


	CLINICAL SITE AGREEMENT	

This Clinical Site Agreement dated XX-XX-XX (hereinafter referred to as the Agreement) is entered into and between:

Norrtälje sjukhus, Tiohundra AB, reg. no. 556595-7395, Box 906, 761 29 Norrtälje, Sweden (hereinafter referred to as the Sponsor)
represented by Helena Hvitfeldt (Head of the Research Division)
and Sune Forsberg (hereinafter referred to as the "Principal lnvestigator" (PI)).

And

Hospital, XXXXXX Region XXX, reg. no. XXXXXX-XXXX, Department of Cardiology, XXXX
(hereinafter referred to as the "Participating Center" (PC))

 This Agreement has been read and acknowledged by Local PI (hereinafter referred toas the "Site lnvestigator" (SI).


Sponsor and PC are hereinafter together referred to as "the Parties" and individually as "Party". Any references in this Agreement to obligations of SI shall contractually be understood as obligations of PC to ensure SI’s compliance therewith.
Innehåller intern information.

Innehåller intern information.

I VAST-A IInnehåller intern information.

VAST-A Site Agreement
Trial number:
Version 1.0, 2026-01-27

VASTA-A Site Agreement Trial number:
Version: 1.2, 2022-09-07




1. INTRODUCTION

The Sponsor has initiated the VAST-A trial (hereinafter referred to as the Trial) described in the trial protocol "Vasopressin and Steroids in addition to adrenaline in cardiac arrest- a randomized clinical trial" (hereinafter referred to as the protocol) attached as Appendix A.

This Agreement specifies the SI/PC responsibilities and the Sponsor/PI responsibilities within the scope of the Trial.

The SI/PC has agreed to participate in the Trial. Therefore, the Parties have agreed on the following terms and conditions for the Agreement:


2. PERFORMANCE OF TRIAL

The Sponsor/PI will ensure that ethical permissions from relevant ethical review boards and medical agencies together with relevant insurance of trial participant are in place before inclusion of the first trial participant.

The Sponsor/PI agrees to provide all relevant clinical information and advice to the SI/PC which are required for the proper planning and conduct of the Trial throughout the Trial period; and reasonable supervision and monitoring during the conduct of the Trial.

SI/PC agrees to use reasonable efforts and professional expertise to perform the Trial in accordance with the Protocol (VASTA Study PROTOCOL version 8 date: 20251126) including any subsequent Protocol amendments, all applicable legal and regulatory requirements, and in accordance with the terms and conditions in this Agreement.

The Sponsor will distribute latest approved protocol, lnformed Consent Forms (ICFs) and other trial documents to SI/PC. The SI/PC will ensure to implement the latest approved protocol, ICFs and other trial documents without delay.

SI will take on lnvestigator responsibilities including but not limited to: 
· Personally conduct or supervise this Trial at the PC.
· In accordance with applicable guidelines and the Protocol appoint additional site investigators to assist in the conduct of the trial
· Ensure together with head of department of PC that there is sufficient time, resources, including equipment and qualified personnel available to perform this trial. Ensure that all involved site staff are properly trained for the conduct of this trial and are fully informed about their obligations. lnform Sponsor/PI if changes of SI at the PC and use reasonable endeavors to find a replacement.
· Will not introduce any changes to the protocol except when necessary to protect the safety, rights and wellbeing of patients. Such changes shall immediately be communicated to Sponsor.
· SI/PC will obtain a written, dated and signed informed consent for each Trial subject according to decision from the ethical committee and will maintain a signed original of

· that consent in the subject's record. PC and/or Sl(s) will allow Sponsor/monitor to inspect signed informed consent forms during monitoring visits.
· Report Serious Adverse Events according to the trial protocol.
· Reporting of follow up and survival in all recruited participants until the end of trial according to the Protocol.

SI is responsible that patients entering the PC will be screened and that patients fulfilling inclusion criteria and not fulfilling exclusion criteria according to the Protocol are randomized in the trial. The SI will do his/her best to recruit at participants for the Trial within the trial period. The Sponsor is entitled to increase or decrease the total number of patients to be enrolled at each individual site to ensure that the total number of patients recruited in the Trial does not exceed approved number of patients and the Trial adhere to agreed timelines.

SI/PC will promptly report to Sponsor all changes in the research activity, any change of SI and all unanticipated problems involving risks to human subjects or others.


2.1. REGULATORY, ETHICS COMMITTE AND OTHER APPROVALS

The Sponsor or a Sponsor representative will ensure that the Protocol, lnformed Consent form, Trial Advertisement and any other relevant submission documents are submitted to the ethics committee (EC) in Sweden in accordance with applicable laws and regulations. The Sponsor will ensure that written approval from the EC is obtained prior to commencement of the Trial and that SI/PCs are provided with documentation on approvals and the latest approved Trial documents. SI/PC agrees not to commence the Trial before approval as above has been obtained.

SI/PC is obligated to provide all information necessary for the Sponsor to fulfill above mentioned obligations. SI/PC will be responsible for ensuring that any local requirements specific for their site/region are in place and inform the Sponsor or Sponsor representative of this. SI/PC is responsible for implementing the latest approved Trial documents in a timely manner.


2.2. MONITORING, AUDIT AND INSPECTIONS

Monitoring: Site initiation, interim monitoring and close out visits will be performed by Sponsor representative or designee as specified in a separate Monitoring Plan. SI/PC will facilitate the monitoring of the Trial by ensuring access to the trial site, facilities and patient source data (in accordance with the decision of the Ethics Committee). The SI/PC will work together with the monitor to ensure this.

Audit-lnspections: SI/PC agrees to permit representatives of Sponsor to perform Audits/lnspections (upon reasonable written notice and at a reasonable frequency) to examine at any reasonable time during normal business hours, (i) the facilities where the Trial is conducted, (ii) raw data including original patient records (in a format compatible with applicable law) provided such access is reflected in the ICF, and (iii) any other relevant information necessary to confirm that the Trial is being conducted in compliance with the Protocol and any applicable laws and regulations.

SI/PC shall immediately notify Sponsor if a competent health authority schedules or, without scheduling, begins an inspection of the site.

General: SI/PC agrees to take any reasonable actions to cure deficiencies noted during a monitoring visit, audit or inspection performed by Sponsor, Sponsor representative or competent health authority. SI/PC agrees to be available in connection with monitoring visits, reply to raised queries when performed and maintain adequate and accurate records and to make those records available for monitoring, inspection or audit.


3. REPORTING OF TRIAL DATA

SI/PC will record Trial data in the eCRF and other provided source data documents as instructed. The SI/PC is obliged to complete the eCRFs within a reasonable time period after retrieval of the data. The SI has to review all pages within the eCRF for accuracy and consistency with the protocol, and sign and date the eCRF upon completion.

lf queries are raised during the data cleaning process, electronic query forms will be sent to the SI/PC for clarification, who will, correct or complete as required.

SI should provide Sponsor with status update reports regularly or when requested.


4. REMUNERATION

The Sponsor’s intention is to allocate funding on a per-patient basis, subject to the availability of external research grants. As funding applications are ongoing, no specific compensation amount can be guaranteed at this stage. Any financial terms will be agreed upon in a separate written amendment once funding has been confirmed. The intervention drugs will be supplied without any cost. 




5. DURATION

This agreement shall come into force upon signatures by both Parties and shall remain in full force and effect, except in case of early termination as described in article 6 hereunder, until the end of the Trial and completion of obligations of the Parties during this Trial. The end of the Trial will be 6 months after the last randomized participant according to the Protocol or earlier if the Steering Group decides to stop and close the trial.
Enrollment of the first patient at the PC is expected 2026.


6. TERMINATION

A party may terminate this agreement with immediate effect upon written notice to the other party if the subjects/patients involved in the Trial is considered by any party, to suffer any damages or health risks by completing the Trial.

A party has the right to terminate this Agreement at any time if:


i. the other party violates any of its obligations under this Agreement and fail to remedy its violation within 30 (thirty) days after receipt of a written notice thereof from the complaining party;
ii. the other party is declared bankrupt, suspends its payments, makes a composition on behalf of its creditors, or otherwise becomes insolvent;
iii. lf any certificate, authorisation or exemption relevant to the performance of the Trial is withdrawn or suspended without renewal.
Termination should be given as written notice 30 days prior to requested termination. The Sponsor may further terminate the Agreement as follows.
i. lf the Sl(s) recruits no subjects or recruits such a low number of subjects that it can be objectively assumed that the agreed number of subjects will not be reached during the planned recruitment phase.

ii. lf continuation of the Trial becomes unfeasible for the Sponsor for efficacy or scientific reasons.

Termination should be given as written notice 30 days prior to requested termination.

Upon termination, remuneration will be paid on a pro-rated basis for activities performed and costs incurred prior to the termination.

7. LIABILITY AND INSURANCE

The Parties shall abide by all applicable laws and regulations in force in the countries where the Trial is performed.

The Sponsor shall maintain a comprehensive policy or policies of insurance to cover the PC's liability or liabilities required by applicable law and under this agreement.

If PC considers it necessary to use the services of a third party whether for information or for the supply of goods and services, PC shall be responsible for the performance or non-performance of such third party as for its own performance or non-performance.

Neither Party shall be liable under this Agreement for any indirect or consequential loss or damage.


8. CONFIDENTIALITY

Confidential information shall mean any information disclosed to the SI/PC by the Sponsor in connection with and during the terms of this agreement and any and all results of the services. The SI/PC agrees to hold all such confidential information in trust and in confidence. The SI/PC undertakes not to disclose any such confidential information to any person other than those persons who have a need to know such confidential information for purposes of carrying out the terms of this agreement. 

Confidential Information shall not be used by the PC or the Sl(s) without Sponsor's prior written consent - which shall not be unreasonably withheld - except as necessary to perform the activities described in this Agreement or until the lapse of five (5) years from the date of expiration or cancellation of the Agreement.

The following information is not considered Confidential Information:
(i) Information that is already known at the time of its revelation or later is made public through no fault of the Sl(s) or;
(ii) Information that the Sl(s) at the time of its revelation can show was already known by the Sl(s) or;
(iii) Information that the Sl(s) has received in good faith from a third party or;
(iv) Information that can be demonstrated as independently developed or acquired by the Sl(s) without reference to or reliance upon information disclosed by Sponsor or;
(v) Information that is required to be disclosed by law.

This article 8 shall not limit rights to publication in accordance with article 10 (Publication). 

9. PERSONAL DATA

In respect of the processing of personal data related to the performance of the Trial and for the purpose of this Agreement, each Party shall be data controller and thereby individually and separately responsible for complying with the obligations that apply to it as controller under GDPR. The Parties further acknowledge that PC will serve as independent controller for the Trial subjects’ personal data to the extent such Trial subject personal data is processed by PC or SI in the treatment of Trial subjects as patients of PC or SI. Sponsor and PC shall each ensure that they each have proper legal basis for the processing of personal data in compliance with GDPR.

Personal data of Trial subjects, when transferred to Sponsor, will be pseudomized to replace any information that directly identifies a Trial subject with a subject identification code. Neither PC nor SI will provide Sponsor with the key or code that enables Trial subjects to be re-identified.

Both PC and Sponsor shall maintain appropriate technical and organizational security measures to protect the personal data they process in relation to the Trial and this Agreement, and shall safeguard the personal data from unauthorized access, use and theft.

Where Sponsor’s processing of the personal data will be carried out by a processor on behalf of Sponsor, Sponsor shall ensure that the processor will implement appropriate technical and organizational measures in such a manner that the processing will meet the requirements of data protection laws.

Sponsor shall only use the personal data of Trial subjects for the purposes of the Trial and within the limits set by the Protocol, ethical and other regulatory permits, any biobank agreement, informed consent from Trial subjects and applicable laws. Sponsor shall not otherwise use or disclose such data unless required to do so by applicable laws.

Sponsor shall respect all privacy laws and regulations and shall to the extent possible under applicable law hold anonymous all patient information it receives under this agreement. Any personnel professional information concerning the PC, the SI and any other Trial staff will only be used for this Trial and for the recruitment concerning possible future studies by Sponsor itself. In addition, the Sponsor undertakes not to use such information for any other purpose than to fulfill the scientific and ethical objectives of the Trial for which it was obtained and shall prevent the unauthorized disclosure of such information.


10. PUBLICATION

The Parties recognize that because this is a multicenter Trial, there is a need for a coordinated approach to any publication or public disclosure of the data or results of this Trial. To that end, data or results of the Trial may not be published, presented or referred to, in whole or in part, by the PC and Sl(s) prior to the anticipated comprehensive multi-site publication, without prior written consent of the Sponsor. However, if no multi-site publication is submitted by the Sponsor or its designee within twelve (12) months of the completion of the Trial at all sites, the Sl(s) shall be free to publish the data or results from their site as follows. At least thirty (30) days prior to any submission of a work for publication or presentation, the SI(s) shall provide the Sponsor with a draft of the same for review and comment. The Sl(s) shall give due consideration to any comments made by the Sponsor. In addition, the Sl(s) shall delay any proposed publication or presentation an additional sixty
(60) days in the event the Sponsor so request to enable the Sponsor to secure patent or other proprietary protection.

None of the parties shall use the name of any other party for promotional purposes without prior written consent of the party whose name is proposed to be used, nor shall either party disclose the existence of substance of this Agreement except as required by law.


11. OWNERSHIP OF DATA

The congregated data from the Trial will be owned by the Sponsor and will be administered by the Sponsor together with the Steering Group of the Trial (defined in the Trial protocol). After the main publication the PC and Sl(s) will get access to Site-specific data to be used at their discretion. PC retains ownership of all clinical data as contained in PC’s patient and medical records or other original source documentation.



12. DISPUTES - GOVERNING LAWS

This Agreement shall be construed in accordance with and be governed by the laws of Sweden.

Nothing in this Agreement shall preclude either party from conducting other programs (either for its own benefit or with or for the benefit of any other person or entity), to conduct research, or to develop or commercialise products or services, for use in any field.

SI/PC confirms that there is no conflict of interest between the parties that would inhibit or affect the SI/PC performance under this Agreement and confirm that their performance under this Agreement does not violate any other agreement with third parties. SI/PC will promptly inform Sponsor if any conflict of interest arises during the performance of this Agreement.

The parties agree that prior to taking any legal action; they shall endeavor to settle by amicable arrangement any dispute arising between them.

Any dispute, controversy or claim arising out of or in connection with this Agreement, or the breach, termination or invalidity thereof, shall be finally settled by Swedish courts with the Stockholm District Court as the court of first instance. 
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Any amendments to this Agreement shall be made in writing and agreed upon by both Parties.
This contract is produced in two (2) copies, of which each party certifies to have received one original.


SPONSOR SIGNATURES

PRINCIPAL INVESTIGATOR and SPONSORS REPRESENTATIVE: 
Region Stockholm, Norrtälje sjukhus, Tiohundra AB

Signature:______________________

Name: Sune Forsberg
Title: ________________________

Date: __________________

HEAD OF RESEARCH AND EDUCATION: Region Stockholm, Norrtälje sjukhus, Tiohundra AB

Signature:_____________________

Name: _________________________

Title:___________________________

Date:__________________


PARTICIPATING CENTER SIGNATURES

HEAD OF Department of Cardiology, XXXXX hospital

Signature: ______________________

Name:_ ____________________

Title:___________________________

Date:_________________




DIRECTOR OF Research, XXXXXX hospital

Signature: ______________________

Name:________________________

Title:___________________________

Date:_________________


Chief of the department of XXX, XXXX hospital
Signature: ______________________

Name:_________________________

Title:___________________________

Date:_________________


Read and acknowledged by SITE INVESTIGATOR Department of Cardiology, XXXXXXX hospital 

Signature: ______________________

Name:_________________________

Title:___________________________

Date:_________________

