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	Inquiry

	Criterion standard:
	ISO 13485:2016 

	Certification type:
	|_| Certification
	|_| Recertification
	|_| Certification transfer

	Applicant/client identification data:

	Business name:
	

	Registered office:
	

	Basic information about certification

	Subject of certification:
	

	Use of temporary workplaces:
	YES[footnoteRef:1] [1:  Please list the establishments/workplaces in Tables 1 and 2] 

	|_|
	NO
	|_|

	Outsourced processes:
	YES
	|_|
	NO
	|_|

	Number of effective workers:
	
	Number of shifts:
	

	Authorized representative of the applicant/client

	Name and surname:
	
	Function: 
	

	Tel/mobile:
	
	Email:
	

	Applicant/client role

	Manufacturer
Authorized Representative
Importer
	|_|
|_|
|_|
	Distributor
Service Provider
Other
	|_|
|_|
|_|

	Table 1 Overview of (permanent) workplaces:

	#
	Identification of the part of the organization to which the certification applies
	Implemented activity/outsourced process
	Number of shifts[footnoteRef:2] [2:  Number of shifts: 1 … 1 shift operation, 2 … 2 shift operation, 3 … shift operation, 4 … 4 shift operation, N … continuous operation.] 

	Number of effective workers[footnoteRef:3] [3:  The effective number of workers consists of all workers (permanent, temporary (bridging) and part-time workers) involved in the certification subject, including those working each shift. When included in the certification subject, workers who are not permanent workers, e.g. employees of suppliers, must also be included.] 



	
	
	Name 
	Address
	
	
	

	R0
	Registered office:
	
	
	
	
	

	H0
	Headquarters/central office:
	
	
	
	
	

	B1
	Workplace / branch:
	
	
	
	
	

	V1
	Virtual Workplace:[footnoteRef:4] [4:  A virtual workplace, marked “V”, means a virtual location where a client organization performs work or provides a service using an online environment that allows people, regardless of physical location, to perform processes (Article 1.4 IAF MD 5).
Note 1: A virtual workplace cannot be considered where processes must be performed in a physical environment, such as warehousing, manufacturing, physical testing laboratories, installation or repair of physical products.
Note 2: A virtual workplace (e.g. a corporate intranet) is considered one site for the purpose of calculating audit time.] 

	
	
	
	
	

	
	…
	
	
	
	
	

	
Table 2 Overview of (temporary) workplaces:[footnoteRef:5] [5:  Temporary workplace means a location (physical or virtual) where the applicant/client organisation (a legal entity or a defined part of a legal entity operating a management system) performs specific work or provides a service for a fixed period of time and which is not intended to become a permanent workplace, including a subcontractor's workplace where outsourced processes are carried out; designation: "D".] 


	#
	Identification of the part of the organization to which the certification applies
	Implemented activity/outsourced process [footnoteRef:6] [6:  Please indicate the subject of the certification, which applies to the temporary workplace, outsourced processes, processes and activities that take place at this workplace.] 


	Number of shifts [footnoteRef:7] [7:  Number of shifts: 1 … 1-shift operation, 2 … 2-shift operation, 3 … 3-shift operation, 4 … 4-shift operation, N … continuous operation.] 

	Number of effective workers [footnoteRef:8] [8:  Please indicate the number of workers at temporary workplaces managed by the client organization, including at subcontractor workplaces where outsourced processes are performed.] 



	
	
	Name
	Address
	
	
	

	W1
	Workplace:
	
	
	
	
	

	
	…
	
	
	
	
	

	

	

	Audit date suggestions [footnoteRef:9] [9:  Please complete the proposed dates according to the current status of the certification cycle - optional information.] 


	Certification:
	First level audit:
	
	Second level audit:
	

	Recertification:
	

	Certification Transfer:
	



	Date
	Applicant/client signature

	
	





	

	COMMENT [footnoteRef:10] [10:  Use the NOTES field to add additional information as needed.] 
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