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	Filled in by  RBC
Arrived on:      
Document ID:      


Access to newly collected biobank samples and 
associated personal data in multi-centre studies
	This form is to be used by researchers who are going to initiate a multi-centre study, using newly collected samples, and where the sample collection will be released. For further information please se “Instructions for access to samples for research under the multicentre principle”  (www.biobanksverige.se)
The fully completed document must be signed by the chief
	
	responsible researcher (Coordinating Investigator) and custodian of the recipient biobank, and sent to the decision-making Regional Biobank Centre (RBC) Director to be signed. The decision-making RBC = RBC in the region where ethical review is carried out. Addresses of the various RBC is available at www.biobanksverige.se.


Terms. Both of the following criteria must be met, to enable this application to be approved.

1. The application refers to newly collected samples
2. The sample collection will be released to the recipient biobank
	The multi-centre study refers to

	 FORMCHECKBOX 
 Clinical trial
 FORMCHECKBOX 
 Other research
 FORMCHECKBOX 
 Completion of previous application; specify document ID:      


1. The research project
	Project title (Give a descriptive title, in Swedish, without using confidential information)

	     

	Sample collection’s working name
	Study ID (in clinical trials)
	EudraCT-nr (in clinical trials of medicinal products)

	     
	     
	     

	Decision of Ethical Review Board.  Approval by an Ethical Review Board is required in order to get access to samples

	Provide registration number of the Ethical Review Board’s decision. 
     
	Append ethical review application, decision and patient information with consent form.
Ethical review application1, app no.:         Decision, app no.:         Patient information, app no:      
 FORMCHECKBOX 
 To be completed later

	State to which regional Ethical Review Board the ethical review application was sent 

 FORMCHECKBOX 
 Umeå
 FORMCHECKBOX 
 Stockholm
 FORMCHECKBOX 
 Göteborg 
 FORMCHECKBOX 
 Uppsala
 FORMCHECKBOX 
 Linköping
 FORMCHECKBOX 
 Lund

	For certain genetic testing. For genetic research, researchers must request prior review from the Swedish Data Inspection Board.

	 FORMCHECKBOX 
 Project has prior approval from the Swedish Data Inspection Board, registration no:      
 FORMCHECKBOX 
 Completed later
 FORMCHECKBOX 
 Not applicable

	The sample collection will be:

	 FORMCHECKBOX 
  Analysed as soon as possible after sampling, and destroyed after the requested analysis.

 FORMCHECKBOX 
  Stored until the study is complete, after which the samples will be destroyed.

 FORMCHECKBOX 
  Saved after the study up to and including       (year(s)).  


1. If the full ethical review application is not appended, a decision and copies of at least the following headings from the ethical review application must be appended: 1:1-1:6 Information on the research principal etc., 2:4 Describe briefly survey procedure, collection of data and the nature of the data, 2:5 Report on collected biological material etc., 2:7 Record keeping, registration and data management, 4:1-4:2 Information and consent, 8 Signatures.
2. Healthcare principal(s) (according to the ethical review application)
	Healthcare principal(s)

	Specify the appropriate County Council / regions in Appendix A: Sweden’s County Councils / Regions


3. Research principal
	Specify the principal of the research project.

     

	Chief responsible researcher in Sweden/ Coordinating Investigator (researcher primarily responsible for the conduct of the project)

	Name:

     
	Institution/Unit
     

	Workplace address:

     
	Postcode:

     
	City:

     

	E-mail:

     
	Telephone (incl. dialling code):

     

	Principal investigators (person responsible for the sample collection at each site)

	Specify the contact details for the principal investigators included in Appendix B: Principal investigators included in the study


4. Sample collection 

	Describe the content and extent, i.e. type of tissue, cells/cell lines, blood or blood plasma, prepared DNA, urine etc.

No. of individuals

     
	Estimated no. of individuals
     
	Estimated no. of samples
     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Access to personal data

	Specify if personal data are wanted, and if so, describe which (e.g. personal ID number, birth data, etc.)

	 FORMCHECKBOX 
 personal data  is desired, specify:      
 FORMCHECKBOX 
 personal data is not desired 

	Filled in by RBC. Personal data should normally be pseudonymised so that an individual sample donor cannot be identified.

	If the researcher are to be given access to personal data  -  describe in which format. 

     

	Sampling period

	Expected starting date of sampling:

     
	State expected date of final sampling:
     


5. Handling of samples and personal data
	 Handling before sample transport: Recieving biobank custodian is responsible for the sample immediately after sampling.

	 Handling during project period

	Specify how samples and any personal data will be stored and handled during the project. In particular, specify any international collaboration and sample processing abroad. (Enclose an appendix if appropriate.)
     

	 Handling after project completion

	Specify how samples and any personal data will be stored and handled once the project is complete.

     

	Coding/Pseudonym generation

	Specify the coding procedure, code keys, their storage etc.

     


6. Recipient biobank

	Name of the biobank:

     
	Biobank’s registration number (issued by National Board of Health &  Welfare):

     

	Person responsible for the biobank (biobank custodian).

     

	Contact person for recipient biobank.

     

	Workplace address:

     
	E-mail:

     

	Postcode:

     
	City:

     
	Work phone ( incl. dialling code)/potential mobile phone
     


7. Terms
	Transport of samples

	Specify who is responsible for transporting the samples, and the transport cost.
     

	Special terms

	Special conditions may be specified here, such as what happens to the samples after research is completed, the terms for the gathering of samples or if the project is discontinued prematurely.
     


8. Address for invoice
	Company or Department/Institution:

     

	Reference number:

     
	If applicable. Your reference:

     

	Workplace address:

     
	Postcode:

     
	City:

     


9. Terms of release 
1.
Approval of a regional Ethical Review Board.
2. 
Statement from the Swedish Data Inspection Board (if applicable)

3.
Samples may not be used for research other than specified in the ethical review application, unless obtaining a new approval by the Ethical Review Board.

4.
If samples, included in the sample collection (primary or secondary after release), are required for the care of the patient, the samples shall primarily be used to meet care needs.
5. 
If samples included in the sample collection can advantageously be used in other research, which a regional Ethical Review Board has considered and approved, may the principal for the secondary sample collection may issue approval for such procedure. 

6.
The biobank custodian upon the recipient biobank is responsible, after release, for the samples' quality being secured and that the patient’s identity is protected.
7.
Upon release of samples and personal data, there are requirements of how the samples’ and personal data’s identity designation (“Sample ID” and “Personal data ID”, respectively) shall be formulated. The code key linking "Sample ID" and "Personal data ID" with the patient's identity shall be stored with the County Council.
8.
Other:      
10. Specific terms for release
1.
The principal investigators shall contact their County Council biobank custodian immediately to hand over personal ID numbers for sample tracking. 
2.
The chief responsible researcher/coordinating Investigator must inform the Deciding RBC on when sample collection is completed and whether the conditions for the study have been materially changed.
3.
The chief responsible researcher/coordinating Investigator must inform the Deciding RBC about the final extent of samples collected.

11. Signatures
This agreement shall be drawn up in two original. One original will be filed by the Deciding RBC. The other original will be sent to the Chief responsible researcher/Coordinating Investigator representing the Research principal. A copy of the application will also be sent to the Authorised representative of the recipient biobank. When samples are released, the responsibility and the right to use the samples are transferred from the healthcare principal to the research principal or equivalent. 

Research principal
	Chief responsible researcher/Coordinating Investigator 
	
	 Authorised representative of the recipient biobank

	Signature:

   
	
	Signature:

   

	Name in capitals:

     
	
	Name in capitals:

     

	Date:

     
	City:

     
	
	Date:

     
	City:

     


Application
  FORMCHECKBOX 
 approved 
 FORMCHECKBOX 
 denied. Explanation for denial, se appendix:      
Healthcare principal
	RBC Director
	
	

	Signature:

   
	
	

	Name in capitals:

     
	
	

	Date:

     
	City:

     
	
	
	


Appendix A: Sweden’s County Councils / Regions
	County
	County Council
	Select the appropriate County Council

	AB
	Stockholm County Council
	 FORMCHECKBOX 


	C
	Uppsala County Council 
	 FORMCHECKBOX 


	D
	Sörmland County Council 
	 FORMCHECKBOX 


	E
	Östergötland County Council 
	 FORMCHECKBOX 


	F
	Jönköping County Council 
	 FORMCHECKBOX 


	G
	Kronoberg County Council 
	 FORMCHECKBOX 


	H
	Kalmar County Council 
	 FORMCHECKBOX 


	K
	Blekinge County Council 
	 FORMCHECKBOX 


	M
	Region Skåne
	 FORMCHECKBOX 


	N
	The County Council in Halland
	 FORMCHECKBOX 


	O
	Västra Götaland Region
	 FORMCHECKBOX 


	S
	Värmland County Council 
	 FORMCHECKBOX 


	T
	Örebro County Council 
	 FORMCHECKBOX 


	U
	Västmanland County Council 
	 FORMCHECKBOX 


	W
	Dalarna County Council 
	 FORMCHECKBOX 


	X
	Gävleborg County Council 
	 FORMCHECKBOX 


	Y
	Västernorrland County Council 
	 FORMCHECKBOX 


	Z
	Jämtland County Council 
	 FORMCHECKBOX 


	AC
	West Bothnia County Council 
	 FORMCHECKBOX 


	BD
	North Bothnia County Council 
	 FORMCHECKBOX 


	I
	Gotland Municipality**
	 FORMCHECKBOX 



* Municipality with no County Council, but responsible for health and medical care
Appendix B: Principal investigators included in the study
Posted as a separate file at www.biobanksverige.se










































