary contained system must be located within the controlled work area.
	
	+



	+
	+

	11
	The work area must be built in a manner that it can catch and retain possible spilling of the whole content of the primary contained system.
	+
	+
	+
	+

	12
	Monitoring of exhaust fumes from the primary contained system
	-
	+

(Minimise escape of organisms)
	+

(Prevent escape of organisms)
	+

(Prevent escape of organisms)

	13
	The work area must be ventilated in a way that the contamination of the air is minimised.
	
	+



	+



	+

	Equipment

	14
	Surfaces resistant against acids, alkalines, solvents and disinfectants
	+

(Workbench)
	+

(Workbench)
	+

(Workbench and floor)
	+

(Workbench, floor, ceiling and walls)

	15
	Work area with complete individual equipment
	-
	-
	+



	+

	16
	Micro-biological safety workbench
	-
	+



	+
	+

	17
	Measures against aerosol

formation
	-
	+

(Minimise aerosols)
	+

(Prevent aerosols)
	+

(Prevent aerosols)

	18
	Autoclave present
	+

(available)
	+

(in the building)
	+

(in the laboratory)


	+

(In the laboratory, pass-through autoclave)

	19
	Requirements for sealing
	
	+

(Minimise escape of organisms)
	+

(Prevent escape of organisms)
	+

(Prevent escape of organisms)

	Work organisation

	20
	Special clothes for the work area
	+

(Laboratory clothing)
	+

(Laboratory clothing)
	+

(appropriate protective clothing and shoes if applicable)
	+

(complete change of clothing and shoes prior to entering and leaving)

	21
	Mandatory to shower when leaving the work area
	-
	-
	+



	+

	22
	Gloves
	-
	+



	+
	+

	23
	Regular disinfection of the work stations
	-
	+
	+
	+

	24
	Prevent aerosol during sample taking, placing material into a primary contained system or taking such material out 
	
	+

(Minimise escape of organisms)
	+

(Prevent escape of organisms)
	+

(Prevent escape of organisms)

	25
	Inactivation of large quantities of culture medium prior to removal from the primary contained system
	
	+
	+
	+

	26
	Inactivation of micro-organisms in the waste water of sinks, pipes and showers
	
	
	+



	+

	27
	Inactivation of micro-organisms in contaminated material, waste and on contaminated equipment, including the process liquid prior to the final delivery
	(safe disposal)
	+
	+
	+


� in separate building or in the same building, but separated from other areas


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� Air lock = Access required through a room which is separated from the controlled laboratory area. The clean side of the air lock must be separated from the other side by changing rooms or shower facilities and preferably a lockable door. 


� For notifications a summary of the risk assessment is sufficient. 


� For notifications a summary of the risk assessment is sufficient. 


� For notifications a summary of the risk assessment is sufficient. 


� HEPA = High Efficiency Particulate Air


� For notifications a summary of the risk assessment is sufficient. 


� If viruses are used which cannot be retained by HEPA filters, additional measures are required for the exhaust air.


� For notifications a summary of the risk assessment is sufficient. 


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� required if it is not possible to prevent skin contact with the organisms.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� in separate building or in the same building, but separated from the other areas


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� HEPA = High Efficiency Particulate Air


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� If viruses are used which cannot be retained by HEPA filters, additional measures are required for the exhaust air.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� in separate building or in the same building, but separated from the other areas


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� in separate building or in the same building, but separated from the other areas.


� required if it is not possible to prevent skin contact with the organisms.


� in separate building or in the same building, but separated from the other areas.


� Rooms which are usually used for keeping breeding or test animals. 


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� Air lock = Access required through a room which is separated from the controlled laboratory area. The clean side of the air lock must be separated from the other side by changing rooms or shower facilities and preferably a lockable door. 


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� HEPA = High Efficiency Particulate Air


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� If viruses are used which cannot be retained by HEPA filters, additional measures are required for the exhaust air.


� Rooms which are usually used for keeping breeding or test animals. 


� Rooms which are usually used for keeping breeding or test animals. 


� Isolator = transparent container in which animals can be kept within or outside a cage; for larger animals, isolated rooms may become necessary.


� Rooms which are usually used for keeping breeding or test animals. 


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level


� Rooms which are usually used for keeping breeding or test animals. 


� required if it is not possible to prevent skin contact with the organisms.


� in separate building or in the same building, but separated from the other areas.


� in separate building or in the same building, but separated from the other areas.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� Air lock = Access required through a room which is separated from the controlled laboratory area. The clean side of the air lock must be separated from the other side by changing rooms or shower facilities and preferably a lockable door. 


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� HEPA = High Efficiency Particulate Air


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� If viruses are used which cannot be retained by HEPA filters, additional measures are required for the exhaust air.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� or outside the laboratory in the controlled area with validated procedures which enable the safe transfer of contaminated material in an autoclave outside the laboratory and ensure a corresponding safety level.


� These measures can be changed, replaced or omitted if this is approved by the Office for Environmental Protection (Article 17).


� required if it is not possible to prevent skin contact with the organisms.


� HEPA = High Efficiency Particulate Air
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