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K5. Information about AGREEMENTS on the Transfer of Human 
Biological Material (Material Transfer Agreement, MTA) for 
research and clinical trials 

Agreement for when samples get sent (transferred) for 
analysis/handling 

If human biological material (samples) shall be sent for analysis/analysis outside of the 
Biobank Principal, while the responsibility of the sample remains, an agreement that regulates 
how the samples are to be handled shall be established with the Recipient. The agreement 
regulates the conditions under which the samples are to be obtained and used, as well as how 
the sample is to be handled when it is of no use for the purpose in which it was sent.   

If a region is the Biobank Principal, standardized agreement templates for the transfer of 
material (i.e., MTA) are used as described further down. Current templates ca be found at 
www.biobanksverige.se 

The templates apply to the sample and its associated data (sample code). They do not apply to 
any other data involved in the project. See “FAQ regarding MTA” further down. 

 
If a sample is to be sent within or outside of Sweden 

When a region is responsible for the sample that shall be sent – use Biobank Sweden’s 
standardized templates for MTA. Enclose MTA with the Biobank Agreement (L1). There are 
three different forms of MTA. Witch template shall be used depends on who the research 
principal is, and if there is a sponsor. In all three templates, the region is responsible for the 
sample (Biobank Principal). 

• L2a1. AGREEMENT on the Transfer of Human Biological Material to a Research 
Principal (version 5.4). This template shall be used when a region is the Biobank 
Principal and a Swedish university, or another region (than the Biobank Principal) is 
the Research Principal. 

• L2a2. AGREEMENT on the Transfer of Human Biological Material in case of a 
Sponsor (version 5.4). This template shall be used when a region is the Biobank 
Principal, and a Sponsor has the overall responsibility for the implementation of the 
project (sponsored research). 

• L2a3. AGREEMENT on the Transfer of Human Biological Material when the 
Research Principal is the same as the Biobank Principal (version 5.4). This template 
shall be used when the Research Principal is the same as the Biobank Principal. 

Definitions of Biobank, Research Principal, Recipient, Third Party, and others can be found in 
all the MTAs.  

 

http://www.biobanksverige.se/
http://www.biobanksverige.se/
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Between whom shall the agreement be established? 

• L2a1. Between an authorized representative of the Healthcare Principal’s biobank 
(usually the Biobank Custodian) and an authorized representative of the Research 
Principal. If samples shall be sent from the Research Principal to Third Man (e.g. an 
analysing laboratory or a collaborating institution) the Research Principal is responsible 
to establish a written agreement with Third Man so that the same obligations, in respect 
to the samples and the sample codes, are imposed on Third Man as on the Research 
Principal according to the MTA. Example of wording regarding the transfer of 
conditions can be found in document L2a1a.  

• L2a2. Between an authorized representative of the Healthcare Principal’s biobank 
(usually the Biobank Custodian) and a Recipient (a Sponsor, or the entity that the 
Sponsor has authorized to establish an agreement for transfer of the Material, that 
receives the material from the biobank). If samples shall be sent to Third Man (e.g. an 
analysing laboratory) by the Recipient, the Recipient is responsible to establish a written 
agreement with Third Man so that the same obligations, in respect to the samples and 
the sample codes, are imposed on Third Man as on the Recipient according to the 
MTA. 

• L2a3. Between an authorized representative of the Research Principal’s biobank (usually 
the Biobank Custodian) and a Recipient (the laboratory that is commissioned by the 
Research Principal to perform the analysis as part of the research project). If the 
samples shall be sent to Third Man (e.g., an analysing laboratory/a subcontractor) by the 
Recipient, the Recipient is responsible to establish a written agreement with Third Man 
so that the same obligations, in respect to the samples and the sample codes, are 
imposed on Third Man as on the Recipient according to the MTA. 

For more information about which parties that shall sign the different agreements, see 
document K5a (in Swedish only).  

 

FAQ regarding MTA 

Is a Personal Data Processor Agreement (PDP agreement) necessary? 

A sample code that indirectly can be connected to a person through a code key is still personal 
data even though the Recipient is not allowed or able to make the connection. 

According to article 4.8 in the General Data Protection Regulation (GDPR) a Personal Data 
Processor (the Processor) is “a natural or legal person, public authority, agency or other body 
which processes personal data on behalf of the Controller”. The PDP agreement shall always 
be established between the Controller and the Processor according to GDPR. However, it is 
not always easy to determine who the Controller and the Processor are.     

Not everyone that gets hired by a Controller for a service, that includes handling personal data, 
becomes a Processor. The responsibility for the personal data can be held by one entity or 
jointly by several. If several entities are involved in the same or associated processing of the 
personal data, it is necessary to clarify who of these entities is the Controller for the processing, 
so that the entity or entities can ensure GDPR compliance. The premiss is that the party that 
states the purpose (why) and the means (how) regarding certain personal data processing is to 
be seen as the Controller.  This entails that a laboratory that is hired to analyse samples may be 

https://biobanksverige.se/wp-content/uploads/l2a1a-example-of-wording-regarding-the-transfer-of-conditions-in-l2a1-to-third-party.pdf
https://biobanksverige.se/wp-content/uploads/k5a-signering-av-mta-och-avtal-med-tredje-man-50.pdf
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independent Controller for their activity, however, an assessment needs to be made in every 
specific case.  

In cases where the laboratory is assessed to be independent Controller and only receive 
samples and the associated data (sample code), there is often no need for a specific PDP 
agreement.). This, of course, must be decided by the particulars of every specific case. 

However, if personal data other than the sample code is to be processed by the Recipient, the 
Research Principal needs to assess if the Recipient is to be regarded as a Personal Data 
Processor and thereby establish a PDP Agreement (according to GDPR) with the Recipient. 
The Swedish Association of Local Authorities and Regions, SKR, has drawn up a standardized 
template for a Personal Data Processor Agreement, which can be found (in both Swedish and 
English) at: 

https://skr.se/ekonomijuridikstatistik/juridik/offentlighetsekretessarkiv/dataskyddsforordnin
gengdpr/informationsinsatserkringdataskyddsforordningen/personuppgiftsbitrade.16046.html 

In cases where the Recipient has an independent Controller, it may be necessary to establish a 
Data Transfer Agreement (DTA) if data is to be released to them.   

Is it allowed to modify the agreement template?  

Templates published at www.biobanksverige.se are established by Working Group 1 (the 
group for regulatory questions) on behalf of the National Steering Committee of Biobank 
Sweden. The responsibility for any changes to these templates falls on the respective Biobank 
Principal.     

Comments or questions regarding the templates can be sent to info@biobanksverige.se. 

Comments will be taken into consideration at the next review.  

Terms of delivery 
In L2a1 and L2a2 the standard terms of transport is Incoterms EXW. Incoterms, International 
Commercial Terms, is a series of international terms of trade with standardized contracts 
stating how transportation costs and responsibility shall be divided between buyer and seller. 
EXW or Ex Works are a trade term that strictly defines who carries the responsibility for the 
goods during the transport and when the risk shifts from “seller to buyer” in case of 
international trading.  

The terms are used by businesses, government agencies and organizations worldwide to 
minimize the risk of unnecessary misunderstandings that could lead to judicial problems when 
transporting goods. Incoterms states who assumes the risk of the transport, who assumes the 
transportation costs and what obligations “the buyer” and “the seller” have in the delivery and 
what party carries the responsibility during transport. The utilization of globally recognized 
terms as these with clear references how to interpret them help facilitate the signing of the 
agreement and creates explicit terms beneficial to both parties. 

When it concerns biological human material, there are no seller or buyer. However, the rules 
can be used in an equivalent way to regulate the terms of delivery between the biobank, i.e. the 
party that sends samples for analyses (instead of the seller in Incoterms EXW), and the 
recipient/the research principal (instead of the buyer in Incoterms EXW). The samples are 
equivalent to the goods. The benefits of Incoterms for the buyer/the seller can, in that way, be 
utilized by the sender/the recipient of biological material.     

https://skr.se/ekonomijuridikstatistik/juridik/offentlighetsekretessarkiv/dataskyddsforordningengdpr/informationsinsatserkringdataskyddsforordningen/personuppgiftsbitrade.16046.html
https://skr.se/ekonomijuridikstatistik/juridik/offentlighetsekretessarkiv/dataskyddsforordningengdpr/informationsinsatserkringdataskyddsforordningen/personuppgiftsbitrade.16046.html
http://www.biobanksverige.se/
mailto:info@biobanksverige.se
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In L2a3, i.e., when the Research Principal=Biobank Principal, it is up to the Research Principal 
to state the terms of delivery in the MTA, e.g., if Incoterms EXW should be used or if there 
should be other terms of delivery.  

What can be stated as a valid address of delivery if the sample shall be sent to 
several Third Parties? 
An MTA is established between two parties. However, there can be situations where the 
sample shall, physically, be sent to several locations. For example, when a sample is sent by the 
Recipient to Third Party (two or more). 

Example: The Biobank Principal is Region X, the Research Principal is University Y. The 
Research Principal shall send a sample for analysis to two different Third Parties, Laboratory A 
and Laboratory B. The MTA L2a1 is established between Region X and University Y. 
University Y establish a written agreement with both Laboratory A and Laboratory B so that 
that same obligations regarding the sample and the sample code are imposed on them as to the 
Research Principal according to L2a1 (example of wording regarding the transfer of conditions 
can be found in document L2a1a). The sample shall be sent straight from Region X to 
Laboratory A and Laboratory B.  

Under Delivery address in L2a1 it shall be stated that there are several delivery recipients and 
that information about these are enclosed in a new appendix to L2a1. A description of the set-
up and the addresses in question shall be stated in the appendix. Note that the same 
information that is stated under Delivery recipient and Delivery address shall be stated in the 
appendix including the terms that “For transport Incoterms EXW rules applies”.  

Questions concerning Indemnity, section 9 in the agreement: 

The Swedish Medical Care Biobank Act (Lag (2002:297) om biobanker i hälso- och sjukvården 
m.m) state that samples that are sent abroad of Sweden for analysis must belong to a biobank 
in Sweden.  

If the researcher or company does not have a biobank in Sweden, a Healthcare Region may 
under certain conditions take the responsibility of the sample.  

To ensure that samples are handled in accordance with the consent and ethical approval, the 
Healthcare Regions always requires that an MTA is established with the recipient. At the same 
time, the Healthcare Region needs to ensure that the responsibilities and costs that are within 
the scope of the study do not fall on the Healthcare Region and Swedish taxpayers. Costs and 
liabilities in the study must be clarified between scientists, analytical laboratory and a possible 
sponsor.  

The purpose of section 9 in the MTA-agreement is to keep the Principal (Healthcare Region) 
non-liable if a sample donor would claim compensation due to some improper handling of the 
sample by someone who received the sample i.e. outside the control of the Principal.  

Questions concerning section 12 in the agreement:  
Which law applies to samples and their associated data? 

The applicable law under which the samples are obtained is the same law that applies to the 
samples and their associated data until it is destroyed. If samples and their associated data are 
obtained from patients/donors in Sweden, Swedish legislation applies to these samples and 
their associated data regardless of where the samples are being handled. 
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A study is governed by the legislation in the country where it is conducted. However, if the 
study acquires samples from other countries, or if it is a consortium with scientists from 
several countries, the study or the consortium needs to be prepared to accept other countries’ 
rules and laws on how samples obtained in these countries are to be handled.  

This means that the Principal in Sweden, that are responsible for samples, must demand 
Swedish legislation to be applied on samples obtained in Sweden. The terms in the MTA is to 
ensure Swedish patients’/donors’ rights in accordance to Swedish law.  

Which law applies in cases of dispute? 

It can vary which country’s legislation is applicable in cases of dispute. It is not rare when it 
comes to a consortium, where scientists/studies from several countries are included, that there 
is a collaboration/consortium agreement of some sort containing how to settle a dispute 
according to the agreement. This means that cases of dispute in the consortium will be handled 
with one country’s legislation, e.g. Belgium’s. 

Although one country’s legislation governs over cases of dispute in a collaboration, it is always 
Swedish legislation that governs over samples obtained in Sweden (see above). 

It is common that the Swedish biobank, responsible for the samples, is not an active part of 
the study. Therefore, it is unreasonable to force the biobank to process any dispute concerning 
samples in another country in case the recipient happens to violate the terms of the MTA. This 
results in, that the MTA contains a condition that in cases of dispute concerning the MTA it 
shall be settled in accordance to Swedish law.   

Is an MTA needed for samples that the Biobanks in Medical Care Act does not apply 
on?   
Regardless of whether the Biobank in Medical Care Act applies on a sample or not, the 
Research Principal is responsible for the sample being handled according to the ethical 
approval, the donor’s consent, and other applicable legislation. Biobank Sweden, therefore, 
recommends that an MTA or equivalent agreement shall always be established when research 
samples are sent for analysis to a recipient outside of the principal that are responsible for the 
samples. 

Biobank Sweden has not created any standardized templates for samples that do not fall under 
the Biobank in Medical Care Act. Primarily, Biobank Sweden recommends that one should 
look to the own organisation for current routines. It could so happen that the principal uses its 
own standardized templates for this or uses international standardized templates such as 
BBMRI-ERIC’s standardized template for MTA. 


