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Genetics, narcotics, infectious substances,
biological agents ... Which regulations are
relevant?

All regulations stipulate that

The handling of substances or processes is only permitted if all legal requirements have been met
in advance.

- Applications/permits/approvals/notifications — other official procedures
- Structural/technical requirements

- Organizational requirements

- Qualifications, special expertise or specialist knowledge
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Reaqulations on biological substances:

-Occupational Safety and Health Act/Biological Agents Ordinance (State of North Rhine-Westphalia; Regional Office
for Occupational Safety)

-Genetic Engineering Act/Genetic Engineering Safety Ordinance (State of North Rhine-Westphalia; Regional
Office for the Environment)

-Infection Protection Act (City of Do Health Authority)

-Narcotics and Precursors (BAfArM Federal Opium Agency)

Structural requirements:
German Social Accident Insurance (DGUV): 213-086 Biological Laboratories DIN EN 12128 Microbiological
Laboratories

Not considered further here:
General laboratory rules for hazardous substances (TRGS 526; DGUV | 213-850)
Special plant imports from outside the EU (NRW Plant Inspection Ordinance), laboratory animal husbandry
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Procedure? Backwards by process of elimination

Narcotics?

Permit from the Federal Institute for Drugs and
Medical Devices

A 4

BtMG: Narcotics within the meaning of this law are /v - Scientific institutions

the substances and preparations listed in Annexes - Responsibility HS + LS

| to Ill. o
_ _ - Permission personal
- Cannabis products; heroin; .... yes
I 1
No o
Application
procedure via L —
: Department 7
No further action https://www.bfarm.de/DE/Bundesopiumstelle/Betaeubungsmittel/
Erlaubnis/ _node.html;jsessionid=2899DA5E71F631697F76D968

A9D14DBD.intranet381
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Infection control?

Federal Center for Health Education:

\ 4 https://www.infektionsschutz.de/infektionskrankheiten/ erregerarten/
IfSG: Section 44 Permit requirement for activities involving pathogens:
Anyone who wishes to import, export, store, dispense, or work with
pathogens within the scope of this .. . .
law, carry them out, store them, dispense them, or work with them Permission under Section 44 of the Infection
requires a permit from the competent authority. rotéction Act: yes _ Dortmund Public Health
A pathogen is an agent capable of reproduction (virus, bacterium, Depe rtment
fungus, parasite) or any other biologically transmissible agent that can
cause infection or communicable disease in humans. » - Responsibility HS + LS
- Permission personal
No
Procedure via
NO fTurther measures
Department 7 r )
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senetic engineering?
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GenTG: ...
§8 (1) Genetic engineering work may only be carried out in genetic
engineering facilities.

(Definitions) Genetic engineering work is:
a) the production of genetically modified organisms,

b) the propagation, storage, destruction, or disposal, as well as the
internal transport of genetically modified organisms and their use in
any other way, insofar as no approval has yet been granted for their
release or placing on the market for the purpose of subsequent
release into the environment.

No

No further measures
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BVL:
https://zag.bvl.bund.de/home.jsf?dswid=5238&dsrid=337 ZKBS list:

https://www.zkbs-online.de/ZKBS/DE/Datenbanken/datenbanken node.html

Enforcement of the Genetic Engineering Act:
- Dusseldorf District Government
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Procedurg
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(project manager)

- Approval or natification procedure with form set according
to LAG, project manager, and BBS

- Expertise of project managers §28 GenTSV: at least three years
of experience in the field of genetic engineering + university
degree + course attendance

- Appendix 2 GenTSV — Safety measures (construction)

https://www.lag-gentechnik.de/Fuer-
Antragsteller.html
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Biological substances?

BioStoffV:

(1) This regulation applies to activities involving biological agents
(biological substances). It regulates measures to protect the safety and
health of employees from hazards arising from these activities.

BAUA: TRBA Rules (BAUA)
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Note:

(8) Targeted activities are those in which

1. the activities are directly related to one or more biological
agents,

2. the biological agent or agents are known at least by species, and
3. the exposure of employees during normal operation is
sufficiently known or can be estimated.

BioStoffV:

o4

»
»

None

DGUV regulations ZKBS
statements

Determ|ne protection
level

—>

No further measures
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(protection level 3 or 4); notification pursuant to §16 (from
targeted

Activity R2 or not subject to authorization R3)
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For R1 or not specifically R2, no

> involvement of authorities necessary
- Risk assessment; protective measures
- Responsibility; employer (chancellor; LS management)
https://www.bra.nrw.de/umwelt-
. . health-occupational-safety/occupational-
It official proceeamgs are safety/occupational-saiety
; ; -and-operational-safety/occupational-safety-
A
reqUIred’ then via l—} hazards-and-biological-substances/downloads-
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If you have any questions or need to submit a notification, application, or
permit for your work at TU Dortmund University, please feel free to contact us:

Department of Occupational Safety, Environmental
Protection, and Health Protection Emil-Figge-Stralte 71a
0231 755 -4212 or -3310
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