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Application for CE Conformity Assessment (Product)
Attachment 1




	The undersigned of the application confirms (this is valid for all directives and conformity assessment routes as mentioned in the application),

	●
	to notify the competent authorities of the following incidents immediately on learning of them:

(i) any malfunction or deterioration in the characteristics and/or performance of a device, as well as any inadequacy in the

labeling and instructions for use which might lead to or might have led directly or indirectly to the death or to a serious deterioration in the state of health of a patient, user, or any other person;

(ii) any technical or medical reason connected with the characteristics or performance of a device leading for the reasons referred to in subparagraph (i) to systematic recall of devices of the same type by the manufacturer.



	●
	that the products meet the applicable requirements of the directive 93/42/EEC (MDD) and/or the directive 90/385/EEC (AIMDD) and/or the directive 98/79/EC (IVDD) and fulfill, based on continuous assessments of complaints, the manufacturing specifications in relation to the usability.

	●
	to the best of his knowledge, that all data and information related to this application are true and accurate and no material fact has been omitted.

	●
	if TÜV SÜD marks are used these marks shall not be used on a product or product packaging seen by the consumer or in any other way that may be interpreted as denoting product conformity.


	●
	not to apply TÜV SÜD marks to laboratory test, calibration or inspection reports as such reports are deemed to be products in this context.


	●
	that he conforms to the requirements of the certification body when making reference to its certification status in communication media such as the internet, brochures or advertising, or other documents.


	●
	that he does not make or permit any misleading statement regarding its certification.


	●
	that he does not use or permit the use of a certification document or any part thereof in a misleading manner.


	●
	that upon suspension or withdrawal of its certification, he discontinues its use of all advertising matter that contains a reference to certification, as directed by the certification body.


	●
	that he amends all advertising matter when the scope of certification has been reduced.

	●
	that he does not allow reference to its management system certification to be used in such a way as to imply that the certification body certifies a product (including service) or process.


	●
	that he does not imply that the certification applies to activities that are outside the scope of certification.


	●
	that he does not use its certification in such a manner that would bring the certification body and/or certification system into disrepute and lose public trust.


	●
	that he fulfills all the applicable parts of the directives. Most important parts (despite the essential requirements Annex I / Annex 1) with reference to the different conformity assessment routes are mentioned below:



	The following is an excerpt from the directives for your information:


	MDD, Annex II



	●
	MDD, Annex II, Point 4.2

	
	The application must describe the design, manufacture and performances of the product in question. It must include the documents needed to assess whether the product conforms to the requirements of this Directive, as referred to in Section 3.2 (c).


	●
	MDD, Annex II, Point 4.3

	
	The notified body may require the application to be completed by further tests or proof to allow assessment of conformity with the requirements of the Directive.



	
	In the case of devices referred to in Annex I, Section 7.4, second paragraph, the notified body TÜV SÜD Product Service GmbH shall, as regards the aspects referred to in that section, consult one of the competent authorities designated by the Member States in accordance with Directive 2001/83/EC or the EMEA before taking a decision. The scientific opinion of the competent national authority or the EMEA must be included in the documentation concerning the device.



	
	In the case of devices referred to in Annex I, Section 7.4, third paragraph, the scientific opinion of the EMEA must be included in the documentation concerning the device. The notified body TÜV SÜD Product Service GmbH may not deliver the certificate if the EMEA's scientific opinion is unfavourable.



	
	In the case of devices manufactured utilising tissues of animal origin as referred to in Directive 2003/32/EC, the notified body TÜV SÜD Product Service GmbH must follow the procedures referred to in that Directive.



	●
	MDD, Annnex II, Point 8

	
	Upon completing the manufacture of each batch of devices referred to in Article 1(4a), the manufacturer shall inform the notified body TÜV SÜD Product Service GmbH of the release of the batch of devices and send to it the official certificate concerning the release of the batch of human blood derivative used in the device, issued by a State laboratory or a laboratory designated for that purpose by a Member State in accordance with Article 114(2) of Directive 2001/83/EC.



	MDD, Annex III

	●
	MDD, Annex III, Point 2

	
	The application includes:

-   the documentation described in Section 3 needed to assess the conformity of the representative sample of the production in question, hereinafter referred to as the "type", with the requirements of this Directive. The applicant must make a “type” available to the notified body TÜV SÜD Product Service GmbH. The notified body TÜV SÜD Product Service GmbH may request other samples as necessary
-   a written declaration that no application has been lodged with any other notified body for the same type.

	●
	MDD, Annex III, Point 5

	
	In the case of devices referred to in Annex I, Section 7.4, second paragraph, the notified body TÜV SÜD Product Service GmbH shall, as regards the aspects referred to in that section, consult one of the authorities designated by the Member States in accordance with Directive 2001/83/EC or the EMEA before taking a decision. The scientific opinion of the competent national authority or the EMEA must be included in the documentation concerning the device.



	
	In the case of devices referred to in Annex I, Section 7.4, third paragraph, the scientific opinion of the EMEA must be included in the documentation concerning the device. The notified body TÜV SÜD Product Service GmbH may not deliver the certificate if the EMEA's scientific opinion is unfavourable. 



	
	In the case of devices manufactured utilising tissues of animal origin as referred to in Directive 2003/32/EC, the notified body TÜV SÜD Product Service GmbH must follow the procedures referred to in that Directive.



	AIMDD, Annex 2

	●
	AIMD, Annex 2, Point 4.2



	
	The application shall describe the design, manufacture and performances of the product in question, and it must include the documents needed to assess whether the product conforms to the requirements of this Directive, and in particular Annex 2, Section 3.2, third paragraph, points (c) and (d). 

It shall include inter alia:

— the design specifications, including the standards which have been applied,

— the necessary proof of their appropriations, in particular where the standards referred to in Article 5 have not been applied in full. This proof must include the results of the appropriate tests carried out by

the manufacturer or carried out under his responsibility,

— a statement as to whether or not the device incorporates, as an integral part, a substance as referred to in section 10 of Annex 1, whose action in combination with the device may result in its bioavailability, together with data on the relevant trials conducted,

— the clinical evaluation referred to in Annex 7,
— the draft instruction leaflet.


	●
	AIMD, Annex 2, Point 4.3

	
	The notified body TÜV SÜD Product Service GmbH may require the application to be supplemented by further tests or proof so that compliance with the requirements of the Directive may be evaluated.


	
	In the case of devices referred to in Annex 1, Section 10, second paragraph, the notified body TÜV SÜD Product Service GmbH shall, as regards the aspects referred to in that section, consult one of the competent authorities designated by the Member States in accordance with Directive 2001/83/EC or the EMEA before taking a decision. The scientific opinion of the competent national authority or the EMEA must be included in the documentation concerning the device.



	
	In the case of devices referred to in Annex 1, Section 10, third paragraph, the scientific opinion of the EMEA must be included in the documentation concerning the device. The notified body TÜV SÜD Product Service GmbH may not deliver the certificate if the EMEA's scientific opinion is unfavourable. 



	●
	AIMD, Annex 2, Point 7



	
	Upon completing the manufacture of each batch of devices referred to in Article 1(4a), the manufacturer shall inform the notified body TÜV SÜD Product Service GmbH of the release of the batch of devices and send to it the official certificate concerning the release of the batch of human blood derivative used in the device, issued by a State laboratory or a laboratory designated for that purpose by a Member State in accordance with Article 114(2) of Directive 2001/83/EC.


	AIMDD, Annex 3

	●
	AIMD, Annex 3, Point 2

	
	The application shall include:

-   a written declaration specifying that an application has not been made to any other notified body,

-   the documentation described in section 3 needed to allow an evaluation to be made of the conformity of a representative sample of the production in question, hereinafter referred to as ‘type’, with the requirements of this Directive.

-   The applicant shall make a ‘type’ available to the notified body TÜV SÜD Product Service GmbH. The notified body TÜV SÜD Product Service GmbH may request other samples as necessary.



	●
	AIMD, Annex 3, Point 5

	
	In the case of devices referred to in Annex 1, Section 10, second paragraph, the notified body TÜV SÜD Product Service GmbH shall, as regards the aspects referred to in that section, consult one of the competent authorities designated by the Member States in accordance with Directive 2001/83/EC or the EMEA before taking a decision. The scientific opinion of the competent national authority or the EMEA must be included in the documentation concerning the device. 



	
	In the case of devices referred to in Annex 1, Section 10, third paragraph, the scientific opinion of the EMEA must be included in the documentation concerning the device. The notified body TÜV SÜD Product Service GmbH may not deliver the certificate if the EMEA's scientific opinion is unfavourable. 


	IVDD, Annex III



	●
	IVDD, Annex III, Point 2

	
	The manufacturer must prepare the technical documentation described in section 3 and ensure that the manufacturing process follows the principles of quality assurance as set out in section 4.



	●
	IVDD, Annex III, Point 6.1

	
	The application shall enable the design of the device to be understood and shall enable conformity with the design-related requirements of the directive to be assessed.

It shall include:

— test reports including, where appropriate, results of studies carried out with lay persons,

— data showing the handling suitability of the device in view of its intended purpose for self-testing,

— the information to be provided with the device on its label and its instructions for use.

	●
	IVDD, Annex III, Point 6.2

	
	The notified body TÜV SÜD Product Service GmbH may require the application to be completed by further tests or proof to allow assessment of conformity with the design-related requirements of the Directive.



	IVDD, Anhang IV

	●
	IVDD, Annex IV, Point 4.2



	
	The application must describe the design, manufacture and performances of the device in question. It must include the documents needed to assess whether the device conforms to the requirements of this Directive, as referred to in section 3.2(c).

	●
	IVDD, Annex IV, Point 4.3

	
	The notified body TÜV SÜD Product Service GmbH may require the application to be completed by further tests or proof to allow assessment of conformity with the requirements of the Directive.


	●
	IVDD, Annex IV, Point 4.5

	
	The manufacturer shall inform the notified body TÜV SÜD Product Service GmbH without delay if it has obtained information about changes to the pathogen and markers of infections to be tested, in particular as a consequence of biological complexity and variability. In this connection, the manufacturer shall inform the notified body whether any such change is likely to affect the performance of the in vitro diagnostic medical device concerned.



	●
	IVDD, Annex IV, Point 6.1

	
	In the case of devices covered by Annex II, List A, the manufacturer shall forward to the notified body TÜV SÜD Product Service GmbH without delay after the conclusion of the controls and tests the relevant reports on the tests carried out on the manufactured devices or each batch of devices. Furthermore, the manufacturer shall make the samples of manufactured devices or batches of devices available to the notified body TÜV SÜD Product Service GmbH in accordance with pre-agreed conditions and modalities.


	●
	IVDD, Annex IV, Point 6.2

	
	The manufacturer may place the devices on the market, unless the notified body TÜV SÜD Product Service GmbH communicates to the manufacturer within the agreed time-frame, but not later than 30 days after reception of the samples, any other decision, including in particular any condition of validity of delivered certificates.



	IVDD, Annex V

	●
	IVDD, Annex V, Point 2

	
	The application shall include:

— the documentation described in section 3 needed to assess the conformity of the representative sample of the production in question, hereinafter referred to as the ‘type’, with the requirements of this Directive. The applicant shall make a ‘type’ available to the notified body TÜV SÜD Product Service GmbH. The notified body TÜV SÜD Product Service GmbH may request other samples as necessary,
— a written declaration that no application has been lodged with any other notified body for the same type.



	●
	IVDD, Annex V, Point 6

	
	The manufacturer shall inform the notified body TÜV SÜD Product Service GmbH without delay if it has obtained information about changes to the pathogen and markers of infections to be tested, in particular as a consequence of biological complexity and variability. In this connection, the manufacturer shall inform the notified body whether any such change is likely to affect the performance of the in vitro diagnostic medical device concerned.
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