
Statement of Work: 1
 
This Statement of Work is entered into between IQVIA Technology Solutions s.r.o. for and on behalf of itself and its Affiliates (“IQVIA”), with offices at Pernerova 691/42, Karlín, 186 00 Praha 8, the Czech Republic, Ident. No.: 25716212 and Masarykův onkologický ústav (“Institution”), with offices at Žlutý kopec 7, 656 53 Brno, Ident. No.: 00209805 pursuant to the Master Collaboration Agreement with an Effective Date of 11.12.2024 between IQVIA and Institution (the “Agreement”) and shall be effective as of 15.10.2025 (“SOW Effective Date”).  Capitalized terms used but not otherwise defined in this Statement of Work (“SOW”) shall have the meanings ascribed to them in the Agreement.  Except to the extent otherwise set forth below for this SOW, the terms and conditions of the Agreement are incorporated by reference herein.

1. Study Specifications.

	Study title
	Comparative Real-World Effectiveness of Apalutamide in Metastatic Hormone-Sensitive Prostate Cancer: A Retrospective Non-Interventional Cohort Study Using European Secondary Care Treatment Centers

	Protocol number
	PCSONCA0724 

	Study classification
	Retrospective non-interventional study

	Indication
	Metastatic Hormone-Sensitive Prostate Cancer

	Institution Record Data type required
	Patient-Level Data
	Extent to which data will be de-identified
	Key- coded patient-level data where key is kept by Institution

	Analysis requirements
	N/A

	Ethical and Regulatory requirements

	Ethics committee approval required
	Yes
	Ethics committee approval sought from
	The ethics committee at Masarykův onkologický ústav

	Ethics committee approval date
	Ethics committee approval issued on 7th October 2025.

	Regulatory/Supervisory authority approval/notification required
	Yes
	Regulatory/Supervisory authority approval/notification sought from/provided to
	SUKL notification made on 25th September 2025 and provided to XXXXXXX
	Regulatory/Supervisory authority approval date
	25.09.2025
	Public registration of study
	Yes
	Study Description 

	Context
	XXXXXXXXXXXXXXXXXX


	Research question and objectives
	XXXXXXXXXXXXXXXXXX


	Data sources (Institution Source Data description) 
	XXXXXXXXXXXXXXXXXXX


	Number of patients (from feasibility if conducted)
	XXXXXXXXXXXXXXXXXXX

	Method(s)
	XXXXXXXXXXXXXXX

	Data variables required in Institution Record Data
	· The following baseline demographic, clinical, and treatment-related variables will be described: 
XXXXXXXXXXXXXXXXXXXXXXXXXXXX

	Study team contact details

	IQVIA
	IQVIA Technology Solutions s.r.o.

	Institution
	Masarykův onkologický ústav

	Timeline

	August 2025
	Providing study protocol and synopsis (IQVIA)

	October 2025
	Ethics submission & SoW signature

	October 2025
	Patient screening

	October – December 2025
	Data extraction



2. Compensation.
IQVIA shall compensate Institution for the provision of the Institution Record Data as follows:

	Activity
	Budget

	Start up fees
	XXXX

	Data extraction and enhancement fees
(including QC)
	XXXXX

	Total
	Up to 58.660 €



* The final budget will reflect the final number of patients who meet the I/E criteria and are included in the study.

Institution shall invoice IQVIA for 50% of the total budget (i.e. 29.330 €) at contract signature and for the remaining budget at study completion.

IQVIA shall submit payment to Institution within ninety (90) days of the later of (1) receipt of Institution’s invoice; and (2) payment for the relevant Institution Record Data by its client, whichever is later.

3. Term.
Unless earlier terminated in accordance with the Agreement, the term of this Statement of Work shall commence on the SOW Effective Date but not earlier than on date of publication of this Agreement in register of contracts pursuant to Act No. 340/2015 Coll., on register of contracts, as amended, and shall expire on the completion of all obligations set forth in this SOW

4. Data Processing.
For the purposes of Exhibit B of the Agreement, Schedule 1 of this Statement of Work (Data Processing Information Form) sets out the details of the data processing.

5. Signatures
	[bookmark: _Hlk206085597]Masarykův onkologický ústav

Signature: 



Name: prof. MUDr. Marek Svoboda, Ph.D.

Title: director general

Date: 14. 11. 2025		
	IQVIA Technology Solutions s.r.o.

Signature: 



[bookmark: _GoBack]Name: XXXXXXX	

Title: managing director	

Date: 19. 11. 2025	
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Schedule 1 
Data Processing Information Form
	Categories of data subject
	Data Subjects may include (but are not limited to) the following categories of Data Subjects:

☒ 	Patients. Former, current or future subjects participating in clinical research or other forms of medical research and/or patients who have received medical treatment, medications or other relevant healthcare services and/or their relatives, friends and carers. 

☐ 	Health Care Professionals. General medical practitioners and health care professionals, including staff of hospitals, pharmacies and other facilities or bodies concerned with the treatment of patients, development or dispensing of medicines or other aspects of the healthcare system, such as pharmacists, physicians, nurses and other health care professionals. 

☐ 	Customer Personnel. Personnel of IQVIA’s customers (including former, current and future employees, contractors and agents).

☐ 	IQVIA Personnel. Personnel of IQVIA (including former, current and future employees, contractors and agents).

☐	Other. 
[If other, please specify]

	Categories of personal data
	Categories of personal data may include (but are not limited to) the following categories of Personal Data:
[Check the boxes to indicate relevant personal data categories. Edit details as applicable.]

☒ 	Patients: 
· pseudonymised/anonymised (key coded) demographic and medical data;
· date of birth and/or age;
· description of characteristics of physical features of the body; 

☐ 	Health Care Professionals:
· name and contact details;
· personal identification number;
· data regarding their experience and qualifications;
· data regarding expertise, interests and professional and academic affiliations, appointments, activities and publications;
· data regarding their payments and/or transfer of values;
· connection data (e.g., logs, IP address, cookies).

☐ 	Customer Personnel:
· name and contact details; 
· employment data (e.g. name and address of employer, job title / position, department); 
· data regarding their experience and qualifications;
· connection data (e.g., logs, IP address, cookies).

☐ 	IQVIA Personnel:
· name and contact details;
· identification data (e.g. gender, date of birth, tax identification number, photographs);
· employment data (e.g. job title, job category, location/department, employee number, date of joining, employment history, training and work experience, performance, reward, training, development and disciplinary data, system usage, duration and nature of leave of absence);
· financial data (e.g. salary, bonus, tax details).

☐ 	Other. 
[If other, please specify]


	Categories of sensitive data (if applicable) 
	Categories of sensitive data may include (but are not limited to) the following categories of sensitive data:
[Check the boxes to indicate relevant sensitive personal data categories. Edit details as applicable.]

☒ 	Patients: 
· (relevant elements of) medical history; 
· health data including clinical test results; 

☐ 	IQVIA Personnel:
· only where required and lawfully permitted, race, ethnicity, religion, disability information;
· leave of absence information; 
· maternity / paternity information.

☐ 	Other. 
[If other, please specify]


	Nature and purpose of the processing
	[Check boxes below to describe the nature and purpose of the processing].

☒ 	As necessary, in connection with the provision of the Services.

☐ 	Other 
[If other, please specify.]


	Subject matter of the processing
	[Check boxes below to describe the subject matter of the processing].

☒ 	The Processing of Personal Information (as defined).

☐ 	Other 
[If other, please specify.]


	Duration of the processing
	[Check boxes below to describe the duration of the processing].

☒ 	The term of the Service Agreement.

☐ 	Other 
[If other, please specify.]
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