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M3. Instruction for completion of application N1a: Access to newly 

collected biobank samples and associated personal data in 

multicentre studies 

This is an instruction to the national form N1a. Multicentre Agreement that can be used by investigators 

who are to initiate a multicentre study with newly collected samples, from healthcare, where the sample 

collection shall be released.*  

*Please note, there are specific templates for access to biobank samples for clinical trials when applying according to 

Regulation EU No 536/2014 (aka CTR), Regulation EU No 2017/745 (aka MDR) and Regulation EU No 2017/746 

(aka IVDR). These forms can be found at Kliniska prövningar | biobanksverige.se. 

To which RBC shall the biobank application be sent? 

The application shall be sent to the Regional Biobank Centre (RBC) in the healthcare region where the research 

principal/principal investigator is active. Contact details for all RBC can be found at www.biobanksverige.se. 

Template includes: 

Application for access to 

newly collected biobank 

samples and associated 

personal data in multicentre 

studies  

Specific terms for the multicentre principle; the samples shall be newly collected 
and shall be released to a recipient biobank.  

Complete application with both N1a and N1b is required for approval.  

N1b  Enclose appendix with information about type of samples, in which Swedish 

regions sample will be collected, expected number (estimation) of included 

individuals per region and responsible investigators included in the study.  

Information about principal Investigators is needed because, according to 

the multicentre agreement, they are required to contact the e-biobank in 

their respective region regarding traceability of samples. The Biobanks in 

Medical Care Act entitles a sample donor to withdraw a previously 

granted consent at any time, the healthcare provider and the e-biobank 

custodian are therefore obliged to ensure that samples can be traced 

back in a secure way.  

  
Fact box 1 

Release of samples  

Responsibility for and the right to use the samples in question are transferred from the healthcare principal to the 

research principal. The samples are moved to a location outside the healthcare principal’s operations and form a 

secondary sample collection. A secondary sample collection may not be released further. The Healthcare Principal 

continues to be responsible for saving documentation regarding samples and to whom samples are released to 

make tracing possible. 

E-biobank  

In the multicentre principle, sample collections are released through an e-biobank at the healthcare principal. The 
directors of the Regional Biobank Centres have authorisation from the e-biobank custodians to make decisions 
regarding registry and release of sample collections into and from their respective e-biobank.   

Private healthcare providers 

Please note that the multicentre principle cannot be applied if there are only private healthcare providers in the 
study. For the multicentre principle to be applicable the Principal Investigator needs to be active in/at a Swedish 
region, municipality or university, and at least one region needs to be included in the study. If an investigator from a 
private healthcare provider wants samples released from a region’s e-biobank, a written authorisation between the 

biobanksverige.se 

http://www.biobanksverige.se/
https://biobanksverige.se/wp-content/uploads/n1a-multicentre-agreement.docx
https://biobanksverige.se/forskning/klinisk-provning/
www.biobanksverige.se
https://biobanksverige.se/wp-content/uploads/n1a-multicentre-agreement.docx
https://biobanksverige.se/wp-content/uploads/n1b-appendix-b-multicenter-1.docx
http://www.biobanksverige.se/
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private healthcare provider and the e-biobank is needed. The authorisation means that the sample collection is 
included as a primary sample collection in the region’s e-biobank. Proposals on how to set up authorisations can be 
found at www.biobanksverige.se (document N4).  

  

Multicentre study concerns/relates to 

New application or a 

request for alteration of a 

previous application  

Mark the box if the application relates to a clinical trial, other research and if it 
is an alteration of a previous application.  

There are two types of alterations: 

1. If it is an alteration of study content (for alteration of sample types, sites, 
principal investigator, investigators or sampling period see below), the entire 
application doesn’t have to be filled in. Only information needed to identify 
the previous application has to be included, that is to say: 

• RBC No. of the former application (can be found, when available, at the 

top of the previously approved biobank application) 

• Name of the Study 

• Working title of the study 

• Study-ID  

• Swedish Ethical Review Authority reference number (dnr)  

• and the details that have changed since the previous application.  

2. If the alteration regards new samples, new study period, new principal 

investigator, addition of region and/or sites or investigators, complete 

document “Request for alteration of agreement according to the multicentre 

principle”, (document N2). 

An enclosed application for alteration and a decision from the Swedish Ethical 

Review Authority is required for both types of alterations. If any changes regard 

patient information, please enclose the version of patient information in question. 

  

1. The research study 

1.1 Study title Descriptive title without using classified information.   

Must accord with the title indicated in the ethical vetting application and in the 

information to study/research participant  

1.2 Study working title 

and/or study-ID  

If the project has a working title and/or a study-ID (or protocol code) it shall be 

stated here.   

In clinical trial shall study-ID (or protocol code) be stated. If there is a study-ID for 

another kind of research study this should be stated here as well.    

The study-ID must accord with what is stated in the application for ethical 

approval and in the research participant information. 

1.3 EudraCT-no To be specified in clinical trials of medicinal products. To be able to identify 

clinical trials in Europe each clinical trial must have a unique number (EudraCT 

number). For more information on the EudraCT number go to the Swedish 

Medical Products Agency’s website (Läkemedelsverket) 

www.lakemedelsverket.se/english/. 

1.4 Decision of the Swedish 

Ethical Review Authority   

To be allowed to use samples in a research study, an approval from the Ethical 
Review Authority is required by law.  

Please note: An ethical approval is valid until further notice as long as the 
research has been initiated within two years of the approval coming into force and 
that a request for alteration of the ethical application is needed if the study has 
been altered in a way that the security of the research participants is affected or if 
the alteration in general can affect the risk/benefit assessment that has been 
done in connection with the previous review of the application (e.g. if  a larger 
number of research participants is included, if a larger volume of samples is 
wanted or if  a new method or new analysis will be conducted on already 
collected material).  

http://www.biobanksverige.se/
https://biobanksverige.se/wp-content/uploads/n4-signing-of-power-of-attorney.docx
http://www.biobanksverige.se/
https://biobanksverige.se/wp-content/uploads/n2-request-for-alteration-of-multicentre-study-application-appendix-ab.docx
http://www.lakemedelsverket.se/english/
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1.4.1 All reference number of the ethical approval shall be specified, including 

alterations.   

1.4.2 A copy of the application for ethical approval and additional materials are to 

be sent digital to most biobanks/RBC. Verify with the biobank coordinator 

(biobankssamordnare) in the region in question. 

Please note: When processing the biobank application, inspection for 
compliance between the biobank application, the application for ethical 
approval, the ethical approval, and the research participant information (if 
there is one) is done. To avoid delays in the application process it is important 
that the biobank gets the last version that is approved by or has been sent 
for approval to the Ethical Review Authority.  

 

2. Healthcare principals  

Specify the 

principal/principals  

The principal in the entity where samples are collected is the Healthcare 
Principal. Select the Healthcare Principals (regions) in question by putting a mark 
in the box next to it in the appendix (document N1b). Also, specify number of 
individuals expected to be included in each region. 

The samples are registered in the healthcare principal’s e-biobank and then 
released to a recipient biobank as indicated in paragraph 6. 

For studies where private healthcare providers are to be included, see fact box 1.  

  

3. Applicant/ Research principal 

3.1 Specify the principal of 

the research study  

The research principal is the organisation, authority or company with the overall 

responsibility of the entity (legal and financial) where the investigator in question 

is active and that is specified in the application for ethical approval (e.g., region, 

healthcare provider, pharmaceutical company or research institution).  The 

research principal, specified in the biobank application, can never be a natural 

person.  

3.2 Principal Investigator  Specify the principal investigator for the study, according to the application of 

ethical approval. 

3.3 Other contact persons  Specify contact details for other persons, e.g., those responsible for the local 

implementation of the study in case of several principals (e.g., local investigator, a 

study coordinator, or a research nurse). 

Please note, if any other than the responsible investigator is to be sample 

collection controller, contact information to this person is to be specified.   

Contact information to more than one person can be specified in the same field.    

3.4 Other responsible 

investigators  

Specify other responsible investigators in appendix N1b.  

 

4. Describe the sample collection 

4.1 Sampling period Specify expected date of sampling start (4.1.1) and expected date of final 

sampling (4.1.2). 

For studies with agreement (N1a) established before October 1st, 2021. When 

the sampling period is over, documents “Report on completed sampling in multi-

centre studies” (document N3a) and “Appendix 1: Report on completed 

sampling” (document N3b), are to be submitted to the RBC that approved the 

release of biobank samples for the study.   

4.2 Specify for how long 

samples shall be accessible 

to the study 

State the same time period as in paragraph “Hur länge ska det biologiska 

materialet vara tillgängligt för projektet” in the application for ethical approval. 

https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
https://biobanksverige.se/wp-content/uploads/n1b-appendix-b-multicenter-1.docx
https://biobanksverige.se/wp-content/uploads/n1b-appendix-b-multicenter-1.docx
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4.3 Are samples to be saved 

after the study has been 

completed? 

State the same time period as in paragraph ”Hur länge ska det biologiska 

materialet vara tillgängligt efter att projektet är avslutat” in the application for 

ethical approval. 

4.4 Samples in the study Describe content and volume of the sample collection in appendix N1b. Specify 
sample type collected from the donor (see example 1 below).  

The information must correspond to that stated in the application for ethical 
approval and the research participant information. Mark only one of the boxes 
regarding how samples are to be handled (options 1–3). Same sample type is to 
be specified several times if number of individuals or samples per individual 
(column B and C) and or handling (column D) differs.  

  
Example 1: In case of four blood samples and two urine samples per individual in the study.  

A. Sample type and extent (for guidance, see M3) B. Number of 
individuals 

C. Number of 
samples per 
individual 

D. Samples shall: 

1      2    3 

(One mark/line) 

Blood 150 4 ☐ ☐ ☒ 

Urine 150 2 ☐ ☒ ☐ 

Blood 50 1 ☒ ☐ ☐ 

  

5. Other information 

5.1 Access to personal data  Mark the box if access to personal data in addition to code/pseudonym is 

something you wish for and specify what data (see fact box 2). 

Please note: The Biobank agreement only regulates access to personal data that 

is directly related to the sample. The agreement does not regulate access to any 

other personal data from the patient’s medical records such as information about 

diagnosis, test results or received treatment. A decision of release of data from 

the patient’s medical record for research purposes is taken according to local 

routine for confidentiality assessment. 

Fact box 2 

Personal Data  

Personal data is any information relating to an identified or identifiable natural person. An identifiable natural 

person is a person that directly or indirectly can be identified, in particular by reference to an identifier such as a 

name, an identification number, location data, sample code/sample ID (if it can be traced to an individual), or one 

or more factors that is specific to the physical, physiological, genetic, mental, economic, cultural or social identity of 

that natural person. 

Information that relates to a name or an identification number is always personal data. Even information that does 

not point to an individual directly can be personal data if it in any way is possible to make the connection to a 

specific individual. An example can be when a lot of/or detailed information together can make it possible to make 

the connection to a person. Coded or encrypted information is also personal data as long as someone can make 

them readable and as a consequence identify individuals, i.e., as long as the code key still exists. All records with 

personal data shall be reported to the Personal Data Controller at the Principal.  

 

5.2 Handling during study 

period  

Describe how samples and personal data are to be handled during the study. 

Account specifically for international collaborations and sample handling 

overseas.  

5.3 Handling post study 

period 

Specify how samples and personal data are to be handled after study is 

completed, for how long the samples are to be kept and where they are to be 

stored.  

5.4 Coding of samples and 

location of code key 

Mark one of the boxes to specify where the cod key is to be stored. This 

information must correlate with what is stated in the application for ethical 

approval and the research participant information.  



 

Document M3                  Version: 6.0 Page 5 (5) 
 

 

5.5 The applicant’s terms for 

the sample collection 

State if there are other terms regarding the handling of the sample collection. As 

an example, you can specify if decision from a steering group is necessary for 

withdrawal/retrieval of samples.   

 

6. Recipient biobank  

Specify information about the recipient biobank. The recipient biobank is responsible for the samples after 

release. The recipient biobank is found at the research principle (according to the application for ethical 

approval) or at another principal with which the research principal has an agreement.  

For more information about the biobank’s registration number given to them by the Health and Social Care 

Inspectorate (IVO) and contact information to biobank, contact the biobank coordinator (biobankssamordnare). 

 

7. Invoice address 

Regional Biobank Centre (Regionalt Biobankscentrum) take an administrative fee of 5000 SEK (w/o VAT) for 

handling the application and 500 SEK (w/o VAT) for alterations of the application. Specify the invoice address 

here. 

 

8. Terms of release 

Printed terms always apply when releasing samples.   
 

 

9. Specific terms for release according to the multicentre principle 

Printed terms for release of samples always apply when the multicentre principle is used. 
  

 

10. Signatures 
Please contact the deciding RBC concerning possible use of electronic signatures. 

10.1 Principal Investigator 

(Sample Collection Controller)  

The principal investigator (specified in 3.2.1) is to sign the application. Print 
name (10.1.2) is to be filled at a potential pre-review. 

For more information about the responsibilities of a sample collection 

controller, see Biobank Sweden’s document Roller och ansvar (Swedish only). 

When signing in wet ink, the principal investigator must sign before the 

application is sent to the deciding RBC.  

10.2 Authorised representative 

of the recipient biobank 

When signing in wet ink, the authorised representative at the recipient biobank 

shall sign before the application is sent to the deciding RBC office. 

10.3 Authorised representative 

of the releasing biobank 

Signed by deciding RBC (the RBC in the healthcare region where the research 

principal/responsible investigator is active) with authorisation from affected e-

biobank custodian. Decision can also be taken by a representative appointed 

by the RBC director. 

The RBC director (or other appointed) marks the box if the application is 

approved or not.   

• If the application is approved specific conditions can be specified. 

•  If the application is not approved, the reasons should be motivated in 
an appendix. 

The agreement is valid from the day it is signed by the RBC director (or other 
appointed) to the date specified in 4.2.2 or 4.3 (latest date applies). The 
agreement can be extended by submitting N2. Request for alteration of 
agreement according to the multicentre principle. 

 

https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
https://biobanksverige.se/wp-content/uploads/c1-roller-och-ansvar.pdf
https://biobanksverige.se/wp-content/uploads/n2-request-for-alteration-of-multicentre-study-application-appendix-ab.docx
https://biobanksverige.se/wp-content/uploads/n2-request-for-alteration-of-multicentre-study-application-appendix-ab.docx

