Privacy Notice- ABALO Study
European Non-Interventional Post-Authorization Safety Study to Evaluate Cardiovascular Events in Patients Newly Exposed to Abaloparatide or Teriparatide

This privacy notice explains how personal data are used in the ABALO study, a safety study evaluating real-world cardiovascular events in patients receiving abaloparatide or teriparatide for the treatment of osteoporosis.
The study uses routinely collected healthcare data obtained from established data providers- CPRD, SIDIAP and IQVIA, which will be pseudonymised or anonymised at source which means that researchers will not be able to reidentify data subjects. No direct contact will take place between researchers and individual data subjects. 

Who is responsible for your data?
Theramex HQ UK Limited (“Theramex”) will be the data controller for this project. The University of Oxford will act as a contractor to the data controller and is responsible for conducting the research analyses in accordance with contractual and legal obligations.

What data are used?
The study uses pseudonymised or anonymised secondary healthcare data provided by:
· Clinical Practice Research Datalink (CPRD)
· IQVIA
· SIDIAP
Before any data are shared with researchers at the University of Oxford:
· Data are anonymised by the data providers
· Researchers do not receive direct identifiers such as names, addresses, or other directly identifying information
· The University of Oxford cannot identify individual patients and cannot re-identify the data
· Similarly, Theramex will not be able to identify individual patients.


Lawful basis for processing
Under UK GDPR and EU GDPR, the lawful bases for processing personal data for this study include:
· Article 6(1)(c) GDPR – legal obligation. This particular study is imposed by the European Medicines Agency (EMA);
· Article 9(2)(i) – processing is necessary for public interest in the area of public health.
Appropriate safeguards are applied in accordance with data protection law.

International data transfers
The data collected for the study is stored and processed within the UK/EU and is not transferred outside these regions.

Who can exercise data subject rights?
Because the data are anonymised before being shared with researchers:
· The University of Oxford and Theramex cannot directly identify data subjects
· To exercise data protection rights (such as access, rectification, or objection), individuals must contact the original data provider:
· CPRD: https://www.cprd.com/protecting-patient-data/privacy-notice-patients 
· IQVIA: https://www.iqvia.com/about-us/privacy 
· SIDIAP: https://www.sidiap.org/index.php/en/ 
Each data provider has its own procedures for handling data subject rights requests.

How long are data retained?
Study data are retained only for as long as necessary to fulfil the scientific, regulatory, and legal requirements of the study. 

Complaints and concerns
If you have concerns about how your data are used, you may contact the relevant data provider directly.
You also have the right to lodge a complaint with the UK Information Commissioner’s Office (ICO) (0303 123 1113) or www.ico.org.uk or the relevant data protection authority in your country of residence.

Further information
For further information about this study or its governance, please contact:
Theramex HQ UK Limited (Data Controller) - dataprivacy@theramex.com
Or
NDORMS, University of Oxford (Contractor) mahkameh.mafi@ndorms.ox.ac.uk
