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Work Programme 2020-2021

Introduction

The MDCG CIE Working Group programme details current ongoing work, proposed future work and other items to consider. The MDCG CIE Working Group has completed three work packages relevant to MDR implementation.[footnoteRef:2] A fourth one, WP4 regarding IVDR implementation is ongoing, however this entails a support role and the work is led by the MDCG IVD WG. There is also other ongoing work which is not part of a defined work package undertaken under the monthly coordination teleconferences. The date of application of MDR has been postponed to 26 May 2021 and the priority of the work to support MDR implementation will be primarily defined with respect to this timeline. As this document demonstrates, there are many competing priorities within MDCG CIE WG and the primary purpose of this programme is to establish the greatest priorities and most urgent needs so that as much essential guidance documents as possible can be provided by the date of application of MDR and immediately after. [2:  WP 1 - equivalence and sufficient clinical data. WP 2 - template and guidance for the summary of safety and clinical performance. WP 3 – support for development of the clinical aspects of EUDAMED, templates and co-ordinated clinical investigation assessments. WPs between 5 and 9 have been either re-coded, were in support of finalised WPs or reference consultations.] 


Strategic work planning is required as available resources are the limiting aspect. This work programme updates the 2019 one and will introduce a RACI matrix in the Terms of Reference to help clarify the roles and responsibilities. This work programme also introduces a number of dependencies, where support from outside the MDCG CIE WG is required in order to proceed. The programme needs to be read in conjunction with the individual Terms of Reference, included as embedded files.

This document was developed with the Member States, relevant stakeholders were consulted, and endorsement took place in the 6 November MDCG CIE Work Group meeting. 


[bookmark: _Toc45805502]Ongoing Work Package 4 CIE-IVD

	Responsible
	Scope
	Next steps and challenges

	IVD WG: BE, IE, NL, AT

CIE WG: NL, IE, PT, AT
	This is a support role to IVD WG, specifically with respect to: 
1. Performance evaluation.
2. Sharing of useful outputs from CIE WG of relevance to IVD WG. 
	This work would benefit from further consultation with IVD WG to clarify the type of support required
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Work Packages for 2020-2021

	Short term deliverables and EUDAMED contingency

	Work Package 10

Lead: IE, BE
Members: SE, FR, NL, AT, CH, IT, NO

Timeline: May 2021
	Clinical Investigation Application Template




	Work Package 11

Lead: IE
Members: NL, SE, FR, NO

Timeline:
draft CIE November
	Clinical Investigation Assessment Template - UPDATED






	Work Package 12

Lead: COM
Members: SE, DE, NO, IE, + tbd: BE, FI, NL 
Timeline: December 2021
	Clinical Investigation Report Summary Template





	Work Package 13

Lead: IE
Members: SE, BE, NL, CH, FR, DE, AT

Timeline: April 2021
	Clinical investigation – Q&A document




	Work Package 14

Lead:
Members: AT, BE, DE, IE, IT, SE

Timeline: as needed
	CIE WG support to EUDAMED development
· Plan for co-ordination between EUDAMED and CIE taskforces 
· Usability for EUDAMED
· Support for clearly defined questions





	Work Package 15

Lead: IE & COM Members: BE, DE , FR, CH, PT

Timeline: November 2021
	Contingency approach to SAE management in absence of EUDAMED
Information sharing for the management of SAEs between NCAs









	Other work packages

	Work Package 16

Lead: IE, COM
Members: tbd March 2021
Timeline: June 2021/October 2021
	Common specifications (CS)
· Finalise draft CS for coronary stents
· Scope further devices for CS, using the JAMS prioritisation table





	Work Package 17

Lead:
Members:

Timeline: tbd CIE November 2021
	Transparency – on hold
Scope to be further defined





	Work Package 18

Lead: tbd October 2021
Members: tbd CIE November 2021

Timeline: tbd November October 2021
	Proportionate clinical investigation and evaluation of medical devices falling under Article 61(6)(b)
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The purpose of this document is to provide detail with respect to Work Package 11 concerning Clinical Investigation Assessment Template development. 



A common template and associated documents to support clinical investigation assessments may support greater harmonisation amongst NCAs in Europe. CIE WG previously developed a clinical investigation assessment template and process flow. This work, which was led by Swissmedic, covered the following (see Annex I for the document):



· CI Assessment according to Regulation 2017/745 (MDR) Art. 70-71 & 75;	

· CI Assessment according to Regulation 2017/746 (IVDR) Art. 66-67 & 71;	

· Coordinated procedure according to Regulation 2017/745 (MDR) Art. 78 & 80 and Regulation 2017/746 (IVDR) Art. 74 & 76.	



It is planned to further develop this work, with a view to preparing an MDCG document and making it available by the date of application for the MDR. The following is proposed with respect to the scope of this work:

· Remove the IVD aspects;

· Revise the Article 78 aspects concerning co-ordinated assessments. 



The document should be a standalone template and be procedure oriented, i.e. not cover a scientific assessment. Collecting assessment templates and piloting may be considered.



preliminary draft by end July
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		Lead

		



		Contributing
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· CIE Monthly Teleconference: as needed

· CAMD: as requested

· MDCG: for endorsing the template



[bookmark: _Toc53405252][bookmark: _Toc54706972]Timeline



		Deliverable

		Timeline



		Decision on scope of CI assessment template

		June 2020



		Lead/contributing members to produce a first draft of the CI assessment template

		End of November 2020



		Consultation of the CIE WG  on the draft

		December – January 2021



		Consultation with EUDAMED team on format aspects of template, i.e. the use of XML data fields in fillable PDF documents

		January 2021 



		First draft template

		July 2021



		Final draft template for CIE WG endorsement

		February November 2021



		MDCG endorsement of template

		March Q1 20212 
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MDCG document: Clinical investigation assessment template.
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· DG SANTE B6 – with respect to Article 78 and the alternative technical solutions proposed for Article 78.

· EUDAMED – focussed consultation on format of document

· IVD WG – Information shared on request. 

· Others, to be determined by the group.
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Processes and templates relative to CI and PS Assessments
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1.1. [bookmark: _Toc53405201][bookmark: _Toc53405257][bookmark: _Toc54706977]Process
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Scope: Validation / Refusal of CI application (Regulation 2017/745 (MDR) Art. 70(1), 70(3-4) and 70(7)).
Information of sponsor as to whether the CI falls within the scope of Regulation 2017/745 (MDR Art. 62) and as to whether the application dossier is complete in accordance with Chapter II of Annex XV (MDR Art. 70(1))



Contents:

· Addressee: Sponsor
Where the sponsor of a clinical investigation is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (MDR Art. 62(2))

· EU SIN and Application ID

· Information Regulation 2017/745 (MDR)


One of the following:

		

		

		The clinical investigation falls within the scope of Regulation 2017/745 (MDR)



		

		

		The clinical investigation does not fall within the scope of Regulation 2017/745 (MDR).

Specify rationale:









One of the following:

		

		

		The application dossier is complete in accordance with Chapter II of Annex XV of Regulation 2017/745 (MDR)



		

		

		The application dossier is incomplete.

Specify missing document in accordance with Regulation 2017/745 (MDR) Annex XV, Chapter II.

Specify the timeline for submitting the comments / missing documents (10 days (+20); see MDR Art. 70(3)).



		

		

		n.a.







One of the following:

		

		

		In the case of investigational class I devices or in the case of non-invasive class IIa and class IIb devices:

The sponsor may start the clinical investigation, unless otherwise stated by national law, immediately after the validation date of the application pursuant to Article 70(5), and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the clinical investigation (MDR Art. 70(7a)).



		

		

		In the case of investigational invasive class IIa/IIb, or class III or AIMD devices:

The sponsor may start the clinical investigation as soon as the Member State concerned has notified the sponsor of its authorisation, and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the clinical investigation. The Member State shall notify the sponsor of the authorisation within 45 days of the validation date referred to in Article 70(5). The Member State may extend this period by a further 20 days for the purpose of consulting with experts (MDR Art. 70(7b)).



	The timelines were extended by 20 days for the purpose of consulting with experts.



		

		

		The sponsor may not start the clinical investigation

Specify rationale



		

		

		n.a.







· Validation / Refusal date of application



1.3. [bookmark: _Toc53405203][bookmark: _Toc53405259][bookmark: _Toc54706979]Document BMDR: Authorisation / Refusal of authorisation of CI

Scope: Authorisation / refusal of authorisation of CI by MS after assessment (Regulation 2017/745 (MDR) Art. 71(3-4)).



Document BMDR: Common contents:



· Addressee: Sponsor. 
Where the sponsor of a clinical investigation is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (MDR Art. 62(2)).

· EU SIN and Application ID

· Information Regulation 2017/745 (MDR)

The Member State assessed whether the clinical investigation is designed in such a way that potential remaining risks to subjects or third persons, after risk minimization, are justified, when weighed against the clinical benefits to be expected.



While taking into account applicable common specifications or harmonized standards, the Member State examined in particular the following (tick the relevant boxes):



		

		Art 70(7b)

The sponsor was informed that the timelines were extended by 20 days for the purpose of consulting with experts



		

		Art. 71(3a)

the demonstration of compliance of the investigational device(s) with the applicable general safety and performance requirements, apart from the aspects covered by the clinical investigation, and whether, with regard to those aspects, every precaution has been taken to protect the health and safety of the subjects. This includes, where appropriate, assurance of technical and biological safety testing and pre-clinical evaluation



		

		Art. 71(3b)

whether the risk-minimisation solutions employed by the sponsor are described in harmonised standards and, in those cases where the sponsor does not use harmonised standards, whether the risk-minimisation solutions provide a level of protection that is equivalent to that provided by harmonised standards



		

		Art. 71(3c)

whether the measures planned for the safe installation, putting into service and maintenance of the investigational device are adequate



		

		Art. 71(3d)

the reliability and robustness of the data generated in the clinical investigation, taking account of statistical approaches, design of the investigation and methodological aspects, including sample size, comparator and endpoints



		

		Art. 71(3e)

whether the requirements of Annex XV are met



		

		Art. 71(3f)

in the case of devices for sterile use, evidence of the validation of the manufacturer's sterilisation procedures or information on the reconditioning and sterilisation procedures which have to be conducted by the investigation site



		

		Art. 71(3g)

the demonstration of the safety, quality and usefulness of any components of animal or human origin or of substances, which may be considered medicinal products in accordance with Directive 2001/83/EC.









Document BMDR: Contents for decision of authorisation



The Member State authorizes the clinical investigation.



The sponsor may start the clinical investigation as soon as the Member State concerned has notified the sponsor of its authorisation, and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the clinical investigation.





Document BMDR: Contents for decision of refusal



The Member State refuses the authorisation of the clinical investigation for the following reason(s):



		[bookmark: _Hlk535920439]

		Art. 71(4a)

the application dossier submitted pursuant to Article 70(1) remains incomplete.

Specify:



		

		Art. 71(4b)

the device or the submitted documents, especially the investigation plan and the investigator's brochure, do not correspond to the state of scientific knowledge, and the clinical investigation, in particular, is not suitable for providing evidence for the safety, performance characteristics or benefit of the device on subjects or patients.

Specify:



		

		Art. 71(4c)

the requirements of Article 62 are not met.

Specify:



		

		any assessment under Article 71(3) is negative.

Specify:



		

		Art. 70(7)

An ethics committee in the Member State has issued a negative opinion in relation to the clinical investigation, which, in accordance with national law, is valid for that entire Member State.

Specify:



		

		Infringement of national law

Specify:







The sponsor may not start the clinical investigation.

The sponsor may appeal the decision of refusal by following the appeal procedure provided by the member state.





1.4. [bookmark: _Toc53405204][bookmark: _Toc53405260][bookmark: _Toc54706980]Document CMDR: Authorisation / Refusal of substantial modification



Scope: Authorisation or refusal of substantial modification to CI (Regulation 2017/745 (MDR) Art. 75(3)) by MS.



Document CMDR: Common contents:



· Addressee: Sponsor
Where the sponsor of a clinical investigation is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (MDR Art. 62(2)).

· EU SIN and Application ID

· Information Regulation 2017/745 (MDR)

The Member State assessed any substantial modification to the clinical investigation in accordance with the procedure laid down in Regulation 2017/745 (MDR) Article 71 (MDR Art. 75(2)).



While taking into account applicable common specifications or harmonized standards, the Member State examined in particular the following (tick the relevant boxes):



		

		Art 75(4)

The sponsor was informed that the timelines were extended by 7 days for the purpose of consulting with experts



		

		Art. 71(3a)

the demonstration of compliance of the investigational device(s) with the applicable general safety and performance requirements, apart from the aspects covered by the clinical investigation, and whether, with regard to those aspects, every precaution has been taken to protect the health and safety of the subjects. This includes, where appropriate, assurance of technical and biological safety testing and pre-clinical evaluation



		

		Art. 71(3b)

whether the risk-minimisation solutions employed by the sponsor are described in harmonised standards and, in those cases where the sponsor does not use harmonised standards, whether the risk-minimisation solutions provide a level of protection that is equivalent to that provided by harmonised standards



		

		Art. 71(3c)

whether the measures planned for the safe installation, putting into service and maintenance of the investigational device are adequate



		

		Art. 71(3d)

the reliability and robustness of the data generated in the clinical investigation, taking account of statistical approaches, design of the investigation and methodological aspects, including sample size, comparator and endpoints



		

		Art. 71(3e)

whether the requirements of Annex XV are met



		

		Art. 71(3f)

in the case of devices for sterile use, evidence of the validation of the manufacturer's sterilisation procedures or information on the reconditioning and sterilisation procedures which have to be conducted by the investigation site



		

		Art. 71(3g)

the demonstration of the safety, quality and usefulness of any components of animal or human origin or of substances, which may be considered medicinal products in accordance with Directive 2001/83/EC.









Document CMDR: Contents of decision of the authorisation of substantial modification(s)



The Member State authorizes the substantial modification(s) to the clinical investigation.



The sponsor may implement the substantial modifications (Art. 75(1)) at the earliest 38 days after the notification of the substantial modification(s) to the clinical investigation (Art. 75(3)), unless an ethics committee in the Member State has issued a negative opinion in relation to the substantial modification to the clinical investigation, which, in accordance with national law, is valid for that entire Member State.



The Member State(s) concerned may extend the period of 38 days (Art. 75(3)) by a further seven days, for the purpose of consulting with experts (Art. 75(4)).



Document CMDR: Contents of decision of the refusal of substantial modification(s)



The Member State refuses the substantial modification(s) of the clinical investigation for the following reason(s):



		

		Art. 71(4a)

the application dossier submitted pursuant to Article 70(1) remains incomplete.

Specify:



		

		Art. 71(4b)

the device or the submitted documents, especially the investigation plan and the investigator's brochure, do not correspond to the state of scientific knowledge, and the clinical investigation, in particular, is not suitable for providing evidence for the safety, performance characteristics or benefit of the device on subjects or patients.

Specify:



		

		Art. 71(4c)

the requirements of Article 62 are not met.

Specify:



		

		Art. 71(4d)

any assessment under paragraph 3 is negative.

Specify



		

		Art. 75(3a)

on considerations of public health, subject and user safety or health, or of public policy

Specify:



		

		Art. 75(3b)

An ethics committee in the Member State has issued a negative opinion in relation to the substantial modification(s) to the clinical investigation, which, in accordance with national law, is valid for that entire Member State.

Specify:



		

		Infringement of national law

Specify:







The sponsor may not implement the substantial modifications of the clinical investigation.
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2. CI Assessment according to Regulation 2017/746 (IVDR) Art. 66-67 & 71



2.1. [bookmark: _Toc53405206][bookmark: _Toc53405262][bookmark: _Toc54706982]Process
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Scope: Validation / Refusal of PS application (Regulation 2017/746 (IVDR) Art. 66(1), 66(3-4) and 66(7)).
Information of sponsor as to whether the CI falls within the scope of the Regulation 2017/746 (IVDR) (IVDR Art. 58) and as to whether the application dossier is complete in accordance with Chapter I of Annex XIV (IVDR Art. 66(1))



Contents:

· Addressee: Sponsor.
Where the sponsor of a performance study is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (IVDR Art. 58(4))

· EU SIN and Application ID

· Information Regulation 2017/746 (IVDR)


One of the following:

		

		

		The clinical investigation falls within the scope of Regulation 2017/746 (IVDR)



		

		

		The clinical investigation does not fall within the scope of Regulation 2017/746 (IVDR).

Specify rationale:









One of the following:

		

		

		The application dossier is complete in accordance with Chapter I of Annex XIV of Regulation 2017/746 (IVDR)



		

		

		The application dossier is incomplete.

Specify missing document in accordance with Regulation 2017/746 (IVDR) Annex XIV, Chapter I.

Specify the timeline for submitting the comments / missing documents (10 days (+20); see Regulation 2017/746 (IVDR) Art. 66(3)).



		

		

		n.a.







One of the following:

		

		

		In the case of performance studies carried out pursuant to point (a) of Article 58(1) and where the specimen collection does not represent a major clinical risk to the subject of the study:

The sponsor may start the clinical investigation, unless otherwise stated by national law, immediately after the validation date of the application described in Article 66(5), and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the performance study (IVDR Art. 66(7a).



		

		

		In the case of performance studies carried out pursuant to points (b) and (c) of Article 58(1) and Article 58(2):

The sponsor may start the clinical investigation as soon as the Member State concerned has notified the sponsor of its authorisation, and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the performance study. The Member State shall notify the sponsor of the authorisation within 45 days of the validation date referred to in Article 66(5). The Member State may extend this period by a further 20 days for the purpose of consulting with experts (IVDR Art. 66(7b)).



	The timelines were extended by 20 days for the purpose of consulting with experts.



		

		

		The sponsor may not start the clinical investigation

Specify rationale



		

		

		n.a.







· Validation / Refusal date of application






2.3. [bookmark: _Toc53405208][bookmark: _Toc53405264][bookmark: _Toc54706984]Document BIVDR: Authorisation / Refusal of authorisation of PS



Scope: Authorisation / refusal of authorisation of PS by MS after assessment (Regulation 2017/746 (IVDR) Art. 67(3-4)).



Document BIVDR: Common contents:



· Addressee: Sponsor. 
Where the sponsor of a performance study is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (IVDR Art. 58(4)).

· EU SIN and Application ID

· Information Regulation 2017/746 (IVDR)

The Member State assessed whether the performance study is designed in such a way that potential remaining risks to subjects or third persons, after risk minimization, are justified, when weighed against the clinical benefits to be expected.



While taking into account applicable common specifications or harmonized standards, the Member State examined in particular the following (tick the relevant boxes):



		

		Art 66(7b)

The sponsor was informed that the timelines were extended by 20 days for the purpose of consulting with experts



		

		Art. 67(3a)

the demonstration of compliance of the device(s) for performance study with the applicable general safety and performance requirements, apart from the aspects covered by the performance study, and whether, with regard to those aspects, every precaution has been taken to protect the health and safety of the subjects. This includes, in case of performance studies, the evaluation of the analytical performance, and in case of interventional clinical performance studies, the evaluation of the analytical performance, clinical performance and scientific validity, taking into consideration the state of the art



		

		Art. 67(3b)

whether the risk-minimisation solutions employed by the sponsor are described in harmonised standards and, in those cases where the sponsor does not use harmonised standards, whether the risk-minimisation solutions provide a level of protection that is equivalent to that provided by harmonised standards



		

		Art. 67(3c)

whether the measures planned for the safe installation, putting into service and maintenance of the device for performance study are adequate



		

		Art. 67(3d)

the reliability and robustness of the data generated in the performance study, taking account of statistical approaches, design of the performance study and methodological aspects, including sample size, comparator and endpoints



		

		Art. 67(3e)

whether the requirements of Annex XIV are met









Document BIVDR: Contents for decision of authorisation



The Member State authorizes the clinical investigation.



The sponsor may start the clinical investigation as soon as the Member State concerned has notified the sponsor of its authorisation, and provided that a negative opinion which is valid for the entire Member State, under national law, has not been issued by an ethics committee in the Member State concerned in respect of the performance study.



Document BIVDR: Contents for decision of refusal



The Member State refuses the authorisation of the clinical investigation for the following reason(s):



		

		Art. 67(4a)

the application dossier submitted pursuant to Article 66(3) remains incomplete.

Specify:



		

		Art. 67(4b)

the device or the submitted documents, especially the performance study plan and the investigator's brochure, do not correspond to the state of scientific knowledge, and the performance study, in particular, is not suitable for providing evidence for the safety, performance characteristics or benefit of the device on subjects or patients.

Specify:



		

		Art. 67(4c)

the requirements of Article 58 are not met.

Specify:



		

		Art. 67(4d)

any assessment under Article 67(3) is negative.

Specify:



		

		Art. 66(7)

An ethics committee in the Member State has issued a negative opinion in relation to the clinical investigation, which, in accordance with national law, is valid for that entire Member State.

Specify:



		

		Infringement of national law

Specify:







The sponsor may not start the clinical investigation.

The sponsor may appeal the decision of refusal by following the appeal procedure provided by the member state.
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Scope: Authorisation or refusal of substantial modifications to performance studies (Regulation 2017/746 (IVDR) Art. 71(3)) by MS.



Document CIVDR: Common contents:



· Addressee: Sponsor
Where the sponsor of a clinical investigation is not established in the Union, that sponsor shall ensure that a natural or legal person is established in the Union as its legal representative (IVDR Art. 58(4)).

· EU SIN and Application ID

· Information Regulation 2017/746 (IVDR)

The Member State assessed any substantial modification to the clinical investigation in accordance with the procedure laid down in Regulation 2017/746 (IVDR) Article 67 (IVDR Art. 71(2)).



While taking into account applicable common specifications or harmonized standards, the Member State examined in particular the following (tick the relevant boxes):



		

		Art 71(4)

The sponsor was informed that the timelines were extended by 7 days for the purpose of consulting with experts



		

		Art. 67(3a)

the demonstration of compliance of the device(s) for performance study with the applicable general safety and performance requirements, apart from the aspects covered by the performance study, and whether, with regard to those aspects, every precaution has been taken to protect the health and safety of the subjects. This includes, in case of performance studies, the evaluation of the analytical performance, and in case of interventional clinical performance studies, the evaluation of the analytical performance, clinical performance and scientific validity, taking into consideration the state of the art



		

		Art. 67(3b)

whether the risk-minimisation solutions employed by the sponsor are described in harmonised standards and, in those cases where the sponsor does not use harmonised standards, whether the risk-minimisation solutions provide a level of protection that is equivalent to that provided by harmonised standards



		

		Art. 67(3c)

whether the measures planned for the safe installation, putting into service and maintenance of the device for performance study are adequate



		

		Art. 67(3d)

the reliability and robustness of the data generated in the performance study, taking account of statistical approaches, design of the performance study and methodological aspects, including sample size, comparator and endpoints



		

		Art. 67(3e)

whether the requirements of Annex XIV are met









Document CIVDR: Contents of decision of the authorisation of substantial modification(s)



The Member State authorizes the substantial modification(s) to the performance study.



The sponsor may implement the substantial modifications(Art. 71(1)) at the earliest 38 days after the notification of the substantial modifications to the performance study (Art. 71(3)), unless an ethics committee in the Member State has issued a negative opinion in relation to the substantial modification to the performance study, which, in accordance with national law, is valid for that entire Member State.

The Member State(s) concerned may extend the period of 38 days (Art. 71(3)) by a further seven days, for the purpose of consulting with experts (Art. 71(4)).



Document CIVDR: Contents of decision of the refusal of substantial modification(s)



The Member State refuses the substantial modification(s) of the performance study for the following reason(s):



		

		Art. 67(4a)

the application dossier submitted pursuant to Article 66(3) remains incomplete.

Specify:



		

		Art. 67(4b)

the device or the submitted documents, especially the performance study plan and the investigator's brochure, do not correspond to the state of scientific knowledge, and the performance study, in particular, is not suitable for providing evidence for the safety, performance characteristics or benefit of the device on subjects or patients.

Specify:



		

		Art. 67(4c)

the requirements of Article 58 are not met.

Specify:



		

		Art. 67(4d)

any assessment under Article 67(3) is negative.

Specify:



		

		Art. 71(3a)

on considerations of public health, subject and user safety or health, or of public policy

Specify:



		

		Art. 71(3b)

An ethics committee in the Member State has issued a negative opinion in relation to the clinical investigation, which, in accordance with national law, is valid for that entire Member State.

Specify:



		

		Infringement of national law

Specify:







The sponsor may not implement the substantial modifications of the performance study.

The sponsor may appeal the decision of refusal by following the appeal procedure provided by the member state.
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3.2. [bookmark: _Toc53405212][bookmark: _Toc53405268][bookmark: _Toc54706988]Coordinated Assessment Procedure of substantial modifications — Process
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3.3. [bookmark: _Toc53405213][bookmark: _Toc53405269][bookmark: _Toc54706989]Coordinated Assessment Procedure of SAEs, DDs and new findings — Process
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[bookmark: _Toc54719917]Introduction

The purpose of this document is to provide detail with respect to Work Package 12 concerning Clinical Investigation Summary Template development. 
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		Lead

		tbd March



		Contributing

		tbd March







[bookmark: _Toc54719919]Reporting Lines



· CIE Monthly Teleconference: as needed

· CAMD / Commission: as requested

· MDCG: for endorsing the template



[bookmark: _Toc54719920]Timeline



		Deliverable

		Timeline



		First draft of the CI assessment template

		June 2021



		Consultation with all CIE WG (members + observers) on updated draft

		July 2021 





		Final draft template for CIE WG endorsement

		November 2021



		MDCG endorsement of template

		December 2021 
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MDCG document: Clinical investigation summary report template.



[bookmark: _Toc54719922]Links with other Working Groups 



· IVD WG – Information shared on request

· Others, to be determined by the group
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[bookmark: _Toc54720184]Introduction

The purpose of this document is to provide detail with respect to Work Package 13 concerning MDCG draft guidance - Questions & Answers regarding clinical investigations. 



This work has been ongoing with the latest version from April 2020. Two questionnaires have been conducted. 



These questionnaires will help to inform the next steps in document development. 
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		Lead

		IE



		Contributing

		SE, BE, NL, CH, FR, DE, AT
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· CIE Monthly Teleconference: as needed

· CAMD: as requested

· MDCG: for endorsed templates



[bookmark: _Toc54720187]Timeline



		Deliverable

		Timeline



		Revised version of Q&A document with comments from latest questionnaire taken into account

		November 2020



		Consultation of CIE on the draft text

		January 2021



		Final draft for CIE WG endorsement

		February 2021



		MDCG endorsement 

		March 2021
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MDCG document
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· To be determined by the group.
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[bookmark: _Toc54720462]Introduction

The purpose of this document is to provide detail with respect to Work Package 14 concerning CIE Working Group support to the Eudamed MDCG sub-group. It is important to note that this work is separate to the contingency planning and template preparation for the absence of EUDAMED (i.e. WP10, 11). 



This work package concerns support to the MDCG EUDAMED CIE subgroup with respect to the clinical module of EUDAMED. 



This is likely to include:

1. Assessments for final edits of templates that MDCG EUDAMED CIE subgroup prepared, with a request to produce a minimally viable product. 

2. Support to MDCG EUDAMED CIE with respect to specific and targeted questions arising from the clinical module development. 

3. Support to MDCG EUDAMED CIE with respect to EUDAMED usability  
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		Lead

		



		Contributing

		AT, BE, DE, IE, IT, SE
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· CIE Monthly Teleconference: as needed to support coordination



[bookmark: _Toc54720465]Timeline



		Deliverable

		Timeline



		Workshop on CI application at the next CIE WG meeting

		6 November



		Specific questions

		as needed



		Usability and playground assessment

		as needed
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Revised templates with respect to CI application.

As requested.



[bookmark: _Toc54720467]Links with other Working Groups 



· To be determined by the group
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[bookmark: _Toc54720643]Introduction

The purpose of this document is to provide detail with respect to Work Package 15 concerning CIE Working Group contingency approach to SAE management in absence of EUDAMED. This work will build upon MDCG 2020-10/1[footnoteRef:1] which focuses on guidance for sponsors of clinical investigation for reporting to NCAs. This work package will focus on the sharing of information between NCAs with respect to serious adverse events and device deficiencies.  [1:  Safety reporting in clinical investigations of medical devices under the Regulation (EU) 2017/745] 




Article 76 of MDR concerns corrective measures to be taken by Member States and information exchange between Member States concerning clinical investigations. Article 76(3) notes:



Where a Member State has taken a measure referred to in paragraph 1 of this Article or has refused a clinical investigation, or has been notified by the sponsor of the early termination of a clinical investigation on safety grounds, that Member State shall communicate the corresponding decision and the grounds therefor to all Member States and the Commission by means of the electronic system referred to in Article 73.



The Commission are working on a cross-Working Group MDCG document with respect to alternative administrative solutions and technical practices to account for the lack of EUDAMED.[footnoteRef:2] This draft document has also been taken into account for the purpose of considering deliverables. With respect to the current solution proposed, it is suggested that Eudamed2 is used for communicating with respect to corrective measures. This may need to be supplemented by e-mail communication to ensure that safety information is effectively communicated between NCAs.  [2:  Draft MDCG Guidance on harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional] 




This work package includes:

1. A simple process to facilitate the exchange of information relating to clinical investigations in accordance with this MDR between the Member States and between them and the Commission, in accordance with Article 73(1)(c). 

2. Agreeing on a process for communicating with other NCAs in the event that an NCA decides to modify, suspend, terminate, or revoke the authorisation for a clinical investigation. This may include a template document, or simply a consensus approach for communication. 

3. +/- Support to NCAs for assessment of safety information by means of regular teleconferences and a standing-item at the monthly CIE Teleconference, +/- tools for automatic signal and trends detection.

4. + / ways to improve reporting from sponsors



As a starting point, some suggested points for a process flow are provided in Annex I. 



This work package does not include:

1. An assessment of transparency or communication to the public concerning safety information (c.f. Article 73(3)).  

2. A process for co-ordinated clinical investigation assessments in accordance with Article 78.

3. The information which should be uploaded when EUDAMED does become available. 
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		Lead

		tbd March



		Contributing

		BE, DE to confirm: IE, FR, CH, PT
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· CIE Monthly Teleconference: as needed

· CAMD as requested

· MDCG to be determined



[bookmark: _Toc54720646]Timeline



		Deliverable

		Timeline



		Mapping of options for sharing of information

		June 2021



		Document with options shared with NCAs

		September 2021



		Workshop with NCAs to agree on best approach

		October 2021



		Output, i.e. process flow +/- template for CIE WG consensus 

		November 2021



		Follow-up with MDCG

		if needed







[bookmark: _Toc54720647]Output

Process flow with respect to communication +/- template for sharing assessment information. As this concerns inter-agency exchange of information, a MDCG endorsement may not be necessary, once CIE WG NCAs have consensus on the working approach. 



[bookmark: _Toc54720648]Links with other Working Groups 



· To be determined by the group

[bookmark: _Toc54720649]References

MDCG 2020-10/1 - Safety reporting in clinical investigations of medical devices under the Regulation (EU) 2017/745, May 2020.



Draft MDCG Guidance on harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional.







Annex I – suggestion for process flow

Input

· MDCG 2020-10/2 Clinical Investigation Summary Safety Report Form v1.0

· Format – e-mail. 

Output in the event of control measures

· Mail-list for NCAs to be stored in the CIE WG portal of CIRCA-BC. This should be the clinical investigation / SAE functional mail-box where possible to avoid the need to revise the mail-list due to personnel changes. 

· E-mail from the NCA taking a control measure, to all participating NCAs with:

· EUDAMED/CIV-ID in the subject bar of e-mail

· The corrective measure should also be included in the subject bar – i.e. decision to modify, suspend, terminate, or revoke the authorisation for the clinical investigation. 

· Narrative of the e-mail should contain information regarding the rationale for the decision where possible, and especially where this may be helpful to other NCAs. 

· COM should be kept in copy to this correspondence (e-mail TBD).

· Update to status in Eudamed2.																	

Output in event of difficult open assessments

· A case-summary should be prepared and submitted as an agenda item for the monthly CIE Teleconference for discussion with NCAs. 
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[bookmark: _Toc54720890]Introduction

The purpose of this document is to provide detail with respect to Work Package 16 concerning the development and implementation of prioritisation table for common specifications. There are two components to this work:



1. Progressing the coronary stents common specification. 

2. Implementing the tools developed as part of the JAMS project[footnoteRef:1] regarding the prioritisation of devices which require common specifications.  [1:  https://www.camd-europe.eu/joint-action-projects/market-surveillance-of-medical-devices-jams/ ] 


 

[bookmark: _Toc54720891]Membership



		Lead

		IE, COM



		Contributing

		to be defined March 2021









[bookmark: _Toc54720892]Reporting Lines



· CIE Monthly Teleconference: as needed

· Commission for the regulatory procedure



[bookmark: _Toc54720893]Timeline



1. Coronary Stent draft common specification: 



		Deliverable

		Timeline



		Draft for consultation with CIE WG NCAs + stakeholders

		mid-December 2020



		Consultation of CIE stakeholders

		February 2021



		Final draft for CIE WG endorsement 

		June 2021



		MDCG informed of endorsement 

		June 2021



		COM examination procedure to create implementing act

		Following CIE WG endorsement







2. Prioritisation tool for common specification development:



		Deliverable

		Timeline



		Based on the experience gained under 1, assessment of JAMS process with any necessary revisions

		July 2021



		Consultation on the process flow

		August 2021



		CIE WG endorsement of the process for C/S priotisation

		September 2021



		MDCG endorsement

		October 2021







[bookmark: _Toc54720894]Output



CIE endorsed proposal for common specifications on cardiac stents.



Process flow with respect to communication +/- template for sharing assessment information.



[bookmark: _Toc54720895]Links with other Working Groups 



· To be determined by  the group
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JAMS WP 5 final documents:  
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Draft common specification for coronary stents, shared separately.
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Introduction

The purpose of this paper is to provide those who will be tasked with developing common specifications
under the MDR with an overview of the available clinical guidance across various regulatory networks.
When developing guidance documents for the European Medical Device Regulatory System it is
important to be aware of similar guidance published in other regulatory regions. This awareness will
provide useful references for development of EU level guidance and help reduce unnecessary regulatory
divergence. This paper does not analyse guidance documents or standards in detail but rather provides
a synopsis of what is available and briefly explains how different regulatory systems operate. Given the
wide array of available guidance, this paper focuses on clinical rather than technical guidance.

We have identified the United States Food and Drug Administration (FDA), the Australian Therapeutics
Goods Administration (TGA), the Japanese Pharmaceutical and Medical Device agency (PMDA) and
Health Canada as the competent authorities with potential sources of useful guidance. The types of
clinical guidance produced by each of these regulatory regions is outlined below.

In Europe, we currently use standards and guidance documents such as ISO standards and MEDDEV
documents as a means to build dossiers to demonstrate compliance with the Essential Requirements of
MDD 93/42/EEC, AIMD 90/385/EEC and IVDD 98/79/EEC. International guidance documents such as
those by the International Medical Device Regulators Forum (IMDRF) may also be used as point of
reference.

The most common way to demonstrate compliance to the Essential Requirements is to comply with a
harmonised standard, however these standards often do not address clinical data. The use of
harmonised standards is not mandatory. If the manufacturer chooses to use other international
standards rather than harmonised standards they must provide evidence to justify that the chosen
standard is applicable to the manufacturer's quality system and that its application satisfies the
requirements of the Regulations. Published standards for medical devices are developed through a
process of consensus, and therefore are accepted to reflect the generally acknowledged state-of-the-
art. This is why standards need to be considered by a manufacturer, even though compliance with any
given standard is not compulsory under the legislation.

Provision for the development and application of common specifications (CS) has been introduced in
the Medical Device Regulation 2017/745. Unlike standards and guidance'’s, CS will be legally binding.
Article 2 of the MDR defines common specifications as follows:

'(CS) means a set of technical and/or clinical requirements, other than a standard, that provides
a means to comply with the legal obligations applicable to a device, process or system.’

Article 9 provides further detail regarding the scope of application of CS. CS are a form of implementing
act which are adopted after consultation with the Medical Device Co-ordination Group (MDCG). Devices
which are in conformity with CS are ‘presumed to be in conformity with the requirements of this
Regulation covered by those CS or the relevant parts of those CS.!

CS are applicable in the following three situations:

1. Where no harmonised standards exist or,
2. Where relevant harmonised standards are not sufficient, or
3. Where there is a need to address public health concerns.?

! Medical Device Regulation 2017-745, Article 9(2).
2 Medical Device Regulation 2017-745, Article 9(1).







CS apply to four aspects of conformity assessment:

1. General safety and performance requirements (GSPR) set out in Annex,

2. The technical documentation set out in Annexes II and 1III,

3. The clinical evaluation and post-market clinical follow-up (‘PMCF’) set out in Annex X1V, or,
4. The requirements regarding clinical investigation set out in Annex XV.3

Manufacturers will need to comply with CS, ‘unless they can duly justify that they have adopted solutions
that ensure a level of safety and performance that is at least equivalent thereto and expert panels and
expert laboratories, depending on the requisite needs’ may contribute to the development and
maintenance of CS in a number of instances.®

It has yet to be decided who will lead and coordinate the development of CS, however prior to
developing a common specification it would be useful for the authors and stakeholders to be aware of
any guidance documents or standards which have been developed in other regulatory regions covering
the same device or technology.

Part I: US: Food and Drug Administration (FDA):

The FDA's ‘Device Advise’ webpage® provides comprehensive regulatory education. It is the Centre for
Devices and Radiological Health’'s (CDRH) text-based resource that explains many aspects of medical
device laws, regulations, guidance's, and policies, covering both premarket and post-market topics. It is
intended to provide industry with information that is accurate, timely, comprehensive, and useful.

Within the CDRH web page there is a separate section on guidance documents which the FDA has
published. The FDA has published a large number of guidance documents covering a wide variety of
medical devices and regulatory issues. A number of departments produce guidance including the Office
of the Centre Director, Communications, Device Evaluation, In-Vitro Diagnostics, Surveillance and
Biometrics, Radiation-Emitting Products and the Office of Science and Engineering Laboratories. The
office of Device Evaluation has published guidance since 1976. Between 2010 and 2017, 48 guidance
documents were published.

These guidance documents are prepared for FDA staff, regulated industry, and the public and describe
the agency's interpretation of policy on a regulatory issue. Guidance documents include, but are not
limited to, documents that relate to:

e the design, production, labelling, promotion, manufacturing, and testing of regulated products

e the processing, content, and evaluation or approval of submissions

e inspection and enforcement policies

These guidance documents represent the FDA's current thinking on a topic. They are not legally binding
and alternative approaches can be used if the approach satisfies the requirements of the applicable
statutes and regulations. Some FDA draft guidance documents are open for comment. As part of the
FDA's Transparency Initiative, the Commissioner of Food and Drugs, called for a cross-Agency working
group to prepare a report identifying FDA's "best practices" for making the agency's guidance
development processes more transparent and efficient. The working group prepared a report, entitled

3Ibid.

4 Medical Device Regulation 2017-745, Article 9(3).

> For further, see Article 106(10) (b).

6 For further, see: https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
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"Food and Drug Administration Report on Good Guidance Practices: Improving Efficiency and
Transparency."’

The CDRH has provided stakeholders with an opportunity to actively engage with them regarding their
guidance development process. This in turn provides transparency into guidance priority development,
promotes dialogue on guidance process improvements. The following outlines how guidance
documents are reviewed and how they are prioritised for development®. We could consider using a
similar approach when developing an EU system for the development of guidance and common
specifications.

e An annual list of prioritised device guidance documents that the FDA intends to publish within 12
months (the "A-list") is posted

e An annual list of device guidance documents that the FDA intends to publish as resources permit
each fiscal year (the "B-list")

e The website is updated to reflect the Agency's review of previously published guidance documents,
including the deletion of guidance documents that no longer relevant and notation of guidance
documents that are under review

e Stakeholders are given an opportunity to provide feedback, including draft language for guidance
documents

Inevitably the CDRH is required each year to issue a number of guidance documents that they cannot
know about in advance, which may involve newly identified public health issues.

New guidance documents must be initiated using the Guidance Initiation Form (GIF). This outlines the
basic information about a proposed new guidance document to permit a determination of whether
resources should be devoted to development of the proposed guidance document. Submission of a GIF
is required for all CDRH guidance documents. The form contains high level concepts, such as the issues
the guidance document would address and how it would address those issues. The GIF must be reviewed
and a favourable decision to proceed with guidance development must be made. The FDA's eight part
process for developing guidance is further outlined in Annex L.

Types of clinical guidance’s produced by the Office of Device Evaluation include®:
1. Guidance document to assist industry and FDA staff in preparing premarket notification (510(k))
submissions for example:
e Bipolar electrosurgical vessel sealers intended for use in general surgery
e Coronary and Carotid Embolic protection devices
e Keratoprostheses
2. Guidance document recommends non-clinical and clinical studies to support a premarket
approval (PMA) or IDE applications for example:
e Implantable minimally-invasive glaucoma surgical (MIGS) devices
Applications for artificial pancreas device system
e IDE guidance for retinal prostheses
Application for intra-articular prosthetic knee ligament devices
3. Guidance on clinical study design:
e Clinical study design for surgical ablation devices for the treatment of atrial fibrillation.
e Clinical investigations of Devices indicated for the treatment of urinary incontinence
4. Class II Special Control Guidance:
e Electrocardiograph electrodes

7 For further, see: https://www.fda.gov/downloads/AboutFDA/Transparency/Transparencylnitiative/UCM285124.pdf

8 For further, see :
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM266073.pdf

° For further see: https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm418448.htm
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e Wound closure devices
e Low level laser for aesthetic use
e Guidance for annuloplasty rings
5. Guidance for IVD's
e Establishing the Performance Characteristics of In Vitro Diagnostic Devices for the
Detection or Detection and Differentiation of Human Papillomaviruses

Depending on the device and scope of the guidance, some of the guidance documents have a technical
rather than a clinical focus, however most of the guidance documents cover the following headings:

e background

e device description

e risk to health and mitigation measures

e biocompatibility

e performance characteristics and bench testing

e non-clinical animal testing

e clinical information

e informed consent

o sterilisation and shelf life

e labelling

While certain documents are more prescriptive by listing recommended study endpoints, numbers of
subject to be recruited, types of animal models to be used, other documents simply outline what the
clinical investigation application needs to contain in order to be complete. The main difference between
FDA guidance and guidance found in other regulatory regions is that many of their guidance documents
apply to specific devices rather than covering a broad group of devices.

Part II: Australia: Therapeutic Goods Administration (TGA):

The Australian regulatory framework which was introduced in October 2002, has many similarities with
the regulatory system adopted by the European Union (EU). However, the two distinct regulatory
systems which are subject to a Mutual Recognition Agreement (MRA) do have some important
differences. An example would be differences in the classification of devices. Although, medical devices
are classified according to the intended purpose of the device which generally correlates with the level
of risk (Class I-III), there are differences in classification rules.

One of the TGA's strategies to reduce the regulatory burden on industry is to negotiate agreements
with other international regulators. In 1998 a Mutual Recognition Agreement (MRA) was established
between Australia and the European Community (EC). This recognises the competence of designated
conformity assessment bodies in Europe to undertake conformity assessment of medical devices to
Australian regulatory requirements, which means devices imported under the MRA from the EC can be
placed on the Australian market without further assessment by the TGA. However all medical devices,
including Class I, must be included in the Australian Register of Therapeutic Goods before entering the
Australian market. Given that the Australian regulatory system for medical devices is closely aligned with
the European system, guidance documents produced by TGA may be very helpful to use as templates
going forward.

The TGA, in collaboration with the medical devices industry sector, has developed a consolidated
reference document?® detailing the Australian regulatory pre and post market requirements for medical
devices. This is an evolving document which is continually updated and which discusses a number of

10 For further, see: https://www.tga.gov.au/sites/default/files/devices-argmd-01.pdf
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topics including, but not limited, to the followings: 15 essential principles, classification, conformity
assessment, differences between the EU and Australian regulatory requirements, active medical devices,
combination products, medical devices containing materials of animal, microbial or recombinant origin,
and the compassionate use of medical devices.

The main guidance document relevant to CS is TGA's clinical evidence guidelines! for medical devices.
The TGA has developed this document in conjunction with the Royal Australasian College of Surgeons.
This document is intended to provide guidance to manufacturers of medical devices (including in-vitro
diagnostic medical devices) on what constitutes clinical evidence and the process of clinical data
generation and clinical evaluation to produce such clinical evidence. This document aligns with
international guidance documents including those of the Global Harmonization Task Force (GHTF) and
the European Commission '"MEDDEVs'.

The document also provides guidance on the requirements for clinical evidence for particular high risk
medical devices. The requirements articulate the minimum evidentiary requirements that TGA considers
an adequate assessment of the benefit-risk profile of the device to be determined, taking into account
the safety, performance and patient health outcomes. Information on the clinical evidence requirements
is provided for the following types of devices:

e Total and partial joint prostheses

e Cardiovascular devices to promote patency or functional flow

e Implantable pulse generators

e Heart valve prostheses

e Supportive devices - meshes, patches and tissue adhesives

e Implantable medical devices in the magnetic resonance environment

The recommendations made by TGA for the devices listed above are relatively high level as the guidance
for each topic needs to cover a wide range of devices.

Example: Partial and full joint prosthesis

The clinical evidence requirement not only covers hip replacements but in addition covers knee
and shoulder joint replacements. The appropriate level of clinical evidence to demonstrate that
a joint prosthesis is safe, and performs as intended through compliance with the applicable
essential principles of safety and performance is briefly discussed within the document. Specific
recommendations that are mentioned include a randomised controlled clinical trial as the
preferred design if carrying out a clinical investigation (CI). TGA also provide a list of
characteristics that should be taken into account when selecting the comparator device for a
CL The guidance is not prescriptive with regards to the number of patients which need to be
recruited into the trial however it states that the number needs to be justified based on
statistical power calculation. With regards to length of follow up it is recommended that the
minimum patient follow up is 2 years for all CI involving a joint prostheses. The guidance
highlights that although a two year follow up will capture early failures it will not capture late
failures and because of this adjunct data from surrogate markers is advised and examples of
such surrogate markers are given. TGA highlight that National joint registries have been
established in Canada, Denmark, England and Wales, Finland, New Zealand, Norway, Romania,
Scotland, Slovakia, Sweden and Australia and relevant information from these registries should
be included in the CER as part of the post-market data. Furthermore it is advised that publicly

11 For further, see: https://www.tga.gov.au/publication/clinical-evidence-guidelines-medical-devices and
https://www.tga.gov.au/sites/default/files/clinical-evidence-guidelines-medical-devices.pdf
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available post-market data such as adverse event reporting on the FDA MAUDE database and
the TGA IRIS should be provided. This search should also cover devices from other
manufacturers when demonstrating substantial equivalence with similar marketed devices. The
paper also makes reference to appropriate endpoints. To define success it is suggested that the
primary outcome measure for safety is revision rate reported as the cumulative percent revision
(CPR), although the acceptable rates of revision are not stipulated. With regards to performance
endpoints it is recommended that clinical success is evaluated by patient-orientated assessment
tools that determine functional outcomes. Two validated patient scores are listed: Harris Hip
Score and SF-36. The cut off score to demonstrate performance is not provided.

In addition to the clinical evidence guideline described above, there are a small number of guidance
documents!? covering other clinical areas such as the clinical performance requirements and risk
mitigation for laboratory and point of care HIV testing and the requirements for the assessment of
medical devices containing animal material, with particular regard to the minimisation of risks relating
to Transmissible Spongiform Encephalopathies.

Given the similarities between our two regulatory systems those tasked with developing guidance or CS
in the future could take the same approach as TGA and develop guidance which cover a broad group
of devices and in time produce more focused guidance on particular devices in a similar vein to the
FDA.

Part III: Canada: Health Canada Guidance

Health Canada’s guidance documents aim to provide assistance to industry and healthcare professionals
on how to comply with the policies, governing statutes and regulations. They also serve to provide
review and compliance guidance to staff, thereby ensuring that mandates are implemented in a fair,
consistent and effective manner.

The majority of the guidance documents available cover technical aspects. However there are a small
number of guidance with a clinical focus.

One group of guidance documents that Health Canada developed assists manufacturers in preparing
device applications for investigational testing and licence applications. Examples include: 3

e Implantable cardiac pacemakers

e Ultrasound diagnostic systems and transducers

e Breast implants

e Tissue expander device

e Human immunodeficiency virus test kits intended to use in laboratory
e Dermalfillers

e Cardiovascular stents

Within these documents, the safety and effectiveness requirements are discussed. In addition, they
provide high level guidance on pre-clinical and clinical studies requirements and discuss safety and
effectiveness endpoints as well as labelling requirements.

12 For further, see: https://www.tga.gov.au/standards-guidelines-publications-medical-devices-ivds
13 For further, see: https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-
information/guidance-documents.html
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In order to explain the types of topics covered within these guidance documents, an example of the
information provided for pre-market guidance on bare cardiovascular stents is described below.

Example: Bare cardiovascular stents

The bare cardiovascular stents guidance includes information on core preclinical and clinical
testing requirements. It outlines the bench tests required to test stent integrity and
conformance testing. It is advises which animal models to use and what criteria to take into
account when evaluating the performance of the stent and delivery system as well as what
tissue specimens should be collected during pathology studies. The guidance recommends that
device comparison trials consider superiority investigational testing and advise a follow up
period of 6-12 months and in addition the paper discusses control group selection. Health
Canada advise that clinically relevant endpoints be chosen and should include percent stenosis
or thrombolysis in myocardial infarction (TIMI) flow classification. Manufacturers are
encouraged to use the Emory definition of restenosis!* (i.e. restenosis > 50% reduction in lesion
diameter when compared to the reference luminal diameter). Recommended follow up
includes an angiogram at 6 months and yearly thereafter until device has market approval.

Another type of guidance provides information for health care professionals on special access for access
to unlicensed medical devices for emergency use, and custom made medical devices. The guidance
discuss how to complete an application, what information to include as well as outlining the review
process and post approval requirements.

Part IV: Japan: Pharmaceutical and Medical Device Agency (PMDA)

Japan's Pharmaceutical and Medical Device Agency (PMDA) is the regulatory body responsible for
reviewing drug and medical device applications. The PMDA works in conjunction with the Ministry of
Health, Labor, and Welfare (MHLW) to assess new product safety, develop comprehensive regulations,
and monitor post-market safety.

Japan's medical device classification system is based on Japanese Medical Device Nomenclature codes,
which differ from the classification and nomenclature schemes used in the U.S. or the European Union.
Japanese Medical Device Nomenclature (JMDN) codes and generic names are set with reference to the
medical device names. Generic names are then classified into Class I, II, I or IV according to their risk
level. As of April 2005, third party registered certification bodies (RCBs) are permitted to evaluate Class
II devices and conduct marketing certification required to legally sell medical devices in Japan. In order
to be certified, medical devices must demonstrate compliance with specified Japanese Industrial
Standards (JISs), which define product safety and performance requirements. RCBs are also permitted
to evaluate Class III “me-too” medical devices and provide marketing certification services as of
November 2014.

Specially controlled medical devices (Class III & 1V) are those deemed by MHLW to require a more in
depth reviewing relation to the relatively high or potentially fatal risk. Class IIl and IV medical devices
require an application to PMDA for their review and approval. As Class IIl and Class IV cover a variety of
medical devices, there are several application categories.

14 For further, see: https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-
information/guidance-documents/market-guidance-cardiovascular-stents-2004-consultation.html
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The Japanese regulatory system uses ‘certification standards’, ‘approval standards’ and ‘review
guidelines''> All three of these cite ISO/IEC and/or JIS (Japanese Industrial Standards) standards for the
assessment criteria.

Tablel: Medical Device Classifications

General medical | Class| The risk to patients in the event of MNotification | Self
device I malfunction is regarded as almost Declaration
negligible.
Controlled Class| The risk to patients in the event of Certification |RCB *1
medical device |II malfunction is regarded as relatively |or or
low. Approval PMDA *2
Specially Class| The risk to patients in the event of Certification |RCB *1
controlled 11 malfunction is regarded as relatively |or or
medical device high. Approval PMDA *2
Class| The device is highly invasive with Approval PMDA *2
v potentially fatal risk to patients.

*1 RCB: Registered Certification Body

*2 PMDA: Pharmaceuticals and Medical Devices Agency

Table 1: PMDA Medical Device Classification (https.//www.j-mdc.com/classification.html)

Certification standards

Certification standards are standards with which registered certification bodies assess the conformance
with the technical and quality requirements for the medical devices, which are specified by product
group. Certification standards, cite ISO/IEC and/or JIS standards for the assessment criteria. These
standards are specified by the Minister of Health, Labour and Welfare. Medical devices which do not
satisfy the certification standards, or for which no standards exist are subject to PMDA approval process.
There are currently 11 certification standards that cover 43 Class IIl medical device nomenclatures.

Certification standards®® have been developed for a wide range of devices and technologies including:

e Insulin injector pen

e Heparin coated heart-lung bypass filter
e Infusion pumps

e MRIscanners

e Catheter

e Drains

e Pulse oximeter

- Approval standards

Approval standards?’ are standards with which PMDA performs approval review of the medical devices.
They reference international standards, and are intended for products for which no clinical data is
required to be submitted. Approval standards are specified by product group, and there are currently

15 For further, see: http://www.std.pmda.go.jp/stdDB/index_e.html
8For further, see: http://www.std.pmda.go.jp/stdDB/index_e.html
Ybid
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44 of them. They identify uniform technical requirements and are described for objective assessment of
compliance with the standards. Items related to performance, function, efficacy etc. are specified within
approval standards.

Example of product groups covered by approval standards include: contact lenses, angioplasty
catheters, central venous catheters, wound dressings, dental implants, infusion pumps, and implantable
cardiac pacemakers.

Products subject to compliance with approval or certification standards are limited to those which are
substantially equivalent in terms of structure, usage, indications and performance to existing approved
products (i.e. “generic medical devices”) and for which no clinical data are required to be submitted.

- Review guidelines

Lastly review guidelines are specified by the Minister of Health, Labor and Welfare, and describe the
major technical requirements and/or the acceptance criteria necessary to evaluate the safety and
efficacy of medical devices, although no specific performance limits are determined for each technical
requirement. They are used for those devices for which approval standards cannot be established due
to the difficulty in developing unified criteria for objective determination of compliance with the
standards. The review guidelines'® apply to medical devices which are substantially equivalent to
precedent products on the Japanese market.

Example of medical devices covered by such guidance include: artificial hip joints, artificial knee joints,
spinal internal fixation system, orthopaedic bone nail, orthopaedic nail and plate, orthopaedic
compression hip plate, vascular stent for superficial femoral artery.

The structure of the Japanese regulatory system is somewhat different to that of the European system.
Although certification standards have been made available by PMDA in English, approval standards and
review guidelines are only available in Japanese and as such they may not be as helpful as guidance
documents from other regulatory regions, nevertheless it is important to be aware that they exist.

Discussion

This review has revealed a number of guidance documents across other regulatory regions that may be
of benefit to the European regulatory system. Following this review, it has become apparent that certain
regulatory regions, such as the US, provide clinical guidance on specific devices while Australia take a
broader approach and have developed clinical guidance which cover a wider range of similar device
technologies. Both of these approaches can be useful depending on the situation and the reason behind
requiring the guidance.

Not only will the European regulatory system be tasked with developing guidance and CS in the near
future, but will also have to develop a process for developing new guidance and reviewing guidance
which have previously published to ensure it remains up to date and relevant. The FDA's good guidance
practices could potential help to shape this process.

No other regulatory region mirrors the European medical devices regulatory system, however TGA's
medical devices regulatory system is closely aligned with ours. Thus it may be worth considering taking

18 Ibid
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a collaborative approach by developing joint guidance which would be recognised in both regulatory
regions.

It is hoped that this work will help to inform those who are tasked with developing common
specifications in the future by creating awareness of all the potential sources of guidance documents
across other regulatory regions. These documents could potentially be used as a template and in
addition could be used to highlight the types of topics and issues that should be addressed in guidance
documents. Furthermore, it may help the European system to take a more harmonised approach when
developing guidance in the future.

12







Annex I: FDA Guidance Development Process'®
Part L. Initiation

Submission of a GIF is required for all CDRH draft guidance documents. A new guidance document is
proposed by the submission of a GIF to the CDRH.

Part II. Development

1. Formation of the Guidance Workgroup
Developing Guidance Document Concept and Content
a. Once the Guidance Workgroup has been identified, members should meet to develop
agreement on the content of the guidance and an estimated timeline for developing
the guidance. The Guidance Summary Paper may be used to guide the group’s
discussion and to document key decisions.
3. Writing the Guidance
a. The Subject Matter Expert or Regulatory/Policy Staff may write the guidance depending
upon the subject matter area the guidance document will address. In some instances,
the writing is a collaborative effort with other members of the work group writing
significant portions of the guidance.

Part IlII. Initial Internal Guidance Review and Clearance Guidance document reviewers at each step
of the initial internal (CDRH) guidance review and clearance process review the document and provide
comments and revisions, if any.

Part IV. Initial External Review and Clearance

Guidance document reviewers review the document and provide comments. Initial External guidance
review is intended to identify and address all significant issues that must be resolved prior to issuance.

Part V. Final Guidance Review and Clearance is intended to confirm that substantive issues have
identified in the previous step have been addressed by CDRH and to indicate official clearance for the
guidance document by each internal and external component involved in the review and clearance of
the document.

Part VI. Guidance Issuance and Web Posting

Level 2 Guidance Documents should be sent for posting to the CDRH web page when “Part III. Initial
Internal Guidance Review and Clearance” is complete. Level 1 Guidance Documents should be posted
to coincide with the Federal Register display date for the Notice of Availability.

Part VIL. Finalizing a Draft Guidance

19 For further, see:
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM266073.pdf
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The goal of the guidance development process is to create a final guidance upon which FDA and
industry can rely. Within 30 days of the closing of the public comment period on a draft guidance
document, the finalization of that guidance is initiated.

If the comment period on the draft guidance closed with no public comments received, a streamlined
review and clearance process should be applied. When no public comments were received on a draft
guidance, the final guidance can often be published with little or no modification.

Part VIII. Withdrawing Guidance

On occasion, a draft or final guidance should be withdrawn because the policy in the guidance no longer
applies. If a final or draft guidance needs to be withdrawn an email explaining why the guidance should
be withdrawn must be sent to the Associate Director for Policy (ADP). The ADP, will decide whether to
remove the guidance from the CDRH guidance page. Upon approval of the request the guidance will
be removed from the FDA website. However, the guidance title will remain on the website with a note
indicating that the document has been withdrawn.

FLOW CHART
Part Il. Development
Bare . Initiation |. Formation of the Guidance Workgroup
A ing tha D . Ca - 1. Developing Guidance Document Concept and Content
— *® Use Guidance Summary Paper (OPTIONAL)

*Use Guidance Initiation Form (GIF)
1. GIF Review and Clearance
3. Adding Guidance to the CDRH Guidance List

® Use Guidance Development Work Plan Form
3. Writing the Guidance
4. Preparng the GGP Conformance and Clearance Sheet
5. Preparing Initial Guidance Package Documents

}

Pact i1l, Initial b | Guid Revi 1Cl

GGP Representative Pass Through
. Beanch CheffDvision Director (IF APPLICABLE)
Office GGP representative
Nendeod Office Director (IF APPLICABLE)
Lead Office Director
Development of Additioral Documents (PARALLEL ACTION)
DCOP
. Issuing 2 Level 2 Guidance Document (FINAL ACTON)
Regulations Staff Guidance Package Initial Internal Review

LEVEL 2 GUIDANCE DOCUMENT
Review and clearance by the DCDP
completes the guidance clearance process

O ® NS U a W —

LEVEL | GUIDANCE DOCUMENT
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Background and Scope of Project


One of the key challenges with regards to the Medical Device Regulation is the successful development of Common Specifications (CS) and ensuring there is a robust procedure in place to guarantee the timely prioritisation and development of CS. The scope of the common specification deliverable within the Joint Action for Market Surveillance (JAMS) is to develop a draft process for prioritising devices for CS as well as identifying criteria used to prioritising devices for CS. 


It is expected that the outcome of this JAMS WP5 work item will assist the Commission when developing the procedure for common specifications in accordance with Article 106 (10a) of the Medical Device Regulation (MDR). This documents outlines various suggestions regarding who need to be involved in prioritising device for CS and what criteria should be considered when prioritising a CS. 


It is important to note that this working group focused on developing a process to prioritise medical devices for CS. In-vitro diagnostics were excluded from the scope as different considerations and criteria would need to be taken into account and furthermore the IVD working group have already started working on CS. In addition, the group did not aim to develop specific CS or produce a list of devices for common specifications but rather develop the process and establish criteria for consideration in justifying the need for CS. 


Article 2(71) of MDR provides a definition of ‘common specifications’:


(CS) means a set of technical and/or clinical requirements, other than a standard, that provides a means of complying with the legal obligations applicable to a device, process or system.


CS are applicable in the following three situations (Article 9 MDR):


1. Where no harmonised standards exist or,


2. Where relevant harmonised standards are not sufficient, or 


3. Where there is a need to address public health concerns.


CS apply to four aspects of conformity assessment:


1. General safety and performance requirements (GSPR) set out in Annex I, 


2. The technical documentation set out in Annexes II and III, 


3. The clinical evaluation and post-market clinical follow-up (‘PMCF’) set out in Annex XIV, or, 


4. The requirements regarding clinical investigation set out in Annex XV.


The organisational and procedural approach to be adopted for CS for medical devices is not outlined in the MDR and will need to be finalised by the Commission. Furthermore, the Commission will need to identify and decide who will be tasked with writing CS in the future as this is outside the scope of this project. 


In order to achieve this deliverable we first circulated a questionnaire in June 2017 to start initial discussion between Competent Authorities with regard to the process for prioritising medical devices for CS, as detailed in the MDR.


In particular this questionnaire sought to identify:


· who needs to be involved in CS prioritisation


· what should be considered when prioritising devices for CS


· how might the process work


Twenty-six out of thirty-two (81%) European Member States (MS) responded to the questionnaire. There was a divergent opinion amongst European colleagues on some aspects, such as the criteria to be taken into consideration when justifying the prioritisation however there was consensus in other areas such as who should be ultimately responsible for deciding on which CS should be developed. Areas where we did not achieve consensus were further discussed at a JAMS workshop held in Dublin in November 2017. 


Part 1: Stakeholders involved in proposing and endorsing CS for development


The MDR states that CS ‘should be developed after consulting the relevant stakeholders[footnoteRef:1]’.  Three groups of stakeholders were identified as needing to be defined: [1:  Medical Device Regulation, preamble 24] 



1. those who can suggest devices for CS


2. those who will assess and evaluate these suggestions and make a priority list of devices for CS 


3. the group who will be tasked with endorsing CS for development


The questionnaire results indicated that most MS are in agreement that a suggestion for CS should come from a representative group such as a clinical/technical society, a manufacturer representative, the Competent Authorities for Medical Devices (CAMD), a notified body representative, a European working group or an established patient representative group. Writing a CS will likely be a resource intensive and time consuming activity, thus it is important that when a device for CS is proposed that it is recognised as being important to develop by a representative group of stakeholders rather than by a single individual. The Commission may decide that they need to agree on a list of stakeholder who have ‘permission’ to suggest devices for CS and to do this a procedure would be needed to identify any conflicts of interest and sources of funding. 


It is difficult to estimate at this point in time how many proposals for CS will be received each year. Members of WP5 consider that having a ‘gatekeeper’ to review and assess the suggestions received for CS would be important to ensure the MDCG and the Commission are not inundated with request. In addition it is important to ensure that a variety of stakeholders with the right expertise are involved during the assessment and prioritisation process. This proposed process is further defined in Part 3 of this document. 


The majority of MS who responded to the questionnaire were of the opinion that there should be no restrictions as to who can list a device for CS (through their respective representative group) however most MS were of the opinion that adoption of a CS should be endorsed by the Medical Device Coordination Group (MDCG). Furthermore, Article 9 of the MDR states that ‘the Commission, after having consulted the MDCG, may, by means of implementing acts, adopt common specifications’. Once a device for CS has been endorsed by the MDCG and the Commission, the development of the CS could then be delegated to the group identified as being responsible for writing the CS.   


Part 2: What criteria should be considered when prioritising devices for CS and how should those criteria be prioritised?


The clinical investigation and evaluation (CIE) working group had previously carried out work on CS and produced a draft table (Annex I) to help prioritise devices for CS. WP5 participants further developed this table based on responses from the questionnaire as well as discussions which took place during the workshop. Discussions included an overview of the methodology used by the New and Emerging Technologies (NET) working group for prioritising devices based on the degree of novelty. The final table developed by WP5 outlines the different criteria that could be considered when prioritising a device (Annex II).   





The table firstly lists the criteria which must be legally met for a device to be considered for CS development. According to the MDR the device must either have no harmonised standard, an insufficient harmonised standard or there must be a public health concern. Once one of these three criteria are met, the device can be considered for CS and go through the prioritisation process. If a standard exists but is insufficient, the applicant must define the insufficiency related to: general safety and performance requirements, technical documentation, clinical evaluation or PMCF, and further describe it. If the device has been the subject of a high profile public health concerns, associated with a large number of recalls, safety notices, device alerts, or adverse events case reports in the literature, details and supporting evidence must be provided with the application. 





In addition to the legal requirements, WP5 participants identified additional criteria which would be important to consider when prioritising a device for CS. These criteria also aim to make the prioritisation process more robust.  These include:


· Patient impact


· Device classification


· Market maturity/Novelty 


· Impact that not having a CS has on the safety and performance of the device


· Market exposure


Stakeholder groups suggesting a device for CS should firstly explain the primary rationale for needing a CS and provide a clear and concise description of the device and its classification using Annex 8 classification rules of the MDR. The description should include a description of the intended purpose of the device, including specific patient population, specific conditions to be treated etc. Information on market maturity such as whether or not it is a well-established technology or relatively novel, how long it has been on the European market, whether or not it is marketed in other regulatory regions would be  important to include. Further information on the identified criteria is provided in the ‘Requesting adoption of Common Specifications: Guidance and application form’ document (Annex IV)





WP5 participants aimed to identify criteria which are as objective as possible in order to be able to apply a scoring system. The scoring system could allow the Commission and European Regulatory System to provide a rationale to stakeholders as to why one device was chosen over another device for CS.  Approximately 69% of MS who responded to the questionnaire indicated that a scoring system should be developed and used when prioritising devices for CS. The current version of the proposed scoring system (Annex III) is based on 5 different criteria. Each of the criteria are weighted differently (1-9). 





The 5 criteria are as follows:


1. Public health concern


If there is no public health concern identified by the applicant, the proposal will automatically be ranked as low as possible. Independent of all other criteria it would seems reasonable that a device which poses no public health concern is not a high priority for CS development.  If a public health concern is identified then the scoring will be determined as described below.


2. Patient impact


When scoring ‘patient impact’ the lowest priority score is assigned to when the potential illness or injury caused by device is minor and can be dealt with by the patient and does not need intervention by a healthcare professional. The score increases as the injury caused by the device failure worsens. For example the score increases if the patient is likely to need medical intervention or surgical intervention. The highest score is given to a device which has a risk of death associated with it if it fails to work as intended. 


3. Device classification


Classification of a device according to Annex VIII of MDR takes into account a number of aspects including duration of use, invasiveness, the anatomy involved, and whether or not the device is active, all of which influence the impact or risk a device has on a patient. The lowest priority score is given to class I devices and the highest to class III devices which would be considered to have the highest risk associated with them. 


4. Existing standard


The lowest priority score is assigned to devices which have an available standard which is not yet harmonised.  The priority increases when existing (harmonised) standards are deemed insufficient to address the concern. The highest priority would be given to cases where there are no applicable standards available.


5. Market maturity


Market maturity is given the lowest weighting of all 5 criteria. The lowest priority score is assigned to devices which have already been on the market for greater than a ten years. A medium priority score is given to devices which have been on the market between a five and ten year period. The highest priority is given to devices on the market for less than 5 years. 


In addition to the five scoring criteria outlined above additional criteria could be taken into account when prioritising the device for CS. Such criteria includes ‘market exposure’ and ‘impact on safety and performance’ of the device. The reason that both these criteria are not included in the scoring system is that they would be difficult to score as they are more subjective. These additional criteria could also help to prioritise devices in cases where more than one device end up with the same score. 





Part 3: How this process might work


It is essential to provide a transparent and streamlined process so that medical device stakeholders can notify the European Commission and the MDCG when there is a need to develop a CS in accordance with Article 9 of the MDR. The questionnaire revealed that 89% of MS were in favour of applications to be accompanied by a ‘position paper’ explaining the primary rationale for suggesting the device. WP5 have developed an application form with accompanying explanatory text which could be used for this purpose (Annex IV).  This form aims to gather as much information as possible on the device which in turn would help to prioritise the device and apply the scoring system which was developed by WP5 participants (Annex III). 


WP5 participants suggest that a review panel could be established in order to process and evaluate the applications. This review panel could comprised of technical experts, notified body representatives, health care professionals and national experts from European competent authorities. By involving relevant stakeholders in the prioritisation process this in turn would provide increased transparency and would help promotes dialogue throughout the process. Each application could be discussed by the review panel and then the scoring system outlined in Part 2 of this document could be applied to objectively determine the need or priority of a particular CS. Once the panel have finished their review, they could send their recommendation to the MDCG and Commission for endorsement.





CS listed for development based on prioritisation if approved by MDCG/EC


Letter sent to applicant with outcome of decision


Review panel to send opinion to MDCG and EC for final endorsement of CS 


Review panel to review application and determine priority based on scoring system


Applicant request form completed and sent to review panel








If insufficient information is provided by applicant in order to reach decision, review panel request further information











Figure 1: Proposed CS prioritisation process


Seventy-eight percent of those who responded to the questionnaire thought that a listing of devices for CS should be maintained for the purpose of prioritisation and 80% were of the opinion that the list should be made available to the public. This could either be the entire list of devices which have been reviewed and prioritised or the list could be restricted to the CS planned to be developed within that year as decided by the Commission and the MDCG. The majority of MS agreed that there should not be a limitation to the number of CS that are developed within a certain time frame as the number is largely dependent on resources and time dedicated to producing CS which has yet to be defined by the Commission. The questionnaire results also indicated that over 75% of respondents thought it was important to communicate with standardisation bodies such as the International Organization for Standardization (ISO), European Committee for Standardization (CEN) and European Committee for Electrotechnical Standardization (CENELEC) when considering a device for CS as standards may be in the process of being updated and it is important that the work of both groups does not overlap. Thus it would be important to involve these standardisation bodies early on in the prioritisation and or development process. 


It is interesting to note that the FDA have a specific process for developing guidance[footnoteRef:2]. The European Regulatory system could consider using a similar approach when developing an EU system for the development of CS. The FDA request that a guidance initiation form (GIF) be submitted to the Center for Device and Radiological Health (CDRH). This process is further described in Part I of the ‘Guidance documents developed for medical devices in regulatory regions outside the EU’ paper submitted as part of this deliverable.  [2: For further see:
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM266073.pdf
] 






Conclusion/Recommendations


The participants of work package 5 of the Joint Action on Market Surveillance, have developed the above proposal for Common Specifications. The contents of this document are simply suggestions based on Member State feedback following the questionnaire as well as the discussions which took place during the WP5 CS workshop. The organisational and procedural approach to be adopted for CS for medical devices is not outlined in the MDR and will need to be decided and finalised by the Commission. We propose that the draft process, scoring system and CS application template developed by WP5 participant be reviewed and considered by the Commission in order to assist with developing the procedure for common specifications in accordance with Article 106 (10a) of the MDR. Feedback from the wider stakeholder group regarding this proposed process is needed in order to amend it and ultimately to finalise the common specification process and seek endorsement of same by the MDCG and CAMD network. 






Annex I: CS priority table developed by Clinical Evaluation and Investigation Working Group.	Part II – Competency (contd.)





[image: ]











Note: TAVI is used as an example for illustrative purposes only and not as a suggestion for CS. 
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Annex II: Updated CS priority table based on questionnaire results and WP5 workshop discussions. 


			Priority #


			Device type and Classification


			Primary Rationale for Prioritisation


			Legal basis


			Existing Standards


			Public Health Concern


			Other guidance/


references


			Focus/ Scope of CS


			Market exposure + potential future exposure or new emerging risk


			Market Maturity/Novelty


			Clinical Impact





			As per the scoring system 


			Type: group of devices or specific device. Intended purpose





Classification:


· Class I


· Class IIa


· Class IIb


· Class III





			Briefly explain primary reason for prioritising this device.


			Must meet one or more of the following:


· Insufficient harmonised standard


· No harmonised standard


· Public health concern








			Please describe the harmonised standard relevant to the CS and describe if and what parts are sufficient/


insufficient


			If there is a public health concern please elaborate


			Are there any other guidance documents which may be useful when developing CS eg FDA, Health Canada, TGA guidance..


			This should link to the primary rationale in column 3





· GSPR


· Technical Doc.


· CER/PMCF


· CI


			Market data to be included here. For example if collected as part of a vigilance case or market surveillance. In addition future exposure may be high if for example it is diagnosing or treating a prevalent condition. 


New emerging risk  can be based on trends from post-market data, registry data, from signal detection, SAE. 


			Pre-market, New on the market, >5 years, >10 years.


Is it available on non-EU market(s). 


			Benefit/risk, probability of adverse outcomes (morbidity/mortality), orphan product-unmet clinical need, duration exposure, sufficient clinical evidence not defined











Annex III: Common Specification Scoring System for prioritisation


 [image: ]


Each option for each criteria is assigned a value. All 4 numbers are added together to get a total number which is equivalent to a final ranking. For example, the highest possible value is 24 (9+7+5+3) this will lead to the ranking position 1. The lowest possible value is 4 (1+1+1+1), giving a ranking position of 21. A CS can only be ranked lower than 21 if there is no public health concern identified. 





















































Annex IV: Common Specification application form and guidance





Requesting adoption of Common Specifications: Guidance and application form


Introduction


This guidance document and application form have been developed by the Joint Action on Market Surveillance of Medical Devices and is intended to provide a harmonised process for stakeholders of medical devices to notify the European commission and review panel of the need for common specifications to be developed in accordance with article 9 of the EU regulation on Medical devices[footnoteRef:3].  [3:  Regulation (EU) 2017/745 on medical devices] 



This guidance provides an explanation of the criteria which should be provided to support an application for a common specification. The process and procedure with respect to prioritisation of common specifications will be further developed as part of the implementation process for Regulation 745/EC.


Guidance notes


Please provide as much information as possible in the form, it is acknowledged that some data sources may not be available to individual applicants.


Please provide citation for as much of the information as possible provided in the form


1. Public health concerns


· Has the device been the subject of any high profile public health concerns? If so please provide details and consider that concerns may be relevant to a single member state.


· Please also consider and safety information form the manufacturers such as recalls, safety notices etc.


· Consider liaising with MS to determine if any competent authority safety information has been published such as a device alert.


· Consider a limited literature review (peer reviewed journals and publications) to identify and issues that have not been identified to a competent authority


· Information on the existence of alternatives devices on the market should be also provided





2. Patient impact


The identified or expected impact on patients should be described as clearly as possible.


As a result of considering the patient impacts listed below, it should be possible to summarise the primary rationale for a common specification to address an identified risk relating to patients.


The following factors should be taken into account. Is the issue identified expected to result in:


· Illness or injury without health care professional intervention;


· Medical or other health care professional intervention; 


· Surgical intervention or temporary impairment of a body structure OR a body function; 


· Permanent impairment of a body structure or a body function OR chronic disease,


· Death








3. Safety and performance


Consider the following information where available:


· FSN, device alerts, registry data


· Number of incidents, any unexpected increase in rates of incidents  


· Impact on benefit/risk


· Sufficiency of clinical data from scientific literature


· Duration of exposure 


Based on this information please provide a conclusion as to whether or not you think the clinical impact is low or high.  





4. Device description and classification


· Please provide a clear and concise description of the device, its classification using Annex 8[footnoteRef:4] classification rules of the MDR. [4:   Annex 8 of Regulation (EU) 2017/745 on medical devices] 



· The description must include an indication of the intended purpose of the device, including specific patient population, specific conditions to be treated etc.





5. Existing applicable standards (if any)


· Indicate if there are any existing harmonised/ non-harmonised and applicable standards e.g 


ISO 5840-1:2015 (Cardiovascular implants -- Cardiac valve prostheses).


· If a standard exists but is insufficient please define the insufficiencies such as general safety and performance requirements, technical documentation, or clinical evaluation and PMCF.


· Do other relevant guidance exist which may be of relevance to the requested common specification – for example with respect to National Competent Authority guidance, clinical associations, pharmacopeia guidelines etc.


As a result of the above description, it should be possible to conclude the following:


1. There is no relevant harmonised standard;


2. The relevant harmonised standard is insufficient;


3. Existing standards are available but are not harmonised.





6. Market maturity of the device


Select:


· How long has the device been on the market? <5 years, 5-10 years or >10 years?


Where possible also provide information on:


· If there is sufficient PMS / PMCF data to support the safety and performance of the device?


· If the device marketed in other regulatory regions? 


· If this is a new and novel device or a well-established technology? 


· Has the device had numerous iterations?





7. Market exposure (including potential future exposure)
Information to be provided with regards to market exposure (including potential future exposure). 


Several factors can influence market exposure such as: 


· estimated number of devices on the market


· Where applicable: 


· number of procedures carried out per year (such as implantable devices)  


· information on estimated number of uses of each device (such as CT scanner/software)


· overview of health economics, has a health technology assessment been carried out? 


· is it a re-useable device?


· number of MS where device is being used


· burden of disease with respect to the devices intended use


Note: Market exposure does not equal patient exposure in all cases. Description of the disease or condition prevalence and incidence could feed into potential future exposure.





Appendix 1: Application form 





Section 1


			Name








			





			Organisation








			





			Address 








			





			Country of origin and details of NCA if applicable





			





			Email








			





			Telephone








			





			Address








			





			Role / qualification








			





			[bookmark: _Hlk508604912]INTERNAL USE ONLY


			











Section 2


Please briefly explain the primary rationale for the need for a common specification:


			





			INTERNAL USE ONLY


			











Please specify the scope of common specification you consider is required in the context of the criteria within article 9 of the EU regulation on Medical devices:


			· General safety and performance requirements


· Technical documentation


· Clinical evaluation and post-market clinical follow up


· Requirements regarding clinical investigation


· Other








If ‘Other’, please elaborate:











			INTERNAL USE ONLY


			














Are there any public health concerns associated with the device which you are aware of?


			


· YES


· NO





If ‘YES’ please provide a summary description of the concern:











			INTERNAL USE ONLY


			














Please indicate the type of patient impact which corresponds to the need for this common specification.


			· illness or injury without health care professional intervention;


· Medical or other health care professional intervention; 


· surgical intervention or temporary impairment of a body structure OR a body function; 


· permanent impairment of a body structure or a body function OR chronic disease,


· Death





	





			Please provide further detail based upon the factors above:





			INTERNAL USE ONLY


			














Please describe the device and indicate its classification


			Description:





			Classification:


· Class I 


· Class I sterile


· Class I measuring function


· Class I measuring function and sterile 


· Class IIa


· Class IIb


· Class III








			INTERNAL USE ONLY


			











Status of existing applicable standards (if any)


			


· A standard exists but is not harmonised


· A harmonised standard exists but is insufficient


· No standards are available





			If relevant please provide a list of the current standards/guidelines:





			INTERNAL USE ONLY


			











Please indicate the market maturity of the device(s)


			· > 10 years on the market


· 5 - 10 years on the market


· < 5 years on the market





			Please provide further details: 





			INTERNAL USE ONLY


			











What impact does the absence of a CS have on the safety and performance of the device?


			


· High impact


· Low impact








			Please provide further information:





			INTERNAL USE ONLY


			











What is the market exposure (including potential future exposure) of the device(s)?


			





			INTERNAL USE ONLY


			















			INTERNAL USE ONLY


			














Declaration


I confirm that the information I have provided above is correct to the best of my knowledge, and I understand that the application form and the information I have provided will be shared with a panel of medical device experts, Notified body representatives, health care professionals and national experts from European competent authorities. I understand that by submitting this application to the review panel I am providing my consent to the sharing of the information I have provided within this application form with the members of the review panel. I also give my consent to the review panel sharing this information with the European Commission.





Applicant name 





Applicant signature





Date of signing
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[bookmark: _Toc54715366]Introduction

The purpose of this document is to provide detail with respect to Work Package 17 concerning transparency and public access to information, related to the remit of the CIE WG. There has been preparatory work, in the context of supporting EUDAMED development however further support to the Commission will likely be needed in the coming years. 



[bookmark: _Toc54715367]Membership



		Lead

		



		Contributing

		EUDAMED CIE team initially







[bookmark: _Toc54715368]Reporting Lines



· CIE Monthly Teleconference: as needed

· CAMD / Commission: as requested



[bookmark: _Toc54715369]Timeline



		Deliverable

		Timeline



		Treated initially in EUDAMED CIE

		March 2021



		TBD – on hold until after the date of application for MDR due to competing priorities

		October 2021







[bookmark: _Toc54715370]Output

This is yet to be determined and will require consultation with the Commission as to the horizontal approach to the management of public access to data with respect to MDR. 



[bookmark: _Toc54715371]Links with other Working Groups 



· To be determined by  the group
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[bookmark: _Toc54721010]Introduction

The purpose of this document is to provide detail with respect to Work Package 18 concerning devices described in Article 61(6)(b) of MDR. A scoping document with descriptions of the products and potentially applicable standards are provided in Annex I. 



[bookmark: _Toc54721011]Membership



		Lead

		to be determined October 2021



		Contributing

		to be determined October 2021







[bookmark: _Toc54721012]Reporting Lines



· CIE Monthly Teleconference: as needed

· CAMD / Commission: as requested

· MDCG – to be determined



[bookmark: _Toc54721013]Timeline

TBD, this will require consultation with MDCG and COM on the approach. 



		Deliverable

		Timeline



		Approach to be defined

		October 2021



		

		







[bookmark: _Toc54721014]Output

The format of the output will be determined and will require consultation with the Commission as to the scope, i.e. Article 61(6)(b) or a broader scope and whether a MDCG guidance should be prepared or an implementing act. 



[bookmark: _Toc54721015]Links with other Working Groups 



· To be determined by  the group






[bookmark: _Toc54721016]Annex I – Background information on scope



[bookmark: _Toc26372646][bookmark: _Toc54721017]Mapping of standards relevant to Article 61(6)(b) products



Article 61(6)(b) of MDR provides an exception from the requirement to perform clinical investigations for implantable devices and class III devices that are sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips or connectors for which the clinical evaluation is based on sufficient clinical data and is in compliance with the relevant product-specific CS, where such a CS is available.



(initial rough draft)



		Product

		Comment



		

		There are some generic standards which may help with the devices listed below:

	

EN ISO 14630:2009

Non-active surgical implants - General requirements (ISO 14630:2008)



EN ISO 10993



		Suture

		The word "suture" describes any strand of material used to ligate (tie) blood vessels or approximate (bring close together) tissues.



ISO 10334:1994

Implants for surgery — Malleable wires for use as sutures and other surgical applications



ICS > 11 > 11.040

11.040.30 

SURGICAL INSTRUMENTS AND MATERIALS

INCLUDING SURGICAL DRESSINGS, SUTURES, ETC.



FDA Guide: Class II Special Controls Guidance Document: Surgical Sutures; Guidance for Industry and FDA https://www.fda.gov/media/71403/download 



There is a USP for absorbable / non-absorbable surgical sutures 



ASTM F2848 - 17 

Standard Specification for Medical-Grade Ultra-High Molecular Weight Polyethylene Yarns



USP also for absorbable / non-absorbable



Scoping needed here:

· Use: Include all possibe uses? Including neurosurgery or opthalmic surgery where there can be significant dangers depending on the local tissue response? What about vascular interventions or gynaecological surgery?

· Product type

· What about suture + needle? Are these excluded? I think most suture sets are sepraate to needles but some may be in kits. 

· Monifilament versus multifilament

· Absorbable or not

· For absorbable – gut (plain or chromic) or synthetic biomaterial

· Synthetic – the biomaterial and whether mono/multi-filament

· Coated or not

· U.S.P. classifies nonabsorbable surgical sutures as follows:

· Class I—Silk or synthetic fibers of monofilament, twisted, or braided construction.

· Class II—Cotton or linen fibers, or coated natural or synthetic fibers where the coating contributes to suture thickness without adding strength.

· Class III—Metal wire of monofilament or multifilament





		Staples

		The staple is one thing, however they need quite a complicated device to deliver the staple.



Scope question – are orthopaedic staples included? External skin staplers or internal too?



ISO 8827:1988

Implants for surgery — Staples with parallel legs for orthopaedic use — General requirements



What about anastomotic staplers for GI surgery? There have been high profile device failures in recent years. 



FDA upclassified also recently - https://www.fda.gov/medical-devices/general-hospital-devices-and-supplies/surgical-staplers-and-staples 





		Dental fillings

		STANDARDS BY ISO/TC 106 



No EN ISO for these dental products. 



Dental implants have a standard: EN 1642:2011. Dentistry - Medical devices for dentistry - Dental implants. 



There is a British Standard: BS EN 1641:2009 Dentistry. Medical devices for dentistry. Materials





		Dental braces

		ISO 27020:2010

Dentistry — Brackets and tubes for use in orthodontics





		Tooth crowns

		ISO 10477:2004

Dentistry — Polymer-based crown and bridge materials





		Screws

		Presumably this refers to orthopaedic products



No ISO seen.



ASTM F543 - 17 

Standard Specification and Test Methods for Metallic Medical Bone Screws





		Wedges

		EN ISO 22675:2016 (new)

Prosthetics - Testing of ankle-foot devices and foot units - Requirements and test methods (ISO 22675:2016)



The term ’wedges’ seems to be used most commonly for orthopaedic implants for ankle and possibly spinal surgery. 



You can create a ’wedge’ i.e. a negative space by cutting the bone, plating the two ends and encouraging ingrowth however the ’wedge’ is not a device (see for example high tibial osteotomies). 



There are external products, eg. an ankle wedge to heighten the heel but these are not within the intention of this scope (i.e. MDR high risk products). 



Scoping is needed here. 





		Plates

		ASTM F382 - 17 

Standard Specification and Test Method for Metallic Bone Plates





		Wires

		ISO 5838-1:2013(en)

Implants for surgery — Metallic skeletal pins and wires



Scope question – just orthopaedics or also cardiovascula wires for pacemakers.



ASTM F138 - 13a 

Standard Specification for Wrought 18Chromium-14Nickel-2.5Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS S31673)



ASTM F1314 - 18 

Standard Specification for Wrought Nitrogen Strengthened 22 Chromium–13 Nickel–5 Manganese–2.5 Molybdenum Stainless Steel Alloy Bar and Wire for Surgical Implants (UNS S20910)





		Pins

		ISO 5838-1:2013

Implants for surgery — Metallic skeletal pins and wires





		Clips

		EN ISO 9713:2009

Neurosurgical implants - Self-closing intracranial aneurysm clips (ISO 9713:2002)





		Connectors

		EN ISO 5366-1:2009

Anaesthetic and respiratory equipment - Tracheostomy tubes - Part 1: Tubes and connectors for use in adults (ISO 5366-1:2000)



EN 20594-1:1993

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical equipment - Part 1: General requirements (ISO 594-1:1986)

	

EN ISO 21969:2009

High-pressure flexible connections for use with medical gas systems (ISO 21969:2009)









[bookmark: _Toc26372647][bookmark: _Toc54721018]Consideration of other products which are not prescribed in Article 61(6)(b)



Article 61(6)(b) lists 12 products. There are likely other products for which analogous considerations apply, however these would be expected to have a clinical investigation. 





7


image1.emf
FINAL TOR Work  Package 10 - CI application template.docx


FINAL TOR Work Package 10 - CI application template.docx

CIE Working Group
Work Package 10: Clinical Investigation Application Template in the absence of EUDAMED
Terms of Reference

6 November 2020	Version 1.0	




Table of Contents

Introduction	3
Membership	3
Reporting Lines	3
Timeline	3
Output	3
Links with other Working Groups	4
Annex I: Current EUDAMED templates for clinical investigation	4
Annex II: Commenting Table	4





[bookmark: _Toc54719363]Introduction

The purpose of this document is to provide detail with respect to Work Package 10 concerning Clinical Investigation application template development. 



A range of templates have been developed for EUDAMED (see Annex I for further details), however in the absence of EUDAMED, it will be necessary to reassess these templates and to agree on the best format. Currently the application templates for both medical device clinical investigations and IVD performance studies are combined. It is proposed to develop a medical device only template, as the timelines for MDR/IVDR are different. There are also a range of metadata that are proposed for the EUDAMED template which will likely not be needed for the stand-alone template. 



[bookmark: _Toc54719364]Membership



		Lead

		IE, BE



		Contributing

		SE, FR, NL, AT, CH, IT, NO







[bookmark: _Toc54719365]Reporting Lines



· CIE Monthly Teleconference: as needed

· CAMD: as requested

· MDCG: for endorsing the template



[bookmark: _Toc54719366]Timeline



		Deliverable

		Timeline



		Decision on scope of CI application template – for single-State/multi-State CI/both

		November 2020



		Lead/contributing members to produce the first CI application template

		End of November 2020



		Consultation of the CIE WG  on the draft

		December – January 2021



		Consultation with EUDAMED team on format aspects of template, i.e. the use of XML data fields in fillable PDF documents

		January 2021



		Final draft template for CIE WG endorsement

		February 2021



		MDCG endorsement of template

		March 2021









[bookmark: _Toc54719367]Output

MDCG document: Clinical investigation application template in the absence of EUDAMED.

[bookmark: _Toc54719368]Links with other Working Groups 



EUDAMED – focussed consultation on format of document

IVD WG – Information shared on request. 

Others, to be determined by the group.







[bookmark: _Toc54719369]Annex I: Current EUDAMED templates for clinical investigation 



1. Clinical investigation / Performance study (CIPS) Application form Version 0.5 (Example for CIPS application in one EU country of conduct; Non-CE marked device)





2. Clinical investigation / Performance study (CIPS) Application form Version 0.5 (Example Single application for coordinated assessment)





3. Clinical investigation / Performance study (CIPS) Application form Version 0.5 (Example for PMCF/PMPF Notification First Submission)









[bookmark: _Toc54719370]Annex II: Commenting Table







CIPS_FirstSubmission_OneEUCountry_V05.docx










Clinical investigation / Performance study


(CIPS)


Application form Version 0.5


(Example for CIPS application in one EU country of conduct; Non-CE marked device)








Section 1: CIPS identification


Sponsor Identification: (The sponsor is registered in EUDAMED)


Sponsor ID:


Name:


Address:


Telephone:


Email:





Contact Person of the Sponsor:


First name: 				Last name:


Telephone:                                                    Email:





			


                                                
































1.1 Applicable legislation: (mandatory)


· Regulation (EU) 2017/745 on medical devices


· Regulation (EU) 2017/746 on in vitro diagnostic medical devices





1.2 Investigation/Study Type: (mandatory)


· CI/PS application (Art. 62(1))


· PMCF investigation / PMPF study notification (Art. 74(1))


· Clinical investigation/study application for special purpose (Art. 82(1))


1.3 Submission type: (mandatory)


· First Submission


· New Submission for existing CI/PS


Enter CIPS SIN___________________ 


· Resubmission


Enter First Application ID__________________





1.4 Application Type: (mandatory)


· Application in one country of conduct


· Single application for multiple countries with coordinated assessment





1.5 EU, EEA Countries and Switzerland: (mandatory)


			AT


			


			BE


			


			BG


			


			CH


			


			CY


			


			CZ


			





			DE


			


			DK


			


			EE


			


			ES


			


			FI


			


			FR


			





			GB


			


			GR


			


			HR


			


			HU


			


			IE


			


			IS


			





			IT


			


			LI


			


			LT


			


			LU


			


			LV


			


			MT


			





			NL


			


			NO


			


			PL


			


			PT


			


			RO


			


			SE


			





			SI


			


			SK


			


			


			


			


			


			


			


			


			














1.6 Clinical Investigation/Performance study Plan (mandatory)





a) CI/PS Code


_______________


b) CI/PS Version


_______________


c) CI/PS date


_______________








1.7 Clinical Investigation/performance study Title (mandatory)





a) Full title


_________________________________________________


b) Short Title


_________________________________________________(optional)


c) Title for lay people


_________________________________________________





Note: CIPS SIN is generated (after first save)





1.8 Sponsor's Legal representative identification (if applicable- mandatory)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________


h) Email


__________________________________








1.8.1 Contact person of the Sponsor's Legal representative (if applicable- mandatory)





a) First name        


______________________________________________


b) Last name


______________________________________________


c) Telephone number


 ______________________________________________


d) Email


______________________________________________








1.9  Contact Person for the CI (mandatory)





· Same as Contact Person of Sponsor


· Same as Contact Person of Legal representative 


· Other:


a) First Name


____________________________________________


b) Last name


____________________________________________


c) Street name


____________________________________________


d) Street number


___________________________


e) Postcode


___________________________


f) City


___________________________


g)  Country


___________________________


h) Telephone number


____________________________________________


i) Email


                   ____________________________________________






Section 2: CIPS description





2.1 Has the CI/PS been subject of a scientific review/opinion? (mandatory)


· Yes	


· No





2.2 Third Countries outside EU, EEA Countries and Switzerland: (if applicable) 


_______________________   ______________________


_______________________   ______________________


_______________________   ______________________





2.3 Type of the design (mandatory)





· Exploratory study


· Observational Study


· Confirmatory study





First in human? (mandatory)


· Yes


· No





2.4 Design methodology (mandatory)


· Case control


· Controlled


· Cross-sectional


· Double blind


· Single blind


· Randomised


· Open


· Other:___________________________________ (please specify)








2.5 Development Stage: (mandatory)





· Pilot stage


· Pivotal stage


· Post-market stage








2.6 Objectives and endpoints (mandatory)





a)   Primary Objective:


               _________________________________________________


b)   Secondary Objective:


               _________________________________________________(optional)


c)   Other Objectives:


       _________________________________________________


d)   Primary Endpoint:


       _________________________________________________


e)   Secondary Endpoint:


       _________________________________________________








  f)   Other endpoint(s):


         _________________________________________________(optional)











2.7 Overall Synopsis: (mandatory)


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





2.8 Planned number of subjects (mandatory)





a) In Europe _____________


In Asia _____________


In Africa _____________


In North America _____________


In South America _____________


In Oceania _____________





b) Total____________ (auto populated from the previous fields)





c) Estimated start date: ______/___/___


d) Estimated end date: ______/ ___/ ___








2.9 Population 





2.9.1 Medical Condition (if applicable – mandatory)


a) Is there a medical condition associated?


· Yes 


· No





b) Is the medical condition considered to be rare?


· Yes 


· No





2.9.2 Therapeutic area: (mandatory)


 (Drop down list – multi-select possible)





2.9.3 Gender of subjects (mandatory)


· Male


· Female


· Other


2.9.4 Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________


2.9.5 Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________





2.9.6 Type of Subjects: (mandatory)





Type of subjects that would be targeted/recruited in the clinical investigation:


· Healthy volunteers


· Patients


· Vulnerable population


· Incapacitated subjects


· Minors


· Pregnant women


· Breastfeeding women


· Patients in emergency situations


· Other(please specify): __________________________________





2.9.7 Age range: (mandatory)





· In-Utero


· Newborn (from 0 to 27 days)


· Infants and toddlers (from 28 days to 23 months)


· Children (from 2 to 5 years)


· Children (from 6 to 11 years)


· Adolescents (from 12 to 17 years)


· Adult (from 18 to 84 years)


· Elderly (from 85 years)





2.10 Scope of the Investigational Device


2.10.1 Device Purposes: (mandatory)


(MDR)


· Diagnosis of disease, 


· prevention of disease, 


· monitoring of disease, 


· prediction of disease, 


· prognosis of disease, 


· treatment of disease,


· alleviation of disease,


· Diagnosis of an injury or disability, 


· Monitoring of an injury or disability, 


· Treatment of an injury or disability, 


· alleviation of an injury or disability, 


· compensation for an injury or disability,


· Investigation of the anatomy or of a physiological or pathological process or state, 


· replacement or modification of the anatomy or of a physiological or pathological process or state


· Providing information by means of in vitro examination of specimens derived from the human body, including organ, blood and tissue donations


· Devices for the control or support of conception


· Products specially intended for the cleaning, disinfection or sterilization of devices


(IVDR) Device purposes of providing information on one or more of the following:


· Physiological process or state


· pathological process or state


· Congenital physical impairments


· Congenital mental impairments


· Predisposition to a medical condition or a disease


· To determine the safety with potential recipients


· To determine compatibility with potential recipients


· To predict treatment response or reactions


· To define therapeutic measures


· monitoring therapeutic measures


· Specimen receptacle





2.10.2  Combined MD/IVD  (mandatory)


· Yes


· No





2.10.3 Is the application submitted in parallel with an application for a clinical trial on medicinal product? (mandatory)


· Yes        EU Clinical Trial Number: ___________________


· No








2.11 Coordinating investigator: (mandatory)


a) First name


________________________________________________________________


b) Last name


________________________________________________________________


c) Email


________________________________________________________________


d) Street name


________________________________________________________________


e) Street number


___________________________


f) Postcode


___________________________


g) City


___________________________


h)  Country


___________________________








2.12 List of common documents to attach:





· Investigator's brochure (mandatory)


· Clinical Investigation/Performance Study Plan(mandatory)


· Technical documentation: risk analysis, test report, etc. (optional)


· Clinical evaluation plan  (Reference number or doc. to upload) (mandatory)


· Scientific opinion (if applicable)


· Description of the arrangements to comply with the applicable rules on the protection and confidentiality of personal data/ personal information (optional)


· Summary of clinical investigation (mandatory)


· Clinical investigation report (mandatory)





2.13 Statements: (mandatory)


2.13.1 Signed statement by the natural or legal person responsible for the manufacture of the investigational device in question conforms to the general safety and performance requirements apart from the aspects covered by the clinical investigation and that, with regards to those aspects, every precaution has been taken to protect the health and safety of the subject.


 (document to upload)





2.13.2 Ethic committee statement (mandatory)


· I understand that the competent authority may contact the ethics committee that is assessing or has assessed the application.









Section 3: Investigational/Study Device


3.1. Device type: (mandatory)


MDR


· Implantable  


· Active Device  


· Measuring function 


· Reusable surgical instrument 


· Intended to administer or remove medicinal substance 


· System 


· Non-medical purpose 


· Sterile 


· Software





IVDR


· Intended for self testing 


· Intended for near-patient testing 


· Companion Diagnostics 


· Reagent 


· Professional Testing 


· Instrument 


· Kit 


· Sterile 


· Software





3.2 Is the Investigational/study Device  CE-marked? (mandatory)


· Yes       EUDAMED UDI-DI_________________  or EUDAMED DI___________________             	Comment by RYELANDT Pierre-Francois (GROW): If yes would mean Art 74(2) 


· No 


3.2.1 The CE marked investigational device will be used outside the scope of its approved intended purpose? (mandatory, applicable only if 3.2 is Yes (CE-marked device))	Comment by RYELANDT Pierre-Francois (GROW): If answer is No, to block, only possible for PMCF/PMPF notification 


· Yes


· No


3.2.2 The additional procedures are invasive or burdensome? (only applicable if 3.2 is Yes (CE-marked device))


· Yes    ( Please describe) ______________________________________________________________________________________________________________________________________________________________


· No








3.2.3 Notified body (if applicable-mandatory)





3.2.3.1 Notified Body code:


___________________________





3.2.3.2 Notified Body name:


___________________________











3.3 Investigational Device details (information is auto-populated if the Device-ID is registered)


a) Device ID  (mandatory)	Comment by RYELANDT Pierre-Francois (GROW): To be assigned by Sponsor and must remain same across different CI/PS if same device


_______________________________________


b) Device Name (mandatory)


_______________________________________


c) Device Trade Name (if applicable)


_______________________________________


d) EMDN nomenclature code: (mandatory)


_______________________________________


3.4 Risk Class (mandatory) (information is auto-populated if the Device-ID is registered)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D





3.5 Device description: (mandatory)


__________________________________________________








3.6 Intended clinical Purpose: (mandatory)


__________________________________________________





3.7 The device contains or incorporates medicinal substance(s)? (mandatory) (Information is auto-populated if the Device-ID is registered)


· Yes


· No





 Medicinal substance(s) name(s):


__________________________________________________





3.8 Does the device include human blood or plasma derivatives? (mandatory) (Information is auto-populated if the Device-ID is registered)


· Yes


· No


3.9 The device incorporates: (mandatory if applicable) (Information is auto-populated if the Device-ID is registered)


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin 	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points








3.10 Scientific opinion (mandatory)





Has the investigational device been subject of a scientific review/opinion from an Expert Panel?	Comment by RYELANDT Pierre-Francois (GROW): To adapt for IVDR


· Yes


· No








3.11 Manufacturer of the Investigated Device (information is auto-populated if the Device-ID is indicated)





3.11.1 Is the Manufacturer same as the Sponsor? (mandatory)


· Yes


· No





3.11.2 Is the Manufacturer registered in EUDAMED? (mandatory)


· Yes    SRN: ___________________________


· No








3.12 Manufacturer information (auto-populated in case is registered in Eudamend)


(mandatory)





a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________








3.13 Authorised representative Identification (if applicable – Auto-populated in case registered in Eudamed)





a) SRN: ___________________________


b) Organisation Name


_________________________________________________


c) Street name


_________________________________________________


d) Street number


_________________________________________________


e) Postcode


__________________________________


f) City


__________________________________


g)  Country


__________________________________


h) Telephone number


__________________________________





3.13.1 Contact person of the authorised representative


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________








3.13 Add details for another Investigational/ Study Device (if applicable)


(....)






Section 4: Comparator





4.1 Is there a Comparator? (mandatory)





· Yes


· No





4.2 Kind of comparator (mandatory)


· Therapy


· Placebo


· No treatment


· Medical Device








4.2.1 The comparator medical device is CE marked? (mandatory)


· Yes  UDI-DI / EUDAMED ID:___________________________


· No








4.2.1.1 The CE marked comparator medical device will be used in the clinical investigation following its approved intended purpose?


· Yes


· No





4.2.2 Comparator device information


a) Basic UDI-DI / EUDAMED DI / Device ID


______________________________(auto-populated if CE marked /mandatory)


b) Device name/Model


______________________________( auto-populated if CE marked/mandatory)


c) Trade name


________________________________(auto-populated if CE marked/optional)


d) EMDN nomenclature code


______________________________ (auto-populated if CE marked/mandatory)








e) Risk Class (auto-populated if CE marked/mandatory)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D





f) Device description (mandatory)


____________________________________________________





g) Intended (Clinical) Purpose (mandatory)


________________________________________________________________________________________________________





4.2.3 Other comparator device information (if applicable) 	Comment by RYELANDT Pierre-Francois (GROW): Sections 4.2.3 only applicable if comparator device is not CE marked


4.2.3.1 Does the device contains or incorporates medicinal substance?


· Yes


· No


Medicinal substance name: _____________________________


____________________________________________________





4.2.3.2 Does the comparator device include human blood or plasma derivatives? (mandatory)


· Yes


· No








4.2.3.3 Does the device incorporates, as an integral part, or whether is manufactured utilizing: (mandatory if applicable)


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points








4.2.3.4 Scientific opinion


Has the comparator investigational device been subject of a scientific review/opinion from an Expert Panel?	Comment by RYELANDT Pierre-Francois (GROW): To adapt for IVDR


· Yes


· No





4.2.3.5 Manufacturer (information is auto-populated if Device-ID registered in Eudamed)


4.2.3.5.1 Is the Manufacturer same as the sponsor?


· Yes


· No





4.2.3.5.2 Is the Manufacturer registered in EUDAMED?


· Yes   SRN: ___________________________


· No





4.2.3.5.3 Manufacturer information (information is auto-populated if Device-ID registered in Eudamed)


a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________








4.2.3.5.4 Authorised representative Identification (if applicable is auto-populated)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________





4.2.3.5.5 Contact person of the authorised representative (if applicable is auto-populated)


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________











4.3 Add another comparator


(…)






Section 5: EU country of conduct





5.1 EU country of conduct


(Autopopulated from 1.5 EU countries of conduct)


Example: 


· Belgium


5.2 National Clinical Investigation Information


Languages in witch national information will be provided: (mandatory)


· Dutch


· French


· German





5.3 Expected number of patients for this MS (mandatory)


_____________________





5.4 Is the Sponsor Commercial? (mandatory)


· Yes


· No





5.5 Local Competent Authority ___________________________(mandatory/ auto-populated)


5.6 Local Ethics Committee __________________________(mandatory, select among list for the country)) 


5.6.1 Ethics Committee positive decision


· Yes


· No 


· Unknown





5.7 Investigational/Study Site's information: (mandatory)


5.7.1 Site identification


a) Investigation/Study site number (optional)


_______________________________________________


b) Investigation/Study Site Name


______________________________________________


c) Street name


______________________________________________


d) Street number


___________________________


e) Postcode


___________________________


f) City


___________________________








5.7.2 Investigator Information: (mandatory)


a) Investigator role


· Principal Investigator


· National Coordinating investigator 


· Other (sub-)investigator





b) First name


_________________________________________


c) Last name


_________________________________________


d) Telephone number


_________________________________________


e) Email


_________________________________________


f) Clinical Department








5.7.3 Add another investigator (optional) 


(…)





5.8 Add another Investigational Site (optional)


(…)


Dutch language information


5.9a National language specific CI information: (for example in Dutch) (mandatory)


a) Full Title


___________________________________________________________________________


b) Title for lay people


___________________________________________________________________________








5.10a National language specific device information (mandatory)





a) Device name


__________________________________________________


b) Device trade name


__________________________________________________


c) Device description


__________________________________________________


d) Intended Clinical purpose


__________________________________________________








5.11a National language specific CI description (mandatory)





a)   Primary Objective:


_________________________________________________


b)   Secondary Objective:


_________________________________________________


c)   Other Objectives:


_________________________________________________


d)   Primary Endpoint:


_________________________________________________


  e)  Secondary Endpoint:


_________________________________________________


  f)   Other endpoint(s):


_________________________________________________





5.12a National language specific Purpose (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________





5.13a National language specific Overall synopsis (mandatory)


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





5.14a National language specific Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.15a National language specific Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.16a National language specific Type of subjects (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________





5.17a Attach National language Documents 


· Instruction for use (mandatory)


· Informed consent/ Patient information leaflet (mandatory)


· Ethics committee opinion (optional)


· Proof of insurance (mandatory)


· CV of the investigators (optional)


· All information related to the suitability of center (mandatory)


· Other national requirements (optional)


French language information 


5.9b National language specific CI information: (for example in French)


(…)
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Example for CIPS application in one EU country of conduct; Non-CE marked device




image2.emf

CIPS_Single  Application_Coordinated Assessment_V05.docx




CIPS_Single Application_Coordinated Assessment_V05.docx










Clinical investigation / Performance study


(CIPS)


Application form Version 0.5


(Example Single application for coordinated assessment)








Section 1: CIPS identification


Sponsor Identification: (The sponsor is registered in EUDAMED)


Sponsor ID:


Name:


Address:


Telephone:


Email:





Contact Person of the Sponsor:


First name: 				Last name:


Telephone:                                                    Email:





			


                                                
































1.1 Applicable legislation: (mandatory)


· Regulation (EU) 2017/745 on medical devices


· Regulation (EU) 2017/746 on in vitro diagnostic medical devices





1.2 Investigation/Study Type: (mandatory)


· CI/PS application (Art. 62(1))


· PMCF investigation / PMPF study notification (Art. 74(1))


· Clinical investigation/study application for special purpose (Art. 82(1))





1.3 Submission type: (mandatory)


· First Submission


· New Submission for existing CI/PS


Enter CIPS SIN___________________


· Resubmission


Enter First Application ID__________________





1.4 Application Type: (mandatory)


· Application in one country of conduct


· Single application for multiple countries with coordinated assessment





1.5 EU, EEA Countries and Switzerland


      Countries of conduct: (mandatory)


			AT


			


			BE


			


			BG


			


			CH


			


			CY


			


			CZ


			





			DE


			


			DK


			


			EE


			


			ES


			


			FI


			


			FR


			





			GB


			


			GR


			


			HR


			


			HU


			


			IE


			


			IS


			





			IT


			


			LI


			


			LT


			


			LU


			


			LV


			


			MT


			





			NL


			


			NO


			


			PL


			


			PT


			


			RO


			


			SE


			





			SI


			


			SK


			


			


			


			


			


			


			


			


			














1.6 Proposed Coordinating CA ): _________________________________ (mandatory)








1.7 Clinical Investigation/Performance study Plan (mandatory)





1. CI/PS Code


_______________


1. CI/PS Version


_______________


1. CI/PS date


_______________








1.8 Clinical Investigation/performance study Title (mandatory)





1. Full title


_________________________________________________


1. Short Title


_________________________________________________ (optional)


1. Title for lay people


_________________________________________________





Note: CIPS SIN is generated (after first save)





1.9 Sponsor's Legal representative identification (if applicable)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________


h) Email


__________________________________








1.9.1 Contact person of the Sponsor's Legal representative (if applicable- mandatory)





a) First name        


______________________________________________


b) Last name


______________________________________________


c) Telephone number


 ______________________________________________


d) Email


______________________________________________








1.10 Contact Person for the CI  (mandatory)





· Same as Contact Person of Sponsor


· Same as Contact Person of Sponsor's Legal representative 


· Other:


a) First Name


____________________________________________


b) Last name


____________________________________________


c) Street name


____________________________________________


d) Street number


___________________________


e) Postcode


___________________________


f) City


___________________________


g)  Country


___________________________


h) Telephone number


____________________________________________


i) Email


                   ____________________________________________


Section 2: CIPS description





2.1 Has the CI/PS been subject of a scientific review/opinion? (mandatory)


· Yes	


· No








2.2 Third Countries outside EU, EEA Countries and Switzerland: (if applicable) 


_______________________   ______________________


_______________________   ______________________


_______________________   ______________________








2.3 Type of the design (mandatory)





· Exploratory study


· Observational Study


· Confirmatory study





First in human?


· Yes


· No





2.4 Design methodology (mandatory)


· Case control


· Controlled


· Cross-sectional


· Double blind


· Single blind


· Randomised


· Open


· Other:___________________________________ (please specify)








2.5 Development Stage: (mandatory)





· Pilot stage


· Pivotal stage


· Post-market stage








2.6 Objectives and endpoints (mandatory)





a)   Primary Objective:


               _________________________________________________


b)   Secondary Objective:


               _________________________________________________ (optional)


c)   Other Objectives:


       _________________________________________________


d)   Primary Endpoint:


       _________________________________________________


e)   Secondary Endpoint:


       _________________________________________________


  f)   Other endpoint(s):


         _________________________________________________ (optional)











2.7 Overall Synopsis: (mandatory)


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





2.8 Planned number of subjects (mandatory)





a) In Europe _____________


    In Asia _____________


    In Africa _____________


    In North America _____________


    In South America _____________


    In Oceania _____________


 


b) Total____________ (auto populated from the previous fields)





c) Estimated start date: ______/___/___


d) Estimated end date: ______/ ___/ ___








2.9 Population





2.9.1 Medical Condition (if applicable – mandatory)


a) Is there a medical condition associated?


· Yes 


· No





b) Is the medical condition considered to be rare?


· Yes 


· No





2.9.2 Therapeutic area: (mandatory – drop-down list – multi-select possible)


___________________________ 








2.9.3 Gender of subjects (mandatory)


· Male


· Female


· Other





2.9.4 Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________


2.9.5 Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________





2.9.6 Type of Subjects: (mandatory)





Type of subjects that would be targeted/recruited in the clinical investigation:


· Healthy volunteers


· Patients


· Vulnerable population


· Incapacitated subjects


· Minors


· Pregnant women


· Breastfeeding women


· Patients in emergency situations


· Other(please specify): __________________________________








2.9.7 Age range: (mandatory)





· In-Utero


· Newborn (from 0 to 27 days)


· Infants and toddlers (from 28 days to 23 months)


· Children (from 2 to 5 years)


· Children (from 6 to 11 years)


· Adolescents (from 12 to 17 years)


· Adult (from 18 to 84 years)


· Elderly (from 85 years)





2.10 Scope of the Investigational Device





2.10.1 Device Purpose: (mandatory)


(MDR)


· Diagnosis of disease, 


· Prevention of disease, 


· Monitoring of disease, 


· Prediction of disease, 


· Prognosis of disease, 


· treatment of disease


· alleviation of disease


· Diagnosis of an injury or disability, 


· Monitoring of an injury or disability, 


· Treatment of an injury or disability, 


· alleviation of an injury or disability 


· compensation for an injury or disability


· Investigation of the anatomy or of a physiological or pathological process or state, 


· replacement or modification of the anatomy or of a physiological or pathological process or state


· Providing information by means of in vitro examination of specimens derived from the human body, including organ, blood and tissue donations


· Devices for the control or support of conception


· Products specially intended for the cleaning, disinfection or sterilization of devices





(IVDR) Device purposes of providing information on one or more of the following:


· Physiological process or state 


· pathological process or state


· Congenital physical impairments


· Congenital mental impairments


· Predisposition to a medical condition or a disease


· To determine the safety with potential recipients


· To determine the compatibility with potential recipients


· To predict treatment response or reactions


· To define therapeutic measures


· monitoring therapeutic measures


· Specimen receptacle





2.10.2  Combined MDD/IVD  (mandatory)


· Yes


· No





2.10.3 Is the application submitted in parallel with an application for a clinical trial on medicinal product? (mandatory)


· Yes       EU Clinical Trial Number: ___________________


· No











2.11 Coordinating investigator: (mandatory)


a) First name


________________________________________________________________


b) Last name


________________________________________________________________


c) Email


________________________________________________________________


d) Street name


________________________________________________________________


e) Street number


___________________________


f) Postcode


___________________________


g) City


___________________________


h)  Country


___________________________











2.12 List of common documents to attach:





· Investigator's brochure (mandatory)


· Clinical Investigation/Performance Study Plan(mandatory)


· Technical documentation: risk analysis, test report, etc. (mandatory)


· Clinical evaluation plan (Reference number or doc. to upload) (mandatory)


· Scientific opinion (if applicable)


· Description of the arrangements to comply with the applicable rules on the protection and confidentiality of personal data/ personal information (optional)


· Summary of clinical investigation (mandatory)


· Clinical investigation report (mandatory)





2.13 Statements:  (mandatory)


2.13.1 Signed statement by the natural or legal person responsible for the manufacture of the investigational device in question conforms to the general safety and performance requirements apart from the aspects covered by the clinical investigation and that, with regards to those aspects, every precaution has been taken to protect the health and safety of the subject.


 (document to upload)





2.13.2 Ethic committee statement  (mandatory)


· I understand that the competent authorities may contact the ethics committee that is assessing or has assessed the application in its country.









Section 3: Investigational/ Study Device


3.1. Device type: (mandatory)


MDR


· Implantable  


· Active Device  


· Measuring function 


· Reusable surgical instrument 


· Intended to administer or remove medicinal substance 


· System 


· Non-medical purpose 


· Sterile 


· Software





IVDR


· Intended for self testing 


· Intended for near-patient testing 


· Companion Diagnostics 


· Reagent 


· Professional Testing 


· Instrument 


· Kit 


· Sterile 


· Software





3.2 Is the Investigational Device CE-marked (mandatory)


· Yes       EUDAMED UDI-DI_________________  or EUDAMED DI___________________             	Comment by RYELANDT Pierre-Francois (GROW): If yes would mean Art 74(2) 


· No 


3.2.1 The CE marked investigational device will be used outside the scope of its approved intended purpose? (mandatory, applicable only if 3.2 is Yes (CE-marked device))	Comment by RYELANDT Pierre-Francois (GROW): If answer is No, to block, only possible for PMCF/PMPF notification 


· Yes


· No


3.2.2. The additional procedures are invasive or burdensome? (only applicable if 3.2 is Yes (CE-marked device))


· Yes    ( Please describe) ______________________________________________________________________________________________________________________________________________________________


· No








3.2.3 Notified body (if applicable-mandatory)





3.2.3.1 Notified Body code:


___________________________





3.2.3.2 Notified Body name:


___________________________














3.3 Investigational Device details (information is auto-populated if the Device-ID is registered)


a) Device ID (mandatory)	Comment by RYELANDT Pierre-Francois (GROW): To be assigned by Sponsor and must remain same across different CI/PS if same device 


_______________________________________


b) Device Name (mandatory)


_______________________________________


c) Device Trade Name (if applicable)


_______________________________________


d) EMDN nomenclature code: (mandatory)


_______________________________________





3.4 Risk Class (mandatory) (information is auto-populated if the Device-ID is registered)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D





3.5 Device description: (mandatory)


__________________________________________________








3.6 Intended clinical Purpose: (mandatory)


__________________________________________________





3.7 The device contains or incorporates medicinal substance(s)? (mandatory)


· Yes


· No





 Medicinal substance(s) name(s):


__________________________________________________


3.8 Does the device include human blood or plasma derivatives? (mandatory)


· Yes


· No


3.9 The device incorporates: (mandatory if applicable) (Information is auto-populated if the Device-ID is registered)


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points











3.10 Scientific opinion (mandatory)





Has the investigational device been subject of a scientific review/opinion from an Expert Panel?	Comment by RYELANDT Pierre-Francois (GROW): To adapt for IVDR


· Yes


· No








3.11 Manufacturer of the Investigated Device Device (information is auto-populated if the Device-ID is indicated)


 


3.11.1 Is the Manufacturer same as the Sponsor? (mandatory)


· Yes


· No





3.11.2 Is the Manufacturer registered in EUDAMED? (mandatory)


· Yes    SRN: ___________________________


· No








3.11.3 Manufacturer information (information is auto-populated in case is registered in Eudamend) (mandatory)





a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________


3.12 Authorised representative Identification (if applicable – Auto-populated in case registered in Eudamed)





a) SRN: ___________________________


b) Organisation Name


_________________________________________________


c) Street name


_________________________________________________


d) Street number


_________________________________________________


e) Postcode


__________________________________


f) City


__________________________________


g)  Country


__________________________________


h) Telephone number


__________________________________








3.12.1 Contact person of the authorised representative


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________











3.17 Add details for another Investigational/ Study Device (if applicable)


(....)









Section 4: Comparator





4.1 Is there a Comparator? (mandatory)


· Yes


· No





4.2 Kind of comparator (mandatory)


· Therapy


· Placebo


· No treatment


· Medical Device








4.2.1 The comparator medical device is CE marked? (mandatory)


· Yes  UDI-DI / EUDAMED ID:___________________________


· No








4.2.1.1 The comparator medical device will be used in the clinical investigation following its approved intended purpose?


· Yes


· No





4.2.2 Comparator device information


a) UDI-DI / EUDAMED DI / Device ID 


_____________________________(auto-populated if CE marked /mandatory)


b) Device name/Model


_____________________________( auto-populated if CE marked /mandatory)


c) Trade name


_____________________________(auto-populated if CE marked /optional)


d) EMDN nomenclature code


_____________________________(auto-populated if CE marked /mandatory)








e) Risk Class (auto-populated if CE marked /mandatory)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D





f) Device description (mandatory)


____________________________________________________





g) Intended (Clinical) Purpose (mandatory)


________________________________________________________________________________________________________





4.2.3 Other comparator device information (if applicable) 	Comment by RYELANDT Pierre-Francois (GROW): Sections 4.2.3 only applicable if comparator device is not CE marked


	4.2.3.1 Does the device contains or incorporates medicinal substance?


· Yes


· No


Medicinal substance name: _____________________________


____________________________________________________











4.2.3.2 Does the comparator device include human blood or plasma derivatives? (mandatory)


· Yes


· No





4.2.3.3 Does the device incorporates, as an integral part, or whether is manufactured utilizing:  (mandatory if applicable)


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points








4.2.3.4 Scientific opinion 


Has the comparator investigational device been subject of a scientific review/opinion from an Expert Panel?	Comment by RYELANDT Pierre-Francois (GROW): To adapt for IVDR


· Yes


· No





4.2.3.5 Manufacturer


4.2.3.5.1 Is the Manufacturer same as the sponsor?


· Yes


· No





4.2.3.5.2 Is the Manufacturer registered in EUDAMED?


· Yes   SRN: ___________________________





· No





4.2.3.5.3 Manufacturer information


a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________








4.2.3.5.4 Authorised representative Identification (if applicable)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________





4.2.3.5.5 Contact person of the authorised representative


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________











4.3 Add another comparator


(…)






Section 5: EU country of conduct





5.1 Select one country


(List autopopulated from 1.5 EU countries of conduct)


Example: 


· Belgium


· France


· Germany


· Italy


5.2 National Clinical Investigation Information


Languages in witch national information will be provided: (mandatory)


· Dutch


· French


· German


· Italian





5.3 Expected number of patients for this MS (mandatory)


_____________________





5.4 Is the Sponsor Commercial? (mandatory)


· Yes


· No





5.5 Local Competent Authority ___________________________ (mandatory, select among list for the country)


5.6 Local Ethics Committee __________________________(mandatory, select among list for the country) 


5.6.1 Ethics Committee positive decision


· Yes


· No 


· Unknown








5.7 Investigational/Study Site's information: (mandatory) 


5.7.1 Site identification


a) Investigation/Study Site Number (optional)


_______________________________________________


b) Investigation/Study Site Name


______________________________________________


c) Street name


______________________________________________


d) Street number


___________________________


e) Postcode


___________________________


f) City


___________________________








5.7.2 Investigator Information: (mandatory)


a) Investigator role


· Principal Investigator


· National Coordinating investigator 


· Other (sub-)investigator





b) First name


_________________________________________


c) Last name


_________________________________________


d) Telephone number


_________________________________________


e) Email


_________________________________________


f) Clinical Department





5.7.3 Add another investigator (optional) 


(…)


5.8 Add another Investigational Site (optional)


(…)


Dutch language information


5.9a National language specific CI information: (for example in Dutch) (mandatory)


a) Full Title


___________________________________________________________________________


b) Title for lay people


___________________________________________________________________________








5.10a National language specific device information (mandatory)





a) Device name


__________________________________________________


b) Device trade name


__________________________________________________


c) Device description


__________________________________________________


d) Intended Clinical purpose


__________________________________________________








5.11a National language specific CI description (mandatory)





a)   Primary Objective:


_________________________________________________


b)   Secondary Objective:


_________________________________________________


c)   Other Objectives:


_________________________________________________


d)   Primary Endpoint:


_________________________________________________


  e)  Secondary Endpoint:


_________________________________________________


  f)   Other endpoint(s):


_________________________________________________





5.12a National language specific Purpose (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________





5.13a National language specific Overall synopsis (mandatory)


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





5.14a National language specific Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.15a National language specific Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.16a National language specific Type of subjects (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________


5.17a Attach National language Documents


· Instruction for use (mandatory)


· Informed consent/ Patient information leaflet (mandatory)


· Ethics committee opinion (optional)


· Proof of insurance (mandatory)


· CV of the investigators (optional)


· All information related to the suitability of center (mandatory)


· Other national requirements (optional)


French language information


5.9b National language specific CI information: (for example in French)


(…)
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Example Single application for coordinated assessment
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Clinical investigation / Performance study


(CIPS)


Application form Version 0.5


(Example for PMCF/PMPF Notification First Submission)








Section 1: CIPS identification


Sponsor Identification: (The sponsor is registered in EUDAMED)


Sponsor ID:


Name:


Address:


Telephone:


Email:





Contact Person of the Sponsor:


First name: 				Last name:


Telephone:                                                    Email:





			


                                                
































1.1 Applicable legislation: (mandatory)


· Regulation (EU) 2017/745 on medical devices


· Regulation (EU) 2017/746 on in vitro diagnostic medical devices


1.2 Investigation Type: (mandatory)


· CI/PS application (Art. 62(1))


· PMCF investigation / PMPF study notification (Art. 74(1))


· Clinical investigation/study application for special purpose (Art.82(1))





1.3 Submission type: (mandatory)


· First Submission


· New Submission for existing PMCF investigation 


Enter PMCF SIN___________________ 


· Resubmission


Enter First notification ID__________________





1.4 Application Type: (not to provide, automatically determined from Investigation Type)


· Application in one country of conduct


1.5 EU, EEA Countries and Switzerland 


      Country of conduct: only one country (mandatory)


			AT


			


			BE


			


			BG


			


			CH


			


			CY


			


			CZ


			





			DE


			


			DK


			


			EE


			


			ES


			


			FI


			


			FR


			





			GB


			


			GR


			


			HR


			


			HU


			


			IE


			


			IS


			





			IT


			


			LI


			


			LT


			


			LU


			


			LV


			


			MT


			





			NL


			


			NO


			


			PL


			


			PT


			


			RO


			


			SE


			





			SI


			


			SK


			


			


			


			


			


			


			


			


			











1.6 PMCF investigation/ PMPF study Plan (mandatory)





a) CI/PS Code


_______________


b) CI/PS Version


_______________


c) CI/PS date


_______________








1.7 PMCF investigation/ PMPF study Title (mandatory)





a) Full title


_________________________________________________(mandatory)


b) Short Title


_________________________________________________(optional)


c) Title for lay people


_________________________________________________(mandatory)





Note: CIPS SIN is generated (after first save)





1.8 Sponsor's Legal representative identification (if applicable- mandatory)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________


h) Email


__________________________________ 








1.9.1 Contact person of the Sponsor's Legal representative (if applicable- mandatory)





a) First name        


______________________________________________ 


b) Last name


______________________________________________ 


c) Telephone number


 ______________________________________________ 


d) Email


______________________________________________ 








1.10 Contact Person for the PMCF/PMPF (mandatory)





· Same as Contact Person of Sponsor


· Same as Contact Person of Sponsor's Legal Representative 


· Other:


a) First Name


            ____________________________________________ 


b) Last name


             ___________________________________________


c) Telephone number


             ____________________________________________ 


d) Email


             ____________________________________________ 









Section 2: PMCF investigation/PMPF Study description





2.1 Is this study part of a PMCF Plan ?


· Yes	


· No





2.2 Has the PMCF investigation/ PMPF study been subject of a scientific review/opinion? (mandatory)


· Yes	


· No





2.3 Objectives and endpoints





a)   Primary Objective:


         _________________________________________________ (mandatory)


b)   Secondary Objective:


         _________________________________________________ (mandatory)


c)   Other Objectives:


         _________________________________________________ (optional)


d)   Primary Endpoint:


        __________________________________________________(mandatory)


e)   Secondary Endpoint:


        __________________________________________________(mandatory)


 f)   Other endpoint(s):


       __________________________________________________(optional)








2.4 Overall Synopsis: (mandatory) 


________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





2.5 Planned number of subjects (mandatory)





a) In Europe _____________


    In Asia _____________


    In Africa _____________


    In North America _____________


    In South America _____________


    In Oceania _____________





b) Total____________ (auto populated from the previous fields)





c) Estimated start date: ______/___/___ (optional)


d) Estimated end date: ______/ ___/ ___ (optional)














2.6 Population





2.6.1 Medical Condition (if applicable- mandatory)


Is there a medical condition associated? 


· Yes 


· No





Is the medical condition considered to be rare?


· Yes 


· No





2.6.2 Therapeutic area: (mandatory – dropdown list – multi-select possible) 


___________________________ 





2.6.3 Gender of subjects (mandatory)


· Male


· Female


· Other





2.6.4 Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________


2.6.5 Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________





2.6.6 Type of Subjects: (mandatory)





Type of subjects that would be targeted/recruited in the clinical investigation:


· Healthy volunteers


· Patients


· Vulnerable population


· Incapacitated subjects


· Minors


· Pregnant women


· Breastfeeding women


· Patients in emergency situations


· Other(please specify): __________________________________








2.6.7 Age range: (mandatory)





· In-Utero


· Newborn (from 0 to 27 days)


· Infants and toddlers (from 28 days to 23 months)


· Children (from 2 to 5 years)


· Children (from 6 to 11 years)


· Adolescents (from 12 to 17 years)


· Adult (from 18 to 84 years)


· Elderly (from 85 years)





2.7 Scope of Investigational Device





2.7.2 Device Purposes: (mandatory)


(MDR)


· Diagnosis of disease, 


· prevention of disease, 


· monitoring of disease, 


· prediction of disease, 


· prognosis of disease, 


· treatment of disease,


· alleviation of disease,


· Diagnosis of an injury or disability, 


· Monitoring of an injury or disability, 


· Treatment of an injury or disability, 


· alleviation of an injury or disability, 


· compensation for an injury or disability,


· Investigation of the anatomy or of a physiological or pathological process or state, 


· replacement or modification of the anatomy or of a physiological or pathological process or state


· Providing information by means of in vitro examination of specimens derived from the human body, including organ, blood and tissue donations


· Devices for the control or support of conception


· Products specially intended for the cleaning, disinfection or sterilization of devices


(IVDR) Device purposes of providing information on one or more of the following:


· Physiological process or state


· pathological process or state


· Congenital physical impairments


· Congenital mental impairments


· Predisposition to a medical condition or a disease


· To determine the safety with potential recipients


· To determine compatibility with potential recipients


· To predict treatment response or reactions


· To define therapeutic measures


· monitoring therapeutic measures


· Specimen receptacle








2.7.3 Combined MD/IVD (mandatory)


· Yes


· No


2.7.4 Is the application submitted in parallel with an application for a clinical trial on medicinal product?(mandatory)


· Yes      EU Clinical Trial number: ________________________


· 


· No








2.8 List of documents to attach:	Comment by NASCIMENTO Mariana (GROW-EXT): Clarification needed. Which documents for a PMCF/PMPF notification should be provided at global and national level. Mandatory and optional cases.





· Investigator's brochure (mandatory)


· PMCF investigation Plan(mandatory)


· Technical documentation: risk analysis, test report, etc. (mandatory)


· Clinical evaluation plan  (Reference number or doc. to upload) (mandatory)


· Scientific opinion (if applicable)


· Description of the arrangements to comply with the applicable rules on the protection and confidentiality of personal data/ personal information (optional)





2.9 Statements: (mandatory)


2.9.1 Signed statement by the natural or legal person responsible for the manufacture of the investigational device in question conforms to the general safety and performance requirements apart from the aspects covered by the clinical investigation and that, with regards to those aspects, every precaution has been taken to protect the health and safety of the subject.


(Document to upload)





2.9.2 Ethic committee statement (mandatory)


· I understand that the competent authority may contact the ethics committee that is assessing or has assessed the application.












Section 3: Investigational/ Study Device


3.1 Device type (mandatory)


MDR


· Implantable  


· Active Device  


· Measuring function 


· Reusable surgical instrument 


· Intended to administer or remove medicinal substance 


· System 


· Non-medical purpose 


· Sterile 


· Software 





IVDR


· Intended for self testing 


· Intended for near-patient testing 


· Companion Diagnostics 


· Reagent 


· Professional Testing 


· Instrument 


· Kit 


· Sterile 


· Software





3.2. CE-marked Investigational Device (mandatory)


·   UDI-DI_________________  or EUDAMED ID___________________             





3.2.1 Is the Device used within the scope of its intended purpose (mandatory)	Comment by RYELANDT Pierre-Francois (GROW): Always yes, otherwise block


· Yes	Comment by RYELANDT Pierre-Francois (GROW): Disclaimer to approve


· No


3.2.2 Are there additional procedures that are invasive or burdensome? (mandatory, applicable only if 3.2.1 is Yes) 


· Yes    ( Please describe) ______________________________________________________________________________________________________________________________________________________________


· No








3.2.2 Notified body 


3.2.2.1 Notified Body name: (mandatory)


___________________________








3.2.2.2 Notified Body code: (mandatory)


___________________________





3.3 Investigational Device details (information is auto-populated from UDI-DI data in Eudamed)


a) Device ID (N/A since CE marked) 


_______________________________________


b) Device Name/model (mandatory) (information is auto-populated from UDI-DI data in Eudamed)


_______________________________________


c) Device Trade Name (optional) (information is auto-populated from UDI-DI data in Eudamed)


_______________________________________


d) EMDN nomenclature code: (mandatory) (information is auto-populated from UDI-DI data in Eudamed)


_______________________________________


3.4 Risk Class (mandatory) (information is auto-populated from UDI-DI data in Eudamed)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D





3.5 Device description: (mandatory)


__________________________________________________








3.6 Intended clinical Purpose: (mandatory)


__________________________________________________








3.7 The device contains or incorporates medicinal substance? (mandatory) (information is auto-populated from UDI-DI data in Eudamed)


· Yes


· No





 Medicinal substance name:


__________________________________________________





3.8 Does the device include human blood or plasma derivatives? (mandatory) (information is auto-populated from UDI-DI data in Eudamed)


· Yes


· No





3.9 The device incorporates, as an integral part, or whether is manufactured utilizing: (mandatory if applicable) 


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points








3.10 Scientific opinion (mandatory)





Has the investigational device been subject of a scientific review/opinion from an Expert Panel?	Comment by RYELANDT Pierre-Francois (GROW): To adapt for IVDR


· Yes


· No








3.11 Manufacturer of the Investigated Device 





3.11.1 Is the Manufacturer same as the Sponsor? (mandatory)


· Yes


· No





3.11.2 Manufacturer identification (information is auto-populated from UDI-DI data in Eudamed)


·     SRN: ___________________________








3.11.3 Manufacturer information (auto-populated from UDI-DI and actor data in Eudamed for the SRN)


(mandatory)


a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________








3.12 Authorised representative Identification (if applicable) ( information is auto-populated from UDI-DI data in Eudamed)


a) SRN: ___________________________


b) Organisation Name


_________________________________________________


c) Street name


_________________________________________________


d) Street number


_________________________________________________


e) Postcode


__________________________________


f) City


__________________________________


g)  Country


__________________________________


h) Telephone number


__________________________________








3.12.1 Contact person of the authorised representative (information is auto-populated from UDI-DI data in Eudamed)


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________











3.13 Add details for another Investigational/ Study Device (if applicable)


(....)









Section 4: Comparator





4.1 Is there a Comparator? (mandatory)


· Yes


· No





4.2 Kind of comparator (mandatory)


· Therapy


· Placebo


· No treatment


· Medical Device








4.2.1 The comparator medical device is CE marked? (mandatory)


· Yes  UDI-DI / EUDAMED ID:___________________________


· No








4.2.1.1 The CE-marked comparator medical device will be used in the clinical investigation following its approved intended purpose?


· Yes


· No





4.2.2 Comparator device information


a) Basic UDI-DI / EUDAMED DI / Device ID


__________________(auto-populated if CE marked /mandatory)


b) Device name/Model


__________________(auto-populated if CE marked /mandatory)


c) Trade name


__________________(auto-populated if CE marked /mandatory)


d) EMDN nomenclature code


__________________(auto-populated if CE marked /mandatory)





e) Risk Class (auto-populated if CE marked /mandatory)


· Class I


· Class IIa


· Class IIb


· Class III


· Class A


· Class B


· Class C


· Class D








f) Device description (mandatory)


____________________________________________________








g) Intended Clinical Purpose (mandatory)


________________________________________________________________________________________________________





4.2.3 Other comparator device information (if applicable) 	Comment by RYELANDT Pierre-Francois (GROW): Sections 4.2.3 only applicable if comparator device is not CE marked


4.2.3.1 Does the device contains or incorporates medicinal substance?


· Yes


· No


Medicinal substance name: _____________________________


____________________________________________________








4.2.3.2 Does the comparator device include human blood or plasma derivatives? (auto-populated)


· Yes


· No





4.2.3.3 Does the device incorporates, as an integral part, or whether is manufactured utilizing: (mandatory if applicable)


· Non-viable tissues of human origin or their derivatives with an ancillary action


· Non-viable cells of human origin or their derivatives with an ancillary action


· Non-viable tissues of animal origin or their derivatives with an ancillary action


· Non-viable cells of animal origin or their derivatives with an ancillary action 


· Cells or substances of microbiological origin	Comment by RYELANDT Pierre-Francois (GROW): Only applicable for IVDR


· Non-viable biological substance other than those referred to in the previous points








4.2.3.4 Scientific opinion 


Has the comparator investigational device been subject of a scientific review/opinion from the Expert Panel?


· Yes


· No





4.2.3.5 Manufacturer (information is auto-populated if Device-ID registered in Eudamed)


4.2.3.5.1 Is the Manufacturer same as the sponsor?


· Yes


· No











4.2.3.5.2 Manufacturer information (information is auto-populated when SRN is provided)


SRN: _________


a) Manufacturer Organisation name


____________________________________________________


b) Contact's first name


____________________________________________________


c) Contact's last name


____________________________________________________


d) E-mail


____________________________________________________


e) Telephone


____________________________________________________


f) Street name


____________________________________________________


g) Street number


____________________________________________________


h) Postcode


_______________________


i) City


_______________________


j) Country


_______________________








4.2.3.5.3 Authorised representative Identification (if applicable is auto-populated)


a) Organisation Name


_________________________________________________


b) Street name


_________________________________________________


c) Street number


_________________________________________________


d) Postcode


__________________________________


e) City


__________________________________


f)  Country


__________________________________


g) Telephone number


__________________________________





4.2.3.5.5 Contact person of the authorised representative (if applicable is auto-populated)


a) First name        


_________________________________________________


b) Last name


_________________________________________________


c) Telephone number 


_________________________________________________


d) Email 


_________________________________________________











4.3 Add another comparator


(…)






Section 5: EU country of conduct





5.1 EU country of conduct


(Autopopulated from 1.5 EU countries of conduct)


Example: 


· Belgium


5.2 National Clinical Investigation Information


Languages in witch national information will be provided: (mandatory)


· Dutch


· French


· German





5.3 Expected number of patients for this MS (mandatory)


_____________________





5.4 Is the Sponsor Commercial? (mandatory)


· Yes


· No





5.5 Local Competent Authority ___________________________ (mandatory, select among list for the country)


5.6 Local Ethics Committee __________________________ (mandatory, select among list for the country)


5.6.1 Ethics Committee positive decision


· Yes


· No 


· Unknown








5.7 Investigational/Study Site's information: (mandatory) 


5.7.1 Site identification 


a) Investigation/Study site number (optional)


_______________________________________________


b) Investigation/Study Site Name


______________________________________________


c) Street name


______________________________________________


d) Street number


___________________________


e) Postcode


___________________________


f) City


___________________________











5.7.2 Investigator Information: (mandatory)


a) Investigator role


· Principal Investigator


· National Coordinating investigator 


· Other (sub-)investigator





b) First name


_________________________________________


c) Last name


_________________________________________


d) Telephone number


_________________________________________


e) Email


_________________________________________


f) Clinical Department


_________________________________________








 5.7.3 Add another investigator (optional) 


(…)


5.8 Add another Investigational Site (optional)


(…)


Dutch language information


5.9a National language specific CI information: (for example in Dutch) (mandatory)


a) Full Title


___________________________________________________________________________


b) Title for lay people


___________________________________________________________________________








5.10a National language specific device information (mandatory)





a) Device name


__________________________________________________


b) Device model 


__________________________________________________


c) Device trade name


__________________________________________________


d) Device description


__________________________________________________


e) Intended Clinical purpose


__________________________________________________


5.11a National language specific CI description (mandatory)





a)   Primary Objective:


_________________________________________________


b)   Secondary Objective:


_________________________________________________


c)   Other Objectives:


_________________________________________________


d)   Primary Endpoint:


_________________________________________________


  e)  Secondary Endpoint:


_________________________________________________


  f)   Other endpoint(s):


_________________________________________________





5.12a National language specific Purpose (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________





5.13a National language specific Overall synopsis (mandatory)


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





5.14a National language specific Inclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.15a National language specific Exclusion Criteria: (mandatory)


__________________________________________________________________________________________________________________________________________________________________________





5.16a National language specific Type of subjects (if applicable)


· Other : ( please specify) ____________________________________________________________________________________________________________________________________________________________





5.17a Attach National language Documents (mandatory)	Comment by NASCIMENTO Mariana (GROW-EXT): Clarification needed. Which documents for a PMCF/PMPF notification should be provided at global and national level. Mandatory and optional cases.



· Instruction for use (mandatory)


· Informed consent/ Patient information leaflet (mandatory)


· Ethics committee opinion (optional)


· Proof of insurance (mandatory)


· CV of the investigators (optional)


· All information related to the suitability of center (mandatory)


· Other national requirements (mandatory)


French language information


5.9b National language specific CI information: (for example in French)


(…)
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Example for PMCF/PMPF Notification (First Submission)




image4.emf

Microsoft Word  Document




Microsoft Word Document




			Template for comments 


			Date:


			Document: 


			Project: 














			NCA / Stakeholder1


			Line number


			Clause/
Subclause


			Paragraph/
Figure/Table


			Type of comment2


			Comment


			Proposed change


			Subgroup comment3





			


			


			


			


			


			


			


			





			


			


			


			


			


			


			


			





			


			


			


			


			


			


			


			





			


			


			


			


			


			


			


			





			


			


			


			


			


			


			


			











	









































1	NCA = National Competent Authority


2	Type of comment:	ge = general	te  = technical	ed = editorial


3	Subgroup comment: 	i.e. ACCEPT / REJECT / PARTIALLY ACCEPT. Subgroup to provide rationale where possible
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CIPS_FirstSubmission _OneEUCountry_V05.docx
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