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	To be completed by the biobank 

	[bookmark: Text2]Date of arrival:      
	[bookmark: Text3]Reg. no:      
	Sample collection ID:      


L1a. Appendix – Information about samples in pathology and cytology biobanks
This is an appendix to the biobank application. The information in the appendix must correspond to the information in the biobank application.
Note: When assessing access to samples, an individual evaluation is always first made for each individual sample to determine whether sufficient material is available.
Before completing the application, it is advisable to contact the Biobank Coordinator or Study Coordinator in Pathology (SPat) in the relevant region regarding sample handling. Contact details can be found at biobanksverige.se. For information on which services each region offers, see the Service Catalogue (Swedish only).
After the biobank application has been approved, a LAB ID/personal identity number list must be submitted in accordance with local retrieval procedures and the requirements of the General Data Protection Regulation (GDPR).
	1. Region to which the appendix refers

	1.1 Region: 
     

	1.2 Individuals:
State the total number of individuals permitted in Sweden under the approved application for ethical review/clinical trial or performance study:      
State the estimated number of individuals for the referred region (including the estimated number of individuals for screening*):      
* Note that the number of screened individuals may exceed the number of individuals specified in an approved application for ethical review/clinical trial or performance study. The number of screened individuals refers to all those who undergo initial assessments, whereas the number of individuals in the approved application indicates the target for those actually included. This information is requested by the laboratory to plan the workload.



	2. Which samples will be used?

	Select only one option:
☐ Only stored samples collected within the context of healthcare 
☐ Only new samples collected within the scope of the study
☐ Both stored samples collected within the context of healthcare and new samples collected within the scope of the study



	3. Research study

	3.1 Study title (as stated in in the application for ethical approval, clinical trial, or performance study):
[bookmark: Text1]     

	3.2 Study working title and/or study-ID (if applicable):
     
	3.3 EU trial No. or EudraCT-no (in clinical trials of medicinal products):
     

	3.4 CIV-ID (for clinical investigations of medical devices):
     
	3.5 All registration numbers of the Swedish Ethical approval (not applicable for clinical trials or performance studies under the EU regulations 536/2014, 2017/745 and 2017/746): 
      

	3.6 Summary of the research study (diagnostic area, phase of the clinical trial, purpose, significance). A maximum of 150 words:
     



	4. Applicant

	4.1 Principal investigator (applicable for projects with an ethical approval registration number (section 3.5)) or, 
Sponsor (applicable for projects with an EU trial No. (section 3.3) or CIV-ID (section 3.4))

	4.1.1 Name:
     
	4.1.2 E-mail:
     

	4.1.3 Work address:
     
	4.1.4 Phone:
     

	4.2 Contact person for questions regarding sample handling

	4.2.1 Name:
     
	4.2.2 Role:
     

	4.2.3 Phone:
     
	4.2.4 E-mail:
     



	5. Invoice information

	5.1 Company/Organisation:
     
	5.2 Corporate identification no.:
     

	5.3 Cost centre/Invoice ref. (if applicable):
     
	5.4 PO #: 
[bookmark: Text4]     
	5.5 VAT reg. no:
[bookmark: Text5]     

	5.6 Invoice address:
     
	5.7 Postcode:
     
	5.8 City:
     

	5.9 Country:
     
	5.10 E-mail:
     
	5.11 Peppol-ID/GLN-code:
     

	5.12 Other information (e.g., preferred payment period):
     



	6. Information about where samples are to be sent 

	6.1 Delivery address:
     
	6.2 Contact information to person receiving the samples (name, phone number, e-mail):
     

	6.3 Other information (for example preferred delivery date):
     




	7. 
Information about materials

	7.1 General information about materials in the study

	Provide free text (max 150 words):
· Tissue type: type of tissue and, if applicable, percentage of tumour cell content
· Analysis description: the planned analyses that justify the choice of type and quantity of material
(Example: 1. Biopsies with at least 20 % tumour cell content for IHC analysis. 2. Surgical material, tumour tissue and normal tissue for TMA construction. 3. Sections in tubes for RNA extraction. 4. Diagnostic slides for re-evaluation/selection of block.)
     

	7.1.1 Diagnostic slides

	Is access to diagnostic slides requested (slides and tissue blocks are not loaned simultaneously):
☐ Yes
☐ No

	7.1.2 Quantity and preparation – paraffin embedded tissue blocks

	Specify the quantity and the preparation form required per individual to perform all parts of the study.

	No. of sections per block, on glass:      
	Section thickness (µm):
     
	Type of glass: 
     
	No. of sections per glass: 
     

	No. of sections per block, in tube:      
	Section thickness (µm):
     
	

	TMA material; core diameter
     
	No. of cores from affected tissue: 
     
	No. of cores from normal tissue: 
     

	☐ The principal investigator wishes to perform the above stated preparation.



	7.1.3 Volume – liquid-based cytology samples

	Specify requested aliquot/volume for liquid-based cytology samples.
Aliquot/volume (µl):      

	7.1.4 Quantity and preparation – other material 
For example, fresh frozen tissue or prepared DNA/RNA.  

	Brief description:      

	7.1.5 Specify the minimum number of sections/cores/quantity required to be able to include the individual in the study. 
This information is used by the biobank in cases where the requested quantity according to sections 7.1.2–4 is not available.

	Minimum no. of sections per block, on glass:		          
Minimum no. of sections per block, in tube:		         
Minimum no. of cores from tissue; from affected tissue:		         from normal tissue:        
Minimum quantity/volume of liquid-based cytology samples:        	      µl

	7.1.6 Other preparation

	Is staining or other preparations requested?
☐ Yes, please specify:      
☐ No

	7.2 Coding of samples

	Is coding of samples desired when the study gains access to them?
☐ Yes, please specify:      
☐ No, samples should be anonymised




	8. Terms

	In cases where the recipient performs preparation, it is never allowed to exhaust material from the tissue blocks. Representative material of the tumour/normal tissue must always remain. 
If clinical pathology samples made available for an action need to be withdrawn for the patient's care, the researcher/recipient must return the blocks/glass to the responsible biobank/laboratory unit within 72 hours.




	To be completed by the recipient of the application

	9. I studien deltagande patolog

	9.1 Name:
     
	9.2 Extent of participation 
☐ Has participated in/reviewed the study design
☐ Responsible for local selection of requested material.

	9.3 Phone:
     
	9.4 E-mail:
     



	10. Return of samples that are not released

	10.1 Shall samples be returned to the original sample collection?
☐ Yes, specify sample type/preparation form:       
☐ No, specify sample type/preparation form:      



	11. Endorsement 

	11.1 Endorsed or not endorsed

	☐ The application is endorsed, with the following terms for access to existing material (if applicable):      

alternatively

☐ The application is not endorsed. Reason:      

	11.2 Additional notes:
     



	12. Signature (Authorized representative for pathology/cytology)

	12.1 Signature:
   

	12.2 Name in print:
     

	12.3 Date:
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