

[bookmark: _Hlk514335682]Master Software & Services Agreement

This Master Software & Services Agreement (“Agreement”) is effective as of 
the last date of signature (“Effective Date”) between:

IQVIA Solutions B.V. with seat at HERIKERBERGWEG 314, AMSTERDAM 1101CT, Netherlands, registered under number 39062857 (“IQVIA”)
and
Masaryk Memorial Cancer Institute (“Hospital” or “Client”)
whose registered office is at Žlutý kopec 543/7, 656 53 Brno, Czech Republic 
______________________________

Preamble:   This Agreement is for the purpose of the parties’ collaboration regarding software and service delivery under DigiONE I3 project, and potential future engagements. 
DigiONE I3 project is aimed to create a federated digital research network that links routine, high quality clinical data with routine molecular data information from 16 cancer centres in 8 countries.
The underlying digital infrastructure provides a minimal description of every patient’s cancer diagnosis, biomarkers, treatment and outcomes in near real time relying a Minimal Essential Description of Cancer (MEDOC) consensus built upon consensus and aligned with international standards. It provides a minimal description of cancer from diagnosis to outcome, and includes all major research inclusion/exclusion criteria, to create a unique resource for high-quality RWE and care quality management.
An open innovation programme leveraging interoperability technologies (OMOP) improving primary data capture with NLP or Natural Language processing solutions. New research services will follow with high quality structured real-world data (RWD) from routine cancer care with privacy-preserving data analytics (federated AI) addressing some urgent clinical research questions that require scale.

Scope and Agreement Terms:  IQVIA and Hospital may, by executing one or more statements of work (each a “Statement of Work” or “SOW”) referencing this Agreement, agree to the performance of certain services (“Services” or “IQVIA Technology Solutions”) by IQVIA for and on behalf of Hospital as set forth in such SOWs.  Each SOW shall describe the specific Services to be provided by IQVIA and the associated activities by Hospital, all of which shall be governed by the terms of this Agreement.  This Agreement incorporates by reference the General Terms and Conditions available at https://legal.iqvia.com/GTC-0422EMEA (“General Terms”) together with, where applicable, the additional terms set out in the further Appendices attached hereto.  Each SOW may be in the format of the form of SOW attached hereto as set out below. Capitalized terms used in this Agreement but not otherwise defined shall have the meanings set forth in the General Terms. This Agreement, including and all SOWs and future pricing details, shall be treated as the Confidential Information of the parties in accordance with the General Terms. For the duration of DigiONE I3 project pricing does not trigger additional costs for the hospital.


Term:  This Agreement shall become effective as of the Effective Date specified above and shall continue in effect through delivery of all Services hereunder. At completion of DigiONE I3 project, IQVIA and Hospital may discuss and agree future potential engagements, which may be contracted under this Agreement and will be subject to agreed commercial terms. For clarity, the parties hereby declare that by signing this Agreement, they have no obligation to agree on future engagements beyond the scope of the DigiONE I3 project. Any such engagements shall be subject to further assessment. Each party may terminate this Agreement upon 90 (ninety) days’ written notice to the other party provided however that such termination will not affect any SOWs which at the effective date of the termination of this Agreement are already in place. Such SOWs shall continue to be governed by the terms of this Agreement until the Services thereunder have been completed, the SOWs have expired or have been terminated. Any formal notices to the Hospital shall be sent in writing and shall be deemed given three (3) days after the date postmarked if sent by registered mail or on the date received if delivered by email to the following email address: If to Hospital: : direct@mou.cz, and if to IQVIA : mikolaj.gurdala@iqvia.com:..
	
Affiliates:  From time to time, Affiliates of IQVIA and/or Hospital may agree to the performance of Services by executing an SOW.  The IQVIA Affiliate identified in such SOW shall be deemed to be “IQVIA” and the Hospital Affiliate identified in such SOW shall be deemed to be “Hospital”, as such terms are used herein, solely with respect to the applicable SOW.  As used herein, “Affiliates” shall mean any corporation, partnership or other entity that directly or indirectly controls, is controlled by, or is under common control of the named party.   For these purposes, “control” shall refer to: (i) the possession, directly or indirectly, of the power to direct the management or policies of an entity, whether through the ownership of voting securities, by contract or otherwise, or (ii) the ownership, directly or indirectly, of more than fifty percent of the voting securities or other ownership interest of an entity.

This Agreement is governed by laws of Czech Republic. Any dispute arising from this Agreement shall be settled by Czech courts.

In case a Party is obliged under its national law to publish the text of this Agreement in an official register or official journal, theParty shall be allowed to do so provided that all confidential information and personal data is omitted, and provided further that the parties shall first discuss in good faith where the other Party is of the opinion that an exemption to the general obligations of public access to information applies to any such request for information..

Additional Terms: Where applicable the additional terms set out in the following Appendices shall apply:
Appendix 1 – IQVIA Technology Solutions Addendum
Appendix 2 - Template SOW

[SIGNATURE PAGE FOLLOWS]



IQVIA Ltd:		

By: 		By: 	

Name: XXXXXXX		Name: 	

Title: Director Healthcare		Title: 	

Date: 27. 8. 2024		Date: 	

MASARYK MEMORIAL CANCER INSTITUTE		

By: 		

Name: prof. Marek Svoboda, M.D., Ph.D.		
Title: Director General		

Date: 2. 9. 2024	
[bookmark: _Hlk109218597]

APPENDIX 1
IQVIA Technology Solutions Addendum

INTRODUCTION:  This IQVIA Technology Solutions Addendum supplements the General Terms with additional terms and conditions that apply to IQVIA Technology Solutions.  Capitalized terms used herein but not otherwise defined shall have the meanings set forth in the General Terms.

IQVIA Technology Solutions may encompass the following modules depending on the Statement of Work (which will be set out in Schedule 1 of the relevant Statement of Work):
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX


1. [bookmark: _Ref45148482]DEFINITIONS AND INTERPRETATION
1.1. In this Addendum the following words and expressions have the following meanings:
	“Addendum”
	[bookmark: _Ref45148554]means this Addendum, as amended from time to time in accordance with its terms, including the Schedules;

	“Aggregated”
	means a combination of individual record data which is grouped by cohort criteria, creating a summary of higher-level statistics;

	“Applicable Laws”
	means all laws and judgments of any relevant court of law and all (legally binding) regulations, directions, rules, guidance, orders, decrees and codes of conduct in each case issued or approved by any relevant regulatory authority and in each case of any jurisdiction, which are applicable to this Addendum or any party or any activity of any party, as amended and in force from time to time;

	“Application”
	means the platform installed in Hospital’s on-premise or cloud environment, or alternatively provided as SaaS, and that enables the identification of patients and enables access to PID that can be utilized for medical research and / or real world studies.

	“De-identification”
	means the process of rendering PID Non-Identified by removing personally identifiable information, described in Clause 9.  De-identification may be reversible or irreversible;

	“Hospital Location”
	means the location set out in the relevant SOW;

	“IQVIA Technology Solutions”
	means the provision of the Application, the Software, and the Software Support Services in accordance with this Addendum.

	“Modification”
	means a release of the Software that corrects faults, adds functionality or otherwise amends or upgrades the Software as part of the Software Support Services (but which does not constitute a New Module); 

	“New Module”
	means a new module of the Software, or an existing module of the Software which is not currently available to, or being used by, Hospital, which provides additional discrete functionality;

	“Non-identified”

	means data which has passed through a De-identification process. Such data may be non-identified while remaining stored at an individual record level, or further aggregated;

	“NLP”
	means natural language processing algorithm; 

	“PID”
	means Hospital’s data that is contributed by Hospital in native form that concerns or relates to an identified or identifiable patient;

	“Representative”
	means, in relation to a party, that party and its Affiliates, directors, employees, officers, authorised agents, authorised internal and external auditors or advisers;

	“Software”
	means computer software listed in the SOW and any Modifications that are supplied to Hospital during the term of the IQVIA Technology Solutions; and

	“Software Support Services”
	means the maintenance and support services for the Software to be provided by IQVIA or its subcontractors under this Addendum as set out in Clause 3.


1.2. So far as possible all provisions of this Addendum should be interpreted in such a way that they are consistent with each other, but if there is any conflict or ambiguity between provisions of this Addendum, the order of precedence for this Addendum shall be as follows:
(a) the Clauses of this Addendum; and
(b) the Schedules.

2. ON-BOARDING PHASE AND PERFORMANCE
2.1. In performing their respective obligations under this Addendum, each party agrees that it shall:
(a) perform its respective roles and obligations, carry out the tasks, and provide the personnel, materials, facilities, and equipment that are specifically designated as its responsibility in the SOW.
(b) perform its obligations:
(i) with due care and diligence;
(ii) as agreed in the Agreement Documents, including this Addendum;
(iii) using appropriately qualified personnel; and
(iv) [bookmark: h.3znysh7][bookmark: h.1t3h5sf]in accordance with all Applicable Laws.
[bookmark: _Hlk49502793]	
3. [bookmark: _Ref45463242][bookmark: _Ref45148509]MAINTENANCE AND SUPPORT
3.1. IQVIA will provide the Software Support Services set out in the SOW in respect of the Software. For the avoidance of doubt, IQVIA shall be entitled to subcontract any or all of its obligations under the SOW.
3.2. Hospital shall install or permit IQVIA to install on Hospital’s system (including by remote connection) all Modifications of the Software within 60 days of notification from IQVIA that the relevant Modifications are available for installation and should Hospital fail to comply with this obligation, IQVIA may at its option:
(a) be released from its obligation to provide the Software Support Services (whether in accordance with the service levels in the relevant SOW or otherwise); or
(b) charge Hospital reasonable charges for providing the Software Support Services.
 An exception shall however be made in case that the installation of the relevant Modifications requires the acquisition of new equipment by the Hospital..
3.3. IQVIA shall have no obligation to provide the Software Support Services where faults arise from:
(a) misuse, i use of the Software contrary to the documentation provided by IQVIA or damage to the Software from whatever cause (other than any act or omission of IQVIA or its subcontractors) including failure or fluctuation of electrical power;
(b) failure to maintain the necessary environmental conditions for use of the Software;
(c) use of the Software in combination with any equipment or software (or any fault in or modification or amendment to such equipment or such software) not provided by IQVIA or not designated by IQVIA for use with the Software or any Modification;
(d) relocation or installation of the Software by any person other than IQVIA or a person acting under IQVIA’s instructions;
(e) any breach of Hospital’s obligations under the Agreement Documents howsoever arising or having the Software maintained by a third party;
(f) any modification not authorised by IQVIA;
(g) operator error; and/or
(h) computer viruses, or other malicious programs unless such programs were introduced through the fault of IQVIA.
3.4. [bookmark: _Hlk174453784][bookmark: _Hlk174453899][bookmark: _Hlk174453883]It is expected that IQVIA’s  Software will have a high average Service Availability on a monthly basis (equivalent to high average Service Availability in commercial use). IQVIA in cooperation with Hospital undertakes to ensure software safety and compatibility with Hospital´s hardware to the extent which can be reasonably required of IQVIA. 
2. 
3.5 Hospital receives a user account(s) for its authorised employees (hereinafter as “users”) in the IQVIA Customer Service Hub to report any errors related to the daily operations of Software provided by IQVIA. The IQVIA Customer Service Hub provides several key services. Users can create and manage cases, access both personal and company cases, and customize and filter case lists. The Knowledge Base Management allows users to search and consult helpful articles, rate them, and access relevant articles while creating cases. Additionally, users can receive files and folders from IQVIA Analysts through Shared Folders.
3.6 Errors reported by users are managed based on their urgency and impact on Digione i3 project. Level of urgency and impact is decided by users, based on the below definitions of the different urgency and impact levels.
Urgency measures the time sensitivity of an incident, problem, or change:
a) High Urgency: Requires immediate resolution, such as outages affecting deployment of DigiOne i3 project during critical periods.
b) Medium Urgency: Needs timely attention but does not immediately impact operations.
c) Low Urgency: Has minor or no time sensitivity.
Impact assesses the effect on business operations:
a) Significant Impact: Major negative effects on critical operations with no workarounds.
b) Moderate Impact: Affects multiple stakeholders and may delay key processes; workarounds may exist.
c) Low Impact: Affects a small group or individual with minimal operational impact; workarounds exist.
Once urgency and impact are assessed in the report, the priority of incident is automatically calculated based on provided matrix during the deployment of SOW.
Initial Incident Response Times are categorized by priority:
a) Priority 1: Response within 2 business hours.
b) Priority 2: Response within 4 business hours.
c) Priority 3: Response within 6 business hours.
d) Priority 4: Response within 8 business hours.
Ticket Resolution Plan for priority incidents:
a) Priority 1: Resolved within 1 business day, with daily updates.
b) Priority 2: Resolved within 3 business days, with updates every 2 days.
c) Priority 3: Resolved within 10 business days, with updates every 5 days.
d) Priority 4: Resolved within 15 business days, with updates every 10 days.


4. [bookmark: _Ref45145726]HOSPITAL OBLIGATIONS
4.1. Hospital shall permit IQVIA or its third party licensors (or their respective auditors) for the term of this Agreement have access to any records kept in connection with the Agreement Documents and this Addendum except for medical records, for the purposes of ensuring that Hospital is complying with, or has complied with, the terms of the Agreement Documents (including this Addendum), provided that IQVIA or its third party licensors provide reasonable advance notice to Hospital.
4.2. Hospital shall at its own expense:
(a) ensure that appropriate environmental conditions are maintained for the Software and shall take all reasonable steps to ensure that the Software is operated in a proper manner by Hospital’s employees and contractors;
(b) keep full backup copies of all of Hospital’s data used for DigiONE i3 project;
(c) provide the appropriate level of trained personnel to operate and use the Software, in addition to implementing procedures for the protection of information and ensuring that a current backup copy of the Software is maintained in accordance with good computing practice and as reasonably directed by IQVIA from time to time; and
(d) identify two individuals at the Hospital Location who are knowledgeable in the operation of the Software (“Operations Managers”). These individuals will: 
0. Serve as primary contacts between Hospital and IQVIA for operational and delivery matters; 
0. Be responsible for day-to-day management of Hospital’s performance under this Addendum; and 
0. Initiate all support calls to IQVIA.
Hospital may replace an Operations Manager at any time upon one (1) month’s prior written notice to other party. Hospital shall notify IQVIA of changes in the identity of those contacts and provide up to date contact details (including telephone numbers and email addresses).
4.3. Hospital acknowledges and agrees that it is exclusively responsible for:
(a) reviewing any Modifications;
(b) ensuring the security, completeness, and accuracy of all inputs and outputs;
(c) making regular backup copies of its data to ensure recovery of its data if the Software malfunctions.  IQVIA shall have no responsibility or liability in connection with any loss or corruption of data.

5. GOVERNANCE
5.1. Hospital shall designate Operations Managers in accordance with Clause 4.2(d) above who shall have primary responsibility for day to day management of Hospital’s performance under this Addendum and who shall act as Hospital’s contact for day to day operational and delivery matters.

6. [bookmark: _Ref45465439]CONFIDENTIALITY AND PUBLICITY
6.1. Each party shall immediately upon becoming aware of the same, give notice to the other of any unauthorised disclosure, misuse, theft or other loss of Confidential Information of the other party, whether inadvertent or otherwise.
6.2. [bookmark: _Ref45148648]IQVIA shall be permitted to disclose publicly that Hospital is participating in this collaboration with IQVIA, and use relevant Hospital names and / or logos. For the avoidance of doubt, this shall include publication on websites and in presentations or tradeshows related to the collaboration.
6.3. Except as set out in Clause 6.2 above, neither party shall use the names or logos of the other party in any publicity, advertising or news release without the prior written approval of the other party or issue any information or statement to the press or public relating to this Agreement, without the prior written consent of the other party.

7. NO MEDICAL ADVICE
7.1. [bookmark: _Ref45148379][bookmark: _Ref460846502]Hospital acknowledges and agrees that any results or outputs of the Application shall not be regarded as providing any medical advice, professional medical or health care opinion, medical treatment or otherwise take the place of professional health care to any individual as would be offered by a professional health care provider or replacing the clinical judgment of a treating health care professional.

8. [bookmark: _Ref45470850]DE-IDENTIFICATION
8.1. Hospital will continue to use its existing healthcare systems to input patient treatment data and support individual care decisions. Hospital acknowledges and agrees that it shall not rely upon any data in the Software to support individual medical, care or other treatment decisions.
8.2. Depending on user roles configured within the Application by the Hospital, data visible to users within the Application will be Non-Identified, so that Hospital employees may perform their duties by viewing only Non-Identified data.  The De-Identification process utilised is reversible by Application users with appropriate permissions, for example but not limited to contacting candidates.  For avoidance of doubt, administration of permissions is by hospital personnel, and the process of creating any Non-Identified data occurs automatically within the hospital environment without involving IQVIA personnel (unless Hospital specifically requests technical support from IQVIA, and with the exception of IQVIA personnel performing implementation and initial set-up of the process).
8.3. In order to protect the confidentiality and privacy of the PID contributed by Hospital to the Software, the parties agree Hospital shall ensure that IQVIA will not have access to any PID for any purposes not expressly contemplated under the Agreement Documents.


[bookmark: _DV_M167]APPENDIX 2
TEMPLATE SOW

 
 
STATEMENT OF WORK 
IQVIA Solutions B.V. at HERIKERBERGWEG 314, AMSTERDAM 1101CT, Netherlands (“IQVIA”)
Masaryk Memorial Cancer Institute, ID 00209805 with registered seat at at Žlutý kopec 543/7, 656 53 Brno, Czech Republic

Nepodléhá uveřejnění dle § 3 odst. 1 zákona č. 340/2015 Sb., o registru smluv – obchodní tajemství

	 
	IQVIA 
	 
	HOSPITAL 

	Signature 
	 
	Signature 
	 

	Name 
	XXXXXX 
	Name 
	 

	Title 
	Director Healthcare 
	Title 
	 

	Date 
	27. 8. 2024 
	Date 
	 

	 
	 
	 
	 

	 
Signature 
	 
	Signature 
	 

	Name 
	[bookmark: _GoBack]prof. Marek Svoboda, M.D., Ph.D. 
	Name 
	 

	Title 
	Director General 
	Title 
	 

	Date 
	30. 8. 2024 
	Date 
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