
Document: K4, Instruction  2023-03-22                    Version: 6.3 Sida 1 (8) 

Information: www.biobanksverige.se 

 

 

K4. Instruction for completion of form L1. Access to sample 
collection and personal data for research 

This is an instruction to the national form that shall be used when applying for access to samples from healthcare 
for research. Form L1. Access to sample collection and personal data for research is used in Sweden for biobank 
services such as the establishment of a new sample collection, withdrawal from an existing sample collection and 
the release of a sample collection. Approval from the biobank custodian in the region in question is required. 
Please contact the biobank coordinator (biobankssamordnare), in the region in question, regarding where the 
application should be sent.   

The form comprises two parts: 

Part I. Application for 
establishment of and 
access to sample collection 

Must be completed for the establishment, withdrawal, and release of sample 
collection.   

 

Part II. Agreement on 
release of samples and 
personal data 

Must be completed only if the sample collection will be released (see fact box 2) 
from the healthcare principal’s biobank to another principal (another region, 
university, or company).  

I. Application for establishment of and access to sample collection 

New application Mark the box if the application refers to a new study.  

Complete all of part I. If applicable, complete part II.  

Request for alteration of a 
previous application 

Mark the box if the application refers to a request for alteration of a previous 
application.  

Only the following information needs to be specified: 

• sample collection ID (can be found in the grey box at the top of the first 
page of the earlier approved application form) 

• study title 

• study working title/study-ID 

• registration numbers of the Swedish ethical approval given by the Swedish 
Ethical Review Authority  

• information that has been altered from the earlier approved application 

More than one region is 
included in the study 

Mark the box if more than one region is included in the study, and append 
completed L1f. Regions included in the study to the application. 

 

1. Research study 

1.1 Study title State the title of the research project that has been specified in the application 
for ethical approval (1.1). Must accord with the study title given in the research 
participant information.  

1.2 Study working title and/or 
study-ID 

If the study has a working title and/or a study-ID (or protocol code), this shall be 
specified here.  

The study-ID must accord with what is specified in the application of ethical 
approval and the research participant information.  

1.3 EudraCT-nr To be specified in clinical trials of medicinal products. 

http://www.biobanksverige.se/
https://biobanksverige.se/wp-content/uploads/l1-access-to-sample-collection-and-personal-data-for-research.docx
https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
https://biobanksverige.se/wp-content/uploads/l1f-regions-included-in-the-study.docx
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1.4 Decision of the Swedish 
Ethical Review Authority, 
including amendment 

To use samples in a research study, approval from the Ethical Review Authority 
is required. 

 

Please note: The ethical approval is valid, provided that the research has begun 
within two years from the date on which the decision on approval was made 
legal. An amendment of the ethical application is required if the alteration of the 
study affects the safety of the research participants or if the alteration can affect 
the risk-benefit assessment made in the previous review of the application (e.g., 
if more research participants or samples are to be included, or if new methods or 
analysis are to be conducted on collected samples).  

 

1.4.1 All registration numbers of the Ethical approval given by the Swedish 
Ethical Review Authority, including amendments, must be specified.  

A copy of the application of ethical approval and additional material can be sent 
digitally to most biobanks/RBC. Please, check 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 most recent version approved by or sent to the Swedish Ethical Review 
Authority. 

 

2. Applicant/Research principal 

2.1 Specify the research 
principal 

Research principal is the organisation, authority, or company with an overall 
responsibility for the operation (legally and financially) where the researcher in 
question is active, and which is specified in the application for ethical approval 
(e.g., a region, healthcare provider, pharmaceutical company, or research 
institution). The research principal, in a biobank application, can never be a 
natural person.  

2.2 Principal investigator Specify the principal investigator for the project (research study) that has been 
given in the application for ethical approval.  

2.3 Local sample collection 
controller 

In accordance with this agreement, the principal investigator is responsible for 
sample collection.  

Some national studies have a study plan where samples are to be stored and 
handled locally. In cases where the principal investigator belongs to another 
principal, a local sample collection controller (a person/local investigator/local 
researcher, who is responsible for the samples stored on the collecting site) may 
be appointed by the principal investigator establishing a power of attorney for the 
local sample collection controller. 

2.4 Other contact persons Contact information to additional persons can be specified in this space, e.g., 
responsible for the local execution of the research study in case of more than 
one participating principal (e.g., investigator, study coordinator, research nurse).   

Please note, if anyone other than the principal investigator is going to be sample 
collection controller contact information of this person needs to be specified 
here.  

Contact information to more than one person can be specified by pressing the 
Return key.  

 

3. The biobank of the healthcare principal 

3.1 Specify the principal for 
the biobank/biobank 
department 

If samples that are going to be used for research are taken for healthcare within 
the operations of a region, the healthcare principal of the region is responsible for 
the samples. This applies, whether the samples are being released directly after 
the sampling or not. 

More than one healthcare principal can be included in a study. In such events, a 
separate application must be sent to every region in the study. 

https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
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3.2 and 3.3 For Information regarding which biobank/biobank department 
samples should be registered in (name of biobank and registration number 
according to the Health and Social Care Inspectorate), contact the biobank 
coordinator (biobankssamordnare) of the region in question.  

 

  

https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
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4. Describe the sample collection 

4.1 The sample collection 
contains newly collected 
samples 

Mark the box if the application pertains to newly collected samples (see fact box 
1).  

4.1.1 Specify the date when sampling is planned to start.   

4.1.2 Specify the date when sampling is expected to end.  

4.2 The sample collection 
contains existing samples 

Mark the box if the application pertains to existing samples (see fact box 1). 
Mark the box in front of relevant appendices.  

4.3 Specify for how long 
samples shall be accessible 
to the study 

4.3.1 and 4.3.2 Specify the same time period as under ”For how long is the 
project to have access to the biological material?” in the application for ethical 
approval. 

4.4 Shall samples be saved 
after study has been 
completed? 

Specify the same time period as under ”For how long is the biological material to 
be accessible after the project has been completed?” in the application for ethical 
approval, i.e., future research outside of the application for ethical approval in 
question.   

4.5 Samples in the study 4.5.1 Describe the content and extent of the sample collection and which 
samples are to be released. Specify what sample types are to be retrieved from 
donors (see fact box 1).  

4.5.2 Describe the content and extent of the sample collection and which 
samples are to be released. Specify the sample type that is to be retrieved from 
or first registered in an existing sample collection (see fact box 1).  

Information about which samples are to be released is needed so the biobank 
can report the release of samples to the Swedish Health and Social Care 
Inspectorate (IVO).  

The information given here must correspond to that specified in the application 
for ethical approval and the research participant information. Make one mark per 
line only, to show how the sample should be handled (alt. 1–3). The same 
sample type can be specified on several lines, if the number (column C and D) 
and/or the handling (column E and F) differ. 

If the sample collection consists of more types of samples than eight use form 
L1g. Appendix – Samples in the study. 

 

Example 1: In case of 4 urine samples and 3+4 blood samples and 2 tissue samples from a tumour, per individual in 
a study.  

4.5.1 Newly collected samples 

A. Sample type and extent (for guidance, see K4) C. Number 
of individuals 

D. Number 
of samples 
per 
individual 

E. Samples shall: 

1      2    3 

(One mark/line) 

F. Samples 
shall be 
released 

Urine 150 4 ☒ ☐ ☐ ☐ 

Blood 150 3 ☐ ☒ ☐ ☐ 

Blood 50 4 ☒ ☐ ☐ ☐ 

     
4.5.2 Existing samples 

B. Sample type and extent (for guidance, see K4) C. Number 
of individuals 

D. Number 
of samples 
per 
individual 

E. Samples shall: 

1      2    3 

(One mark/line) 

F. Samples 
shall be 
released 

Tissue, tumour 150 1 ☐ ☒ ☐ ☒ 

Tissue, normal 150 1 ☐ ☒ ☐ ☒ 
 

https://biobanksverige.se/wp-content/uploads/l1g-appendix-samples-in-study.docx
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Fact box 1: 

Newly collected samples  

• Samples that are newly collected for a specific research study. Samples taken in the operations and within 
the area of responsibility of the healthcare principal, must always be established and registered in the 
biobank of the healthcare principal to make secure tracing of samples possible in accordance with the 
Biobanks in Medical Care Act. For information about in which biobank of the healthcare principal the sample 
collection should be established/registered, please contact the biobank coordinator in the region in question. 
See www.biobanksverige.se. 

Existing samples 

• Healthcare samples stored in a biobank of the region for care, diagnostics, and treatment. These samples 
belong to the biobank of the region and constitute a primary sample collection. To get access to these 
samples, a decision from the biobank custodian is required, who among other things review if there is 
enough material left for the care, diagnostics, and treatment of the patient. Newly collected samples, handled 
by, e.g., a local pathology lab within healthcare, are also classified as existing samples. That is due to the 
fact that the pathologist has to review which material could be released without affecting diagnostics of the 
patient. 

• Samples from a previously completed research study where consent to continued saving exists, alternatively 
prospective collection of samples for research. Such samples can either be primary or secondary sample 
collections. Terms of release are regulated in the existing biobank agreement between the sample collection 
controller and the biobank custodian. To get access to these samples for a new research study, approval 
from the sample collection controller and a formal decision from the biobank custodian is required, and, 
when necessary, a new application for ethical approval as well as a new biobank agreement. 

 

5. Sample collection shall remain (5.1) and/or be released (5.2) 

5.1: Remain Mark box 5.1 if the sample collection remains or is established in the biobank of 
the healthcare principal. This also applies if the samples are to be stored at the 
operation of the sample collection controller.  

Specify where the sample collection will be stored (5.1.1) and if the sample 
collection will be sent for analysis (5.1.2). If the sample collection is sent for 
analysis outside of the healthcare principal, a Material Transfer Agreement 
(MTA) (document L1a1, L2a2 or L2a3) needs to be submitted before samples 
are sent for analysis.  

5.2.: Be released Mark box 5.2 if the sample collection, or a part of it, is to be released (see fact 
box 2). Part II in the application needs to be completed. 

5.1 and 5.2 Mark both 5.1 and 5.2 if a subset of the sample collection is to remain and a 
subset is to be released to another principal. If samples are to be released, Part 
II of the application, regarding the samples that are to be released, shall be 
completed as well. It must be clear in the biobank application or in the application 
for ethical approval which samples are to remain, and which samples are to be 
released. 

 

  

http://www.biobanksverige.se/
https://biobanksverige.se/wp-content/uploads/l2a1-agreement-on-the-transfer-of-human-biological-material-to-a-research-principal.docx
https://biobanksverige.se/wp-content/uploads/l2a2-agreement-on-the-transfer-of-human-biological-material-in-case-of-a-sponsor.docx
https://biobanksverige.se/wp-content/uploads/l2a3-agreement-on-the-transfer-of-human-biological-material-when-the-research-principal-is-the-same-as-the-biobank-principal.docx
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Fact box 2: 

5.1 Samples shall remain 

When samples remain as a primary sample collection at the Healthcare Principal, the responsibility of the samples 
remains at the Healthcare principals, and existing routines in the Healthcare principal’s biobank are used for 
storage, withdrawals, safety, confidentiality, etc. Researchers’ access to samples and personal data for a specific 
research study is controlled through the application. 

5.2 Samples shall be released 

Samples that are released are physically handed over together with the biobank responsibility and right of disposal 
to the new principal of the biobank. Recipient biobank must be registered in Sweden by a legal entity and be in the 
biobank registry of the Health and Social Care Inspectorate.  

For more information on the definition of release, see Biobank Sweden’s Glossary.  

Send for analysis 

Whether or not samples are to be released or to remain, they may for some purposes be sent for analysis to 
another research department, within pharmaceutical companies or to another third party within Sweden or abroad, 
without it being a case of release of samples. The samples are sent for a specific measure and are not made 
available for the disposal of the recipient operation. Terms: 

A. Samples and personal data may not reveal the identity of the donor.  

B. The donor needs to have given his/her consent to the fact that samples may be sent to another unit, within 
the country or abroad.  

C. When samples are no longer needed the samples shall be returned or destroyed.  

D. A Swedish recipient research principal and a biobank custodian who are responsible for the samples, are 
required if samples are sent abroad.  

Please note, a Material Transfer Agreement must be established with the analysing laboratory if samples are sent 
for analysis outside the principal (for more information, see document K5. MTA information). 

 

6. Other information  

6.1 Access to personal data  Mark the box if access to personal data, other than code and pseudonym, is 
desired. If applicable, specify which personal data (se fact box 3).  

Please note: The biobank agreement only regulates access to personal data 
directly related to the sample. It does not regulate access to personal data from 
the medical records of a patient, such as data on diagnosis, results of analysis 
and received treatment. A decision of release of data from the medical record of 
a patient for research purposes is taken according to local routine for 
confidentiality assessment.  

6.2 Coding of samples and 
location of code key 

Mark where the code key is to be stored. This information shall correspond with 
what is specified in the application for ethical approval and the research 
participant information.  

6.3 The applicant’s terms for 
the sample collection 

Specify if there are other terms regarding the handling of the sample collection, 
e.g., if a decision from a steering group is required for withdrawal/retrieval.   

 

Fact box 3: 

Personal data is information that can be linked, directly or indirectly, to a natural person. This means that 
information linked to name or social security number always are personal data. Indirect information that does not 
link directly to a person can also be personal data if the information can be used to trace a specific individual. 
Detailed information that indirectly points out where a person lives, such as property designation or geographical 
coordinates, are examples of personal data. Another example is when much and/or detailed information in 
combination makes it possible to link information to a person (individual). 

Also, coded or encrypted information are personal data as long as someone can use it to identify individuals, that 
is as long as the code or encryption key is still valid. The researcher/principal investigator does not need to have 
direct access to the key code in order for the information to be considered as personal data. Even if the key is 
stored at another authority and this authority has a non-disclosure agreement, the data are considered as 
personal data by the researcher. All personal data registries shall be reported to the personal data controller at 
the principal. 

 

https://biobanksverige.se/wp-content/uploads/b1-glossary.pdf
https://biobanksverige.se/wp-content/uploads/k5-mta-information.pdf
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7. Invoice address (if applicable) 

For example, handling of application, taking out samples, registration, or deposit of samples in a biobank might 
generate a cost price from the Healthcare Principal. If applicable, specify invoice address. 

 

8. Terms for access 

The pre-printed terms are always in force in cases of access to sample collection and personal data for research. 

Significant importance refers to, for example, new laws or regulations that affect sample handling, changed 
conditions such as changed economic conditions, or a significant change in the research project that requires an 
amendment to the Ethical Review Authority such as a change of research principal or principal researcher. 

 

9. Signatures 
Please contact the biobank coordinator concerning possible use of electronic signatures. 

9.1 Principal investigator 

 

The principal investigator (specified in 2.2.1) shall sign the application. Print 
name (9.1.2) shall be pre-filled.  

For more information about the responsibilities of the sample collection controller 
se document Roller och ansvar (in Swedish only).  

When signing in wet ink, the application needs to be signed by the principal 
investigator before it is submitted to the biobank. 

9.2 Custodian of biobank 
department 

Only applies to the Southern healthcare region. 

When signing in wet ink, the application must be signed by the custodian of the 
biobank department before it is submitted to the biobank. 

9.3 Authorised 
representative of the 
healthcare principal’s 
biobank 

The biobank custodian or other authorised representative of the healthcare 
principal’s biobank shall sign the application.  

The biobank custodian (or other authorised representative of the healthcare 
principal’s biobank), marks one of the boxes to specify if the application is 
approved or denied.  

• If the application is approved, special terms for the approval can be 
specified. 

• If the application is denied, reasons for denial will be provided to the 
applicant. Referral to an appendix is possible.   

 

 

https://biobanksverige.se/wp-content/uploads/c1-roller-och-ansvar.pdf
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II. Agreement on release of samples and personal data 

This part of the application should be completed if samples are to be released (see fact box 2) to another biobank 
principal.  

1. Recipient biobank 

1.1–1.9 Recipient biobank Provide information about the biobank responsible for the sample collection after 

release. The recipient biobank shall be specified in the ethical vetting application. 

For information about the registration number from the Health and Social Care 

Inspectorate and contact details for the regional biobanks, please contact a biobank 

coordinator.   

1.10 Personal data (to be 
completed by the releasing 
biobank) 

Is to be completed if personal data, except code/pseudonym, is to be released. 

Describe how researchers are supposed to access the information. Personal data 

should normally be coded so that an individual sample donor cannot be identified. 

Coded data still is personal data as long as a code key or encrypted key exists (see 

fact box 3). 

 

2. Other information  

2.1 Terms of release Pre-printed terms are always applicable in case of release.  

2.2 Specific terms The biobank of the healthcare principal may use this space to specify specific terms 
for release. 

 

3. Signatures 
Please contact the biobank coordinator concerning possible use of electronic signatures. 

3.1 Authorised 
representative of the 
releasing biobank 

The agreement shall be signed by the biobank custodian or other authorised 
representative of the releasing biobank at the healthcare principal.  

3.2 Authorised 
representative of the 
recipient biobank 

The agreement shall be signed by the biobank custodian or other authorised 
representative of the recipient biobank before sending it to the releasing biobank for 
signature.  

 

https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/
https://biobanksverige.se/kontakta-oss/biobankssamordnare-och-nej-talonger/

