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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:1] 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. [1:  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: March 2021
	Clinical Investigation Application Template




	Work Package 11

Lead: tbd
Members: tbd

Timeline: March 2021
	Clinical Investigation Assessment Template 




suspended pending input from Eudamed COM team

	Work Package 12

Lead: tbd March 2021
Members: tbd March 2021

Timeline: December 2021
	Clinical Investigation Report Summary Template




	Work Package 13

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

Timeline: March 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: tbd March 2021
Members: BE, DE + IE, FR, CH, PT (to confirm)

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: October 2021
	Transparency
Scope to be further defined



on hold, pending work within Eudamed CIE expected in March 2021

	Work Package 18

Lead: tbd October 2021
Members: tbd October 2021

Timeline: tbd 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 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. 
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		Lead

		IE, BE



		Contributing

		SE, FR, NL, AT, CH, IT, NO
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· CIE Monthly Teleconference: as needed

· CAMD: as requested

· MDCG: for endorsing the template
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		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
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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.
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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)
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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
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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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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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[bookmark: _Toc53405249][bookmark: _Toc54706969]Introduction

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. 



[bookmark: _Toc53405250][bookmark: _Toc54706970]Membership



		Lead

		



		Contributing

		







[bookmark: _Toc53405251][bookmark: _Toc54706971]Reporting Lines



· 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 



		Final draft template for CIE WG endorsement

		February 2021



		MDCG endorsement of template

		March 2021 







[bookmark: _Toc53405253][bookmark: _Toc54706973]Output

MDCG document: Clinical investigation assessment template.



[bookmark: _Toc53405254][bookmark: _Toc54706974]Links with other Working Groups 



· 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.











[bookmark: _Toc53405255][bookmark: _Toc54706975]Annex I: Clinical investigation assessment current document 





Processes and templates relative to CI and PS Assessments
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1. [bookmark: _Toc53405200][bookmark: _Toc53405256][bookmark: _Toc54706976]CI Assessment according to Regulation 2017/745 (MDR) Art. 70-71 & 75



1.1. [bookmark: _Toc53405201][bookmark: _Toc53405257][bookmark: _Toc54706977]Process



[image: ]



1.2. [bookmark: _Toc53405202][bookmark: _Toc53405258][bookmark: _Toc54706978]Document AMDR : Validation / Refusal of Application



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.



[bookmark: _Toc53405205][bookmark: _Toc53405261][bookmark: _Toc54706981]The sponsor may appeal the decision of refusal by following the appeal procedure provided by the member state.








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



2.1. [bookmark: _Toc53405206][bookmark: _Toc53405262][bookmark: _Toc54706982]Process

[image: ]



2.2. [bookmark: _Toc53405207][bookmark: _Toc53405263][bookmark: _Toc54706983]Document AIVDR



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.



2.4. [bookmark: _Toc53405209][bookmark: _Toc53405265][bookmark: _Toc54706985]Document CIVDR: Authorisation / Refusal of substantial modification



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.




[bookmark: _Toc53405210][bookmark: _Toc53405266][bookmark: _Toc54706986]3. Coordinated procedure according to Regulation 2017/745 (MDR) Art. 78 & 80 and Regulation 2017/746 (IVDR) Art. 74 & 76



3.1. [bookmark: _Toc53405211][bookmark: _Toc53405267][bookmark: _Toc54706987]Coordinated Assessment Procedure of a new Application — Process

[image: ]





3.2. [bookmark: _Toc53405212][bookmark: _Toc53405268][bookmark: _Toc54706988]Coordinated Assessment Procedure of substantial modifications — Process

[image: ]





3.3. [bookmark: _Toc53405213][bookmark: _Toc53405269][bookmark: _Toc54706989]Coordinated Assessment Procedure of SAEs, DDs and new findings — Process

[image: ][image: ]









[bookmark: _Toc53405214][bookmark: _Toc53405270][bookmark: _Toc54706990]Annex II: Commenting Table
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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. 





[bookmark: _Toc54719918]Membership



		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







[bookmark: _Toc54720186]Reporting Lines



· 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







[bookmark: _Toc54720464]Reporting Lines



· 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







[bookmark: _Toc54720466]Output

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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