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1. Details of the experimental project
	Title of the experimental project:
     



Is your planned animal experimentation project subject to a simplified authorisation procedure?   
Yes ☐		No ☐

If yes, legal basis in the case of the simplified approval procedure: 
☐	§ 8a Abs. 1 Nr. 1a TierSchG[footnoteRef:1]; legally required [1:  Animal Welfare Act in the version published on May 18, 2006 (BGBl. I p. 1206, 1313), which was last amended by Article 105 of the Act of August 10, 2021 (BGBl. I p. 3436)] 

☐ 	§ 8a Abs. 1 Nr. 1b TierSchG; provided for in general administrative regulation
☐ 	§ 8a Abs. 1 Nr. 1c TierSchG; legally ordered by an authority or court or required for an official decision
☐	§ 8a Abs. 1 Nr. 2a TierSchG; diagnostic measures for the detection of diseases, suffering, physical damage or physical complaints in humans or animals
☐	§ 8a Abs. 1 Nr. 2b TierSchG; diagnostic measures for testing sera, blood preparations, vaccines, antigens or test allergens as part of approval procedures or batch testing
☐	§ 8a Abs. 1 Nr. 3a TierSchG; Interventions and treatments not for experimental purposes and for the production, extraction, storage or propagation of substances, products or organisms
☐	§ 8a Abs. 1 Nr. 3b TierSchG; Organ/tissue removal not for experimental, scientific or diagnostic purposes
	** In the case of § 8a para. 1 no. 1 c TierSchG, please enclose proof!

	In the case of § 8a Abs. 1 Nr. 1 TierSchG: 
Legal basis of the simplified approval procedure, stating the exact text passages:

	     



When carrying out several similar projects in accordance with Section 8a para. 1 sentence 1 TierSchG in a simplified authorisation project, please state the expected number of experimental projects here (Section 37 para. 1 TierSchVersV): 
     


2. Indication of the purpose of the experimental project and a scientifically justified statement that this is to be assigned to one of the purposes specified in Section 7a (1) TierSchG

The examinations are essential for:

☐	Basic research (1.)
☐	Preventing, recognizing or treating diseases, suffering, physical injuries or physical complaints (2.a)
☐	Recognizing or influencing physiological conditions or functions in humans and animals (2.b)
☐	Promoting the welfare of animals or improving the conditions in which farm animals are kept (2.c)
☐	Protection of the environment in the interests of human or animal health and welfare (3.)
☐	Development and production as well as testing of the quality, efficacy and safety of medicinal products, foodstuffs, animal feed or other substances or products with one of the objectives mentioned in No. 2.a) - c) or 3. (4.)
☐	Testing substances or products for their effectiveness against pests (5.)
☐	Research with regard to the conservation of species (species protection) (6.)
☐	Education, further education or continuing education (7.)
☐	Forensic medical examinations (8.)

	Explanations:
The relevant points must be marked with a cross and the choice justified in 1-2 sentences.
     




3. Is it a double or repeat attempt (Section 8 (1) sentence 2 no. 1b)?)?
☐	Yes	 ☐	No
If yes: Under 4. explain why it is essential to check the already known test results.


4. Scientific or educational justification of the indispensability of the experimental project, taking into account the current state of scientific knowledge (Section 7a para. 2 no. 1 TierSchG in conjunction with Section 31 TierSchVersV ) and scientific justification that the intended experimental result is not yet sufficiently known (Section 8 para. 1 sentence 2 no. 1 b) TierSchG)
	Explanations:
This is not an introduction in the scientific sense. Rather, the scientific background or - in the case of teaching programs - the learning objective should be introduced in a comprehensible manner. The focus of this section is the presentation of the scientific question and an explanation of the methods to be used to answer it. The following points can be helpful when writing:
- Scientific background: short, concise and GENERALLY UNDERSTANDABLE (the committee also includes scientific non-experts; the explanation should also be understandable for them). What knowledge gap is to be closed by this experimental project? 
- Formulation of a clear question/hypothesis
- What knowledge gain / what significance does the planned experimental project have?
- How should the question be answered? Which methods are to be used and why
- It should be checked whether all sub-tests or control groups are essential. If necessary, reference should also be made to your own preliminary investigations and those of other working groups.
Caution: the use of texts from scientific proposals (e.g. from the last DFG proposal) is usually unsuitable for this proposal, as these are often very detailed. What is important here is a generally understandable description in a comprehensible form.



5. Use of accessible information options (§ 8 Abs. 1 Satz 2 Nr. 1b TierSchG)

For this purpose, a database protocol, possibly several, on the current literature search carried out must be submitted in accordance with the template “Information sheet on the use of accessible information options in accordance with Section 8 (1) sentence 2 no. 1b TierSchG”.
(to be found under: https://www.berlin.de/lageso/gesundheit/veterinaerwesen/tierschutz/versuchsvorhaben/)
	
	Date
	Database
	Search term
	Title and PMID
	Relevance 

	
	Pubmed
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




6. Scientific justification that the purpose of the experiment cannot be achieved by methods or procedures (e.g. cell cultures, isolated organs, etc.) other than animal experiments. In particular, it must be examined whether another method or experimental strategy that does not require the use of a living animal and is recognized under Union law is available to achieve the result sought by the animal experiment. (Section 7a para. 2 no. 2 TierSchG)
Here it must be explained why the animal experiment is absolutely necessary. Why are alternative methods unsuitable for answering the question? Why is it not possible to use a less stressful method? Were alternative methods used for preliminary work? Can supplementary methods be used in parallel with the experiment? Possible alternative methods can be researched with the help of databases.
	








	Research for alternative methods:
	Date
	Database
	Search term
	Title
	Relevance

	
	Smafira
	
	
	

	
	
	
	
	

	
	NAT-Database
	
	
	

	
	
	
	
	

	
	
	
	
	




7. Intended animal species, scientific justification for the choice of species, age, weight and sex if applicable (Section 31 (1) sentence 2 no. 1c TierSchVersV). Description of the strains and their designation according to the international nomenclature 
(Attach annex “Final assessment of genetically modified breeding strains” if applicable)

Are you applying for animals from genetically modified strains?
☐	Yes	 ☐	No

If you have answered “Yes”, please attach the relevant final assessment(s) or explain why this is not necessary in this particular case.

	Explanations:
Please explain the scientific justification for the choice of animal species, naming the species and strain according to international nomenclature (it has been shown that the introduction of trivial names simplifies processing, so please also introduce a simplified name specific to the experiment if several strains are used).
Provide specifications on age, weight AND sex and give reasons for this (if both sexes are used, please also state what ratio you are aiming for within the groups).
When using or producing genetically modified strains, the characteristics and any burden that may occur must be described and it must be explained which question is to be answered with the respective strain.      



8. From which breeding(s) (name and address) do the animals originate?

	Please specify which strains are obtained from which breed.

Breeding facilities of the DRFZ:
Im Bundesinstitut für Risikobewertung
Diedersdorfer Weg 1, 12277 Berlin

Charitéplatz 1, 10117 Berlin
Tierhaltung 5. OG, Räume 5.01, 5.08 und 5.09

Breeding facilities of the Charité FEM:
Robert-Rössle-Str. 10
Haus 92
13126 Berlin

Commercial breeders:
Charles River Laboratories
Research Models and Services, Germany GmbH
Sandhofer Weg 7
97633 Sulzfeld



	



Handelt es sich um eigens für Tierversuche gezüchtete Tiere (§§ 19 bis 24 TierSchVersV)?

☐	Yes
☐	No
☐	These are farm animals
☐	Application for approval of an exception in accordance with § 19 para. 1 sentence 2, § 20 para. 1 sentence 2 or § 21 sentence 2 TierSchVersV is attached separately
☐	Application for approval of an exception in accordance with § 19 Para. 1 Sentence 2 or § 20 Sentence 2 TierSchVersV is hereby submitted

	Explanations:
     



9. The intended animals have already been used in another experimental project within the meaning of Section 18 TierSchVersV
(in the case of the use of primates, enclose Annex 5)
☐	Yes	 ☐	No
	If yes: Description of the type, duration and burden of previous interventions on the animals concerned, file number and details of the competent authority; enclose veterinary recommendation (Section 18 (1) no. 4 TierSchVersV):
     




10. Planned number and justification for the number of animals, including information on biometric planning (Section 31 (1) sentence 2 no. 1c and 1i TierSchVersV)
The appendix “Biometric planning information form” must be completed separately for each subtest. (to be found under https://www.berlin.de/lageso/gesundheit/veterinaerwesen/tierschutz/versuchsvorhaben/)

	Explanations:
Bitte geben Sie hier eine zusammenfassende Übersicht zur Gesamttierzahl und zur Einteilung in den jeweiligen Gruppen bzw. Teilversuchen an.
     

	Animal species
	Total number of animals (incl. reserve animals)

	Mus musculus
	Enter the total of ALL animals used in the experiment, including reserve animals.

	(Strain)
	     

	(Strain)
	     

	     
	     

	     
	     











11. Description of the practical implementation of all interventions and treatments in relation to the respective test group in their type and duration and consideration of the stunning procedure; detailed description of all measures with chronological sequence (Section 17 in conjunction with Section 31 (1) sentence 2 no. 1d TierSchVersV)

	Explanations:
The use of graphics and a timeline is advantageous for visualising the experimental plans (especially for partial experiments) and numerous interventions and treatments.
In this section, you should describe the experimental design in a concrete and structured manner. All interventions and treatments, including any anaesthesia and/or analgesia, must be described in detail. Among other things, the application techniques (in detail, cannula sizes, injection volumes, blood sampling volumes, frequencies and sampling locations) should also be described. Any deviations from the recommendations should be justified in detail. 
The test procedure must be clearly described for each study group. Describe the planned monitoring intervals after the respective interventions and treatments. Operation and anaesthesia protocols and SOPs (procedural instructions) are helpful. 
The maximum number of procedures and treatments per individual animal must be shown so that a stress assessment is possible. The stress assessment itself is carried out under point 16. 

Anesthesia:	Comment by Theres Manthey: Examples of common methods at the DRFZ
A combination of ketamine (100 mg/kg body weight) and xylazine (10 mg/kg body weight) is used for anesthesia. The injection is given i.p. at an angle of 45° into the lateral abdomen. For this purpose, the mice are fixed slightly upside down for a short time in order to displace the abdominal organs cranially and thus reduce the risk of injury to them.
The anesthesia has already been successfully established and ensures safe, sufficiently long-lasting anesthesia. The depth of anesthesia is checked repeatedly before each procedure.

Blood sampling V. facialis:
The puncture is made at the point where the orbital vein, the submandibular vein and other veins converge. The animals are briefly restrained and the venous plexus is simultaneously constricted. Using a lancet (max. 5 mm), the venous plexus is punctured laterally with a targeted puncture. When the fixation is released, the venous plexus is no longer congested and the bleeding stops.

Blood sampling (tail veins):
Using a heat lamp (attached to a stand at the recommended distance of 55 cm above the cage for small animals), the animals' tails are heated. The heating time of max. 5 minutes is closely monitored to ensure that the animals do not overheat. 
The mice are fixed in a box/restrainer to ensure safe puncture of the vein using a cannula.

Injection i.v. (tail veins)
The tail of the animals is heated using a heat lamp (attached to a stand at the recommended distance of 55 cm above the cage for small animals). The heating time of max. 5 minutes is closely monitored to ensure that the animals do not overheat. 
The mice are fixed in a box/restrainer to ensure safe intravenous placement of the cannula. (max. 0.15 ml NaCl)

Injection s.c. (laterally from the base of the tail):
The animals are briefly restrained in a box/restrainer to ensure targeted s.c. injection. injection. (max. 0.5 ml NaCl)

Injection s.c. (neck fold):
The animals are placed on a grid and slightly fixed in the neck fold so that the s.c. injection can be targeted. injection can be carried out in a targeted manner. (max. 0.5 ml NaCl)

Gavage feeding:
Gavage feeding is a method of administering substances whose effect on the gastrointestinal tract or influence on the microbiota is to be investigated. 
The animals are briefly restrained and the curved gavage is carefully inserted into the oesophagus via the mouth, triggering the swallowing reflex. Attention is paid to the length of the probe, which is held against the animal before insertion, in order to develop a feeling for how far it can be inserted to prevent injury to the animals.

Intramuscular injection:
As an intramuscular injection is more painful than, for example, s.c., the animals are anesthetized to avoid defensive movements and thus prevent injury to the muscle or sciatic nerve and to reduce stress. This is followed by intramuscular injection of PBS (volume max. 40 µL) into the posterior part of the quadriceps femoris muscle (hind leg) while sparing the sciatic nerve. 
Retrobulbärer Venenplexus: 
Die Punktion erfolgt in tiefer Narkose im medialen Augenwinkel.


Cardiac puncture:
The animal is deeply anaesthetized using an injection anaesthetic (ketamine/xylazine, 100/10 mg/kg i.p.). Blood is then taken from the heart using a cannula. A cervical dislocation is then performed to ensure death.







12. Description and justification of measures for pain relief and anaesthesia or their absence (Section 17 (1-5) in conjunction with Section 31 (1) sentence 2 no. 2c TierSchVersV) 
(Information not required for notifications in accordance with Section 8a (3) TierSchG (experiments on decapod crustaceans))

Are painful procedures performed without anesthesia?
☐	Yes	 ☐	No

	Explanations:
Agents that prevent or impair the expression of pain (e.g. muscle relaxants) may only be used on an anaesthetised vertebrate or cephalopod if scientifically justified. In the case of a non-anaesthetised vertebrate or cephalopod, no substances that prevent or impair the expression of pain may be used
     






13. Necessary, planned measures and controls for medical and veterinary care, e.g. antibiotics, bandaging, special husbandry conditions due to hygienic requirements or tendency to disease, of the intended animals within the scope of the experimental programme
	Explanations: 
Please describe the type and frequency (including the specific time interval between checks). If this information has already been provided under point 11, a reference to this is sufficient.
     





14. Preparation of the animals for the experiment and presentation of the planned habituation and training programs suitable for the animals, the procedures and the duration of the experimental project (Section 7 para. 1 sentence 2 no. 1 c) TierSchG in conjunction with Section 31 para. 1 sentence 2 no. 1k TierSchVersV). § Section 31 para. 1 sentence 2 no. 1k TierSchVersV)

	Erläuterungen:
Appropriate habituation and/or training programmes for the animals must be submitted. These must contain specific behavioural/training goals that must be achieved before an animal can be included in the study. If this is not planned, reasons must be given as to why no training can/should be undertaken. Criteria should also be defined as to when training is/will be discontinued. Please also provide information on the type of reward for positive reinforcement or explain why this may not be possible. 

All animals that are born in our breeding facility learn to transfer from weaning using tunnel or cup handling. After arrival at the experimental facility, they are given at least a one-week acclimatization period. 
The animals are habituated to human handling for three days. At the DRFZ, we have been practising the habituation program described here for several years and have observed that the animals' shyness visibly decreases in the first three days, while training in the following days did not produce any further noticeable effects. The habituation program is carried out exclusively by the project's experienced staff and is structured as follows:
Day 1 > Sniffing the hands and getting to know the gauze cloth, which gives the animals the opportunity to playfully hide and explore. Sniffing the experimental setting: syringes, restrainer.	Comment by Theres Manthey: Suggestion for a habituation program. Please adapt it to the experiment.
Day 2 > As day 1, plus gentle handling/fixation exercises.
Day 3 > As day 2, plus brief fixation in the restrainer and suggestion of injections with cannula protection.
The training time takes approx. 10 minutes per day and cage, depending on how curious and alert or fearful and reserved the animals are. In addition, the mice in the habituation program receive glucose solution or oatmeal as a reward at the end of each training session.
For animals of the experimental parts ... we do not request preparatory training. We consider the stress caused by training to be greater than a single injection and killing after a few hours.





15. Procedure at the end of the experiment (§ 28 TierSchVersV)
A competent person (e.g. veterinarian) must decide after completion of an animal experiment whether the laboratory animals should be killed at the end of the experiment if there are reasonable grounds for doing so. The person responsible must decide whether there is a possibility of survival after the end of the animal experiment. 
Primates, solipeds, even-toed ungulates, dogs, hamsters, cats, rabbits or guinea pigs must be presented immediately for a veterinary examination. Pursuant to Section 28 TierSchVersV, the assessment of whether there are reasonable grounds to kill an animal is a case-by-case decision that must be made and justified individually for each animal after the end of the experiment following careful examination by a competent person. 
Pre-authorisation of the killing of laboratory animals that are not part of the animal experiment (e.g. bred and unused animals) is not provided for by law and therefore cannot be decided by the LAGeSo. In this respect, such prior authorisation is not granted by LAGeSo.

☐	Killing

	Description of the killing procedure (Section 31 para. 1 sentence 2 no. 1 g in conjunction with Annex 2 no. 1 TierSchVersV) and justification of the chosen procedure. Indicate if a different procedure is to be used in the event of premature termination of the experiment.

Explanations: 
The reasonable grounds that make it essential to kill the animals at the end of the experiment must be explained here. If, in the judgement of the competent person, the animals can only continue to live with more than minimal pain, suffering or harm at the end of an animal experiment, the animals must be killed immediately and painlessly. 
     


16. 

Completion of the selected killing procedure in accordance with Annex 2 No. 2 TierSchVersV by
☐	Confirmation of definitive circulatory arrest
☐	Destroying the brain
☐	Separation of the spinal cord in the neck
☐	Exsanguination
☐	Confirming the onset of rigor mortis


☐	Animals' survival after the end of an animal experiment
	Whereabouts of the animals after termination of the experiment:
Please enter these animal numbers in the NTP under ‘Return to the husbandry system’!
     








16. Description and assessment of the degree of severity (intensity and duration of pain, suffering or harm), scientific justification of the classification of the degree of severity in accordance with Article 15(1) in conjunction with Annex VIII of Directive 2010/63/EU. in conjunction with Annex VIII of Directive 2010/63/EU in relation to the respective animal species and test group on the basis of the explanations under point 11, stating specific termination criteria. (In this context also presentation of genotype-related burdens of genetically modified animals (Section 31 para. 1 sentence 2 no. 2b TierSchVersV)
All treatments and interventions carried out on the animals must be listed individually in the table. This also includes, for example, special diets or individual housing in experiments, as well as the burden of the selected genotype. Subsequently, not only the individual intervention itself is assessed, but also the frequency with which it is carried out on the individual animal, as well as any possible cumulative exposure. Please also explain any differences between the groups if several interventions and treatments are carried out, resulting in different levels of stress. Finally, an estimated maximum exposure for the individual animal is estimated. All pain, suffering and damage caused to the animals must be taken into account. Please also state the specific symptoms that may be induced in the animals as a result of the model or that may occur as side effects during the course of the study protocol, as well as the expected duration.
	What interventions/treatments do the animals require as part of the study?[footnoteRef:2] [2:  A separate line must be completed for each procedure] 

	How great can the pain, suffering and/or damage caused be? What adverse effects does this have on the animals?
	How can the stress for the animals in this experimental project be reduced (refinement)?

	
	
	Measures to reduce pain, suffering or harm (e.g. shorter examination time, earlier examination endpoints, early measures in the event of complications, training, etc.)
	Termination criteria (humane endpoints)

	p.o.  Application	Comment by Theres Manthey: Examples of common methods at the DRFZ

	Low, short-term stress exposure due to fixation
	Good fixation, experienced personnel, pre-experimental habituation
	Aversive reactions that may pose a danger to the animal or the person performing the procedure (e.g. repeated attempts to bite, strong flight reactions, but also paralysed fear)

	i.p. Application
	Minor, short-term stress due to fixation, brief puncture pain
	Good fixation, experienced personnel, pre-experimental habituation
	Aversive reactions that may pose a danger to the animal or the person performing the procedure (e.g. repeated attempts to bite, strong flight reactions, but also paralysed fear)

	s.c. Application
	Minor, short-term stress due to fixation, brief puncture pain
	Good fixation, experienced personnel, pre-experimental habituation
	Aversive reactions that may pose a danger to the animal or the person performing the procedure (e.g. repeated attempts to bite, strong flight reactions, but also paralysed fear)

	i.v. Application
	Fixation of the mice for injection is stressful, but is unavoidable for safe intravenous placement of the cannula and is also only of short duration. Short injection pain.   
The stress is low.
	Good fixation with restrainer, experienced personnel, pre-experimental habituation, warming of the tail with the red light lamp enables a much faster and safer injection and therefore minimises the fixation time.
	Aversive reactions that may pose a danger to the animal or the person performing the procedure (e.g. repeated attempts to bite, strong flight reactions, but also paralysed fear)

	Anaesthesia
	Short stress load due to fixation during i.p. application. Short injection pain.   
	Good fixation, experienced staff, pre-experimental habituation.
	Aversive reactions that may pose a danger to the animal or the person performing the procedure (e.g. repeated attempts to bite, strong flight reactions, but also paralysed fear)

	i.m. injection
	Short-term stress due to fixation during i.p. application for anaesthesia
	Good fixation, experienced personnel, habituation in preparation for the experiment. Check the depth of anaesthesia before carrying out the procedure.
	Insufficient depth of anaesthesia

	Retrobulbar puncture
	Short-term stress due to fixation during i.p. application for anaesthesia
	Good fixation, experienced personnel, habituation in preparation for the experiment. Check the depth of anaesthesia before carrying out the procedure.
	Insufficient depth of anaesthesia

	Cardiac puncture
	No recovery of vital function, short-term stress due to fixation during i.p. application for anaesthesia; the animals no longer wake up from the anaesthesia but are killed.
	Good fixation, experienced personnel, habituation in preparation for the experiment. Check the depth of anaesthesia before carrying out the procedure.
	Insufficient depth of anaesthesia

	Killing
	No recovery of vital function, mild stress
	Good fixation, experienced personnel, habituation in preparation for the experiment. Check the depth of anaesthesia before carrying out the procedure.
	Not applicable




The pain, suffering or harm caused to the animals is likely to be:
☐	mild		☐	moderate
☐	severe 		☐	no recovery of vital functions*
*(the entire experimental project takes place as an acute experiment under anaesthesia without the animals being awakened)
	Explanations:
     




Performance of particularly severe experiments in accordance with § 25 TierSchVersV
Are interventions or treatments carried out on an animal that lead to prolonged or repeated significant pain or suffering that cannot be alleviated? (Section 25 (1) and (2) TierSchVersV)
	☐	Yes	☐ No
	
If Yes: Scientific justification that the intended experimental result is likely to be of outstanding importance and indispensable for essential human and animal needs, including the solution of scientific problems:
     




17. Information on the experimental and observation strategies to minimise pain, suffering and harm to the animals, including specific termination criteria (Section 31 para. 1 sentence 2 no. 1d and 1i TierSchVersV) and a description of how medical care is ensured (Section 8 para. 1 sentence 2 no. TierSchG)

Please create score sheets that are appropriate for your experimental project and attach them. If there are several different sub-experiments, you are welcome to submit several score sheets.
When creating the score sheet, please refer to the templates ‘Score Sheet’ and ‘Sample Score Sheet for an experiment with a severity grade of “medium”’ (to be found under https://www.berlin.de/lageso/gesundheit/veterinaerwesen/tierschutz/versuchsvorhaben/) and note that the categorisation of the severity of your experimental project is taken into account in the score sheet.



18. Ethical justifiability of the experiment (Section 7a para. 2 no. 3 TierSchG)
Scientifically substantiated demonstration that the expected pain, suffering or harm to the laboratory animals is ethically justifiable with regard to the purpose of the experiment (Section 7a para. 2 no. 3 TierSchG)
	Explanations:
The extent to which the pain, suffering and harm caused to the animals in this experiment is justified in order to answer the research question must be explained. The symptoms and stress experienced by the animals must be compared with the specific knowledge gain hoped for in the planned experiment. The expected benefit must always be greater than the harm caused to the animals.
Guidance can be found in the European Commission's ‘Working document on project assessment and retrospective evaluation’ on pages 22-30 (see also https://ec.europa.eu/environment/chemicals/lab_animals/pubs_guidance_en.htm).

     




19. Description of the husbandry conditions including a description of the ongoing review of the possibilities for improving the welfare of the animals (Section 8 para. 1 sentence 2 no. 5 TierSchG and Section 1 para. 1 sentence 1 no. 5 TierSchVersV)
	Explanations:
The mice are kept in IVC GM500 cages (‘Mitte’ site) or under the filter top in the SPF area (‘Marienfelde’ site). In order to fulfil the social needs of the animals, the mice are kept in groups of a maximum of 5 animals (IVC GM 500) or 8 animals (filter top), separated by sex. 
As enrichment, the cage generally contains gnawing wood, cotton wool rolls and a climbing tunnel as a second level. After delivery, the animals have an acclimatisation period of at least 7 days before the start of the experiment to become accustomed to the new environment and are provided with autoclaved complete feed for keeping mice and autoclaved or acidified (Marienfelde) water ad libitum. The cage is equipped with wood shavings bedding. 
The vets at the DRFZ are also constantly testing new enrichment options to promote the welfare of the animals. Last year, for example, many new toys such as so-called tea eggs filled with cellulose, wooden balls and the Aspen labyrinth were established in the animal enclosure. To encourage the animals' natural exploratory behaviour, they are always given a new toy when they change cages. 
The animal house management and animal welfare officers at the DRFZ are constantly looking for ways to further improve animal husbandry. A record is kept of the ongoing research.




20. Description of the hygiene management
	Hygiene status of the laboratory animals/animal husbandry:
Hygiene management DRFZ Mitte: The animals are kept under SPF conditions. Persons entering the facility wear overalls, special footwear, face masks, hairnets and gloves. The protective clothing is changed every time the animals leave and re-enter the facility.
Hygiene management DRFZ Marienfelde: The animals are kept under SPF conditions. People enter the facility via a forced shower, wear autoclaved surgical clothing, special footwear, face masks, hairnets and gloves. The protective clothing is changed every time they leave and re-enter the facility.



	Hygiene monitoring:
All animals come from controlled SPF breeding centres. In order to maintain this hygiene status, the mice are kept in so-called IVC cages or in filter-top cages within a hygiene barrier with shower sluice. The hygiene status is also regularly monitored using ‘soiled bedding’ sentinels.



Have organisms currently been detected in the animal husbandry area that should not be present according to hygiene management??
☐	Yes
☒	No
☐	Was not examined (please give reasons)
	     

If yes: Which germs are involved?
To what extent is it known whether these can influence the test results?
What measures are being taken to prevent infection of the animals for the experimental project applied for with the above-mentioned germs?

21. Summarising measures to reduce, prevent and alleviate any form of suffering of animals from birth to death (Section 31 (1) No. 1h TierSchVersV)
	Explanations:
To minimise any form of suffering, the mice are naturally kept to high standards. During breeding, stress-free transfer of the mice by means of tunnel or cup handling is used. In order to avoid surplus animals, a well thought-out breeding management system is applied. Proper calculation of the number of animals also ensures that an appropriate number of animals are used. An adequate habituation programme prepares the mice for handling by humans. The habituation programme as well as all methods and procedures are carried out as gently as possible with great care by experienced employees who take part in regular training courses. All scientists working in animal experiments are aware of the great responsibility they bear for the welfare of the laboratory animals. Termination criteria have been defined for the parts of the experiment, and the experiment is terminated when these are reached. The experiments are carried out exclusively by specialised personnel and are constantly monitored in order to minimise the suffering of the mice.
Both the project leader and all those involved in the experiment undergo continuous training in 3R methods. The veterinarians also offer additional opportunities by organising events that can be attended to collect training hours, such as online seminars by external speakers, discussion rounds with 3R-relevant publications, and regularly draw the employees' attention to opportunities for further training. There is close co-operation with the veterinary and animal care staff. Furthermore, co-operation with many other scientists within the research field ensures that the most up-to-date animal research is maintained and that far-reaching improvements can be made.  
The veterinarians at the DRFZ are continuously researching new ways to optimise breeding and husbandry through improvements such as new enrichment tools. In addition, co-operation with many other animal welfare officers via the Berlin Animal Welfare Officers Working Group ensures that the latest information on animal experimentation and possible alternative methods is kept up to date.





22. Description of how environmental concerns are to be taken into account so that the animal experiment can be expected to be conducted in the most environmentally friendly manner possible (Section 8 para. 1 no. 7a TierSchG in conjunction with Section 31 para. 1 no. 1i and 4b TierSchVersV)

	Explanations:
All national laws and regulations such as the GenTG, AsiG and AMG are complied with. The animal husbandry facility is designed accordingly so that there are no opportunities for genetically modified organisms to leave the facility. Cadavers are disposed of professionally via AnimSec. In the interests of sustainability, materials are reused wherever possible. For example, by not using disposable gowns or by autoclaving reusable materials. The use of necessary disposable materials such as gloves or cannulas is reduced to a necessary minimum through well thought-out test planning.






23. Have you pre-registered the requested study in a database? 
(e.g. https://www.animalstudyregistry.org/asr_web/index.action or a journal), see also: Bert B, Heinl C, Chmielewska J, Schwarz F, Grune B, et al. (2019) Refining animal research: The Animal Study Registry. PLOS Biology 17(10): e3000463. https://doi.org/10.1371/journal.pbio.3000463

☐	Yes, here:      
☐	No
	If no, please justify: 
     





24. Would you be willing to personally present your submitted animal experiment application and clarify questions in a meeting of the Animal Experiments Committee?
☐	 Yes	☐	No


25. Anonymisation of the application:

I do not wish to anonymise the application:
☐	Yes	☐	No
(If anonymisation is requested, the documents intended for the Commission must be anonymised and marked)

26. Does your application/notification contain trade or business secrets worthy of protection?
☐	Yes	☐	No
If so, please mark them clearly.


Information on data processing
We hereby inform you which personal data we collect from you, what it is needed for and how it is processed by us. We also inform you about your rights under applicable data protection law.
Data processing is carried out for the purpose of processing notifications, monitoring/monitoring/recording, for archiving and statistical purposes and to make administrative action more effective.
For this purpose, your name, gender, date of birth, professional address, occupation, qualification and veterinary expertise as well as the file number for your case are stored.
Your name and address will be forwarded to the budget department within LAGeSo so that fees can be charged if necessary. 
Animal experimentation applications requiring approval are submitted to the Animal Experimentation Commission, in anonymised form if you so wish. You can revoke your consent to the forwarding of your data at any time.

The legal basis is Section 16 (6) of the Animal Welfare Act or Section 3 of the Federal Data Protection Act of 30 June 2017 or Section 3 of the Berlin Data Protection Act after it comes into force.

We store your personal data both in paper form and electronically. The data will be deleted after ten years at the latest.

As a person affected by data processing, you have the following rights:
1. you can request information from us about which personal data we process about you and for what purposes and to whom this data has already been disclosed or to whom it has been passed on. The information also includes to whom we intend to disclose your data.
2. you can request the correction of incorrect personal data concerning you.
3. you can request the deletion of your data, e.g. if you revoke your consent/the data is no longer required by us for the above-mentioned purpose and there is no longer a legal basis for us to store it for longer. 
4. under certain circumstances, you can request that we restrict the processing of your data; the data will then not be deleted, but will no longer be used.
5. you may object to the processing of your personal data on grounds relating to your particular situation. 
6. you have the right not to be subject to a decision based solely on automated data processing (profiling)
7. if you are not satisfied with our data processing, you can also lodge a complaint with the competent supervisory authority (Berliner Beauftragte für Datenschutz und Informationsfreiheit, Friedrichstr. 219, 10969 Berlin, mailbox@datenschutz-berlin.de).



Für die Datenverarbeitung verantwortliche Stelle:			Impressum: 
Landesamt für Gesundheit und Soziales LAGeSo			Landesamt für Gesundheit und Soziales 
Ansprechpartner: 						Turmstr. 21, 10559 Berlin
IV C 1 							Rückfragen: Frau Dr. Miriam Zibell
Tel.: 90229-2410 						Tel.: 90229-2410
Mail: Miriam.Zibell@lageso.berlin.de					E-Mail: Miriam.Zibell@lageso.berlin.de
Datenschutzbeauftragte: ZSL DSB					Für den Inhalt verantwortlich: IV C 1
Tel.: 90229-1209						V.i.S.d.P. Stephanie Reisinger
Mail: Datenschutz@lageso.berlin.de 					Stand: 02/2025
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