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	Appendix Work Protocol: Risk Assessment Micro-organisms, virus and cells (GMO and/or wild-type) 



The applicant must fill out section A, B, C, and D, and send the RIE application along with the WP to the IvD. The IvD send the RIE to the BSO for review.  

Approval is given if the following conditions are met:
· Genetically modified animals are registered at the BSO under an IG-permit. GM-animals may be ordered only after approval from BSO. 
· Genetically modified inoculums (hosts/vectors/inserts) are registered at the BSO under an IG-permit 
· Wild-type inoculums are registered at the BSO
· The animal experiment falls under the scope of an IG-permit

The applicant must adhere to work instructions described under 2. For questions regarding this RIE, contact your BSO.

1. Risk assessment  

	[bookmark: _Hlk188434938]A. GENERAL INFORMATION 


	1. 
	CCD project number

	Klik of tik om tekst in te voeren.
	2. 
	Institute

	Kies een item.

	Specify


	3. 
	Research department

	Klik of tik om tekst in te voeren.
	4. 
	OL 

	Klik of tik om tekst in te voeren.
	5 
	Study director
	Klik of tik om tekst in te voeren.




	B. INOCULUM: CELLS, VIRUS, BACTERIA AND OTHER MICRO-ORGANISMS


	1.
	Type

	Kies een item.	Specify
	2.
	Name

	Species
	Strain

	4. 
	Pathogenicity class

	Kies een item.
	5. 
	Does the inoculum contain endogenous virus? If so, specify 
	Klik of tik om tekst in te voeren.
	6. 
	Way of transmission

	☐ Aerogenic
☐ Orofecal
☐ Fomites
☐ Skin/membrane contact (wounds, cuts)
☐ Vectors (e.g. insects, ticks)
☐ Spore forming
☐ Parental (e.g. mother-embryo)
☐ Other, specify
Klik of tik om tekst in te voeren.

	7. 
	How is micro-organism secreted by animal? 
	Klik of tik om tekst in te voeren.
	8.
	Status

	☐ Wild-type or spontaneous mutant
	☐ Genetically modified (GMO)

	9. 
	If GMO, 
	

	
	· Host

	Klik of tik om tekst in te voeren.
	
	· Vector

	Klik of tik om tekst in te voeren.
	
	· Insert

	Klik of tik om tekst in te voeren.
	
	If applicable, cells transduced with 2nd/3rd gen SIN lentiviral particles, are cultured for over 14 days? 
	Kies een item.
	
	IG-number

	Klik of tik om tekst in te voeren.
	
	If applicable, 
2.8(downscaling)/atv-permit number
	Klik of tik om tekst in te voeren.
	 
	Classification 
Annex 5 part I
	Klik of tik om tekst in te voeren.
	 
	Annex 5 part II
	Klik of tik om tekst in te voeren.
	
	Annex 9
	Klik of tik om tekst in te voeren.
	 
	Containment
	Kies een item.


	C. RISK ASSESMENT ANIMALEXPERIMENT (Animal in association with inoculum)


	1.  
	Containment

	Kies een item.
	2. 
	IG-permit number

	Klik of tik om tekst in te voeren.
	3. 
	If applicable, 
2.8(downscaling)/atv-permit number. 
Indicate additional requirement under 8.
	Klik of tik om tekst in te voeren.
	4. 
	Classification
Annex 5 part I
	Klik of tik om tekst in te voeren.
	5. 
	Annex 5 part II
	Klik of tik om tekst in te voeren.
	6. 
	Annex 9
	Klik of tik om tekst in te voeren.
	7. 
	Do activities take place outside of class II biological safety cabinet? 
If so, indicate additional requirement under 8. 
	Klik of tik om tekst in te voeren.
	8. 
	Describe the additional requirements 
e.g. additional PPE









	Klik of tik om tekst in te voeren.


	D. WORK PROCEDURES


	1.
	Where does the experiment take place? 

	Kies een item.
	2.
	Dosage of inoculum

	Klik of tik om tekst in te voeren.
	3.
	Way of administrating
	Klik of tik om tekst in te voeren.


	4.
	Is inoculum processed under aseptical conditions? 
	Klik of tik om tekst in te voeren.
	5.
	Is material tested and free of pathogens? 
Add test results. If not tested, contact GDL veterinarian
	Klik of tik om tekst in te voeren.
	9.
	How should the workspace be cleaned and disinfected? Note: 70% ethanol/IPA is not suitable for non-enveloped virus such as AAV or Adenovirus. 

	Kies een item.
Klik of tik om tekst in te voeren.

	10
	In case of incidents with inoculum:
· Describe the human clinical signs 
· Which prophylaxes are available?
	Klik of tik om tekst in te voeren.



	F. REVIEW


	The OL declares that the information is complete and that the GMOs are registered with the BSO of their institute. 

	
	Name OL
	Klik of tik om tekst in te voeren.
	
	Date
Klik of tik om een datum in te voeren.
	Signature




	Approval of BSO of UMC Utrecht 

	
	Name BSO UMC Utrecht
	Klik of tik om tekst in te voeren.
	
	Date
Klik of tik om een datum in te voeren.
	Signature





	Approval of BSO of GDL 

	
	Name BSO GDL
	Klik of tik om tekst in te voeren.
	
	Date
Klik of tik om een datum in te voeren.
	Signature





	Approval of BSO of Kies een item.Klik of tik om tekst in te voeren.

	
	Name BSO
	Klik of tik om tekst in te voeren.
	
	Date
Klik of tik om een datum in te voeren.

	Signature









2. Work procedures

Administration
· The RIE an/or additional measures resulting from the RIE are included in the study file in/near the animal room. 

Housing and care
· In case of GMO, housing take place under condition according to design requirements pertaining to the containment (D-I, DM-I or DM-II).
· Genetically modified animals are distinguished from non-genetically modified animals by the IG number on the animal label on the cage.

Transport 
Inoculums are double packed and transported in leak-proof, break-resistant and disinfectable  transport boxes with sufficient absorption material. Polystyrene foam is not allowed as packaging material. 
· In case of GMO, the box contains “GMO”-label. 
· In case of risk class 2 or higher, the box contains a biohazard symbol. 
· Material from laboratory animals falls under Category 1 animal by-products. A commercial document must be present at every transport. 

Incidents
· In case of a biting incident, needle puncture, cut or mucous membrane contact (mouth, eyes) the following action should be taken:
· Wash out the mouth or rinse the eyes with sufficient water.
· Allow small wounds to bleed while rinsing them with tap water. Subsequently disinfect with hand alcohol.  
· In case of incidents/accidents/calamities/deviations with GMO, inform the BSO of the institute where the incident took place. If medical assistance is required, the BSO can provide support. 
· BVF UMC Utrecht: bvf@umcutrecht.nl or call (088-75) 68521 or 51598
· BVF GDL: bvf.dgk@uu.nl or call, number can be found in study file.
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