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Collaboration agreement 
between
xx
and
Akershus university hospital HF (Ahus)
Regarding the research project:

xx
1. Purpose of the agreement
This agreement regulates the responsibilities, roles and rights of the parties in connection with the research and project xx, hereafter referred to as “the project”.
2. Scope and responsibility

The scope of this agreement is described in the protocol in annex 1. A copy of the REC approval (Regional Ethical Committee in Norway) and other mandatory approvals have been presented and are included in this agreement in annex 2.

The parties have an independent responsibility for organizing and executing the part of the study that falls within their own institution, and that this is done in accordance with relevant legislation and based upon formal approval. Each party is responsible for their own internal employees involved in a project, and to provide necessary guidance.
The parties agree that all project activities shall comply with applicable legislation and regulations, as well as rules and guidelines of relevance to the implementation of the project, recognised ethical norms for good and reliable research, and recognised quality standards.  
3. Contact information
xx: <Name and affiliated institution>
Contact information: <addresse, telephone no., e-mail>

Ahus: <Name and affiliated institution>

Contact information:  <addresse, telephone no., e-mail>
4. Main responsibilities of xx
Examples:

· Provide financial contribution to the study

· xx
5. Main responsibilities of Ahus
Examples:

· Manage the project by project leader xx

· Secure necessary approvals for performing project activities.

· Conduct project activities according to protocol

· Act as controller with regard to processing of personal data

· Collect, analyse and store data

6. Role of the project leader
The project leader is responsible for facilitating the daily running of the project according to the approved protocol and relevant legislation. He or she must facilitate an adequate organisation of the project and flow of information among the project participants. 

The project leader will make sure that project participants have access to the latest version of the study protocol, consent forms, approvals and other important documentation. 

The project leader must facilitate a good organization and flow of information between the participants. A plan for project meetings should be drafted if this is considered necessary. 
The project leader is contact person for reports on any discrepancies or unwanted adverse medical events or medical side effects arising from the study.
7. Data management and data access 
The parties have a joint responsibility to protect personal data from unlawful processing or disclosure. Each party is responsible for management and processing of personal data and biological material being within or under the control of their own institution. The parties will ensure that all persons who are given access to personal data are familiar with and subject to the provisions of this agreement, approvals and relevant legislation. 

The parties agree to establish and comply with all necessary technical and organisational measures considering continued confidentiality, integrity, accessibility and robustness in the processing of personal data, to ensure satisfactory information security in accordance with the provisions of the data protection legislation, and to establish necessary systems and routines to safeguard information security and follow up breaches.
The parties are required to ensure that processing, storage and destruction of personal data is performed in accordance with the General Data Protection Regulation (GDPR, EU regulation 679/2016) and local regulations. The parties have a joint responsibility to control that processing of personal data is lawful according to GDPR art. 6 no. 1 and art. 9 no. 2. A Data Protection Impact Assessment (DPIA) for the collation, storage and use of collated data shall, if deemed necessary, be conducted in accordance with Article 35 of the GDPR.
A data management plan is outlined in annex 1, detailing the purpose and duration of the processing of personal data. 
Where two or more controllers jointly determine the purposes and means of processing, they shall be joint controllers, in accordance of article 26 of the GDPR. They shall in a transparent manner determine their respective responsibilities for compliance with the obligations under the GDPR. If processing of personal data will be performed by one party on behalf of another party, the parties shall enter into a separate data processing agreement for the specific assignment.

Access to data and delivery of data between the parties must be in accordance with relevant approvals and the research protocol. The main rule is that the research data must be de-identified or made anonymous prior to delivery.
When given access to personal data, each party will establish and maintain an overview of all data and processing or, where relevant, a record of its own processing activities in accordance with Article 30 of the GDPR, and take all reasonable measures to ensure that personal data is accurate and updated at all time. Each party will also establish routines to erase information which is no longer needed based on the purpose of the processing and erase information in accordance with established routines and guidelines, and have routines and technical ability to restrict the processing of data subjects’ personal health data and personal data if the data subject so wishes.

The parties agree to conduct a risk analysis if they plan to send or give access to personal data across country borders. If the parties plan to give access or transfer personal data to third countries outside the EU or EEC, approved transfer mechanisms will be used.
At the end of the study the parties have an independent obligation to make sure that personal data and biological material stored within their institution or company is dealt with in accordance with the approved research protocol and relevant laws or regulations.
8. Finances
The parties are required to work out a budget plan. The budget plan must address how to finance the study, which costs will apply and how income and costs will be divided between the parties. The budget plan is attached to this agreement as annex 3. 
If the study is partly or fully funded by a third party and there exists a payment plan between the parties, both parties are responsible for making sure that the funds are used and that the results from the study are administered in accordance with the guidelines following the funds.

The party responsible towards the funding body also has the main responsibility for managing the funds within the project, and for ensuring necessary routines to give reports to the funding body on academic and administrative progress.
Alternatively:
The parties have agreed on the following budget:

	Purpose
	Cost
	Responsible institution
	Source of funding
	Payment

	
	NOK xx
	
	
	

	
	NOK xx
	
	
	

	
	NOK xx
	
	
	

	Project management
	NOK xx
	
	
	In kind/fully payed


Payment information:

	Recipient
	

	Contact person
	

	Address
	

	Zip/City
	

	Country
	

	VAT/Org.no.
	

	Reference
	Project name  XXXXXX, cost code XXXXXX, project no. XXXXXX 

	Account no.
	

	IBAN no.
	

	SWIFT no.
	

	Specification
	

	Sum
	

	Sender
	

	Contact person
	

	Address
	

	VAT/Org.no.
	


9.  Publication     

The parties shall secure openness regarding the research. All project results shall be sought published, regardless of whether they are favourable or unfavourable to a research hypothesis or theory. The parties may agree upon making a plan for scientific publication based upon the criteria set by the latest version of the Vancouver convention on co-authorship on scientific publications.

The parties will mainly seek to publish project results jointly. 
Unless stated otherwise, however, each party has the right to publish project results from data collected within its own institution unless such a publication will weaken the potential presentation of the study significantly compared to publication of the project results in a broader context. Each party shall notify the other party about planned publications from research utilizing the material and/or data at least 30 days before publication is planned, and the other party shall be given the opportunity to suggest changes and scope of the publication in favour of a broader and more representative presentation of the project results. A party may also request removal of trade secrets or other confidential information.
Any party, who wants to secure immaterial rights to project results, may ask to postpone publication for a maximum of 90 days.
10. Background
Background means all information, methods, solutions, devices, materials, data etc. necessary for conducting a project and generated outside the project, irrespective of whether they are or can be protected by intellectual property rights.

Each party shall at no charge have access right to background that is necessary for implementation their own work in the project. This right cannot be transferred to a third party unless explicitly permitted by the owner of the background.
Ownership comprises law of properties, patents, patent applications, inventions, copyrights and other intellectual property rights.

The ownership of the background shall not be affected by this agreement. If the other party's background is needed for exploitation of the project results, the parties may agree on conditions for granting user rights. A party shall, however, not be obliged to grant rights to its background to the other party.
11. Ownership and utilisation of project results
Project results comprise all the results, information, methods, solutions, devices, materials, data etc. arising from a project, irrespective of whether they are or can be protected by intellectual property rights.  

Project results shall belong to the party who has created, invented or generated it. Results created or generated jointly by the parties shall belong jointly to the parties, each with a share corresponding to the relative contribution to the project result.

Regardless of ownership, each party shall have a royalty-free non-exclusive user right to project results for non-commercial research and teaching purposes. 

Each party has the right to commercialise its own project results. 
If the results have been obtained in collaboration, the specifics concerning distribution of rights among the parties, securing of intellectual property rights, the commercial purpose and the compensation shall be regulated in a separate agreement. Ahus will involve its technology transfer office in such a process. 
12.  Confidentiality

Confidential information is all information, including but not limited to any knowledge, trade secrets, scientific material, data, drawings, samples, specifications, devices, demonstrations, information concerning the structure, design and code of software, know-how and other materials of whatever description whether or not subject to or protected by copyright, patent, trademark, registered or unregistered or otherwise, that is disclosed or communicated in writing, orally or in electric form or that has otherwise become known to the party in connection with collaboration between the parties.
Each party shall keep confidential information disclosed or communicated to it, directly or indirectly, in strict confidence and shall not use confidential information for any other purpose than necessary for the conduct of the projects. The obligation for confidentiality shall not apply if the confidential information:

a) was at the time of receipt published or otherwise generally available to the public;

b) has after receipt by the receiving party been published or become generally available to the public otherwise than through any act or omission on the part of the receiving party;

c) was already in the possession of the receiving party at the time of receipt without any restriction on disclosure;

d) was rightfully acquired from a third party without any undertaking of confidentiality; 

e) was developed independently by the receiving party without any connection to the collaboration; or

f) is required to be disclosed by applicable law or court order.

13. Liability

Each party shall indemnify the other party against any loss, damage or injury to their own and any possible subcontractor’s property or personnel, unless the loss, damage or injury is due to deliberate action or gross negligence by the other party.  
14. Disputes
The parties shall attempt, in good faith, to resolve through negotiations any controversy, claim, or dispute arising out of this agreement. In the event that negotiations are not successful, the controversy, claim, or dispute shall be submitted to third party mediation upon terms reasonably acceptable to the parties. If mediation of the dispute is not pursued or is not successful, the parties may pursue any and all remedies available to them at law or equity.
The parties’ rights and obligations in this agreement are based upon Norwegian law. Legal disputes from this agreement will be settled in court. Oslo District Court is set as the legal venue.

15. Duration

This agreement shall commence on the date of the last signature below and will terminate at xx. The parties may extend the term of the agreement by written consent. 

Each party may terminate this agreement for any reason upon 3 months’ written notification to the other party, or within 30 days if the other party is in material breach or not capable of fulfilling its obligations under this agreement. 

Following expiry or termination, sections 7, 10, 11 and 12 will continue to be valid between the parties.

Ahus may terminate this agreement with immediate effect if it is deemed necessary for securing critical operation of the hospital.
16.  Signature
This agreement is signed on 2 –two- copies, and each party keeps 1 –one- copy.

On behalf of xx:
_____________________________
<Responsible person>

<Title>
On behalf of Ahus:

___________________________

Helge Røsjø

Director of research and innovation

Annexes:

1. Protocol, including data management plan
2. Approvals

3. Budget plan
