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Questionnaire for Certification

Questionnaire for Certification
	YOUR CONTACT AND BUSINESS DETAILS

	Company name:
	

	SRN / Single Registration Number (MDR Art. 31):
	

	Website:
	

	Street / No.
	

	ZIP code:
	

	City:
	

	Country:
	

	Main contact person:
	

	Function:
	

	Phone:
	

	Email:
	

	Person responsible for Regulatory Compliance (MDR Art. 15):
	

	Phone:
	

	Email:
	


	INFORMATION ABOUT YOUR COMPANY

	Please give a brief description of the activities of your company that should be covered by a certification process (e.g. design, production, distribution etc.):

	     


	ARE YOU ALREADY CERTIFIED?
	☐ Yes
	☐ No

	If yes, please attach a copy of your certificate(s)!


	CERTIFICATION ACCORDING TO… (MARK WITH “X”)

	QUALITY MANAGEMENT SYSTEM AUDIT/CERTIFICATION TO:

	☐
EN ISO 13485 with design
	☐
EN ISO 13485 without design
	☐
TCP (Taiwan)

	☐
MDSAP – Medical Device Single Audit Program (select all countries and regulatory roles of your company that apply in the table below):


	CONFORMITY ASSESSMENT TO UNDER MDR – REGULATION (EU) 2017/745:

	Please note: One application can cover only one procedure. Please complete separate applications for each procedure in case of multiple procedures.

	☐
Annex IX Quality management system assessment; Chapter I section 2

	☐
Annex IX Assessment of the technical documentation (TD); Chapter II section 4; max 1 SSCP per TD

	☐
Annex XI Part A Production Quality Assurance


	OTHER SERVICES ∙ Remarks (please specify):

	☐



	WHICH LOCATIONS OF YOUR COMPANY SHOULD BE CERTIFIED/AUDITED?

	Include information about every facility or building that has a separate postal address


	
	Name, address

Countries and roles
	Activities

Select all that apply
	Number of employees

FT = full-time

PT = part-time
	Employees in shift work

Number of employees in each shift

	1.
	Certification holder
 site: 
Facility name and address

      

or: ☐ see page 1

For MDSAP only: 

applicable countries + facility IDs:

☐
AU TGA client ID
: numeric.
☐
BR código único
: C.numeric.
☐
CA company ID
: numeric.
☐
JP registration No
: BGnumeric.
☐
US FEI No
: numeric.
	☐
Management (regulatory affairs)

☐
Design and Development 

☐
Production


☐
finished device


☐
component/subassembly


☐
device-drug combination


☐
device-biologic combination


☐
refurbishment


☐
release of finished device


☐
verification of product, purchased 
 
product/processes


☐
sterilization


☐
in-process except sterilization


☐
packaging/labelling


☐
storage/delivery


☐
servicing


☐
installation

☐
Purchasing

☐
Other (specify):      
	Total:

FT:      
PT:      
Field technical service:

FT:      
PT:      
Field sales:

FT:      
PT:      
	No. 1:      
No. 2:      
No. 3:      
No. 4:      
No. 5:      

	2.
	Additional site:

Facility name and address

      

For MDSAP only: 

applicable countries + facility IDs:

☐
AU: (no separate ID)

☐
BR código único: C.xxxxxx.
☐
CA (no separate ID)

☐
JP registration No: BGxxxxxxxx 

☐
US FEI No: numeric.
	☐
Management (regulatory affairs)

☐
Design and Development 

☐
Production


☐
finished device


☐
component/subassembly


☐
device-drug combination


☐
device-biologic combination


☐
refurbishment


☐
release of finished device


☐
verification of product, purchased 
 
product/processes


☐
sterilization


☐
in-process except sterilization


☐
packaging/labelling


☐
storage/delivery


☐
servicing


☐
installation

☐
Purchasing

☐
Other (specify):      
	Total:

FT:      
PT:      
Field technical service:

FT:      
PT:      
Field sales:

FT:      
PT:      
	No. 1:      
No. 2:      
No. 3:      
No. 4:      
No. 5:      

	Copy and paste empty table line No. 2 as necessary


	SPECIFIC INFORMATION FOR MDSAP – MEDICAL DEVICE SINGLE AUDIT PROGRAM

	Indicate all regulatory roles of your company that apply in the participating countries:


	Country
	Regulatory roles 

	Applicable regulations

	☐
Australia
	☐
Manufacturer (legal)
☐
Supplier

☐
Sponsor
	Therapeutic Goods (Medical Devices) Regulations 2002:

☐
Schedule 3, Part 1 (full QA system)

☐
Schedule 3, Part 4 (production QA system)

	☐
Brazil
	☐
Manufacturer
	RDC ANVISA n. 16/2013, 23/2012, 67/2009

	☐
Canada
	☐
Manufacturer (legal)
☐
PLM Manufacturer

☐
Importer

☐
Distributor

☐
Regulatory Correspondent
	Medical Device Regulations SOR/98-282, Part 1

	☐
Japan
	☐
Registered Manufacturing Site

☐
Marketing Authorization Holder
	MHLW Ministarial Ordinance No. 169 as amended by MHLW Ordinance No. 128, Articles 4 to 68

PMD Act

	☐
USA
	(see your establishment registrations)
☐
Manufacturer

☐
Remanufacturer

☐
Contract Manufacturer

☐
Foreign Exporter

☐
Contract Sterilizer

☐
US Agent

☐
Initial Importer

☐
Manufacturer of Custom Devices

☐
Repackager/Relabeler

☐
Reprocessor of Single-Use Devices

☐
Specification Developer

☐
US Manufacturer of Export Only Devices

☐
Complaint File Establishment
	21 CFR Part 803 

21 CFR Part 806 

21 CFR Part 807 (Subparts A to D)
☐
21 CFR Part 820 (quality system regulation)

☐
21 CFR Part 821 (medical device tracking)


	SPECIFIC INFORMATION FOR MDR – EU MEDICAL DEVICE REGULATION

	Indicate the regulatory role(s) of your company under Regulation (EU) 2017/745:

	•
Manufacturer of
	
	

	Medical Devices
	☐ Yes
	☐ No

	Systems and Procedure Packs (MDR Art. 22)
	☐ Yes
	☐ No

	Products for specific purposes (MDR Art. 21(2) („custom made“))
	☐ Yes
	☐ No

	•
Authorized Representative (MDR Art. 11)
	☐ Yes
	☐ No

	•
Importer (MDR Art. 13)
	☐ Yes
	☐ No

	•
Distributor (MDR Art. 14)
	☐ Yes
	☐ No

	•
Reprocessor of single-use devices (MDR Art. 17)
	☐ Yes
	☐ No

	•
Relabeller or Repacker (MDR Art. 16)
	☐ Yes
	☐ No


	Indicate whether any of the following applies under MDR:

	Annex IX; 5.1

Is there a medical device in the scope of conformity assessment that is

•
class III implantable or

•
class IIb active intended to administer and/or remove a medicinal product 
as referred by rule 12 of Annex VIII?
	☐ Yes
	☐ No

	If yes, please specify:

	     

	Annex IX, 5.3.2

Does a medical device in the scope of conformity assessment incorporate an animal tissue according to Commission Regulation (EU) No. 722/2012?
	☐ Yes
	☐ No

	If yes, please specify: 

	     


	Substance based devices (acc. to classification rule 14 or 21 of annex VIII, MDR 2017/745)

	Please provide for every device that is composed of substances or of combination of substances  listed on form 750504 “List of conformity assessed products and critical suppliers” the exact composition, intended purpose and mode of action on a separate sheet.

	Annex IX; 5.2

Does the device incorporate, as an integral part, a substance which, if used separately, may be considered to be a medicinal product within the meaning of point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived from human blood or human plasma and that has an action ancillary to that of the device
	☐ Yes
	☐ No

	► requires a scientific opinion from one of the competent authorities designated by the Member States in accordance with Directive 2001/83/EC or from the EMA, on the quality and safety of the substance including the benefit or risk of the incorporation of the substance into the device
	
	

	If yes, please specify device and medicinal product on a separate sheet
	
	

	Annex IX, 5.4 
Procedures in the case of devices that are composed of substances or of combinations of substances that are absorbed by or locally dispersed in the human body:
	
	

	a) Devices are composed of substances or of combinations of substances that are intended to be introduced into the human body via a body orifice or applied to the skin and that are absorbed by, or locally dispersed in, the human body
	☐ Yes
	☐ No

	► requires verification against the relevant requirements laid down in Annex I to Directive 2001/83/EC for the evaluation of absorption, distribution, metabolism, excretion, local tolerance, toxicity, interaction with other devices, medicinal products or other substances and potential for adverse reactions
	
	

	If yes, please specify device/s:
	
	

	     
	
	

	b) Devices, or their products of metabolism, are systemically absorbed by the human body in order to achieve their intended purpose
	☐ Yes
	☐ No

	► requires a scientific opinion from one of the competent authorities designated by the Member States in accordance with Directive 2001/83/EC or from the EMA, on the compliance of the device with the relevant requirements laid down in Annex I to Directive 2001/83/EC
	
	

	If yes, please specify device/s:
	
	

	     
	
	


	GENERAL INFORMATION

	Do you use the support of a consultant?
	☐ Yes
	☐ No

	If yes, please give us the name of the consultant and the consulting company:

	     

	Every 1 to 2 months, DNV MEDCERT informs the medical devices industry in its newsletter about the latest news in the field of registration and certification of medical devices and QM systems. If you want to stay up to date, please sign up for our free newsletter.

	☐ I want to sign up for the DNV MEDCERT newsletter, please add me to the mailing list.

	When are all your MDR documents (check list on page 4) ready/available? What would be the earliest date to send all of these documents?

	(Month/Year):
	     

	I agree that DNV MEDCERT accepts only documents or any correspondence which is either in German or in English!

	
	
	

	Date
	
	Name (in printed letters) ( Function ( Signature

	

	Please attach an organizational chart of your company.

	Please attach the filled-out form 750504 “List of conformity assessed products and critical suppliers”.


	For DNV MEDCERT internal use:

	Underlying „List of conformity assessed products and critical suppliers:      
	☐ verified

	Products that are part of this application are devices and their classification appears to be correct
	☐ yes
	☐ no
	☐ n. a.

	Selected MDR conformity assessment procedures are applicable to devices in question
	☐ yes
	☐ no
	☐ n. a.

	Device that is part of this application is borderline product (attach justification/evidence)
	☐ yes
	☐ no
	☐ n. a.

	☐ Request accepted for quotation

	☐ Request requires further clarification

	☐ Request refused

	Reasons if refused/other remarks:
	     

	Date/Initial:
	     


	According to the MDR, providing an offer is mandatory for the acceptance of your application for a conformity assessment procedure in compliance with the MDR.

As a first step, we ask you to return the following documents:

	•
Questionnaire for Certification – MDR (see previous pages)

	•
List of conformity assessed products and critical suppliers (form 750504 in Excel format)

	Please pay attention to the comment fields in the column headings and keep the specified formatting when editing and inserting data.

Please record each product (Ref# or article-no) and their classes (I, Is, Im, Ir, IIa, IIb and III) and other information in a separate line.

Special importance should be paid that 

•
exactly one MDA or MDN code is given per every device and that 

•
exactly one EMDN code is mandatory for at least every IIa and IIb device.

•
the MDT codes are required for every device with one to several entries per device and

•
the MDS codes are required for every device with none to several entries per device. 

The relevant guidance documents given of the EU commission are currently located at https://ec.europa.eu/growth/sectors/medical-devices/new-regulations/guidance_en.

	•
Certificates of your Critical Suppliers (separately scanned and summarized as ZIP folder)

	•
Certificates of your company

	•
Organizational Chart

	•
Proof of commercial register (proof of your registration by your local authority, including 
company name & address)

	•
Questionnaire customer data (template included in the offer)

	The filled-out questionnaire is the basis for our pre-application review. After positive pre-application review, you will receive our quotation together the forms required for your application.

	When submitting your application, please note that much more documents must be included (see the list of documents on next page). The notified body is responsible for selecting the technical documentation to be checked for each product group prior to the initial MDR audit. Don´t forget to describe also the processes for each MDR requirement, even if not currently implemented (e.g. Eudamed, UDI). After the successful completeness check of the documents received, the application review will be carried out, including the assignment of the members of audit team.

	The positive completion of the assessment of the QM manual, including the technical documentation sampled is a prerequisite for performing the MDR audit. This is a crucial factor to be taken into consideration when planning the initial audit according to MDR.

	Be aware, that adding more product groups to the certificate after the initial MDR audit may require an additional audit or takes place as part of the next regular, annual MDR audit.


	Please find below an overview of documents to submit together with the application and depending on the conformity assessment you choose.

	Documents for Annex IX; Quality management system assessment; Chapter I section 2

	•
A draft of an EU declaration of conformity in accordance with Article 19 and Annex IV for the 
device model covered by the conformity assessment procedure

	•
The documentation on the manufacturer's quality management system

	•
A documented description of the procedures in place to fulfil the obligations arising from the 
quality management system and required under this Regulation and the undertaking by the 
manufacturer in question to apply those procedures

	•
A description of the procedures in place to ensure that the quality management system remains 
adequate and effective, and the undertaking by the manufacturer to apply those procedures

	•
The documentation on the manufacturer's post-market surveillance system and, where 
applicable, on the PMCF plan, and the procedures put in place to ensure compliance with the 
obligations resulting from the provisions on vigilance set out in Articles 87 to 92

	•            A description of the procedures in place to keep up to date the post-market surveillance system,        
and, where applicable, the PMCF plan, and the procedures ensuring compliance with the 
obligations resulting from the provisions on vigilance set out in Articles 87 to 92, as well as the 
undertaking by the manufacturer to apply those procedures

	•
A documentation on the clinical evaluation plan

	•
A description of the procedures in place to keep up to date the clinical evaluation plan, taking into 
account the state of the art

	•
The technical documentation of the discussed product referred to in Annexes II and III of MDR

	•
The filled form 750504 “List of conformity assessed products and critical suppliers”

	•
Documentation of the recently performed internal audit against MDR

	•
Documentation of the recently performed management review under MDR

	Documents for Annex IX: Assessment of the technical documentation; Chapter II section 4

	•
The application shall describe the design, manufacture and performance of the device in 
question. It shall include the technical documentation (TD) as referred to in Annexes II and III.

	•
Please note: The TD should cover a homogenous group of devices. Max 1 SSCP per TD is 
possible.

	Documents for Annex XI; Part A Production Quality Assurance

	•
A draft of an EU declaration of conformity in accordance with Article 19 and Annex IV for the 
device model covered by the conformity assessment procedure

	•
The documentation on the manufacturer's quality management system

	•
A documented description of the procedures in place to fulfil the obligations arising from the 
quality management system and required under this Regulation and the undertaking by the 
manufacturer in question to apply those procedures

	•
A description of the procedures in place to ensure that the quality management system remains 
adequate and effective, and the undertaking by the manufacturer to apply those procedures

	•
The documentation on the manufacturer's post-market surveillance system and, where 
applicable, on the PMCF plan, and the procedures put in place to ensure compliance with the 
obligations resulting from the provisions on vigilance set out in Articles 87 to 92

	•
A description of the procedures in place to keep up to date the post-market surveillance system, 
and, where applicable, the PMCF plan, and the procedures ensuring compliance with the 
obligations resulting from the provisions on vigilance set out in Articles 87 to 92, as well as the 
undertaking by the manufacturer to apply those procedures

	•
A documentation on the clinical evaluation plan

	•
A description of the procedures in place to keep up to date the clinical evaluation plan, taking into 
account the state of the art

	•
The technical documentation of the discussed product referred to in Annexes II and III of MDR

	•
The filled form 750504 “List of conformity assessed products and critical suppliers”

	•
Documentation of the recently performed internal audit against MDR

	•
Documentation of the recently performed management review under MDR


� Certification holder: The “legal” manufacturer in Australia and/or Canada must be certification holder (see below). It is the site whose address is placed on the product label, normally the company headquarter.


� Australia: The TGA client ID assigned by TGA is not yet listed online and should be requested from Australian Sponsor.


� Brazil: Visit  � HYPERLINK "https://consultas.anvisa.gov.br/" \l "/empresas/empresasInternacionais/" �https://consultas.anvisa.gov.br/#/empresas/empresasInternacionais/�, search for country (país) and city (cidade) and select the company name of the site. We recommend to use a web browser with automatic translation from Portuguese.


� Canada: Visit  � HYPERLINK "https://health-products.canada.ca/mdall-limh/index-eng.jsp" �https://health-products.canada.ca/mdall-limh/index-eng.jsp�, click on Active Licences Search and search for your company name.


� Japan:  Visit � HYPERLINK "https://www.pmda.go.jp/review-services/drug-reviews/foreign-mfr/0003.html" �https://www.pmda.go.jp/review-services/drug-reviews/foreign-mfr/0003.html� and download the list of certified and registered foreign manufacturers (ZIP format). We recommend to use a web browser with automatic translation from Japanese. Open the spreadsheet and filter column G (Name, English Font) to find your site. The registration number is in column C.


� United States: Visit � HYPERLINK "https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm" �https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm� and search for your company site.


� For Australia and Canada: The “legal” manufacturer must be certification holder (see below in the list of locations).





	720201 EN Rev 9 
	DNV MEDCERT GmbH – Pilatuspool 2, 20355 Hamburg, Germany
	Page 1 of 3


	720201 EN Rev 9 
	DNV MEDCERT GmbH – Pilatuspool 2, 20355 Hamburg, Germany
	Page 2 of 2



[image: image1.png][image: image2.png]