
 

Order No 469 of 12 May 2017 

Annex 1 

 

 

List of biological substances, delivery systems and related materials 

 

1. Biological substances 

Human pathogens, zoonoses and toxins as follows: 

 
a) Viruses, whether natural, enhanced or modified, in the form of isolated live cul-

tures or as material including living material which has been deliberately inoculated 

or contaminated with such cultures, as follows: 

1) Andes virus; 

2) Central European encephalitis virus (Far Eastern subtype); 

3) Chapare virus; 

4) Chikungunya virus; 

5) Choclo virus; 

6) Dengue virus; 

7) Dobrava-Belgrade virus; 

8) Ebolavirus: all members of the Ebola virus genus; 

9) Guanarito virus; 

10) Yellow fever virus; 

11) Hantaan virus; 

12) Hendra virus (Equine morbillivirus); 

13) Japanese encephalitis virus; 

14) Junin virus; 

15) Crimean–Congo hemorrhagic fever virus; 

16) Kyasanur Forest disease virus; 

17) Laguna Negra virus; 

18) Lassa virus; 

19) Louping ill virus; 

20) Lujo virus; 

21) Lymphocytic choriomeningitis virus; 

22) Machupo virus; 

23) Marburgvirus: all members of the Marburgvirus genus; 

24) Monkeypox virus; 

25) Murray Valley encephalitis virus; 

26) Nipah virus; 

27) Omsk hemorrhagic fever virus; 

28) Oropouche virus; 

29) Powassan virus; 

30) Rabies virus and all other members of the Lyssavirus genus; 

31) Reconstructed 1918 influenza virus; 

32) Rift Valley fever virus; 

33) Rocio virus; 

34) Sabia virus; 

35) Seoul virus; 

36) Sin Nombre virus; 

37) St. Louis encephalitis virus; 
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Page 2 38) Severe acute respiratory syndrome-related coronavirus (SARS-related coro-

navirus); 

39) Variola virus; 

40) Venezuelan equine encephalitis virus; 

41) Western equine encephalitis virus; 

42) Eastern equine encephalitis virus; 

 

b. Not used 

 

c. Bacteria, whether natural, enhanced or modified, either in the form of isolated live 

cultures or as material including living material which has been deliberately inocu-

lated or contaminated with such cultures, as follows: 

1) Bacillus anthracis; 

2) Clostridium argentinense (formerly known as Clostridium botulinum Type 

G), botulinum neurotoxin producing strains; 

3) Clostridium baratii, botulinum neurotoxin producing strains; 

4) Clostridium butyricum, botulinum neurotoxin producing strains; 

5) Brucella abortus; 

6) Brucella melitensis; 

7) Brucella suis; 

8) Burkholderia mallei (Pseudomonas mallei); 

9) Burkholderia pseudomallei (Pseudomonas pseudomallei); 

10) Chlamydophila psittaci (previously called Chlamydia psittaci); 

11) Clostridium botulinum; 

12) Coxiella burnetii; 

13) Clostridium perfringens epsilon toxin producing types;  

14) Francisella tularensis; 

15) Rickettsia prowazekii; 

16) Salmonella typhi; 

17) Shiga toxin producing Escherichia coli (STEC), serotypes O26, O45, O103, 

O104, O111, O121, O145, O157 and other shiga toxin producing serogroups. 

18) Shigella dysenteriae; 

19) Vibrio cholerae; 

20) Yersinia pestis. 

 

Note: 

Shiga toxin producing Escherichia coli (STEC) is also known as enterohaemorrhagic 

E. coli (EHEC) or verocytotoxin producing E. coli (VTEC). 

 

d. The following toxins and subunits thereof: 

1) Abrin; 

2) Aflatoxins; 

3) Botulinum toxins; 

4) Clostridium perfringens alpha, beta 1, beta 2, epsilon and iota toxins; 

5) Conotoxins; 

6) Diacetoxyscirpenol toxin; 

7) HT-2 toxin; 

8) Cholera toxin;  

9) Microcystin (Cyanginosin); 
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Page 3 10) Modeccin toxin; 

11) Ricin; 

12) Saxitoxin; 

13) Shiga toxin; 

14) Staphylococcus aureus enterotoxins, hemolysin alpha toxin, and toxic shock 

syndrome toxin 

(formerly known as Staphylococcus enterotoxin F); 

15) T-2 toxin; 

16) Tetrodotoxin; 

17) Verotoxin and shiga-like ribosome inactivating proteins; 

18) Viscum Album Lectin 1 (Viscumin); 

19) Volkensin toxin. 

 

Note 1: 

No controls are imposed on botulinum toxins or conotoxins in product form meeting 

all of the following criteria: 

1) Are pharmaceutical formulations designed for human administration in the 

treatment of medical conditions; 

2) Are pre-packaged for distribution as medical products; 

3) Are authorised by a state authority to be marketed as medical products. 

 

Note 2: 

No controls are imposed on vaccines or immunotoxins. 

 

e. Fungi, whether natural, enhanced or modified, either in the form of isolated live 

cultures or as material, including living material, which has been deliberately inocu-

lated or contaminated with such cultures, as follows: 

1) Coccidioides immitis; 

2) Coccidioides posadasii. 

 

Genetic elements and genetically modified organisms, as follows: 

 

a. Genetically modified organisms or genetic elements that contain nucleic acid se-

quences associated with pathogenicity of organisms specified in points a–c and e in 

the above list of biological substances. 

  

b. Genetically modified organisms or genetic elements that contain nucleic acid se-

quences coding for any of the toxins specified in point d or sub-units of toxins 

thereof. 

 

Note 1: 

Genetically-modified organisms includes organisms in which the genetic material 

(nucleic acid sequences) has been altered in a way that does not occur naturally by 

mating and/or natural recombination, and encompasses those produced artificially 

in whole or in part. 
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Page 4 Note 2: 

Genetic elements include inter alia chromosomes, genomes, plasmids, transposons, 

and vectors whether genetically modified or unmodified, or chemically synthesised 

in whole or in part.  

 

Note 3: 

Nucleic acid sequences associated with the pathogenicity of any of the micro-organ-

isms specified in points a–c and e in the above list of biological substances means 

any sequence specific to the specified microorganism that: 

a. In itself or through its transcribed or translated products represents a signifi-

cant hazard to human health; or  

b. Is known to enhance the ability of a specified micro-organism, or any other 

organism into which it may be inserted or otherwise integrated, to cause se-

rious harm to humans.  

 

Note 4: 

Restrictions do not apply to nucleic acid sequences associated with the pathogenic-

ity of Escherichia coli, STEC serotypes O26, O45, O103, O104, O111, O121, O145, 

O157 and other Shiga toxin-producing serotypes, other than those coding for the 

shiga toxin, or for its sub-units.  

 

2. Delivery systems 

  

Spraying or mist systems, specially designed or modified for fitting to aircraft, lighter-

than-air vehicles or unmanned aerial vehicles, and specially designed components there-

for, as follows: 

 

a. Complete spraying or mist systems capable of delivering, from a liquid suspension, 

an initial droplet VMD of less than 50 μm at a flow rate of greater than two litres 

per minute; 

 

b. Spray booms or arrays of aerosol generating units capable of delivering, from a liq-

uid suspension, an initial droplet VMD of less than 50 μm at a flow rate of greater 

than two litres per minute; 

 

c. Aerosol generating units specially designed for fitting to systems specified in points 

a and b. 

 

Note 1:  

Aerosol generating units are devices specially designed or modified for fitting to air-

craft such as nozzles, rotating drum atomisers and similar devices.  

  

Note 2:  

Controls are not imposed on spraying or mist systems and components that are 

demonstrated not to be capable of delivering biological substances in the form of 

infectious aerosols.  
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Page 5 Note 3:  

Droplet size for spray equipment or nozzles specially designed for use on aircraft, 

lighter-than-air vehicles or unmanned aerial vehicles should be measured using ei-

ther of the following: 

a. Doppler laser method;  

b. Forward laser diffraction method.  

 

Note 4:  

‘VMD’ means Volume Median Diameter and for water-based systems this equates 

to Mass Median Diameter (MMD). 

 

3. Related materials 

 

The following equipment and technology that can be used immediately in handling path-

ogenic biological materials including toxins: 

a. Complete biological containment facilities at P3, P4 containment level  

Note:  

P3 or P4 (BL3, BL4, L3, L4) containment levels are as specified in Danish Working En-

vironment Authority Order No 57 of 27 January 2011 on biological agents and occu-

pational health and safety, as amended. 

b. Fermenters and components as follows:  

1) Fermenters capable of cultivation of pathogenic microorganisms or of live 

cells for the production of pathogenic viruses or toxins, without the propa-

gation of aerosols, and having a total capacity of 20 litres or more;  

2) Components designed for fermenters in b.1 as follows:  

a) Cultivation chambers designed to be sterilised or disinfected in situ;  

b) Cultivation chamber holding devices; 

c) Process control units capable of simultaneously monitoring and con-

trolling two or more fermentation system parameters (e.g., tempera-

ture, pH, nutrients, agitation, dissolved oxygen, air flow, foam control). 

Note:  

Fermenters include bioreactors, single-use (disposable) bioreactors, chemostats and 

continuous-flow systems.  

c. Centrifugal separators, capable of continuous separation of pathogenic microor-

ganisms, viruses, toxins or cell cultures without the propagation of aerosols, having 

all the following characteristics:  

1) Flow rate exceeding 100 litres/hour; and  

2) Components of polished stainless steel or titanium; and 

3) One or more sealing joints in the steam containment area; and  

4) Capable of in-situ sterilisation in a closed state. 

Note:  

Centrifugal separators include decanters.  

d. Cross (tangential) flow filtration equipment and components as follows:  

1) Cross (tangential) flow filtration equipment capable of separation of patho-

genic microorganisms, viruses, toxins, or cell cultures, having all the follow-

ing characteristics:  
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Page 6 a) A total filtration area equal to or greater than 1 m2; and which is either 

b) Capable of in-situ sterilisation or disinfection; or 

c) Can be used with single-use filtration components 

Note:  

In d.1.b, sterilised denotes the elimination of all viable microbes from the equip-

ment through the use of physical (e.g. steam) or chemical agents. Disinfected de-

notes the destruction of potential microbial infectivity in the equipment through the 

use of chemical agents with a germicidal effect. Disinfection and sterilisation are 

distinct from sanitisation, the latter referring to cleaning procedures designed to 

lower the microbial content of equipment without necessarily achieving elimination 

of all microbial infectivity or viability.  

 
2) Cross (tangential) flow filtration components (e.g. modules, elements, cas-

settes, cartridges, units or plates) with filtration area equal to or greater 

than 0.2 m2 for each component and designed for use in cross (tangential) 

flow filtration equipment specified in point d.1;  

Note:  

Controls are not imposed on reverse osmosis equipment, as specified by the manu-

facturer.  

e. Steam, gas or vapour sterilisable freeze-drying equipment with a condenser capac-

ity of 10 kg of ice or more in 24 hours and less than 1 000 kg of ice in 24 hours;  

 
f. Protective and containment equipment, as follows:  

1) Protective full or half suits, or hoods dependent upon a tethered external air 

supply and operating under positive pressure;  

Note:  

Controls are not imposed on suits designed to be worn with self-contained breath-

ing apparatus.  

 
2) Biocontainment chambers, isolators, or biological safety cabinets having all 

of the following characteristics, for normal operation:  

a) Fully enclosed workspace where the operator is separated from the 

work by a physical barrier  

b) Able to operate at negative pressure  

c) Means to safely manipulate items in the workspace  

d) Supply and exhaust air to and from the workspace is HEPA filtered.  

Note 1:  

f.2 includes Class III biosafety cabinets, as described in the latest edition of the WHO 

Laboratory Biosafety Manual or constructed in accordance with national standards, 

regulations or guidance.  

 

Note 2:  

f.2. does not include isolators specially designed for barrier nursing or transporta-

tion of infected patients.  

g. Aerosol inhalation equipment designed for aerosol challenge testing with microor-

ganisms, viruses or toxins as follows:  

1) Whole-body exposure chambers having a capacity of 1 m3 or more.  



 

Page 7 

Page 7 2) Nose-only exposure apparatus utilising directed aerosol flow and having ca-

pacity for exposure of any of the following:  

a) 12 or more rodents; or  

b) 2 or more animals other than rodents  

3) Closed animal restraint tubes designed for use with nose-only exposure ap-

paratus utilising directed aerosol flow  

 
h. Biological detection systems specially designed or modified to detect or identify bi-

ological weapons which can be used offensively, and specially designed compo-

nents thereof.  

 
i. Spray drying equipment capable of drying pathogenic microorganisms, toxins or vi-

ruses having all of the following:  

1) A water evaporation capacity of ≥ 0.4 kg/h and ≤ 400 kg/h  

2) The ability to generate a typical mean product particle size of ≤10 μm with 

existing fittings or by minimal modification of the spray-dryer with atomiza-

tion nozzles enabling generation of the required particle size; and  

3) Capable of being sterilised or disinfected in situ. 

 

j. Technology which can be directly used for the development of biological weapons or 

for offensive weapon deployment. Technology which is required for the development, 

production or use of controlled materials (biological substances, delivery systems and 

related materials) is controlled according to the criteria laid down for them. 

 

Technology which is required for the development, production or use of materials un-

der control (biological substances, delivery systems, and related materials), remains 

under control even when applicable to non-controlled materials. 

 

Technology which is required for the development, production or use of non-con-

trolled materials is controlled when it can be used for a controlled material (biological 

substances, delivery systems and related materials). 

  

Controls do not apply to that technology which is the minimum necessary for the in-

stallation, operation, maintenance (checking) and repair of those products which are 

not controlled or whose export has been authorised. 

  

Controls do not apply to information which is already in the public domain. 

  

Note:  

‘Technology’ means specific information necessary for the development, production or 

use of goods. This information takes the form of technical data or technical assistance. 

‘Technical assistance’ may take forms such as instructions, skills, training, working 

knowledge and consultancy services and may involve the transfer of technical data. 

‘Technical data’ may take forms such as blueprints, plans, diagrams, models, formu-

lae, tables, engineering designs and specifications, procedures, manuals and instruc-

tions written or recorded on other media or devices such as disk, tape, read-only mem-

ories.” 
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