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	To be completed by the biobank (Where applicable)
Received:      
Document ID:      
Sample collection ID:                 


1. Access to sample collection and personal data for research
	This form shall be used by researchers who desire access to samples from healthcare for research. 
The form comprises two parts:
I. Application for establishment of and access to samples.
II. Agreement on release of samples and personal data.
	
	Complete applicable sections of the application (I) and agreement (II). 
The form should preferably be filled in electronically. Once the form is fully completed, it is to be printed and signed. Regarding the biobank Region Skåne, the original application is send to the address below.






The Application in copy is send to
Regionalt biobankscentrum, Södra sjukvårdsregionen

Onkologiskt Centrum, Universitetssjukhuset i Lund

221 85 Lund                                                        www.rbcsyd.se
I. Application for establishment of and access to sample collection
1. The research project
	Project name

	     

	Sample collection’s working title
	Study ID (in clinical trials)

	     
	

	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, appendix no.:         Decision, appendix no.:         Patient information, appendix no:      
 FORMCHECKBOX 
 To be completed later

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

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

	Application regards

	 FORMCHECKBOX 
 Newly gathered sample(s)
 FORMCHECKBOX 
 Existing sample(s)
 FORMCHECKBOX 
 Supplement to prior application, provide document ID;      

	If the application pertains to access to “Existing sample(s)”. 
Provide a brief description of the project (objective, method, significance). Max 300 words. 

	     


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. Access to sample collection is requested by
	A/  FORMCHECKBOX 
 The sample collection remains/is to be established in the healthcare principal’s biobank (applies to both primary and secondary sample collections).

	
	 FORMCHECKBOX 
 Indicate where in the healthcare principal’s biobank the samples are intended to be stored (unit, hospital, city):

	
	
	Unit: 

	
	
	Hospital: 
	City: 

	
	
	
	

	
	 FORMCHECKBOX 

The sample collection will be sent for analysis to another laboratory. 

Append ”Certification regarding destruction or return of sample after analysis”. Appendix no.: 

	B/  FORMCHECKBOX 
 The sample collection being released (applies solely to primary sample collections). An agreement regarding release shall be established (part II of the form).

	The sample collection will be:

	 FORMCHECKBOX 
  Analysed as soon as possible after sampling and destroyed after 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)).    

► If the application pertains to ”Existing samples,” state whether the sample(s) will be returned to the original sample collection
 FORMCHECKBOX 
 Will be returned 
 FORMCHECKBOX 
 Will not be returned


3. Biobank/biobank department in question – Healthcare principal
	Indicate the entity responsible for the biobank/biobank department of which the sample collection is a part or is planned to be a part.
     


	Name of biobank/biobank department:
     
	Biobank registration number (issued by National Board of Health & Welfare)/biobank department ID (applies to Southern Healthcare Region):
     

	To be completed by the biobank. Biobank custodian/biobank department custodian.
     


4. Research principal
	Indicate principal for the research project.
     

	Chief responsible researcher (researcher primarily responsible for the conduct of the project). 

	Name:
     
	E-mail
     

	Workplace address:
     
	Postcode:
     
	City:
     

	Other contact person. Such as the study coordinator. 

	Name:
     
	E-mail
     


5. Sample collection 

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

Number of individuals


	Number of individuals

	Number of samples


	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	If the application pertains to access to “Existing sample(s)”: Append information on personal ID numbers/sample numbers from included donors and a description of the form in which you would like the samples (blocks, glass, fresh, frozen, fluid, etc.).
Personal ID number, appendix no.:      
 FORMCHECKBOX 
 Not applicable
Description, appendix no.:      
 FORMCHECKBOX 
 Not applicable

	Access to personal data

	Indicate if access to personal data is desired, and if so, describe which data (e.g. personal ID number, birth data, etc.)

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

	Special requirements of storage, temperature, security and integrity (complete where applicable)

	     

	

	Other conditions, such as the handling of the sample collection (complete where applicable)

	     

	Sampling period (complete where applicable)

	Start date:
     
	State expected date of final sampling, or until further notice:
                                                                   FORMCHECKBOX 
 Until further notice


6. Access to samples that remains in the healthcare principal’s biobank (complete where applicable)
	Exclusive rights: Specify the desired time period of the sole right to the sample collection. How much of the material in the sample collection the researcher desires to use for the specific research project may also be indicated here.
     
 FORMCHECKBOX 
 Not applicable

	Priority right: Specify if you desire priority access to the sample collection after sole right expires, and if so how long priority applies.
     
 FORMCHECKBOX 
 Not applicable

	Consultation: Indicate if you desire the biobank custodian to consult with the researcher when another researcher desires access to the sample collection after potential priority expires.
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No


7. Signatures
	Chief responsible researcher (researcher primarily responsible for the conduct of the   project)
	           
	 Representative responsible for the biobank-     division


	Signature:

	
	Signature:


	Name in capitals:
     
	
	Name in capitals:
     

	Date:
     
	City:
     
	
	Date:
     
	City:
     


 FORMCHECKBOX 
 Application approved
 FORMCHECKBOX 
 Application denied
	Terms to receive access to sample collection

1.
Approval of a regional Ethical Review Board
2.
Where applicable, an agreement shall be in place with the healthcare principal/laboratory concerning the costs they have to prepare access to the sample collection.
3.
Other:      

	Explanation, see appendix:      
The decision can be reconsidered by the medical principal. The medical principal’s decision can in turn be turned over to the National Board of Health and Welfare for review/verdict.

	Authorised representative of the healthcare principal’s biobank *


	Signature:
   

	Name capitals:
     

	Date:
     
	City:
     


(*Healthcare principal’s biobank for Lt. Blekinge, Lt. Halland, Lt. Kronoberg or Region Skåne)
 II. Agreement on release of samples and personal data
This agreement is to be established between the healthcare principal and the research principal. When samples are issued, the responsibility and right to use the samples are transferred from the medical principal to the research principal or the equivalent. 
1. 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:
     

	To be completed by the releasing biobank. Personal data should normally be pseudonymied so that an individual sample donor cannot be identified.

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

	If the researcher is not granted access to personal data – indicate where the pseudonymising key is, i.e. the connection between a sample and the donor’s identity. 
     


2. Main agreement (for pharmaceutical trials)
 FORMCHECKBOX 
 
This agreement constitutes a supplemental agreement to the agreement met between the County Council and the Company with regard to clinical pharmaceutical trials of  the Pharmaceutical (”Main Agreement”). In addition to the Main Agreement, a study protocol has been established ("Study Protocol") which applies between the parties.
3. 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 if the medical principal requires certain handling of excess samples, what happens to the samples after research is completed, the terms for the gathering of samples or if the project is discontinued prematurely.
     


Terms for release 
1.
Approval of a regional Ethical Review Board.
2. 
Statement from the Data Inspection Board (if applicable).
3.
Samples may not be used for research other than that stated 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 the care needs.
5. 
If samples included in the sample collection can advantageously be used in other research, which has been approved by a regional Ethical Review Board, the principal for the secondary sample collection may provide permission for such use. 

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:      
4. Signatures
	Healthcare principal
Authorised representative of the releasing biobank*
	
	Research principal/equivalent
Authorised representative of the recipient biobank

	Signature:

	
	Signature:


	Name in capitals:
     
	
	Name in capitals:
     

	Date:
     
	City:
     
	
	Date:
     
	City:
     


(*Healthcare principal’s biobank for Lt. Blekinge, Lt. Halland, Lt. Kronoberg or Region Skåne)
