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TransBIB - Boost. Industrial

TransBIB ist das erste nationale, vom Bun-
desministerium fiir Wirtschaft und Klima-
schutz geforderte Metanetzwerk zur Be-
schleunigung der industriellen Biookonomie.
Mit 18 Projektpartnern, liber 40 Kompetenz-
hubs und einer Férdersumme von 5,5 Millio-
nen Euro unterstitzt TransBIB Unternehmen
dabei, biobasierte Innovationen schnell und
effizient in den industriellen MaRstab zu
Uberfiihren. Als bundesweite Kooperations-
plattform initiiert und katalysiert TransBIB
Kooperationen, vernetzt strategisch wich-
tige Akteure und hilft bei der Entwicklung
neuer biobasierter Wertschépfungsketten.
Uber den Kl-gestiitzten ,One-Stop-Shop”
werden Wissen, Infrastrukturen und Kompe-
tenzen gebilndelt, Innovationspotenziale
identifiziert und praxisnahe Services wie re-
gulatorische Beratung,

. Bioeconomy.

Zertifizierungsunterstiitzung und Transfor-
mationsstrategien bereitgestellt. Auf diese
Weise verkiirzt TransBIB die Time-to-Market
biobasierter Innovationen und starkt die
Wettbewerbsfahigkeit der deutschen und
europaischen Biookonomie.

Geftirdert durch:

% Bundesministerium
& fiir Wirtschaft
und Energie

aufgrund eines Beschlusses
des Deutschen Bundestages
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Disclaimer

The guidelines, recommendations, and best practices outlined in this document are intended to pro-
vide general guidance and should not be considered exhaustive or foolproof. Users of this document
must exercise their own judgment, expertise, and due diligence when applying the principles and ad-

vice contained herein.

The authors, contributors, and their affiliated organizations disclaim any liability for any damages,
losses, or expenses arising from the use of this document or the implementation of its guidelines. By
using this document, readers acknowledge that they understand and assume all risks associated with

its application.

This whitepaper is a practical guide for the acquisition of legally required permits in Germany. It is not
a legal opinion. It is essential to acknowledge that every project is unique, and the complexities of
process development and legally required permissions cannot be fully captured in a single document.
Each state (Bundesland) in Germany has its own government. Laws. Regulations and policies also
change with time. This means that the required permits and the responsible authority will vary from
state to state. State-, project-, and site-specific requirements must therefore be confirmed by the ap-
plicant. It is recommended that users consult with qualified experts and conduct their own thorough
analysis before making decisions or taking actions based on the information presented in this docu-

ment.
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Executive Summary

This whitepaper serves as a practical roadmap for companies intending to construct and operate a

large-scale biotechnology production facility. The focus is on the Federal imissions law (BImSchG), plan-

ning and building law, water law, major-accident law, genetic engineering, occupational and chemicals

law, and customs and tax matters.

It has been compiled after referencing the abovementioned German laws and conducting extensive

interviews with experts in the field of legally required permissions for building and operating industrial

processing facilities in Germany.

o For large chemical-biotechnology pro-
duction facilities, an early assessment is nor-
mally required to determine whether authori-
sation under section 4 BImSchG in conjunction
with the 4th Federal imissions regulation (BIm-
SchV) is required. Classification depends on the
process, substances, capacity and ancillary in-
stallations.

o The BIMmSchG permit consolidates
many, but not all, approvals (concentration ef-
fect). Water-law permits for uses of water bod-
ies, infrastructure planning approvals, and ge-
netic-engineering permits fall outside the con-
centration effect. Infrastructure planning per-
mits are consolidated in its own concentration
effect under the administrative procedure act
(VWVFG).

o The main source of delay is usually for-
mal and substantive incompleteness. Pre-ap-
plication  consultation, an  application

Core message

conference, an agreed expert-report matrix
and robust change control are therefore deci-
sive.

. For BImSchG procedures, the current
enforcement handbook states three months
for the simplified procedure, seven months for
formal procedures for new installations and six
months for formal procedures for material
changes, calculated from formal completeness;
extensions are possible.

o Water-law procedures are site- and
use-specific. Separate permits are required for
abstraction and direct discharge; prior coordi-
nation with water management, nature con-
servation and fisheries is expressly recom-
mended.

o Where genetically modified organisms
(GMOs) are used, the biosafety level and
whether notification, registration or authoriza-
tion applies must be clarified with the state au-
thority. Responsibilities differ by state.

>

.

S ) =
The fastest robust route is not a linear series of authority contacts but an early coordlnated multi-

track procedure:
secure site and planning law first
clarify BImSchG leadersh/p

,,*-,_ > o

DOI: 10.14459/2026md1865181



https://doi.org/10.14459/2026md1865181

Quick Decision Logic

31

TransBIB Boost. Industrial. Bioeconomy.

Question

If yes

Immediate action

Is the land zoned for industrial use?

Does the main or ancillary installation fall under the
4th BImSchV?

Industrial Emissions (IE) installation or Environmen-
tal Impact Assessment (EIA)-relevant project?

Are dangerous-substance quantities under the
12th BImSchV reached?

Direct water abstraction or direct discharge?

GMOs in a contained-use system?

A development plan/industrial area can materially
reduce risk.

The BImSchG procedure becomes the lead ap-
proval route.

The Baseline Report (for soil and groundwater),
Best Available Techniques (BAT) assessment, and
potentially an EIA report become central permit-
ting documents

Lower- or upper-tier duties; possibly a safety re-
port.

Separate water-law permit.

Separate genetic-engineering procedure.

Check zoning plan, area type, required facility di-
mensions, access, and existing contaminated land.

Agree on the competent authority and procedure
type in a pre-meeting.

Begin preparation of the substance inventory, as-
sess soil and groundwater relevance, and initiate
EIA screening.

Calculate maximum inventory and aggregation
rule; establish safety organization.

Agree water balance, receiving water, treatment,
monitoring and ecological aspects.

Clarify biosafety level, installation, project leader
and biosafety officer.

DOI: 10.14459/2026md1865181
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1. Procedural structure and strategy

The concentration effect, under section 13 of the BImSchG, provides a very helpful single point of con-
tact for acquiring most of the needed permits. Specific exemptions are permissions for water use and
for the use of GMOs. Municipal consent remains a separate internal administrative participation step
even where the building permit is concentrated. Under the concentration effect, the state authority
for the BImSchG will act as the central point coordinating public decision procedures also for building
permits (where this is covered by state law), operational safety (BetrSichV) permits, hazardous mate-
rials (GefStoffV) permissions, environmental protection decisions, etc. It is therefore, quite practical,
to contact the relevant immission-control office early in the project timeline (before the end of the

piloting and demonstration phase).

The BImSchG defines a few interesting procedural options which may be useful in certain cases. These

are listed in the following table.

Section Application

4 A new permit for the construction and operation of an installation requiring a permit. This
is the standard route normally applied for a new major installation.

8 A partial permit for a severable part of the project. This can enable early implementation,
but requires a favourable overall assessment.

8a An early start of preliminary construction before the final permit is granted. This is done
at own risk, because this permission is revocable and comes with a duty to restore the
area to the condition before work started or to compensate for disturbances.

9 A preliminary binding decision can be made regarding individual conditions or site issues.
This is useful for critical legal or site questions that arise earlier on.

10 A formal procedure (G = Férmliches Genehmigungsverfahren) which includes public par-
ticipation. This normally applies to larger projects that require an EIA and/or may carry a
risk of a major-accident.

19 A simplified procedure (V = Vereinfachtes Verfahren) which requires no regular public
participation, and offers a three-month statutory decision period starting as soon as the
permitting authority has determined that the application is complete in form and content.

DOI: 10.14459/2026md1865181
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Which permits, when and where

Already after completion of the conceptual
design, it should be reasonably clear which
dangerous substances are expected to be used
or generated in the process, and how much of
itis likely to be kept in inventory as a maximum.
With this information, an initial EIA can be com-
piled. Already contact a BImSchG-responsible
authority for guidance at this point.

There are several laws and authorities to be
considered during site selection:

e Firstly, the Environmental impact as-
sessment act (UVPG) governs the EIA.
The assessment typically examines im-
pacts on human beings and human
health; animals, plants, and biodiver-
sity; soil and land use; water; air and
climate; and cultural heritage and
other material assets. A site where
building and operating your industrial
plant may put any of these factors at
risk is less favourable than a site posing
no risk.

e The zoning of the site and the allowed
building height, allowed structures,
use, required fire safety features, etc.
are generally determined by the local
building authority or the municipality.
Changing the zoning or allowed use is
possible but difficult, time-consuming,
and not-guaranteed. It is therefore
generally advised to select a site of
which the zoning and generally al-
lowed dimensions already correspond
well with the intended facility to be
built and operated.

e Also to be considered during site selec-
tion are the facility’s water needs. A
site that already has a permit for water
abstraction and/or discharge which co-
vers your needs, or a site managed by

an entity that can supply water and wa-
ter treatment as a service, is more fa-
vourable than a site for which these
permits do not yet exist, or where nat-
ural water bodies are scarce.

e Since the authority that will coordinate
the permitting process is state-de-
pendent, it would be wise to approach
this authority near the end of the site
selection process but before site
freeze, in case the state permitting au-
thority points out any prohibitive fac-
tors. The process, substances, capacity,
and ancillary units should be known at
this point.

Once the production organism is selected, the
GMO status, biosafety level, and requirements
for contained use are known. The use of biolog-
ical agents is governed by the GenTG and
GenTSV, and permissions for working with bio-
logical agents are handled in a separate proce-
dure. You must therefore contact the state ge-
netic engineering authority for this permit.

Laws relating to occupational health and
safety, such as ArbSchG, BetrSichV, GefStoffV,
and BioStoffV, are to be considered when de-
signing and/or selecting work equipment, ex-
plosion protection, and procedures for working
with hazardous- or biological agents. This
should be reasonably achievable around the
time that basic engineering is completed.

Tax laws apply as soon as operation begins. It is
therefore necessary to report to the customs
office before commissioning for tax registra-
tion purposes. Earlier communication is ad-
vised to fully understand taxing structures and
their implications on energy products, genera-
tion of own energy, and tax relief options.

DOI: 10.14459/2026md1865181
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Permitting risks and how to mitigate them

It is not uncommon to spend almost a year planning the permit application, with an additional two to
three months preparing the required documents for submission. The time invested in compiling a com-
plete and consistent application is well worth the returns when the approval process runs smoothly as

a result of such a complete and consistent application package.

When communicating with the authorities, record every discussion with decisions, open points, own-
ers and deadlines. Ask questions in consolidated form with concrete decision options. Agree expert-
report scope with authorities before appointing the independent expert, especially regarding safety
distance and section 29a review. Maintain one consistent data source for substances, capacity, oper-
ating hours and emissions. Mark trade/business secrets clearly and separately while providing a mean-

ingful public version.

The table below lists the most critical risks involved in the permitting process and ways to mitigate

them.

Risk and consequence

Mitigation

Unsuitable site - Planning law, safety distances
or utilities unresolved

Incomplete documents - Clock starts late; re-
peated requests

Moving target - Process changes invalidate re-
ports and design

Unclear installation boundary - Wrong 4th BIm-
SchV/EIA/IE classification

Unviable water route - Abstraction/discharge
fails ecologically or by capacity

Underestimated inventory - Late major-acci-
dent/Ex consequences

Public opposition - Objections and legal risk

Unworkable conditions - Cost/schedule effects
after decision

Site gate with authority/utility discussions be-
fore purchase

Document matrix, draft review and consistency
check

Change control board, design freeze and impact
assessment

Early written agreement

Model alternatives: supply, recycling and indi-
rect discharge

Maximum inventory including storage, pipes and
upset

Early, intelligible, site-specific communication

Technical review of draft decision and imple-
mentation plan

DOI: 10.14459/2026md1865181
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2. Before applying for permits

Project Organisation

Permits will be issued to a legal entity, such as a company, a trust or even a real person. It is advised
to register a legal entity, suitable for building and operation of the intended industrial production fa-
cility, before applying for any permissions. This way, site management, procurement, permits, opera-
tion, and construction can all be assigned to the same entity, thereby avoiding complications related

to tax, accounting, legal documentation, etc. throughout the process.

Identify which permits are required and which authorities should therefore be contacted. Is the project
an EIA/Seveso/GMO classified project? Create a map of the required permits with their responsible

authorities and required proof/documentation.

It is advised to have sufficient experienced staff and to engage with specialist advisers. The following

are key roles for the process of acquiring legal permissions:

Role Minimum mandate
Project sponsor / manage- Investment decision, operator responsibility, resources and risk
ment budget

Single point of accountability, authority strategy and integrated

Permitting lead
& schedule

. . Basis of design, mass and energy balances, operating states and
Process engineering L
emission sources

. Hazardous substances, occupational safety, fire, explosion and ma-
Environment, Health, and . ) ) ) i L
jor-accident concept, air-, odour-, noise-, water-, soil emissions, na-
Safety (EHS) / process safety .
ture protection

L Ground, structural design, drainage, utilities, traffic and land plan-
Civil / infrastructure

ning
Legal Legal register, contracts, trade secrets
Communications Public and neighbourhood communication

More than one role may be assigned to a single person and external advisers/contractors may also be

assigned certain roles.

DOI: 10.14459/2026md1865181
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Before site selection, the process basis-of-design must be frozen to ensure that water needs, infra-

structure requirements and required facility size do not expand after site selection. This also freezes

the mass- and energy balances and HAZID, which should not change once the application is submitted.

Site selection

Do not assess a site by land price alone. The legal, environmental, political and infrastructure environ-

ment around the site must also be considered because these factors may have a significant effect on

business viability.

Check the development plan, area type and
permitted use. Building height, density and dis-
tances can determine site feasibility. Green-
field sites without suitable industrial planning
carry high risk. Consider sites with existing in-
dustry and utilities. Industrial production facili-
ties may only be operated in areas zoned as in-
dustrial or business zones, not in residential ar-
eas or nature conservation areas. Rezoning is
possible, but difficult, and may add months or
even years to the timeline.

Consider distance to housing/protected recep-
tors, air background, expected odour- and
noise emissions, and trafficincrease. These fac-
tors may result is stricter permit limits to pro-
tect the existing environment and infrastruc-
ture.

Consider the type and volume of water needed
and emitted by the planned project. Available
abstraction sources, receiving water bodies,
sewer/treatment capacity, flood risk and exist-
ing water-protection areas may simplify or
complicate the permit application process.

Also, the state of soil- and groundwater on the
site may affect permit limits. Consider existing
or possible contamination, unexploded ord-
nance, ground conditions, groundwater and
baseline-report relevance.

An industrial production facility requires exten-
sive infrastructure and logistics. Does the site
have sufficient access to electricity, steam, gas,
cooling, nitrogen, compressed air, fire water,
data, rail and road, etc.? Can feedstock and
product flows, storage areas, dangerous goods
and seasonal peaks be reasonably accommo-
dated on this site?

Acceptance by local stakeholders is often over-
looked but non-acceptance can prove to gener-
ate significant hurdles. Engage early with
neighbours, the municipality and/or industrial
park, fire service, insurers and the economic
ministry to build trust and gain acceptance.

For IE installations, a baseline report is relevant
where hazardous substances are used, pro-
duced or released in significant quantities and
contamination of soil or groundwater is possi-
ble. The baseline report contains the following:

e Complete contaminated-land and ge-
otechnical investigations before the
site freeze.

e Map of every location where relevant
hazardous substances are to be han-
dled.

e Screening of nature/species conserva-
tion, protected areas and flood risk.

DOI: 10.14459/2026md1865181
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3. Application documents and the procedures they undergo

A general procedural sequence of events from pre-application consultation to operating release is

shown below. Notice that several iterations are often required to ensure formal completeness as well

as technical clarity for the review. These are indicated by the orange arrows.

Pre-application
consultation |

The following should already be
available for use at this first
meeting

*Project brief

*Substance list

*Block flow diagram

/’_\

mere, the following are )
determined:

s|nstallation boundary
definitions

*Procedure type
*Relevance of IE/EIA/major
accidents

*Specialist authorities to

Document
management

A document matrix is created,
listing all documents and
expert reports with owners,
version-control and design-
freeze dates

participate

#Site plan
\ p

\_ Application

If positive

decision

If the permit is granted, pre-
commissioning conditions are
to be satisfied and inspections
of the built facility are to be
cleared before operating
release.

Gfter the technical review,
authorities conduct the
following in order:

*Draft decision

sAncillary provisions
slegal review

*Permit decision

made

\ Decision to be

classification

Application

.

The consistent, version-
controlled application is filed

filing

7

Formal

qthe application is found to b;\
formally complete, technical
review can commence. If not, a
consolidated request for
missing information is issued.

completeness

review

Technical
EEY

This involves the authority and
where applicable, public
participation. Objections and
hearings are possible.

Technical disagreement would
pass the formal completeness
review, but cause requests for

kcorrections in this phase. y,

It is advised to plan a draft review before submitting the application, to minimize the required number

of iterations. Reports and other documents in the application must be reviewable and consistent. After

filing the application, the authorities have one month to review completeness of the application pack-

age, with a possible extension of up to two weeks. Once formal completeness has been confirmed, a
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seven-month period starts (extendable by up to three months) in which the authorities conduct their

technical review and after which they must issue or decline the permit. This seven-month period

counts for new installations undergoing the formal procedure and includes public participation. A for-

mal material change procedure has a six-month period, and a simplified procedure for new installa-

tions has only three months. Some reports exist of the process being delayed in particularly complex

cases.

The application package

The table below lists the bare minimum of the documentation that should normally be submitted with

the permit application. This is by no means an exhaustive list. Depending on the type and size of instal-

lation, the chosen site, production organism, resources and products, the risk assessment and EIA, etc.

many additional case-specific documents may be required.

Chapter

Minimum content

Project and legal

Site

Process

Substances

Air/odour

Noise/vibration/light

Water/wastewater

Waste

Energy

Safety

Building

EIA/IE

Application, powers, non-technical summary, 4th BImSchV classification, pro-
cedure type, confidentiality

Topographic map, plant/layout plan, cadastre, zoning, protected receptors

Description, block/process flow diagrams, P&IDs, operating states, equip-
ment lists

Inputs, intermediates, by-products, products, waste, annual quantities, max-
imum inventories and data

Source plan, emissions, abatement, impact/odour forecast
Sources, hours, traffic, construction phase and forecasts

Water balance, streams, treatment, separation of sanitary and process
wastewater, direct/indirect discharge and stormwater

Codes, quantities, recovery/disposal, storage and routes
Power, heat, steam, cooling, waste heat and efficiency

Risk assessment, fire, explosion, major-accident and emergency concepts,
appropriate safety distance

Description, plans, elevations, sections, structural design, drainage, outdoor
areas and escape routes

EIA screening/report, BAT, baseline screening and where required baseline
report

DOI: 10.14459/2026md1865181
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Chapter Minimum content

a Measures on cessation, restoration and aftercare, ground and contamination
osure .
reports (pre-project)

DOI: 10.14459/2026md1865181
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4. Some elaborate topics falling both within and out of the con-

centration effect

Water abstraction and wastewater discharge

Water and water bodies are to be protected according to the water resources act (WHG) and the or-

dinance on facilities handling substances hazardous to water (AwSV). To this end, abstraction of water

from any surface water body or groundwater as well as the discharge of wastewater into surface water,

or into the environment in general, requires a permit to do so. Even stormwater and construction

dewatering must be evaluated, and often does require water use permits.

Abstracting water from a water body can di-
rectly affect the delicate balance of nature that
is dependent on it as well as other competing
human activities such as fisheries. For evalua-
tion whether a permit should be granted, the
qguantity of water abstraction that is required
on the permit is compared to the availability of
water in the specified source. The evaluation
considers what effect the abstraction will have
on the water body.

Direct discharge of wastewater into the envi-
ronment requires certain pre-treatment and a
flow and composition that can be sufficiently
absorbed by the receiving water body. If the
water quality or temperature of the receiving
water body will be negatively affected by the
incoming wastewater, the likelihood of the per-
mit being approved is significantly reduced.

Indirect discharge of wastewater, means dis-
charging to an existing wastewater treatment
facility. This is only possible if the existing facil-
ity has the capacity to accept the quantity and
load of the wastewater. Some pre-treatment
may be required to achieve the incoming qual-
ity limitations of the treatment facility. Certain

by-laws may also limit the feasibility of this op-
tion.

During construction, it is necessary to dewater
the site, particularly the excavated areas. This
may affect the environment through draw-
down, contamination migration and disposal of
the removed water. For this reason, water per-
mits may be required.

Stormwater, although it is a natural occur-
rence, must be managed in terms of water per-
mit guidelines because it can wash contaminat-
ing compounds from the contained production
facility into the protected natural environment.
Permit requirements would include sizing of
catchment and separation installations for
stormwater as well as measures and limits for
infiltration and discharge.

Substances that are hazardous to water also
trigger water protection procedures. This usu-
ally relates to containment precautions and
failsafe options that must be put in place on top
of existing process containment to ensure that
release into the environment does not occur,
even when equipment or operating procedures
fail. Prepare a waste concept covering preven-
tion, recovery, disposal, storage and evidence.

It is recommended to involve local water management, nature conservation and fisheries when pre-

paring an application for water use permits. Coordinate with the water authority in the district. Your

permit application is to be accompanied by the intended water treatment and monitoring procedures.

DOI: 10.14459/2026md1865181



https://doi.org/10.14459/2026md1865181

141 TransBIB Boost. Industrial. Bioeconomy.

The water use permits will include certain conditions and limits. Include these in your construction and

commissioning planning.

Major accident law and general plant safety

The 12th BImSchV distinguishes lower- and upper-tier Seveso establishments using the thresholds in
Annex |. Maximum quantities of a compound present or likely to be present must be considered; ag-

gregation rules apply to multiple dangerous substances.

Facilities that are not classified as Seveso establishments are not without duties. In these cases, the
duty to ensure general safety, hazardous substance management, fire- and explosion protection, and

occupational safety still apply.

For Seveso establishments (upper- and lower tier), duties include the following:

e Inform authorities that a Seveso establishment exists. Inform the public that a Seveso estab-
lishment exists and how they should behave in case of a major accident.

e Prevent major accidents, considering operational and external hazards and unauthorized in-
terference.

e Provide measures against fire, explosion and release, and reliable warning, alarm, measure-
ment and control systems.

e Ensure continual surveillance, regular maintenance, safe repair, prevention of operating error
and staff training.

e Review the policy and safety management system at least every five years, before relevant

changes and after reportable events.

Under§ 29a BImSchG (Anordnung sicherheitstechnischer Prifungen), the competent authority can re-
quire the operator of a Seveso establishment or a permit-required installation to have an independent

expert perform a safety-related technical review and examine relevant safety documentation.

Additionally, upper tier Seveso establishments also have a duty to generate and maintain a safety
report, emergency plans and periodic tests and training. The Gewerbeaufsicht Niedersachsen offers

some templates and guidelines on their website for preparation of the safety report.

Genetic engineering and biological agents

The route for permit application for use of your production organism will depend on the responsible
state authority and the type of organism (GMO vs wild type; S1 or S2; GRAS). For S1, notification may
apply; for S2, registration or authorization may apply. Genetic-engineering permits are outside the

BImSchG concentration effect, so you must separately approach the state authority responsible for
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regulating genetic work with a separate permit application. Structural conditions for the facility follow
the GenTSV. Consider these conditions and include then in the facility design. You must provide evi-
dence for compliance through building documents and an acceptance inspection before operation.
Provide at least separate project-leader and biosafety-officer functions. The qualifications needed for

these roles can be verified under the GenTSV.

Chemicals law and REACH

Laws and regulations such as GefStoffV, AwSV, 12th BlmSchV, REACH, and Regulation (EC) No
1272/2008 (CLP) govern substances used, produced or stored at the facility, including intermediates.
Depending on the source, destination, function and volume of the substance in the process, the com-
pany would have certain roles according to CLP (Classification, Labeling and Packaging regulations) and

REACH. These roles might include “manufacturer”, “importer”, or “downstream user” for example,

each of which come with a set of regulated obligations.
Tax: energy, electricity, customs

Any required registration with the local customs office should occur after construction and before
commissioning. The local Main Customs Office is responsible for energy and electricity tax and can
inform you regarding your specific case. Depending on type and scale of your operations, exemptions,
reductions or refunds may be available. Examples may include tax-free or tax reduced use of energy
products or own use of electricity that is produced on site. A metering and balancing concept is re-

quired before start-up for accurate and auditable accounting.
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5. Checklists

Early phase checklist

L] Operating company and representation established

1 Land and planning law checked

1 Utility and disposal capacities confirmed

[ Installation boundary and 4th BImSchV classification pre-discussed
1 IE/EIA/baseline screening documented

[1 Major-accident inventory and aggregation calculated

[0 GMO/biological-agent strategy and state authority identified

] Water route pre-coordinated with specialist offices

1 Report matrix, budget and schedule approved

[ Stakeholder and public-communication plan available

Readiness review before filing

[ Consistency - Capacity, quantities, operating hours and emissions are identical throughout

1 Versioning - Date, revision and change marking on every document

1 Drawings - Legible, scaled, with legends, north arrow and clear sources/units

[ Reports - Based on current design; interfaces and assumptions aligned

L1 Public version - Trade secrets separated; non-technical summary understandable

[ Parallel procedures - Water, GenTG, customs and other separate approvals scheduled

[0 Construction/operation boundary - Evidence separated into pre-construction, pre-start-up and
post-start-up

1 Organization - Owners named for requests and authority questions

Commissioning gate

1 Permit decision and conditions transferred to compliance matrix

[1 Suspensive conditions satisfied and evidence confirmed

[ BetrSichV, electrical, pressure, Ex, fire and structural inspections complete
[ Safety report/policy/emergency plan final and approved

] Genetic-engineering acceptance and responsible persons confirmed

1 Water-law measurement, sampling and reporting systems operational

1 Energy/electricity-tax registration and metering clarified
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[1 Operating instructions, training, maintenance and drills documented
1 Management of change active

[ Pre-start-up safety review complete
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6. Suggested reading material

The following sources are publicly available and, at the date of issue of this navigation guideline, ac-

cessible though the included hyperlinks.

Website of the Gewerbeaufsicht Niedersachsen — particularly the major accident site

https://www.gewerbeaufsicht.niedersachsen.de/startseite/gefahrenschutz/anlagensicherheit stor-

fallvorsorge/anlagensicherheit--stoerfallvorsorge-169910.html|

and the permitting process site https://www.gewerbeaufsicht.niedersachsen.de/startseite/umwelt-

schutz/genehmigungsverfahren nach bundes immissionsschutzgesetz/genehmigungsverfahren-

nach-bundes-immissionsschutzgesetz-52011.html

Genehmigungsverfahren nach dem Bundes-Immissionsschutzgesetz Leitfaden fiir Antragsteller

https://www.gewerbeaufsicht.niedersachsen.de/download/130862

Verfahrenshandbuch zum Vollzug des BImSchG — Durchfiihrung von Genehmigungsverfahren

https://www.hlnug.de/fileadmin/downloads/luft/genehmigungsformulare/VHB Genehmigungsver-

fahren - Stand Oktober 2025.pdf

Anleitung zur Erstellung der Antragsunterlagen https://www.hlnug.de/fileadmin/downloads/Iuft/ge-

nehmigungsformulare/Anleitung.pdf

Erlauterungen und Hinweise fiir die Durchfiihrung der Erlaubnisverfahren nach §18 der Betriebssi-

cherheitsverordnung https://lasi-info.com/publikationen/lasi-veroeffentlichungen/details/49-erlaeu-

terung-und-hinweis-fuer-die-durchfuehrung-der-erlaubnisverfahren-nach-18-der-betriebssicher-

heitsverordnung
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Thank you

| would like to thank the following subject experts who kindly contributed their input to this white
paper:

e Dr. Torsten Hoffmann (LAVG Brandenburg)

e  Mr. Jens Schmitt (Regierungsprasidium Darmstadt)

e  Mr Florian Baumann (Straubing-Bogen Landratsamt)

e Mr. Wolfgang Serr (Heidelberg Bauaufsicht)

e Mr. Guido Koste (Gewerbeaufsicht - Landesamt fiir Verbraucherschutz Sachsen-Anhalt)
e Dr. Uwe Licht-Klagge (Staatliches Gewerbeaufsichtsamt Hannover)
e  Mr. Wilms (Stadt Heinsberg Bauaufsichtsamt)

e Ms. Julia Briining (Landesverwaltungsamt Sachsen-Anhalt)

e Ms. Ullrich (Generalzolldirektion)

e Dr. Andreas Kohl (Verbio)

e Prof. Thomas Bayer (Infraserv GmbH & Co. Hochst KG)

e Dr. Axel Schonfeld (Arcor)

e Prof. Michael Zavrel (TUM Campus Straubing BVT)

Your valuable contributions are appreciated. Thank you for your efforts and genuine interest in helping
the German bio-economy grow.
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