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LISTA DE VERIFICAÇÃO de DOCUMENTOS
Novo Ensaio – Parte II Regulamento EC

	Nº EudraCT (EU CT number): 
	Título:

	Requerente: 




	☐ pedido de elementos a: Clique ou toque para introduzir uma data.
 ☐ resposta a pedido de elementos a: Clique ou toque para introduzir uma data.

	☐ Modalidade de Recrutamento – Pasta K

☐ Descrição da modalidade de recrutamento – obrigatória caso não conste do Protocolo

☐ Materiais de Recrutamento

· Listar todos os materiais de recrutamento:

	Nome do Material
	Versão
	Observações

	
	
	

	
	
	




	[bookmark: Marcar28]☐ Informação dos Sujeitos do Ensaio – Pasta L
☐  Assinalar no caso de utilização do template: 



· Listar todos os formulários de consentimento informado/assentimentos:

	CIF
	Versão
	Observações

	
	
	


 

· Listar todos os Materiais destinados aos participantes:

	Nome do Material
	Versão
	Observações

	
	
	




	☐ Idoneidade do Investigador – Pasta M

     ☐  Assinalar no caso de utilização do template: CV do Investigador


     ☐  Assinalar no caso de utilização do template: Declaração de interesses




Para cada Centro de Ensaio 

· nome do centro de ensaio + nº estimado de participantes

	Nome do IP/IC
	CV atual/assinado/datado
	Certificado BPC
	outros interesses a declarar

	
	
	
	


 
· nome do centro de ensaio + nº estimado de participantes

	Nome do IP/IC
	CV atual/assinado/datado
	Certificado BPC
	outros interesses a declarar

	
	
	
	




	☐ Adequação das Instalações – Pasta N

☐  Assinalar no caso de utilização do template : Condições do centro


· Para cada Centro de Ensaio 

☐ Declaração de condições do centro de ensaio – colocar nome do centro de ensaio 
[bookmark: Marcar36]☐ Descrição infraestruturas 
☐ Descrição equipamentos 
☐ Descrição recursos humanos 
[bookmark: Marcar39]☐ Autorização da realização do EC no serviço  
☐ Autorização da constituição da equipa de investigação (o nº de recursos humanos e funções têm de coincidir com o mencionado no contrato)
☐ Inclui centros externos – quais:
☐ Declaração da autoria e assinada pelo Diretor de Serviço
☐ Declaração dos serviços farmacêuticos 
☐ Declaração do Circuito do ME
Nota: A declaração dos elementos da Equipa de Coordenação deve conter:
-  Prova documental de que o study coordinator depende hierarquicamente do Investigador Principal
- Prova documental por parte do CA/CD que o SC faz parte do centro e que o CA/CD se responsabiliza pela sua participação no ensaio
- Prova documental de acordo/contrato com a administração com cláusula referente à confidencialidade dos dados a que tem acesso
- Prova documental da existência de um acordo entre a entidade externa e o centro/administração (se aplicável)

	☐ Certificado do seguro – Pasta O

[bookmark: Marcar52]☐ ID do EC (preencher)
[bookmark: Marcar53]☐ Seguradora (preencher) 
[bookmark: Marcar54]☐ Segurado (preencher)
[bookmark: Marcar55]☐ N.º da apólice (preencher) - 
☐ Tipo de seguro (preencher) - 
☐ Cobertura (válido à data de submissão)
☐ Data (preencher) 
☐ Assinatura da seguradora 
Nota: O seguro deverá estar válido durante a realização do mesmo e atá 12 meses após a conclusão do estudo para o último doente do estudo em território nacional.

	☐ Disposições Financeiras - Contrato com os centros de ensaio – Pasta P
☐  Assinalar no caso de utilização do template: Compensação ao participante




· Para cada Centro de Ensaio 

☐ Confirmar contratantes (promotor/centro/investigador principal/outras entidades (se aplicável)
☐ Contrato Tipo 
☐ Contrato Definitivo 
☐   Documento contendo informação mínima obrigatória
☐ Retribuição aos membros da equipa cujo número/nome/função deve coincidir com a declaração de condições do centro de ensaio.
☐ Contem informação sobre o fornecimento gratuito ME após conclusão do estudo, “até decisão de introdução no Serviço Nacional Saúde” (de acordo com orientações CEIC) 
☐ Contrato do centro externo 

· Listar os contratos/ Informação mínima obrigatória

Notas: 
- Para o processo ser considerado válido bastará estar assinalada uma das seguintes opções: contrato tipo, contrato definitivo, ou documento contendo informação mínima obrigatória.
. 

	☐ Declaração do Promotor em como os dados serão tratados de acordo o direito da União em matéria de proteção de dados – Pasta R

· Conformidade com o Regulamento (UE) 2016/679 do Parlamento Europeu e do Conselho, de 27 de abril de 2016

☐ Template (de acordo com o submetido na parte I)



☐ Outra Documentação/ Declaração - especificações




☐ Declaração do Promotor em como os dados serão tratadas as amostras biológicas – Pasta s
☐  Assinalar no caso de utilização do template: Amostras biológicas 
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Investigator Curriculum Vitae



This template may be used by Sponsors of clinical trials as part of the application dossier. A separate document should be completed and submitted for each site.

This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use. However, this template is also relevant under Directive 2001/20/EC and may be used in advance of the Regulation applying. 



		Personal Information



		Name:

		Click or tap here to enter text.

		Title:

		Click or tap here to enter text.

		Profession:

		Click or tap here to enter text.

		Current position:

		Click or tap here to enter text.







		Professional Registration[endnoteRef:1] [1:  As per national legislation] 




		Registration number:

		 
Click or tap here to enter text.

		Registration body:

		Click or tap here to enter text.

		Registration expiry date (if applicable):

		Click or tap here to enter text.

		Registration state/province (if applicable):

		Click or tap here to enter text.







		Education and Qualifications[endnoteRef:2]  [2:  Relevant to be an investigator] 




		Institution name

		Qualification

		Year



		Click or tap here to enter text.		Click or tap here to enter text.		Click or tap here to enter text.

		Click or tap here to enter text.		Click or tap here to enter text.		Click or tap here to enter text.

		Click or tap here to enter text.		Click or tap here to enter text.		Click or tap here to enter text.





[bookmark: _GoBack]

		Current employment



		Institution name: 

		Click or tap here to enter text.

		Department:

		Click or tap here to enter text.

		Institution address:

		Click or tap here to enter text.

		Telephone number:

		Click or tap here to enter text.

		E-mail address:

		Click or tap here to enter text.







		

Professional experience[endnoteRef:3] [3:  This should cover the preceding 10 years as a maximum] 




		

Position

		

Institution name and department

		

Start year

		

End year



		

Click or tap here to enter text.

		

Click or tap here to enter text.

		Click or tap here to enter text.



		Click or tap here to enter text.

		

Click or tap here to enter text.

		

Click or tap here to enter text.

		Click or tap here to enter text.		Click or tap here to enter text.

		

Click or tap here to enter text.

		

Click or tap here to enter text.

		Click or tap here to enter text.		Click or tap here to enter text.







		

Relevant clinical trial/study experience[endnoteRef:4] [4:  Idem] 




		

Investigator role

		

Therapeutic area

		

Type of trial

		Year started

		

Phase 

		

Ongoing



		Choose an item.		Click or tap here to enter text.



		Choose an item.		Click or tap here to enter text.		Choose an item.		Choose an item.

		Choose an item.		Click or tap here to enter text.



		Choose an item.		Click or tap here to enter text.		Choose an item.		Choose an item.

		Choose an item.		Click or tap here to enter text.



		Choose an item.		Click or tap here to enter text.		Choose an item.		Choose an item.















		

Training



		

Research training (including GCP)

		

Institution name

		

Year obtained



		Click or tap here to enter text.



		Click or tap here to enter text.		Click or tap here to enter text.

		Click or tap here to enter text.



		Click or tap here to enter text.		Click or tap here to enter text.

		Click or tap here to enter text.



		Click or tap here to enter text.		Click or tap here to enter text.





		Date completed:



		Click or tap to enter a date.

		Signature[endnoteRef:5] (if required): [5:  As per national legislation, a signed version of the CV should be included in the trial master file however a signed version may not be required for regulatory review, this should be confirmed nationally.  ] 




		Click or tap here to enter text.









Version 3.4. June 2019


image3.emf
declaration_interest

_template_en_0.docx


declaration_interest_template_en_0.docx
Declaration of Interest Template



This template may be used by Sponsors of clinical trials as part of the application dossier. A separate declaration should be completed and submitted for the Principal/Lead Investigator at each site.

[bookmark: _GoBack]This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use. However, this template is also relevant under Directive 2001/20/EC and may be used in advance of the Regulation applying. 

		[bookmark: _Hlk8916131]

The following declaration is in relation to the following clinical trial [Please insert the full title and reference number below]

Click or tap here to enter text.



Are there any interests, such as economic interests, institutional affiliations or personal interests, which may influence your impartiality? 

 Yes  ☐  No  ☐

If Yes, please give details of all interests:

Click or tap here to enter text.



I declare that the information provided above is accurate to the best of my knowledge.

Name of investigator: Click or tap here to enter text.

Name of Institution: Click or tap here to enter text.

Signed:  Click or tap here to enter text.                       

Date:  Click or tap to enter a date.









Declaration of Interest template V 0.1 June 2019
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Site Suitability Template


· This form may be used by Sponsors of clinical trials as part of the application dossier. This is not a mandatory form and different national arrangements may be in place which should be confirmed prior to submission.    

· When completing this form, any national guidelines should also be referred to with regards to which sections must be completed. Where no national guidelines exist, the form should be completed in full. 


· Where information which is requested in this form is provided elsewhere in the application dossier, the document can just be referenced rather than repeating the information. 


· A separate document should be completed and submitted for each site.

This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use. However, this template is also relevant under Directive 2001/20/EC and may be used in advance of the Regulation applying. 

		Section 1



		a) Please provide a written statement on the suitability of the site adapted to the nature and use of the investigational medicinal product.



		Click or tap here to enter text.






		b) Please describe the suitability of the facilities



		Click or tap here to enter text.





		c) Please describe the suitability of the equipment



		Click or tap here to enter text.





		d) Please provide a description of all trial procedures which will take place at the site.



		Click or tap here to enter text.





		e) Please provide a description of Human Resources arrangements and expertise at the site



		Click or tap here to enter text.





		Section 2



		In authorising this document, I confirm that the site has the facilities and equipment to be able to conduct the clinical trial and has suitable arrangements in place to ensure that all investigators and other individuals involved in conducting the trial have the suitable qualifications, expertise and training in relation to their role in the clinical trial, in compliance with EU Regulation 536/2014, and all conditions identified, which might influence the impartiality of any investigators, were addressed.


Issued by:


Name:  Click here to enter text.

Position: Click here to enter text.

On behalf of the site/organisation 


Date: Click here to enter a date.

Please ensure that you have consulted with any national guidelines before submitting this form





Site Suitability Template V 0.3 (endorsed on October 9, 2019)
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Version 3, November 2020

Compensation for trial participants

[bookmark: _GoBack]This template may be used by sponsors of clinical trials as part of the application dossier to provide information on financial transactions and compensation provided for participation in the trial; including to persons supporting a subject to participate. This is not a mandatory form and different national arrangements may be in place, which should be confirmed by the sponsor prior to submission.    

Please note that for trials, which involve incapacitated adults, minors or breast-feeding women, no incentive or financial inducement may be given to the subjects or their legally designated representatives except for compensation of expenses or loss of earnings directly related to the participation in the trial. A small token of appreciation is not considered an incentive, but needs to be explicitly evaluated and approved by the ethics committee (see also Q&A 9.1).



This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use. However, this template is also relevant under Directive 2001/20/EC and may be used in advance of the Regulation applying.  



		1. 

		Will compensation be offered? (select only one box)

No   ☐    Please explain why not  Click or tap here to enter text.

Yes  ☐   Please complete sections 2 - 5



		2. 

		Who will compensation be offered to and in what format? (select all boxes that apply)



		

		subjects

		parent/carer

		legal representatives

		Other individuals



		travel expenses

		   ☐

		   ☐

		   ☐

		   ☐



		accommodation expenses

		   ☐

		   ☐

		   ☐

		   ☐



		meal expenses                        

		   ☐

		   ☐

		   ☐

		   ☐



		loss of earnings                      

		   ☐

		   ☐

		   ☐

		   ☐



		monetary payment                

		   ☐

		   ☐

		   ☐

		   ☐



		non-monetary payment       

		   ☐

		   ☐

		   ☐

		   ☐



		other  

		   ☐

		   ☐

		   ☐

		   ☐







If this information is included in a different document in the application dossier (eg. Subject Information Sheet), a reference to this document is sufficient: Click or tap here to enter text.

If you enter “other individuals”, please specify who will be the recipient of the compensation or the type of compensation: Click or tap here to enter text.

If loss of earnings is compensated, please explain how the amount is calculated with justification:

If monetary payment is offered, please specify the amount with justification: Click or tap here to enter text.

If non-monetary payment is offered, please specify the type and value of the benefit with justification: Click or tap here to enter text.



		3. 

		Are there any conditions attached to the payment of compensation? (for example, where the full trial or stages of the trial must be completed)

No ☐            Yes  ☐     If yes please describe below

Click or tap here to enter text.
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Statement of compliance with Regulation (EU) 2016/679 (GDPR)

		Sponsor

		



		Title of the clinical trial

		



		EU CT Number

		







The sponsor declares that data have been and will be collected and processed in accordance with the General Data Protection Regulation (EU) 2016/679 (GDPR).



Date:



Name and surname[footnoteRef:1] : [1:  The CTR does not require signing individual documents in the clinical trial application – a request for signature could however be subject to national legislation.] 




Role in the sponsor organisation : 
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Template version, CTEG 28/01/2022



Compliance with Member State applicable rules for the collection, storage and future use of human biological samples (Article 7.1h)





		Full title of the clinical trial

		EU trial number



		Click or tap here to enter text.

		Click or tap here to enter text.



		Responsible entity for the samples (legally): 

Click or tap here to enter text.







How to use this document 

This form may be used by Sponsors of clinical trials in the Part II application dossier to provide information about “compliance with the applicable rules for the collection, storage and future use of biological samples from clinical trial subjects" (Regulation (EU) No 536/2014, Article 7.1 (h)). This is not a mandatory form and different national arrangements may be in place, which should be confirmed prior to submission.    

[bookmark: _GoBack]

If the information is already provided elsewhere in the Application Dossier, a reference should be provided. To facilitate use of the template, each section can be compressed by clicking on the title.  



This Part II template has been developed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No 536/2014 Clinical Trials on Medicinal Products for Human Use. 



		I -  Description of the biological samples involved in the clinical trial



		Section 1 - Does this clinical trial involve new sampling of the subjects (newly collected samples)?

 Yes, please fill in the requested information in section 1

 No, not applicable. Please continue with section 2



Note: The sponsor needs to fill in at least one of the sections 1 or 2 





		1.1 What type(s) of samples will be collected from the subject?

State the original material that is collected from the patient e.g. blood, tissue (state type of tissue), urine, saliva etc. Do not include information on the preparation of the sample. 

Click or tap here to enter text.



		1.2 Total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and the total volume (if applicable) per individual subject: 
Click or tap here to enter text.



		1.3 The maximum number of samples and maximum volume (if applicable) on one single occasion:
Click or tap here to enter text.



		1.4 Will the samples be collected as part of routine health care? 

Click or tap here to enter text.



		Section 2 - Does this clinical trial involve the collection of existing archive samples (e.g. archived diagnostic material or other biobank material)?

 Yes, please fill in the requested information in section 2

 No, not applicable. Please continue with section 3



Note:  The sponsor needs to fill in at least one of the sections 1 or 2 



		2.1 What type(s) of archived material/samples will be used?

Click or tap here to enter text.



		2.2 Provide the total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and total volume (if applicable) that the Sponsor needs access to from each individual subject.

Example: 20 sections per biopsy from each individual subject is needed

Click or tap here to enter text.





		2.3 Will new consent be obtained for the use of the archive samples in the clinical trial (if in line with national legislation)? If not, explain.

(if applicable, add the text of the original consent)

 



		II – Use, storage, and transfer of biological samples



		Section 3 – Use of samples for a purpose within the objective of this clinical trial (i.e. for use described in the protocol)



Note: This section must be filled in for both newly collected and existing archive samples



		3.1 Where will the samples be analysed? 
i.e. within the clinical laboratory, within/outside the Sponsor’s organization, within/outside the Member State where collected or within/outside EU/EEA.
	




		3.2 If the samples will be sent to another organisation for analyses (as part of the trial), how will they be managed after the analyses have been carried out? 

i.e. destroyed, returned to responsible entity for the samples (legally), stored at the site where analysed, anonymised etc.



Note: An agreement (Material Transfer Agreement or equivalent) that regulates how the sample are to be handled shall be established with the recipient  

Click or tap here to enter text.



		3.3 Where will the samples be stored?

i.e. within/outside the Sponsor’s organisation, within/outside the Member State where collected or within/outside EU/EEA
Click or tap here to enter text.



		3.4 How long will the samples be stored? 

 Click or tap here to enter text.



		3.5 What type of connection is available between samples and individual subjects? 

☐	Direct connection (samples marked with e.g. initials, date of birth)

☐	Pseudonymised connection (samples marked with code)

☐	No connection, samples are anonymised (i.e. samples can neither directly nor indirectly, with reasonably means according to recital 26 of the General Data Protection Regulation (EU) 2016/679, be linked to the sample donor)



		3.6 Who will have access to the samples?

Click or tap here to enter text.



		3.7 Who will have access to the sample code list (if applicable)?

Click or tap here to enter text.



		Section 4 - Will newly collected samples or existing archive samples be stored for future use?

For other use than described in the protocol. Note that some purposes (secondary use of samples) may require additional approval, in Most Member States by an ethics committee

☐ Yes, please fill in the requested information in this section 

☐ No, samples will be destroyed, please continue with section 5



		4.1  What is the purpose of the future use?

Click or tap here to enter text.



		4.2 How long will the samples be stored?  

Click or tap here to enter text.



		4.3 Where will the samples be stored?  

Click or tap here to enter text.



		4.4 What type of connection is available between samples and individual subject? 

☐  Direct connection (samples marked with e.g. initials, date of birth)

☐  Pseudonymised connection (samples marked with code)

☐  No connection, samples are anonymised (i.e. samples can neither directly nor indirectly,

with reasonably means according to recital 26 of the General Data Protection Regulation

(EU) 2016/679, be linked to the sample donor) 



		4.5 Who will have access to the samples?

Click or tap here to enter text.



		4.6 Who will have access to the sample code list (if applicable)?

Click or tap here to enter text.



		4.7 Will the donor be recontacted to give new consent to the use of the samples in future research? If not, explain 

Click or tap here to enter text.



		4.8 If secondary future use of the samples will be in question, will an ethics committee or biobank committee be reviewing whether the purpose of the new study is within the scope of the original provided consent (if applicable according to national legislation)?  

Click or tap here to enter text.



		4.9 Who will be able to make use of the samples?

Click or tap here to enter text.



		4.10 How will unsolicited findings be handled?

Click or tap here to enter text.



		III – Additional information



		Section 5 - Additional information that is required by the current Member States national arrangements and regulations. The sponsor should confirm this prior to submission   

Note: This section will only be filled in if applicable



		5.1 Provide any information (not described above) that is of relevance to the Member State applicable rules on collection, storage, transport and future use of the samples, e.g. on specific national arrangements and regulations regarding the use of human biological samples. 

Click or tap here to enter text.
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Template version, CTEG 28/01/2022



Compliance with Member State applicable rules for the collection, storage and future use of human biological samples (Article 7.1h)





		Full title of the clinical trial

		EU trial number



		Click or tap here to enter text.

		Click or tap here to enter text.



		Responsible entity for the samples (legally): 

Click or tap here to enter text.







How to use this document 

This form may be used by Sponsors of clinical trials in the Part II application dossier to provide information about “compliance with the applicable rules for the collection, storage and future use of biological samples from clinical trial subjects" (Regulation (EU) No 536/2014, Article 7.1 (h)). This is not a mandatory form and different national arrangements may be in place, which should be confirmed prior to submission.    

[bookmark: _GoBack]

If the information is already provided elsewhere in the Application Dossier, a reference should be provided. To facilitate use of the template, each section can be compressed by clicking on the title.  



This Part II template has been developed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No 536/2014 Clinical Trials on Medicinal Products for Human Use. 



		I -  Description of the biological samples involved in the clinical trial



		Section 1 - Does this clinical trial involve new sampling of the subjects (newly collected samples)?

 Yes, please fill in the requested information in section 1

 No, not applicable. Please continue with section 2



Note: The sponsor needs to fill in at least one of the sections 1 or 2 





		1.1 What type(s) of samples will be collected from the subject?

State the original material that is collected from the patient e.g. blood, tissue (state type of tissue), urine, saliva etc. Do not include information on the preparation of the sample. 

Click or tap here to enter text.



		1.2 Total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and the total volume (if applicable) per individual subject: 
Click or tap here to enter text.



		1.3 The maximum number of samples and maximum volume (if applicable) on one single occasion:
Click or tap here to enter text.



		1.4 Will the samples be collected as part of routine health care? 

Click or tap here to enter text.



		Section 2 - Does this clinical trial involve the collection of existing archive samples (e.g. archived diagnostic material or other biobank material)?

 Yes, please fill in the requested information in section 2

 No, not applicable. Please continue with section 3



Note:  The sponsor needs to fill in at least one of the sections 1 or 2 



		2.1 What type(s) of archived material/samples will be used?

Click or tap here to enter text.



		2.2 Provide the total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and total volume (if applicable) that the Sponsor needs access to from each individual subject.

Example: 20 sections per biopsy from each individual subject is needed

Click or tap here to enter text.





		2.3 Will new consent be obtained for the use of the archive samples in the clinical trial (if in line with national legislation)? If not, explain.

(if applicable, add the text of the original consent)

 



		II – Use, storage, and transfer of biological samples



		Section 3 – Use of samples for a purpose within the objective of this clinical trial (i.e. for use described in the protocol)



Note: This section must be filled in for both newly collected and existing archive samples



		3.1 Where will the samples be analysed? 
i.e. within the clinical laboratory, within/outside the Sponsor’s organization, within/outside the Member State where collected or within/outside EU/EEA.
	




		3.2 If the samples will be sent to another organisation for analyses (as part of the trial), how will they be managed after the analyses have been carried out? 

i.e. destroyed, returned to responsible entity for the samples (legally), stored at the site where analysed, anonymised etc.



Note: An agreement (Material Transfer Agreement or equivalent) that regulates how the sample are to be handled shall be established with the recipient  

Click or tap here to enter text.



		3.3 Where will the samples be stored?

i.e. within/outside the Sponsor’s organisation, within/outside the Member State where collected or within/outside EU/EEA
Click or tap here to enter text.



		3.4 How long will the samples be stored? 

 Click or tap here to enter text.



		3.5 What type of connection is available between samples and individual subjects? 

☐	Direct connection (samples marked with e.g. initials, date of birth)

☐	Pseudonymised connection (samples marked with code)

☐	No connection, samples are anonymised (i.e. samples can neither directly nor indirectly, with reasonably means according to recital 26 of the General Data Protection Regulation (EU) 2016/679, be linked to the sample donor)



		3.6 Who will have access to the samples?

Click or tap here to enter text.



		3.7 Who will have access to the sample code list (if applicable)?

Click or tap here to enter text.



		Section 4 - Will newly collected samples or existing archive samples be stored for future use?

For other use than described in the protocol. Note that some purposes (secondary use of samples) may require additional approval, in Most Member States by an ethics committee

☐ Yes, please fill in the requested information in this section 

☐ No, samples will be destroyed, please continue with section 5



		4.1  What is the purpose of the future use?

Click or tap here to enter text.



		4.2 How long will the samples be stored?  

Click or tap here to enter text.



		4.3 Where will the samples be stored?  

Click or tap here to enter text.



		4.4 What type of connection is available between samples and individual subject? 

☐  Direct connection (samples marked with e.g. initials, date of birth)

☐  Pseudonymised connection (samples marked with code)

☐  No connection, samples are anonymised (i.e. samples can neither directly nor indirectly,

with reasonably means according to recital 26 of the General Data Protection Regulation

(EU) 2016/679, be linked to the sample donor) 



		4.5 Who will have access to the samples?

Click or tap here to enter text.



		4.6 Who will have access to the sample code list (if applicable)?

Click or tap here to enter text.



		4.7 Will the donor be recontacted to give new consent to the use of the samples in future research? If not, explain 

Click or tap here to enter text.



		4.8 If secondary future use of the samples will be in question, will an ethics committee or biobank committee be reviewing whether the purpose of the new study is within the scope of the original provided consent (if applicable according to national legislation)?  

Click or tap here to enter text.



		4.9 Who will be able to make use of the samples?

Click or tap here to enter text.



		4.10 How will unsolicited findings be handled?

Click or tap here to enter text.



		III – Additional information



		Section 5 - Additional information that is required by the current Member States national arrangements and regulations. The sponsor should confirm this prior to submission   

Note: This section will only be filled in if applicable



		5.1 Provide any information (not described above) that is of relevance to the Member State applicable rules on collection, storage, transport and future use of the samples, e.g. on specific national arrangements and regulations regarding the use of human biological samples. 

Click or tap here to enter text.
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Recruitment and Informed consent procedure template 



How to use this document



It is not mandatory to use this template for describing recruitment arrangements (Annex I K.59) and/or informed consent procedure (Annex I. L) but where this template is not used for this purpose, all the relevant  information below should be included in the protocol as a minimum, according to Annex I (D.17.z). This is notwithstanding additional appropriate information also being included in the protocol.



Sections which are not appropriate should either be deleted or marked as Not Appropriate / NA.   



This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use. However, this template is also relevant under Directive 2001/20/EC and may be used in advance of the Regulation applying. 





1. All clinical trials (This section should be completed for all trials)



		1.1

		How will potential participants be identified? (e.g. publicising the trial or via existing patient lists) 





		Click or tap here to enter text.



		1.2

		What resources will be used for recruitment? (Describe the format of the resources, e.g. paper or electronic and how these will be presented to potential participants e.g. via the post, in the clinic, through social media or on the radio)





		Click or tap here to enter text.



		1.3

		Will identification of potential participants involve access to identifiable information?

If yes, describe what measures will be in place to confirm that access to this information will be lawful (in accordance with Member State requirements).





		Click or tap here to enter text.



		1.4

		Who will be approaching potential participants and who will be obtaining informed consent? (Describe the professional role and whether there is a prior clinical relationship with potential participants)





		Click or tap here to enter text.



		1.5

		When will free and informed consent be obtained? (Describe when and where informed consent will be obtained and how privacy will be ensured)





		Click or tap here to enter text.



		1.6

		How long will potential participants (or their legal representative) be given to decide whether to participate?





		Click or tap here to enter text.



		1.7

		How will it be assured that potential participants (or their legal representative) have understood the information and that consent is informed? (This should include how the informational needs of individuals will be identified and addressed)





		Click or tap here to enter text.



		1.8

		What arrangements are in place to obtain informed consent from potential participants (or their legal representative) who do not speak the national language? 





		Click or tap here to enter text.



		[bookmark: _Hlk23492453]1.9

		How will it be ensured that participants can withdraw their consent at any point? (This should include how any potential consequences of consent withdrawal will be dealt with)





		Click or tap here to enter text.



		1.10

		Please provide any further information, in relation to the procedure for recruitment and informed consent for the clinical trial, which has not been provided elsewhere in this document. (It is recommended that you refer to national guidance to ensure that all required information has been provided)  





		Click or tap here to enter text.



		1.11 

		In case this form is used also to describe recruitment arrangements (Annex I K59), please provide a clear indication of what the first act of recruitment is



		Click or tap here to enter text.







2. Clinical trials which will recruit incapacitated adults

Incapacitated adults may be recruited into clinical trials only where consent has been obtained from a legally designated representative and data of a comparable validity cannot be obtained in clinical trials involving participants who are competent to give informed consent. Where potential participants do lack capacity to consent, arrangements should be in place to involve them as much as possible in the decision to participate in the clinical trial. 



		[bookmark: _Hlk23424380]2.1

		Provide justification for recruiting incapacitated adults (This should include details of the nature of the condition which has caused the person to be incapacitated and the relevance of this condition to the clinical trial)





		Click or tap here to enter text.



		2.2

		Who will assess and confirm whether a potential participant has the capacity to consent?





		Click or tap here to enter text.



		2.3

		Where capacity to consent will fluctuate or will be borderline, how will potential participants be involved in the decision to participate in the trial? (This should include how information will be tailored to ensure participants (potential and existing) are able to understand the information and also how participants who regain capacity will be consented to continue in the trial)





		Click or tap here to enter text.



		[bookmark: _Hlk23424954]2.4

		How will a legal representative be identified? (This should include which roles could act as legal representative for this trial)  





		Click or tap here to enter text.









3. For clinical trials which will involve minors

Minors may be recruited into clinical trials only where consent has been obtained from a legally designated representative and where the clinical trial is such that it can only be carried out on minors. The minor should take part in the informed consent procedure as much as would be appropriate based on age and mental maturity. Where it would be appropriate, please specify any different arrangements for different age ranges. 



		[bookmark: _Hlk23425015]3.1

		Provide justification for recruiting minors





		Click or tap here to enter text.



		3.2

		How will potential participants be involved in the decision to participate in the trial? (Describe arrangements for obtaining and recording assent, including who will be obtaining consent and details of their training and experience with children)





		Click or tap here to enter text.



		3.3

		How will a legal representative be identified? (This should include which roles could act as legal representative for this trial)  





		Click or tap here to enter text.



		[bookmark: _Hlk23425804]3.3

		How will participants be consented to continue in the trial when they reach the age of legal competence? 





		Click or tap here to enter text.









4. Clinical trials where consent witnessed by an impartial witness will likely be used.

Where a participant is unable to write, consent may be given and recorded through appropriate alternative means in the presence of at least one impartial witness. The witness is required to sign and date the informed consent document. 



		4.1

		Why is it expected that an impartial witness might be required? 





		Click or tap here to enter text.



		4.2

		How will an impartial witness be identified?





		Click or tap here to enter text.



		[bookmark: _Hlk23426208]4.3

		How will it be known that the potential participant gives their informed consent?





		Click or tap here to enter text.















5. Clinical trials in an emergency situation

Information on the clinical trial may be given and informed consent may be obtained after the decision to include the participant in the clinical trial. This is where the decision is taken at the time of the first intervention in accordance with the protocol and, due to the urgency of the situation, the person is unable to give consent, nor can a legal representative be identified. 



		[bookmark: _Hlk23426231]5.1

		Describe why it would not be possible to obtain consent from potential participants or a legal representative prior to recruiting into the clinical trial. 





		Click or tap here to enter text.



		5.2

		What arrangements will be in place to obtain informed consent from the participant or from a legal representative, whichever can be obtained soonest? (Where a legal representative is expected to be required due to the participant not having capacity to consent, please also complete section 2 of this document) 

 



		Click or tap here to enter text.



		5.3

		How will it be ensured that a potential participant has not expressed any previous objection to participate in the clinical trial?





		Click or tap here to enter text.









6. For ‘cluster’ clinical trials

Informed consent may be obtained by simplified means where this does not contradict national law, the methodology of the trial requires the randomisation of groups rather than individuals, the investigative medicinal product is being used in accordance with the terms of the marketing authorisation and there are no interventions other than standard treatment. Clear justification for simplified consent should also be included in the protocol. 



		[bookmark: _Hlk23493339]6.1

		Describe how simplified informed consent will be obtained?





		Click or tap here to enter text.
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