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	Request for Quotation ISO 13485 IVDR MDSAP



[bookmark: _Hlk122346737]
Request for Quotation / Application for Quality System Registration and, if applicable, Conformity Assessment Activities for In Vitro Diagnostic Devices Regulation 

	1 Certifications(s) being requested:

	☐
	EN ISO 13485:2016
	☐
	ISO 13485:2016
	☐
	ISO 9001:2015

	
	This QMS application is for:
☐ Initial certification
☐ Re-certification
☐ Transfer of certification to NSAI

	
	☐ Addition of site/location to existing certificate*
	Current NSAI certificate ID:
	


*For adding site or location to existing NSAI certificate the information in section 3 and 4 needs to be filled in. Other fields are filled in as needed only.

If this Quality Management System Certification will be used to satisfy regulatory requirements as the Legal Manufacturer of a finished medical device or as the manufacturer of a finished device which is sold in an MDSAP jurisdiction, please check the applicable regulations below:

	2 Applicable Regulations/Registrations 

	☐
	MDSAP- Medical Device Single Audit Program

	
	☐ US
	☐ Australia
	☐ Brazil
	☐ Canada
	☐ Japan

	
	☐21 CFR Part 820
	☐ Sched 3 Part 1
	
	
	

	
	☐21 CFR Part 821
	☐ Sched 3 Part 4
	
	
	

	☐
	IVDR 2017/746 – In-Vitro Diagnostic Regulation 
	☐
	Annex IX

	☐
	Other / Additional
	N/A






	3 Company Information

	Company Name:
	

	Manufacturer Name if different from above:
(as per meaning within the regulation)
	

	EUDAMED SRN (Single Registration Number, for IVDR requests):
	

	Company registration number: (Company legal ID as registered with authorities in the country/state of registration)
	

	Address, including Country:
	

	Applicant is a subsidiary of: 
	

	Full time equivalent Employees:
	
	Number of Shifts:
	

	Enterprise Category[footnoteRef:2]: [2:  1. The category of micro, small and medium-sized enterprises (SMEs) is made up of enterprises which employ fewer
than 250 persons and which have an annual turnover not exceeding EUR 50 million, and/or an annual balance sheet
total not exceeding EUR 43 million.
2. Within the SME category, a small enterprise is defined as an enterprise which employs fewer than 50 persons and
whose annual turnover and/or annual balance sheet total does not exceed EUR 10 million.
3. Within the SME category, a microenterprise is defined as an enterprise which employs fewer than 10 persons and
whose annual turnover and/or annual balance sheet total does not exceed EUR 2 million.] 

	Choose an item.

	Main Phone Number:
	

	European Authorised Representative (if Manufacturer is registered outside EU):
	

	Management Representative Name:
	
	Title:
	

	Email Address:
	
	Direct Phone Number:
	

	Person Responsible for Regulatory Compliance (if applicable):
	
	Title:
	

	Email Address:
	
	Direct Phone Number:
	

	Billing address (if different from above):
	

	Billing Contact:
	
	Email:
	


	4 Information about facilities

	[bookmark: _Hlk56500138]Are multiple facilities or locations to be included in this assessment?
	☐ Yes 
	☐ No

	Please indicate the language used in your facility(s):
	

	Note: NSAI will only review Quality System documentation and EU Regulatory technical documentation and associated reports in English.



Please complete the following information table for each facility / location included in this assessment.
 *copy and paste the table to provide information ‘A’ through ‘H’ for each facility.
	A
	Facility Address:
	


	B
	Full time Equivalent employees:
	
	Number of shifts
(If applicable)
	

	C
	Brief description of the facility and principal activities occurring at this site including work shifts and indicating the approximate number of employees in each activity

	
	Description:




	D
	Please list all products which are manufactured at this location:

	
	List: 



	E
	Normal working hours at this facility:
	

	F
	Working hours of the shifts (if applicable):
	

	G
	Please tick all appropriate Technologies at this location (MDCG 2021-14)

	
	☐
	IVT 2001: Metal processing
	☐
	IVT 2008: Cleanroom and associated controlled environments

	
	☐
	IVT 2002: Plastic processing
	☐
	IVT 2009: Processing materials of human, animal or microbial origin 

	
	IVT 2003: Non-metal mineral processing (e.g., glass, ceramics) – Not Designated
	IVT 2010: Electronic components including communication devices -– Not Designated

	
	☐
	IVT 2204: Non-metal non-mineral processing (e.g., textiles, rubber, leather, paper)
	☐
	IVT 2011: Packaging, including labelling 

	
	☐
	IVT 2005: Biotechnology
	☐
	IVS 1005: Sterilization
Please state method of sterilization:
	Method:

	
	☐
	IVT 2006: Chemical Processing
	☐
	Other technology, please state:
	Technology:

	
	☐
	IVT 2007: Pharmaceuticals
	
	
	

	






H
	Please tick all appropriate Activities applicable at this location:

	
	☐
	Management
	☐
	Warehouse and/or Logistics

	
	☐
	Distribution
	☐
	Design and Development

	
	☐
	Final inspection or Product Release
	☐
	Calibration

	
	☐
	Manufacturing/Production
	☐
	Installation

	
	☐
	Service/Repair
	☐
	Quality/Regulatory Assurance

	
	☐
	Sales
	☐
	Other: 
	Specify:





	5 Outsourced processes

	Outsourced Process
	Name / Address
	Certified to*:

	e.g. Final packaging
	
	

	
	
	

	
	
	

	
	
	

	
	
	


*Indicate what standard this Company’s QMS is certified to.

	[bookmark: _Hlk54261803]6 Critical Suppliers Of Products And Services as defined by your purchasing process

Note: A critical supplier is a supplier delivering materials, components, or services that may influence
the safety and performance of the device *NBOG BPG 2010-1.

	Product/Service
	Supplier Name / Address
	Supplier Certified to

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	







	7 Commercial Competitor
Note: Only to be completed by companies which are looking for CE Marking conformity assessment under IVDR 2017/746

	List all potential commercial competitor(s) for the IVD medical device which you intend to submit to NSAI for CE marking. Note: this is to enable NSAI to conduct a thorough conflict of interest check when assigning an audit team as per requirement IVDR 2017/746 Annex VII 1.2.3 (d)

	Client Product to be CE Marked with NSAI
	[bookmark: _Hlk54261819]Potential Commercial Competitor Name(s)

	
	

	
	

	
	

	
	

	
	

	
	


*Add additional lines as required.














	8 Certification Details
Proposed Scope of Certification for this Application: (e.g. design, manufacture, and distribution of ....)

	Please provide the proposed scope of certification (for new clients only)

	IVDR1

ISO 134852

MDSAP3


	If necessary, provide alternatives to the above proposed scope for different certification schemes:

	




	Is Design and Development included in the QMS scope:
☐ Yes
☐ No

	8.1 For MDSAP only. 

	Is production outsourced?
☐ Yes
☐ No

	Are any devices supplied sterile or are they sterilized by the user?
☐ Yes
☐ No
Yes, method(s):


	Are any device(s) implantable, life supporting or life sustaining?
☐ Yes
☐ No

	Is Installation applicable to any device?
☐ Yes
☐ No

	Is Servicing applicable?
☐ Yes
☐ No

	Do you hold a cGMP certificate from ANVISA / Brazil?
☐ Yes
☐ No



 Shall only include the category of devices and/or generic device groups that are covered by the QMS.
2 Shall indicate what processes are managed within the QMS and for what type of products.
3 Shall indicate activities and devices covered by the QMS.

	8.2 For MDSAP only

	Device or Device Family
	Countries where devices are distributed / plan to be distributed
	Product Classification

	 
	o AU
	o I
	o IIa
	o IIb
	o III

	
	o BR *
	o I
	o II
	o III
	o IV

	
	o CA
	o I
	o II
	o III
	o IV

	
	o JP *
	o I
	o II
	o III
	o IV

	
	o US
	o I
	o II
	o III
	 

	
	o AU
	o I
	o IIa
	o IIb
	o III

	
	o BR *
	o I
	o II
	o III
	o IV

	
	o CA
	o I
	o II
	o III
	o IV

	
	o JP *
	o I
	o II
	o III
	o IV

	
	o US
	o I
	o II
	o III
	 

	
	o AU
	o I
	o IIa
	o IIb
	o III

	
	o BR *
	o I
	o II
	o III
	o IV

	
	o CA
	o I
	o II
	o III
	o IV

	
	o JP *
	o I
	o II
	o III
	o IV

	
	o US
	o I
	o II
	o III
	 

	
	o AU
	o I
	o IIa
	o IIb
	o III

	
	o BR *
	o I
	o II
	o III
	o IV

	
	o CA
	o I
	o II
	o III
	o IV

	
	o JP *
	o I
	o II
	o III
	o IV

	
	o US
	o I
	o II
	o III
	 


* If your organization manufactures products/finished devices that are distributed in Brazil or Japan and your site(s) are listed as the manufacturer on the labelling (whether you are the 'legal' manufacturer or not), please mark the appropriate box for Brazil and/or Japan in the table above.




	9 IVDR Product information

	Please state the Device Class/Classes:

	☐ Class A
	☐ Class B
	☐ Class C
	☐ Class D

	In addition, please complete the accompanying form MTF-4002 ‘Device Portfolio Information Form’ attached adjacent. Please follow the instructions indicated in the document. 

Please return Device Portfolio Information Form in both xls and pdf format.
	


	Has the MTF-4002 IVDR Device Portfolio been filled in completely?
NSAI will not approve any RFQ that’s missing a completed MTF-4002.
	☐ Yes
☐ No

	Are any of the product, listed in MTF-4002, used as systems or procedure packs:
	☐ Yes
☐ No

	Are all devices included in the MTF-4002 In Vitro medical devices, according to IVDR Article 2.2 definition?
	☐ Yes
☐ No



	                                                                9.1 EU IVDR Class D Devices Only

	Please indicate if compliance is stated to any applicable Common Specification (CS)
	Yes ☐    No ☐   

	If stated Yes, please provide details of applicable CS:


 

	Please indicate if compliance is stated to CS
	Yes ☐    No ☐   

	Is this the first certification for the type of device
	Yes ☐    No ☐   

	If yes is selected above, does this device require expert panel consultation?

Note: If the device is being certified for the first time and there are no available CS, expert panel consultation is required.
	Yes ☐    No ☐   N/A ☐   

	Indicate which Class D device group the device fit into:

	☐ Hepatitis and retrovirus
☐ Detection of Herpesvirus 
☐ Detection of bacterial agents
☐ Detection of arboviruses
☐ Detection of respiratory virus that cause life-threatening disease
☐ Detection of haemorrhagic fever and other biosafety level 4 viruses
☐ Detection or quantification of markers of parasite infection
☐ Blood Grouping

	Is there a designated EURL for the device? 
	Yes ☐    No ☐   

	How many batches of Class D devices are manufactured in a year (estimate)?
	






	                                                                          10 IVDR Other Information

	Other relevant information for companies which are applying for CE Marking conformity assessment under IVDR 2017/746

	Have you conducted clinical performance studies, interventional clinical performance studies or certain other performance studies to support your devices conformity assessment under IVDR 2017/746?
	☐ Yes ☐ No

	If the above answer is no, are you planning to conduct clinical performance studies, interventional clinical performance studies or certain other performance studies to support your devices conformity assessment under IVDR 2017/746.
	☐ Yes
☐ No
☐ N/A

	If you are planning a clinical performance studies, interventional clinical performance studies or certain other performance studies, please indicate when you intend to initiate this study i.e., Q2 2023.
	

	Does your device(s) contain substances which are carcinogenic, mutagenic or toxic to reproduction(‘CMR’)or substances having endocrine-disrupting properties.
	☐ Yes
☐ No
☐ N/A

	Confirm that no application has been lodged with any other notified body for the same device-related quality management system.
	☐ Yes
☐ No

	If No, provide information about any previous application for the same device-related quality management system: 








	11 Existing Certification
	☐ NA

	Please list any Certifications currently held by your company:

	Certified to
	Name of Certification Body
	Certificate #
	Expiry Date

	
	
	
	

	
	
	
	

	
	
	
	

	Please confirm that copies of your current certificates will be submitted when emailing this form.  
	☐ Yes ☐ No
	


*Add additional lines as required.


	12 Transfer of Certificate(s)
	☐ N/A

	If you are requesting a transfer of the above Certificate(s) to NSAI, please provide the following:

	Type of last site audit: 
(e.g. Initial/Surveillance 1 or 2 / Re-certification)
	

	Date of last site audit:
	DD-Mmm-YYYY

	Type of next Audit Due:
(e.g. Initial/Surveillance 1 or 2 / Re-certification)
	

	Due date of next audit:
	DD-Mmm-YYYY

	Provide reason for seeking transfer: 
	

	Confirm site or sites wishing to transfer that hold a valid accredited certification: 
	

	Provide the following documents for review (indicate file name):

	Type of document
	Title of document
	Required for:

	Certificate(s) 
	File name(s)
☐ Attached
	IVDR, MDSAP & ISO 13485

	Detailed list(s) of devices covered by the current certificate(s)
	File name(s)
☐ Attached
	IVDR

	Initial certification or most recent recertification audit reports (incl. findings list)
	File name(s)
☐ Attached 
	IVDR, MDSAP & ISO 13485

	The latest surveillance report (incl. findings list)
	File name(s)
☐ Attached  ☐ N/A
	IVDR, MDSAP & ISO 13485

	List and status of open / still pending non-conformities from Outgoing Notified / Certification Body/ Auditing Organization, incl. corrective action plan and (minor/major).
	File name(s)
☐ Attached  ☐ N/A
	IVDR, MDSAP & ISO 13485

	Confirmation of accepted corrective action plan from Outgoing Notified / Certification Body / Auditing Organization 
	File name(s)
☐ Attached  ☐ N/A
	IVDR, MDSAP & ISO 13485

	Prior technical documentation assessment report(s) / expert report(s) – minimum from current cycle
	File name(s)
☐ Attached  ☐ N/A
	IVDR

	List of complaints received and actions taken (Covering past 3 years or since initial certification)
	File name(s)
☐ Attached  ☐ N/A
	IVDR & ISO 13485

	Consultation reports by authorities
	File name(s)
☐ Attached  ☐ N/A
	IVDR

	List of open vigilance cases
	File name(s)
☐ Attached  ☐ N/A
	IVDR

	List of ongoing change notifications being assessed by notified body / certification body.
	File name(s)
☐ Attached  ☐ N/A
	IVDR, MDSAP & ISO 13485

	Pending appeals with current notified body / certification body / Auditing Organization. 
	File name(s)
☐ Attached  ☐ N/A
	IVDR, MDSAP & ISO 13485

	Has an unannounced audit been performed in the current cycle?
If Yes, provide audit report. 
	Yes ☐    No ☐
File name(s)
☐ Attached  
	IVDR

	For request of transfer including Legacy Devices (IVDD certified) only:

	For request to transfer an application only (manufacturers that are changing notified body BEFORE IVDR certification is obtained):
Provide signed agreement for IVDR application with outgoing Notified Body or a Notified Body confirmation letter according to IVDR Article 110.
	File name(s)
☐ Attached  ☐ N/A
	IVDR with Legacy Products




	[bookmark: _Hlk56501043]13 Any Other relevant Details:

	Details: 





[bookmark: _Hlk56501178]
	14 Scheduling

	Please indicate your preferred NSAI audit dates. The NSAI Customer Service Representative assigned to you will make every effort to accommodate your request.

	Preferred QMS audit dates
	

	Planned submission date(s) for Technical Documentation assessment:
	




	[bookmark: _Hlk56501208]15 Use of Consultants

	Do you utilize an external Consultant(s)?
	☐ Yes ☐ No
	

	If yes, please provide all relevant details
	






IVDR Request for Quotation / Application for Quality System Registration and if 
applicable Conformity Assessment Signatures

Note, where NSAI utilises a subcontract auditor/product reviewer for conformity assessment activities, that individual meets all relevant IVDR 2017/746 competency and impartiality requirements. Subcontract auditor/product reviewers are precluded from further subcontracting work to organisations or individuals.

Important information regarding this Request for Quote (RFQ) / Application for Registration and or Conformity Assessment Activities:
The information submitted in this document will be utilized by NSAI to generate and provide a quotation for services to your company.  Upon formal, written acceptance of said quotation and signing of the provided contract by your company, the information in this document shall be recognized as an integral part, by NSAI, of the application for quality system registration, and if applicable conformity assessment activities.  

Signing this RFQ does not constitute a formal application for IVDR Conformity Assessment. This RFQ will be the basis for a Quote/Contract. Signing that Quote/Contract will be the formal application for IVDR Conformity Assessment.
By way of derogation from above statement this document does constitute a formal application for legacy devices availing of the transitional provisions of regulation 2024/1860
	Applicant Signature:
Electronic signatures or use of pen and scan are only accepted)
	



	Name (please print):
	

	Position / Title:
	

	Date:
	DD-Mmm-YYYY




Completed Request for Quotation / Application for Quality Systems Registration and or Conformity Assessment Activities questionnaire should be sent to:
	Customers within U.S.
	Customers located outside U.S.

	NSAI, Inc
Medical Devices
20 Trafalgar Square
Suite 603
Nashua, NH 03063
medicaldevices@nsai.ie 
	
NSAI
Medical Devices
1 Swift Square
Northwood 
Santry, Dublin 9
medicaldevices@nsai.ie 







GUARDED

GUARDED
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MTF-4002 Rev 2.3  Device Portfolio Information


MTF-4002 Rev 2.3 Device Portfolio Information
Rev_Control

				Document Number		MTF-4002

				Revision		2.3

				Date		See Qpulse





Instructions



				Instructions for Completing IVDR Device Portfolio Information form:

				 -For information regarding sampling under IVDR 2017/746, please refer for Article 48 (7) and (9) and MDCG 2019-13

				- Populate 'Device list' sheet with all the devices intended to be submitted for conformity assessment. Please indicate when the devices will be ready for submission for all the devices listed.

				- If more than one model number exists within the technical file dossier, please populate information for each model number. Add rows to table as required

				- Guidance on IVDR codes (IVR/IVS/IVT/IVP/IVD) can be found using MDCG 2021-14 and also listed in this document under tab "IVDR-codes"

				- The intended purpose and device description should be populated as stated in the technical file documentation. The intended purpose should be complaint with Annex II 1.1 (c)

				- Note: Basic UDI-DI must be the same for a Category of devices/ Generic device groups that are applicable for sampling

				-Note for sampling Class C devices, the generic device groups plus the IVP code must be the same

				- Please submit a copy of this document to medicaldevices@nsai.ie in both excel (.xls) and pdf version

				- This document must be submitted in conjunction with RFQ document (MTF-4001)

				- The  first device in the tab "Device List" are populated example for clarification

																		See "IVDR codes" tab for futher information

				Technical File ID		Product name
(as listed on label)		 UDI-DI or REF		Basic UDI-DI		Classification		Rule		EMDN  3rd level		IVR		IVS		IVT		IVP		IVD		Method of Sterilisation 		Kit 		Intended purpose		Device Description		Comments		Proposed date of TD Submission Date

				Populate with your ID of the Technical Documentation file covering this specific device.(this ID is your company's internal ID of the TD file)		This is the "Trade name" of the specific device, as stated on the product label.		Populat this cell with UDI-DI for the specific device
(or if not available the "REF" number, meaning your "catalogue number")		As defined in MDCG 2018-1 		IVDR Classification according to Annex VIII		Applicable IVDR Classification rule according to IVDR Annex VIII		Record the most granular EMDN code applicable to this device. At least level 3 (letter plus six digits)		Record the most suitable IVR code for this device. Note: Only one IVR code can be applied per device		Record the most suitable IVS code for this device. 		Record the most suitable IVT code for this device. 		Record the most suitable IVP code for this device. 		Record the most suitable IVD code for this device. 		Please state the method of sterilisation for sterile devices. N/A if not applicable		Indicate whether the device is part of a kit 		Record the intended purpose (intended use) for this device as stated in Technical Documentation and instructions for use. 
This text can be the same for several devices. The intended purpose should be complaint with Annex II 1.1 (c)		Short description of this device, for generall understanding. 
This text can be the same for several devices. 		Voluntary information, as needed.		Indicate preferred Technical Documentation  submission date

								UDI system under the EU medical devices Reglations 2017/725 and 2017/746		MDCG 2018-1		Guidance on classification rules		Guidance on classification rules		EMDN Webiste		Explanatory note on IVDR codes		Explanatory note on IVDR codes		Explanatory note on IVDR codes		Explanatory note on IVDR codes		Explanatory note on IVDR codes

				Please fill in the devices applicable to this Device Portfolio in the tab "Device List".
The first  (prepopulated line) in the "Device List" tab is an example. Please remove this example before submitting this file.











https://health.ec.europa.eu/system/files/2023-02/md_mdcg_2020_guidance_classification_ivd-md_en.pdfhttps://health.ec.europa.eu/system/files/2020-09/md_faq_udi_en_0.pdfhttps://health.ec.europa.eu/system/files/2023-02/md_mdcg_2020_guidance_classification_ivd-md_en.pdfhttps://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdfhttps://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdfhttps://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdfhttps://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdfhttps://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdfhttps://webgate.ec.europa.eu/dyna2/emdn/Z1206https://health.ec.europa.eu/document/download/cb1bf6e5-3972-4b3a-82d9-c5946738b2a5_en?filename=md_mdcg_2018-1_guidance_udi-di_en.pdf

Devices_List

		Technical File ID		Product name
(as listed on label)		 UDI-DI or REF 		Basic UDI-DI		Classification		Rule		EMDN  3rd level		IVR		IVS		IVT		IVP		IVD		Method of Sterilisation 		Kit		Intended purpose		Device Description		Comments		Proposed Date of TD submission

		123-121		Device 1		539725485463156		ABCDEF123XYZ		3		h		A010101		IVR 0301		IVS 1004		IVT 2005		IVP 3007						No		This device is intended to measure PSA in human serum for aid in diagnosis and monitoring of prostate cancer in males >55 years old, by laboratory professionals using ABC ELISA device.





















































IVDR_Codes

		IVDR Code		Code text

		IVR CODE		Devices intended to be used to determine markers of the specific blood grouping systems to ensure the immunological compatibility of blood, blood components, cells, tissue or organs that are intended for transfusion or transplantation or cell administration

		IVR 0101		Devices intended to determine markers of the ABO system [A (ABO1), B (ABO2), AB (ABO3)]

		IVR 0102		Devices intended to determine markers of the Rhesus system [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c), RH5 (e)]

		IVR 0103		Devices intended to determine markers of the Kell system [Kel1 (K)]

		IVR 0104		Devices intended to determine markers of the Kidd system [JK1 (Jka), JK2 (Jkb)]

		IVR 0105		Devices intended to determine markers of the Duffy system [FY1 (Fya), FY2 (Fyb)]

				Other devices intended to be used for blood grouping

		IVR 0106		Other devices intended to be used for blood grouping

				Devices intended to be used for tissue typing

		IVR 0201		Devices intended to be used for tissue typing (HLA A, B, DR) to ensure the immunological compatibility of blood, blood components, cells, tissue or organs that are intended for transfusion or transplantation or cell administration

		IVR 0202		Other devices intended to be used for tissue typing

				Devices intended to be used for markers of cancer and non-malignant tumours except devices for human genetic testing

		IVR 0301		Devices intended to be used in screening, diagnosis, staging or monitoring of cancer

		IVR 0302		Other devices intended to be used for markers of cancer and non-malignant tumours

				Devices intended to be used for human genetic testing

		IVR 0401		Devices intended to be used in screening / confirmation of congenital / inherited disorders

		IVR 0402		Devices intended to be used to predict genetic disease/disorder risk and prognosis

		IVR 0403		Other devices intended to be used for human genetic testing

				Devices intended to be used for the screening, confirmation, identification of infectious agents or determination of immune status

		IVR 0501		Devices intended to be used for pre-natal screening of women in order to determine their immune status towards transmissible agents

		IVR 0502		Devices intended to be used to detect the presence of, or exposure to transmissible agents in blood, blood components, cells, tissues or organs, or in any of their derivatives, to assess their suitability for transfusion, transplantation or cell administration

		IVR 0503		Devices intended to be used to detect the presence of, or exposure to an infectious agent including sexually transmitted agents

		IVR 0504		Devices intended to be used to determine the infectious load, to determine infective disease status or immune status and devices used for infectious disease staging

		IVR 0505		Devices intended to be used to grow / isolate / identify and handle infectious agents

		IVR 0506		Other devices intended to be used to determine markers of infections / immune status

				Devices intended to be used for a specific disease

		IVR 0601		Devices intended to be used for screening / confirmation of specific disorders / impairments

		IVR 0602		Devices intended to be used for screening, determination or monitoring of physiological markers for a specific disease

		IVR 0603		Devices intended to be used for screening, confirmation / determination, or monitoring of allergies and intolerances

		IVR 0604		Other devices intended to be used for a specific disease

				Devices intended to be used to define or monitor physiological status and therapeutic measures

		IVR 0605		Devices intended to be used for monitoring of levels of medicinal products, substances or biological components

		IVR 0606		Devices intended to be used for non-infectious disease staging 

		IVR 0607		Devices intended to be used for detection of pregnancy or fertility testing

		IVR 0608		Devices intended to be used for screening, determination or monitoring of physiological markers

		IVR 0609		Other devices intended to be used to define or monitor physiological status and therapeutic measures

				Controls without a quantitative or qualitative assigned value

		IVR 0701		Devices which are controls without a quantitative assigned value

		IVR 0702		Devices which are controls without a qualitative assigned value

				Class A devices in sterile condition

		IVR 0801		Devices referred to in point 2.5 (rule 5), under a), of Annex VIII to Regulation (EU) 2017/746

		IVR 0802		Instruments intended specifically to be used for in vitro diagnostic procedures referred to in point 2.5 (rule 5), under b), of Annex VIII to Regulation (EU) 2017/746

		IVR 0803		Specimen receptacles referred to in point 2.5 (rule 5), under c), of Annex VIII to Regulation (EU) 2017/746

		IVS CODE		In vitro diagnostic devices with specific characteristics

		IVS 1001		Devices intended to be used for near-patient testing

		IVS 1002		Devices intended to be used for self-testing

		IVS 1003		Devices intended to be used as companion diagnostics

		IVS 1004		Devices manufactured utilising tissues or cells of human origin, or their derivatives

		IVS 1005		Devices in sterile condition

		IVS 1006		6 Calibrators (point 1.5 of Annex VIII to Regulation (EU) 2017/746)

		IVS 1007		Control materials with quantitative or qualitative assigned values intended for one specific analyte or multiple analytes (point 1.6 of Annex VIII to Regulation (EU) 2017/746)

		IVS 1008		Instruments, equipment, systems or apparatus

		IVS 1009		Software that are devices in themselves including software apps, software for data analysis, and for defining or monitoring therapeutic measures

		IVS 1010		Devices incorporating software / utilising software / controlled by software

		IVT CODE		In vitro diagnostic devices for which specific technologies are used

		IVT 2001		In vitro diagnostic devices manufactured using metal processing

		IVT 2002		In vitro diagnostic devices manufactured using plastic processing

		IVT 2003		In vitro diagnostic devices manufactured using non-metal mineral processing (e.g. glass, ceramics)

		IVT 2004		In vitro diagnostic devices manufactured using non-metal non-mineral processing (e.g. textiles, rubber, leather, paper)

		IVT 2005		In vitro diagnostic devices manufactured using biotechnology

		IVT 2006		In vitro diagnostic devices manufactured using chemical processing

		IVT 2007		In vitro diagnostic devices which require knowledge regarding the production of pharmaceuticals

		IVT 2008		In vitro diagnostic devices manufactured in clean rooms and associated controlled environments

		IVT 2009		In vitro diagnostic devices manufactured using processing of materials of human, animal or microbial origin

		IVT 2010		In vitro diagnostic devices manufactured using electronic components including communication devices

		IVT 2011		In vitro diagnostic devices which require packaging, including labelling

		IVP CODE		In vitro diagnostic devices which require specific knowledge in examination procedures

		IVP 3001		In vitro diagnostic devices which require knowledge regarding agglutination tests

		IVP 3002		In vitro diagnostic devices which require knowledge regarding biochemistry

		IVP 3003		In vitro diagnostic devices which require knowledge regarding chromatography

		IVP 3004		In vitro diagnostic devices which require knowledge regarding chromosomal analysis

		IVP 3005		In vitro diagnostic devices which require knowledge regarding coagulometry

		IVP 3006		In vitro diagnostic devices which require knowledge regarding flow cytometry

		IVP 3007		In vitro diagnostic devices which require knowledge regarding immunoassays

		IVP 3008		In vitro diagnostic devices which require knowledge regarding lysis based testing

		IVP 3009		In vitro diagnostic devices which require knowledge regarding measurement of radioactivity

		IVP 3010		In vitro diagnostic devices which require knowledge regarding microscopy

		IVP 3011		In vitro diagnostic devices which require knowledge regarding molecular biological testing including nucleic acid assays and next generation sequencing (NGS)

		IVP 3012		In vitro diagnostic devices which require knowledge regarding physical chemistry including electrochemistry

		IVP 3013		In vitro diagnostic devices which require knowledge regarding spectroscopy

		IVP 3014		In vitro diagnostic devices which require knowledge regarding tests of cell function

		IVD CODE		In vitro diagnostic devices which require specific knowledge in laboratory and clinical disciplines for the purpose of product verification

		IVD 4001		In vitro diagnostic devices which require knowledge regarding bacteriology

		IVD 4002		In vitro diagnostic devices which require knowledge regarding clinical chemistry / biochemistry

		IVD 4003		In vitro diagnostic devices which require knowledge regarding detection of transmissible agents (without organisms or viruses)

		IVD 4004		In vitro diagnostic devices which require knowledge regarding genetics

		IVD 4005		In vitro diagnostic devices which require knowledge regarding haematology / haemostasis, including coagulation disorders

		IVD 4006		In vitro diagnostic devices which require knowledge regarding histocompatibility and immunogenetics

		IVD 4007		In vitro diagnostic devices which require knowledge regarding immunohistochemistry / histology

		IVD 4008		In vitro diagnostic devices which require knowledge regarding immunology

		IVD 4009		In vitro diagnostic devices which require knowledge regarding molecular biology / diagnostics

		IVD 4010		In vitro diagnostic devices which require knowledge regarding mycology

		IVD 4011		In vitro diagnostic devices which require knowledge regarding parasitology

		IVD 4012		In vitro diagnostic devices which require knowledge regarding virology
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