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The Technical Rules for Biological Agents (TRBA) reflect the state of the art, the state of oc-
cupational health and occupational hygiene as well as other sound work-scientific knowledge 
relating to activities involving biological agents. They are compiled and adapted by the  
 

Committee for Biological Agents (ABAS) 
 
and announced by the Federal Ministry of Labour and Social Affairs in the Joint Ministerial 
Gazette (GMBI).  
Within its scope of application, TRBA 200 sets out in concrete terms the requirements for 
professional expertise in accordance with the Biological Agents Ordinance. If the technical 
rules are adhered to, the employer can assume that the corresponding requirements under 
the ordinance have been fulfilled. If the employer chooses another solution, that solution 
must achieve at least the same level of safety and health protection for employees. 
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1 Scope of application and objective 
(1) These technical rules relate to the provisions of the Biological Agents Ordinance [1], 
which call for professional expertise (prerequisites for professional expertise), and serve to 
set out in concrete terms the respective requirements for professional expertise. 

(2) The technical rules do not apply to the special professional expertise of rescue workers 
during initial deployment in biological risk situations. This is described in annex 2 to 
TRBA 130 [2]. 

2 Prerequisites for professional expertise 
The Biological Agents Ordinance calls for professional expertise for carrying out the risk as-
sessment. Furthermore, at high protection levels, it also calls for professional expertise in 
employees and the appointment of a person with professional expertise. These prerequisites 
for professional expertise are summarised below. 

2.1 R is k as s es s ment 

Pursuant to section 5 of the Occupational Safety and Health Act [3], in conjunction with sec-
tion 4 of the Biological Agents Ordinance, the risk assessment must be carried out by the 
employer or another responsible person (section 13 of the Occupational Safety and Health 
Act). It must be carried out with professional expertise for all activities involving biological 
agents (section 4 of the Biological Agents Ordinance). If the responsible person does not 
personally have the required professional expertise, they must obtain advice from a person 
with professional expertise. This also applies to checking and updating the risk assessment. 

Note: A guideline for risk assessment can be found in TRBA 400 [4]. 
 

Professional expertise is required for carrying out the risk assessment  
for all activities involving biological agents 

not assigned to a protection level, assigned to a protection level 

e.g.: 

− in waste water and waste management; 
− in agriculture and forestry; 
− in cleaning and refurbishing; 
− in biogas installations; 
− in veterinary medicine.  

Protection levels 1–4 

− in laboratories; 
− in the keeping of laboratory animals; 
− in biotechnology; 
− in health care facilities. 

The respective requirements are set out in number 4. 

2.2 E mployees  with profes s ional expertis e 

(1) In laboratories, the keeping of laboratory animals or biotechnology, employees must only 
have access to biological agents of risk group 3 or 4 if they are authorised to do so, are relia-
ble and have professional expertise and must only perform activities of protection levels 3 or 
4 if they have been briefed and trained on the basis of work instructions (section 10(1) num-
ber 3 of the Biological Agents Ordinance). 

(2) In health care facilities, employees must only perform activities of protection levels 3 or 4 
if they have professional expertise and have also been briefed and trained on the basis of 
work instructions (section 11(6) of the Biological Agents Ordinance).  
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Employees are required to have professional expertise: 

for activities of protection level 3 or 4 for access to biological agents of  
risk groups 3 or 4 

− in laboratories; 
− in the keeping of laboratory animals; 
− in biotechnology; 
− in health care facilities. 

− in laboratories; 
− in the keeping of laboratory animals; 
− in biotechnology. 

The respective requirements are set out in number 5. 

2.3 Appointed pers on with profes s ional expertis e  

The employer must appoint a person with professional expertise before the commencement 
of  

− activities of protection level 3 or 4 in laboratories, the keeping of laboratory animals or 
biotechnology (section 10(2) of the Biological Agents Ordinance) or 

− activities of protection level 4 in health care facilities (special isolation units) (section 11(7) 
number 3 of the Biological Agents Ordinance). 

The appointed person with professional expertise advises the employer on risk assessment 
and on other issues related to safety, and provides support in checking the effectiveness of 
the protective measures and in carrying out training. In addition, they check compliance with 
the protective measures. 

 

A person with professional expertise must be appointed for activities of  
protection levels 3 and 4 protection level 4 

− in laboratories; 
− in the keeping of laboratory animals; 
− in biotechnology. 

− in special isolation units. 

The respective requirements are set out in number 6. 
 

3 Requirements for professional expertise: general principles 
(1) A general definition of “professional expertise” is set out in the Biological Agents Ordi-
nance (section 2(11)). According to this, a person has professional expertise if they have the 
skills to perform the respective activity defined in the Ordinance (see number 2). The re-
quirements for professional expertise therefore depend on the respective type of activity and 
the level of risk. Professional expertise includes the following components: 

1. suitable vocational training; 

2. relevant professional experience,  

3. competence in occupational safety and health. 

(2) Within the meaning of these technical rules, competence in occupational safety and 
health is considered to be the knowledge and skills to assess hazards depending on the per-
formed activities and the biological agents that are present, to specify all necessary protec-
tive measures, and to apply these properly in conformity with the rules. 

(3) Depending on the activity and the level of risk, participation in specific further training 
may be necessary in order to obtain the required competence in occupational safety and 
health. 

Committee for Biological Agents – ABAS – www.baua.de/abas 



TRBA 200 “Requirements for professional expertise in accordance with the Biological Agents Ordinance” 4 

 

(4) In justified cases, it is permissible to deviate from these technical rules’ requirements 
regarding vocational training or professional experience if the necessary practical knowledge 
and skills have been obtained in another way, – e.g. within the framework of their university 
studies, training or further training, or within the framework of a specific training measure. 

4 Requirements for professional expertise for carrying out the risk assess-
ment 

Carrying out the risk assessment includes properly gathering information, assessing the risks 
associated with the biological agents that are used or that occur, and specifying and imple-
menting the protective measures. The professional expertise required for this need not nec-
essarily be covered by one person. It must, however, be ensured that all components of pro-
fessional expertise are accounted for. If the employer obtains advice from a person with pro-
fessional expertise because they do not have the required knowledge themselves, the doc-
umentation for the risk assessment must state who was involved in the risk assessment and 
how the necessary components for professional expertise (number 3 paragraph 1) are cov-
ered. This must also be ensured if multiple employers are responsible for the risk assess-
ment (cooperation between multiple employers pursuant to section 8 of the Occupational 
Safety and Health Act). 

In the following sections, the requirements for professional expertise for carrying out the risk 
assessment are set out separately for the different areas of activity. In the case of activities 
that are assigned to a protection level, the requirements for professional expertise are sum-
marised in relation to each specific protection level. 

4.1 R equirements  for ac tivities  not as s igned to a protec tion level 

4.1.1 Areas  of ac tivity:  

Activities involving biological agents in working areas that are not included in laboratories, 
the keeping of laboratory animals or health care facilities need not be assigned to a protec-
tion level. These include, for example, activities involving biological agents  

− in waste water and waste management; 

− in agriculture and forestry; 

− within the framework of cleaning;  

− in refurbishing; 

− in biogas installations; 

− in veterinary medicine. 

Activities in outpatient care also need not be assigned to a protection level, as they are not 
performed in health care facilities within the meaning of the Biological Agents Ordinance. 
However, these activities – and therefore also the risks – are comparable to the care activi-
ties of protection levels 1 and 2 in health care facilities. For this reason, the rules of number 
4.3.1 also apply to outpatient care. 

4.1.2 R equirements  for profes s ional expertis e 

(1) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 

1. Sufficient knowledge of the workplace situation and activities, as demonstrated by: 

− completed university studies (at least a bachelor’s degree or equivalent) related to the 
activity  

or  
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− completion of an officially recognised training programme that is typical of the industry  

and practical experience with relevant activities 
 
or 

− at least two years’ suitable professional experience.  

2. Competence in occupational safety and health − the requirements for this are: 

knowledge of the 

− relevant biological agents and their properties (infectious, toxic, sensitising or other ef-
fects; classification, infection or uptake pathways and possible diseases), 

− workplaces and activities, and 

− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 
Agents Ordinance, the Ordinance on Occupational Medical Prevention [5], relevant Tech-
nical Rules for Biological Agents) and industry-specific regulations [6], 

as well as the ability to 
− evaluate activity procedures and exposure situations with regard to the risks arising from 

the biological agents and 
− determine and define activity-specific protective measures (technical, organisational and 

personal). 

(2) The necessary competence in occupational safety and health is held by: 

− the occupational safety specialist, as well as the medical officer, provided their training or 
further training imparted knowledge of industry-specific risks due to biological agents; 

− the employer, provided they select an alternative supervision model in accordance with 
the accident-prevention regulation DGUV Regulation 2 “Betriebsärzte und Fachkräfte für 
Arbeitssicherheit” [Occupational physicians and OSH professionals] [7] or, in the fields of 
agriculture, forestry and horticulture, an alternative supervision model in accordance with 
the accident-prevention regulation VSG 1.2 “Sicherheitstechnische und ar-
beitsmedizinische Betreuung” [Safety and occupational health supervision] from the Social 
Insurance for Agriculture, Forestry and Horticulture (SVLFG) [7a] and are actively involved 
in the company’s activities; 

− other persons that have obtained the necessary knowledge of occupational safety and 
health in another way – e.g. within the framework of their university studies, training or fur-
ther training. 

4.2 R equirements  for ac tivities  as s igned to a protec tion level in laboratories , 
biotec hnology and the keeping of laboratory animals  

Activities in laboratories, biotechnology and the keeping of laboratory animals must be as-
signed to a protection level (section 5 of the Biological Agents Ordinance). The requirements 
for professional expertise for these areas of activity are summarised below for each protec-
tion level.  

4.2.1 Ac tivities  of protec tion level 1  

(1) A risk of infection is unlikely in activities of protection level 1, but the risk assessment 
must consider risks due to sensitising or toxic effects that may arise under certain framework 
conditions (e.g. working conditions, exposure to substances) depending on the biological 
agents used or materials processed. 

(2) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 
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1. Suitable vocational training and professional experience, as demonstrated by: 

− completion of a course of university studies in life sciences or natural sciences (at least a 
bachelor’s or equivalent), in human or veterinary medicine or dentistry, or an engineering 
degree with bioscience components  

or 
− completion of an officially recognised training programme as a biological technical assis-

tant (BTA) or medical technical assistant (MTA), or another suitable training programme 
for the respective activities in laboratories or biotechnology 

or 
− completion of an officially recognised training programme as an animal keeper in the re-

search and clinical field 
and at least two years’ work in the laboratory, the keeping of laboratory animals or biotech-
nology. 

2. Competence in occupational safety and health − the requirements for this are: 

knowledge of the 
− relevant biological agents and their properties (infectious, toxic, sensitising or other ef-

fects; classification, infection or uptake pathways and possible diseases), 
− workplaces and activities and 
− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 

Agents Ordinance, relevant Technical Rules for Biological Agents, and if necessary the 
Genetic Engineering Act [8]), 

as well as the ability to 
− evaluate activity procedures and exposure situations with regard to the risks arising from 

the biological agents and 
− determine and define industry-specific protective measures (technical, organisational and 

personal), 
− define the necessary preventive measures from the perspective of occupational safety 

and health, 
− determine and define suitable measures for inactivation, sterilisation, disinfection and 

waste disposal. 

(3) The necessary competence in occupational safety and health is held by: 

− the occupational safety specialist, as well as the medical officer, provided their training or 
further training imparted knowledge of industry-specific risks due to biological agents; 

− the employer, provided they select an alternative supervision model in accordance with 
the accident-prevention regulation DGUV Regulation 2 “Betriebsärzte und Fachkräfte für 
Arbeitssicherheit” [Occupational physicians and OSH professionals] [7] and are actively 
involved in the company’s activities, 

− employers or other persons (e.g. biological safety officers) that have obtained the neces-
sary knowledge of occupational safety and health in another way – e.g. within the frame-
work of their university studies, training or further training. 

4.2.2 Ac tivities  of protec tion level 2  

(1) The risks of infection are paramount in areas of activity assigned to protection level 2 
and higher. 

(2) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 

1. Suitable vocational training and professional experience, as demonstrated by: 
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− completion of a course of university studies in life sciences or natural sciences (at least a 
bachelor’s or equivalent), in human or veterinary medicine or dentistry, or an engineering 
degree with bioscience components  

and 

− at least two years’ work in the laboratory, the keeping of laboratory animals or biotechnol-
ogy.  

2. Competence in occupational safety and health – the requirements for which are: 

knowledge of the 
− relevant biological agents and their properties (infectious, toxic, sensitising or other ef-

fects; classification, infection or uptake pathways and possible diseases), 
− workplaces and activities and 
− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 

Agents Ordinance, the Ordinance on Occupational Medical Prevention, relevant Technical 
Rules for Biological Agents (especially TRBA 100 within the field of laboratories [9] or 
TRBA 120 within the field of keeping laboratory animals [10]) and, if necessary, the Ge-
netic Engineering Act [8], the Protection against Infections Act [11] and the Animal Dis-
ease Agent Ordinance [12]) 

as well as the ability to 
− evaluate activity procedures and exposure situations with regard to the risks arising from 

the biological agents, 
− examine the possibilities for substitution (with regard to biological agents, working proce-

dures and work equipment), 
− apply the minimisation rule, 
− assign the activities to be performed to specific or non-specific activities, as well as to the 

necessary protection level, 
− determine and define the necessary protective measures (technical, organisational and 

personal protective measures) according to the state of the art, 
− monitor the operation and effectiveness of protective measures, 
− define emergency measures in case of accidents or incidents and analyse the causes of 

accidents,  
− determine necessary medical preventive measures, 
− determine and define suitable measures for inactivation, sterilisation, disinfection and 

waste disposal, 
− define necessary hygiene measures with regard to occupational safety and health. 

(3) The necessary competence in occupational safety and health is held by: 

− the occupational safety specialist, as well as the medical officer, provided their training 
and further training imparted knowledge of specific risks in the respective field of applica-
tion,  

− persons (e.g. biological safety officers) that have obtained the necessary knowledge of 
occupational safety and health within the framework of their university studies, training or 
further training. 

 

 

4.2.3 Ac tivities  of protec tion level 3 or 4  

(1) Because of the high risk associated with activities of protection level 3 or 4, special re-
quirements must be laid down for the professional expertise for carrying out the risk assess-
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ment. The employer is therefore required to obtain the advice of a person with professional 
expertise, who must be appointed. The risk assessment focuses not only on strictly avoiding 
exposure of employees but also on consistently maintaining containment measures in order 
to prevent the escape of highly pathogenic biological agents. It is also important to avoid the 
loss or misuse of biological agents, provided these relate to occupational safety and health 
measures [13].  

(2) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 

1. Suitable vocational training and professional experience, as demonstrated by:  
− completion of a course of university studies (at least a master’s, a diploma or equivalent) 

in life sciences or human or veterinary medicine, or completion of studies at a (technical) 
university in natural sciences with content from the field of microbiology 

and 
− at least two years’ work in protection level 2 or higher in the laboratory, the keeping of 

laboratory animals or biotechnology, 
and  
− documented practical experience with activities in protection level 3 or 4. 

2. Competence in occupational safety and health, especially for activities of protection lev-
el 3 – the requirements for which are: 

Knowledge of the 
− relevant biological agents and their properties (infectious, toxic, sensitising or other ef-

fects; classification, infection or uptake pathways and possible diseases), 
− workplaces and activities, 
− safety requirements,  
− mode of operation of safety-relevant facilities and equipment,  
− elements of OSH management systems and risk communication, 
− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 

Agents Ordinance, relevant Technical Rules for Biological Agents (especially TRBA 100 in 
relation to laboratories or TRBA 120 in relation to keeping laboratory animals and 
transport outside of the facility), the Ordinance on Industrial Safety and Health [14] and, if 
necessary, the Genetic Engineering Act, the Protection against Infections Act and the An-
imal Disease Agent Ordinance), 

as well as the ability to 
− evaluate activity procedures and exposure situations with regard to the risks arising from 

the biological agents,  
− examine the possibilities for substitution (with regard to biological agents, working proce-

dures and work equipment), 
− apply the minimisation rule, 
− assign the activities to be performed to specific or non-specific activities, as well as to the 

necessary protection level, 
− determine and define the necessary protective measures (technical, organisational and 

personal protective measures, especially personal protective equipment) and check their 
effectiveness in accordance with the state of the art,  

− prepare work instructions, 
− define emergency measures in case of accidents or incidents and analyse the causes of 

accidents,  
− prepare an internal emergency plan, as well as a concept for risk avoidance, 
− determine necessary medical preventive measures, 
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− determine and define suitable measures for inactivation, sterilisation, disinfection and 
waste disposal, 

− define necessary hygiene measures with regard to occupational safety and health. 

(3) An occupational safety specialist, a medical officer and, if necessary, other persons 
(e.g. biological safety officer, service technicians) cover at least partial aspects of the neces-
sary competence in occupational safety and health and, in this respect, can be consulted for 
advice on carrying out the risk assessment.  

4.3 R equirements  for activities  as s igned to a protec tion level in health c are 
fac ilities  and ac tivities  in outpatient care 

Activities involving biological agents in health care facilities are also assigned to protection 
levels. Activities in outpatient care, on the other hand, need not be assigned to a protection 
level pursuant to the Biological Agents Ordinance, as they are not carried out in health care 
facilities according to the definition in section 2(14) of the Biological Agents Ordinance. How-
ever, outpatient care is included in number 4.3.1 because of the comparability of the care 
activities in the two areas.  

4.3.1 Ac tivities  of protec tion level 1 or 2 and ac tivities  in outpatient c are 

(1) Activities of protection level 1 and 2 take place alongside one another in many working 
areas of health care. The requirements for professional expertise for these two protection 
levels are therefore combined. A risk of infection is unlikely in activities of protection lev-
el 1 but is to be expected in activities of protection level 2. 

(2) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 

1. Suitable vocational training and professional experience, as demonstrated 

a. in hospitals, inpatient care, hospices and doctor’s practices by: 
− completed university studies in medicine or 
− completed training in nursing care or specialist care of the elderly,  
− completed training in a paramedical profession, e.g. as a surgical technology as-

sistant, 

b. in rehabilitation facilities, outpatient care and other health care facilities by: 
− training in accordance with number 1a or 
− completion of an officially recognised training programme that is typical of the in-

dustry, e.g. physiotherapist, speech therapist, 
and 

 at least two years’ work in the trained profession.  

2. Competence in occupational safety and health – the requirements for which are: 

knowledge of the  
− relevant biological agents and their properties (infectious, toxic, sensitising or other ef-

fects; classification, infection or uptake pathways and possible diseases), 
− workplaces and activities, 
− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 

Agents Ordinance, relevant Technical Rules for Biological Agents (especially 
TRBA 250 [15]), the Ordinance on Occupational Medical Prevention, the Protection 
against Infections Act, the recommendations of the Commission of Hospital Hygiene and 
Infection Prevention (KRINKO), and the ordinances of the federal states on hygiene and 
infection prevention in medical facilities [16]), 

as well as the ability to 
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− evaluate activity procedures and exposure situations with regard to the risks arising from 
the biological agents,  

− determine and define the necessary protective measures (technical, organisational and 
personal protective measures, especially personal protective equipment) in accordance 
with the state of the art,  

− apply the minimisation rule, 
− define emergency measures in case of accidents or incidents and analyse the causes of 

accidents,  
− conceptually plan and practically implement measures to reduce needle-stick injuries, 
− determine necessary medical preventive measures, 
− determine and define suitable measures for inactivation, sterilisation, disinfection and 

waste disposal, 
− define the necessary hygiene measures. 

(3) The necessary competence in occupational safety and health is held by: 

− the occupational safety specialist, as well as the medical officer, provided their training or 
further training imparted knowledge of specific risks in the respective field of application, 

− the employer, provided they select an alternative supervision model in accordance with 
the accident-prevention regulation DGUV Regulation 2 “Betriebsärzte und Fachkräfte für 
Arbeitssicherheit” [Occupational physicians and OSH professionals] [7] and are actively 
involved in the company’s activities, 

− other persons that have obtained the necessary knowledge of occupational safety and 
health in another way – e.g. within the framework of their university studies, training or fur-
ther training. 

4.3.2 Ac tivities  of protec tion level 3  

(1) Because of the higher risk of risk of infection associated with activities of protection lev-
el 3, stricter requirements must be laid down for the professional expertise for carrying out 
the risk assessment.  

(2) The following requirements must be met in order to carry out the risk assessment with 
professional expertise: 

1. Suitable vocational training and professional experience, as demonstrated by:  

− completed university studies in human medicine  
and 
− at least two years’ work in the trained profession.  

2. Competence in occupational safety and health, especially for activities of protection lev-
el 3 – the requirements for which are: 

Knowledge of the  
− relevant biological agents and their properties (classification, infection pathways and pos-

sible diseases), 
− workplaces and activities, 
− relevant legal bases (especially the Occupational Safety and Health Act, the Biological 

Agents Ordinance, Technical Rules for Biological Agents (especially TRBA 250), the Or-
dinance on Occupational Medical Prevention, the Protection against Infections Act, the 
Ordinance on Industrial Safety and Health, the KRINKO recommendations, and the ordi-
nances of the federal states on hygiene and infection prevention in medical facilities), 

as well as the ability to 
− evaluate activity procedures and exposure situations with regard to the risks arising from 

the biological agents, 
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− assign the activities to be carried out to the necessary protection level, 
− determine and define the necessary protective measures, especially with regard to the 

necessary spatial separation and personal protective equipment for activities of protection 
level 3, 

− define the rules of access, 
− define emergency measures in case of accidents or incidents and analyse the causes of 

accidents,  
− conceptually plan and practically implement measures to reduce needle-stick injuries, 
− determine necessary preventive measures related to occupational safety and health, 
− determine and define suitable measures for inactivation, sterilisation, disinfection and 

waste disposal. 

(3) Occupational safety specialists and medical officers and, where applicable, other persons 
(e.g. biological safety officers, service technicians) cover at least partial aspects of the nec-
essary competence in occupational safety and health and can, in this respect, be consulted 
for advice on carrying out the risk assessment. 

4.3.3 Ac tivities  of protec tion level 4 (s pec ial is olation units )  

(1) Because of the high risk associated with activities of protection level 4, special require-
ments must be laid down for the professional expertise for carrying out the risk assessment 
and the employer is required to obtain advice from the appointed person with professional 
expertise. The focus here is not only on avoiding exposure of employees. Rather, care is 
also taken to prevent infection of other persons and the release of highly pathogenic biologi-
cal agents into the environment.  

(2) The following competences are necessary for carrying out the risk assessment with pro-
fessional expertise: 

1. Suitable vocational training and professional experience, as demonstrated by:  

− qualification as a specialist doctor in medical microbiology, virology and infectious disease 
epidemiology or, if necessary, as a specialist doctor in internal medicine or paediatrics 

or 
− qualification as a specialist doctor authorised to use the additional title “tropical medicine” 

or “infectiology”, 
as well as  
− at least five years of immediately prior work as a specialist doctor.  

2. Competence in occupational safety and health, especially for activities of protection lev-
el 4 – the requirements for which are: 

Knowledge  
− of the structure and function of special isolation units, especially in relation to safety as-

pects and equipment and 
− of the relevant legal bases (especially the special requirements for a special isolation unit 

pursuant to annex 1 to TRBA 250, as well as the Occupational Safety and Health Act, the 
Biological Agents Ordinance, the Ordinance on Occupational Medical Prevention, and the 
Protection Against Infections Act), 

as well as the ability to 
− conceptually plan the operation of a special isolation unit, 
− develop management concepts for the treatment area, e.g. for commissioning before 

treatment begins or for organising its operation during treatment and after treatment fin-
ishes, 

Committee for Biological Agents – ABAS – www.baua.de/abas 



TRBA 200 “Requirements for professional expertise in accordance with the Biological Agents Ordinance” 12 

 

− conceptually plan and define suitable measures for inactivation, sterilisation, disinfection 
and waste disposal, as well as for the decontamination of personal protective equipment, 

− define emergency measures in case of accidents or incidents and analyse the causes of 
accidents, 

− develop training concepts. 

(3) Occupational safety specialists and medical officers and, if necessary, other persons 
(e.g. biological safety officers, service technicians) cover at least partial aspects of the nec-
essary competence in occupational safety and health and can, in this respect, be consulted 
for advice on carrying out the risk assessment. 

5 Requirements for professional expertise of employees 
(1) Because of the high level of risk, professional expertise is required for employees that 
are to have access to biological agents of risk group 3 or 4 or that are to perform activities of 
protection level 3 or 4 in laboratories, in the keeping of laboratory animals or in biotechnolo-
gy. The requirements for professional expertise are suitable vocational training and profes-
sional experience, as demonstrated by:  

− completion of a course of university studies in life sciences or natural sciences (at least a 
bachelor’s) or human or veterinary medicine  

or 

− (officially recognised) completion of a training programme as a biological technical assis-
tant (BTA), medical technical assistant (MTA) or similar, or as a laboratory technician in 
combination with relevant professional experience 

or  

− in the field of keeping laboratory animals: a completed training programme as an animal 
keeper in combination with relevant professional experience. 

(2) Employees in health care facilities may perform activities of protection level 3 or 4 only if 
they have professional expertise. The requirements for professional expertise are suitable 
vocational training and professional experience, as demonstrated by:  

− completion of a course of university studies in medicine  

or 

− an officially recognised qualification as a nurse or from a comparable training programme 
(e.g. as a medical technical assistant, anaesthesia assistant, surgical technologist, surgi-
cal technology assistant or paramedic). 

(3)  In addition to suitable vocational training, professional experience and pronounced 
awareness of safety, the employees must have:  

− well-founded knowledge of the  
- biological agents that are used, 
- workflows and work instructions, 
- risks associated with the individual working steps, 
- specific safety standards, 
- planning for incidents and emergencies 

and must be: 

− reliably familiar with the protective measures (technical, organisational and personal pro-
tective measures, including the disinfection and hygiene measures), and  

− well-practised in the correct handling of the personal protective equipment (e.g. putting on 
and taking off protective clothing in a manner that prevents contamination). 
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(4) The employees must be briefed on the basis of work instructions and familiarised with 
the activities of protection level 3 or 4 on the basis of a training concept with supervision by a 
person with professional expertise. This must be documented. 

(5) Contrary to paragraph 1, activities of protection level 3 or 4 may be carried out within a 
course of university studies in human or veterinary medicine by persons without professional 
expertise if this is done under the supervision of a person with professional expertise and the 
students are briefed and trained on the basis of work instructions. 

6 Requirements for professional expertise of the person to be appointed  
(1) Pursuant to section 10(2) of the Biological Agents Ordinance, the employer must appoint 
a person with professional expertise (“appointed person with professional expertise”) for ac-
tivities of protection levels 3 and 4 in laboratories, the keeping of laboratory animals and bio-
technology, as well as for activities of protection level 4 in health care facilities. The employer 
must define the duties and powers of this person in writing. 

(2) The appointed person with professional expertise has the following duties: 

1. They advise the employer during the risk assessment and on all safety-related issues 
for protection levels 3 and 4 pursuant to the Biological Agents Ordinance. 

2. They assist the employer in 

a) checking the effectiveness of the protective measures and  
b) implementing training measures pursuant to section 14(2) of the Biological Agents 

Ordinance. 

3. They check compliance with the protective measures. 

(3) For activities involving biological agents, the appointed person with professional exper-
tise must meet the requirements for professional expertise described in: 

− number 4.2.3 if the activities take place in laboratories, the keeping of laboratory animals 
and biotechnology and  

− number 4.3.3 if the activities take place in special isolation units.  

If the appointed person cannot cover the required professional expertise on their own, they 
must coordinate the further competences that are required. 

(4) The appointed person with professional expertise must keep their professional expertise 
up to date. Example content for further training programmes is set out in the annex to these 
technical rules. 
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Annex 1 

E xample c ontent for obtaining profes s ional expertis e in protection levels  3 and 
4, as  well as  for the further training of appointed pers ons  with profes s ional ex-
pertis e  

The objective of the knowledge set out below is not only to impart theoretical knowledge. 
Practical exercises are required for, in particular, the handling of personal protective equip-
ment (putting on and working with protective clothing), the use of safety precautions 
(e.g. entering and exiting via airlocks, working at microbiological safety workbenches), the 
disposal of waste and the handling of incidents (accident simulation) 
 

Topic area General knowledge and 
skills Example content 

(1) 
Evaluation of relevant 
biological agents  

Knowledge of the relevant 
biological agents and their 
properties 
 
Categorising the risks that 
can arise from biological 
materials 
 
Applying the classification 
criteria 
 

- Pathogenicity mechanisms 
- Infective dose 
- Infection pathways, presence of carriers 

(vectors)  
- Possibility of survival outside of the human 

host 
- Mode of action of toxins (acc. to section 2 

of the Biological Agents Ordinance) 
- Risk potentials for staff and other persons 
- Laboratory-acquired infections (LAIs) 
- Disease symptoms with regard to the bio-

logical agents used 
- Epidemiological relevance  
- Risk potentials of sampled materials  
- Risk potentials when handling infected an-

imals 

(2) 
Legal bases for activi-
ties involving biologi-
cal agents 
 
 

Knowledge of the basics of 
the legal system and the 
system of occupational safe-
ty and health 
 
Knowledge of relevant legis-
lation 
 
Applying the legal bases to 
work involving biological 
agents 
 

Basics of the legal system, the structure and 
the legal significance of: 
- EU law (directives, regulations), 
- national law (acts, ordinances), 
- non-legislative regulations (technical rules 

and advisory committees, rules of the acci-
dent insurance institutions), 

- standards. 
Regulatory content of activity-related  
- legislation: 

− Occupational Safety and Health Act 
(STOP principle and minimisation rule), 

− Biological Agents Ordinance, 
− other acts and ordinances relating to the 

topic area (e.g. Hazardous Substances 
Ordinance, Ordinance on Industrial 
Safety and Health, Protection Against 
Infections Act, Genetic Engineering Act, 
Animal Pathogen Ordinance, Ordinance 
on Occupational Medical Prevention), 

- non-legislative regulations: 
- technical rules (Technical Rules for Bio-

logical Agents (TRBA), Technical Rules 
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for Hazardous Substances (TRGS), 
Technical Rules for Operational Safety 
(TRBS), Occupational Health Rules 
(AMR)), 

- regulations from the German Social Ac-
cident Insurance (DGUV) and accident 
insurance institutions (UVT), 

- standards. 
(3) 
Structured assess-
ment of workplaces 
according to the bio-
logical agents used 
 
 

Knowledge of workplaces 
and activities 
Evaluating and categorising 
activity procedures and ex-
posure situations  

 
Assignment of specific and 
non-specific activities  
 
Assignment to protection 
levels 
 
Defining protective measures 
 
Carrying out and document-
ing a risk assessment 

Compiling and structuring: 
- risk assessments, 
- operating instructions, 
- training measures, 
- work instructions. 

 
Sources for gathering information: 
- Technical Rules for Biological Agents, 

e.g. classification of fungi (TRBA 460) [17], 
viruses (TRBA 462) [18], parasites 
(TRBA 464) [19] and bacteria (TRBA 466) 
[20], 

- scientific databases,  
- work aids from the accident insurance insti-

tutions, e.g. GESTIS database on biologi-
cal agents, trade association instruction 
leaflets. 

 
Procedure when evaluating workplaces: 
- carrying out a workplace inspection, 
- assignment of specific/non-specific activi-

ties, 
- assignment to protection levels,  
- carrying out a risk assessment, 
- checking if substitution is feasible, 
- necessary protective measures (STOP 

principle), 
- documentation and communication of the 

risk assessment. 

(4) 
Safety requirements 
 
 

Knowledge (overview) of the 
technical protective 
measures and structural 
features for maintaining con-
tainment measures in protec-
tion level 3 or 4 
 
Understanding the mode of 
operation of safety-related 
equipment and facilities 
 
Evaluating device-specific 
risk potentials, in particular: 
-  aerosol formation, 
-  limits of disinfection. 

Structural requirements (incl. aspects of fire 
protection): 
- access control, airlocks; 
- ventilation technology (negative pressure); 
- filter systems;  
- safety aspects of supplying operating me-

dia; 
- systems for disposing of waste water and 

waste. 
 
Features and facilities, e.g.: 
- class I, II and II safety workbenches;  
- incubators; 
- fermenters; 
- centrifuges; 
- isolation chambers; 
- devices for imaging procedures (imaging 

systems); 
- double-ended autoclaves; 
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- waste water sterilisation systems. 
 
Maintenance requirements (incl. filter-
changing). 
Conduct in case of fault reports and alarms. 

(5) 
Elements of OSH 
management systems 
and risk communica-
tion 
 

Knowledge of the elements 
of OSH organisation and risk 
communication 
 
 
Determining and defining 
measures in case of acci-
dents and incidents 
 
Preparing an emergency 
plan and risk-avoidance con-
cept 
 
 

- Preparing an operational and organisation 
concept  

- Planning and carrying out inspections of 
the workplaces 

- Defining emergency measures following 
accidents 

- Concepts for fire and evacuation drills 
- Requirements for the quality of employee 

training measures 
- Preparing work instructions  
- Risk communication 
- Handling incidents and accidents (report-

ing, investigations, consequences) 
- Preparing an emergency plan and risk-

avoidance concept  
- Analysing causes of accidents 
- Checking the effectiveness of the applied 

protective measures  
(6) 
Personal protective 
measures  
 

Determining medical preven-
tion measures 
 
Defining the necessary per-
sonal protective measures 
 

Preventive occupational health care: 
- defining measures of pre- and post-

exposure prophylaxis;  
- vaccinations. 
Using puncture-resistant instruments, 
personal protective equipment (PPE) 
(incl. fan-assisted respiratory protection sys-
tems, full protective suits) 
Personal hygiene measures 

(7) 
Measures for inactiva-
tion, sterilisation and 
waste disposal  
 
 

Determining and defining 
effective procedures for steri-
lisation, disinfection and 
inactivation  
 
Selecting suitable disposal 
methods 
 

- Mode of operation of autoclaves 
- Active substances of disinfectants 
- Principles of space fumigation  
- Procedure for inactivation and disposal of 

infected carcasses 
- Requirements for disposal of waste wa-

ter/waste from protection level areas 3 or 4  

(8) 
Packaging of biologi-
cal agents 
 
 

Knowledge of packaging 
requirements for the 
transport and shipping of 
biological agents 

Legal bases for the various transport types 
- Packaging 
- Labelling 
- Documentation 
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