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ZOLL Respicardia, Inc. – EU Data Act Transparency Notice

Purpose of this Notice
This Transparency Notice is provided to inform users, prior to entering into a contract and/or prior to use, about:
· the product data a ZOLL Respicardia connected product is capable of generating, and how a user can access, retrieve and (where relevant) erase those data; and
· the data processing and access arrangements for ZOLL Respicardia related services connected to such products,
as required under Article 3(2) and Article 3(3) of Regulation (EU) 2023/2854 (“EU Data Act”). 
This Notice applies to users of ZOLL Respicardia’s connected products and related services linked to such connected products. 
Relationship with privacy, medical-device rules and other laws
This Notice addresses EU Data Act transparency obligations. It does not replace ZOLL Respicardia’s privacy notices or other legally required information (e.g., for medical devices, patient confidentiality, cybersecurity, safety and vigilance obligations).
Where data include personal data (including health data), ZOLL Respicardia will only make such data available in compliance with applicable data protection law and confidentiality obligations.
Type, format and estimated volume of product data
ZOLL Respicardia offers the following connected products:
remedē System Model 1001
	Types / categories of product data generated by the product 
	Data format(s)
	Estimated data volume
	Continuous generation and real-time capability
	Storage location and retention


	• Heart rate data
• Stimulation data
• Position sensor and activity data 
• Device state data
• Respiration data
	Binary format
	The product collects and stores up to 21 days of product data
	Continuously
	On device for 21 days


Information about related service data
ZOLL offers the following related service:
Respicardia Programmer Model 1002A
The service is related to the remedē System Model 1001 (connected product).
	Nature of product and related service data to be obtained or generated
	Estimated data volume
	Collection frequency
	Storage and retention details 

	• Heart rate data
• Stimulation data
• Position sensor and activity data 
• Device state data
• Respiration data
	Service can obtain and store data for the duration of the battery life of the product
	Every time the service is connected to the product by the user
	Permanent storage


How the user can access, retrieve and (where relevant) erase data
Users can access, retrieve and erases data by using the programmer tablet and relevant programmer application.
If the methods described above are not sufficient to retrieve the product data directly from the device, please contact ZOLL Respicardia at the email addresses provided below.
Use of readily available data by the data holder and possible third-party use
ZOLL Respicardia or third parties are not receiving product or related service data.
Complaints
Users have the right to lodge a complaint alleging an infringement of Chapter II of the EU Data Act with the competent authority designated under Article 37 in the relevant Member State.
Contact
For EU Data Act questions, access requests, or issues with retrieving data please contact EUDAtaAct@zoll.com.




