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Executive Summary 
 

This Deliverable presents the two existing consent forms that would be utilized in the case 

of new patient data. Consent forms are essential for documenting patient consent for data 

processing and ensuring that all legal requirements are met. 

Templates of the informed consent forms and information sheets with regard to data 

processing (in language and terms intelligible to the participants, including DPO contact 

details for host institutions required to appoint a DPO under the General Data Protection 

Regulation 2016/679) must be kept on file and provided to the Ethics Advisor for analysis 

once he/she is appointed.  
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1 Overview of Consent Forms 

1.1 Consent Form 1  

The first consent form is part of a medical diagnostics requisition document for ordering 

microbiological analyses related to gastrointestinal health. The first pages specify the 

ordered analyses. The last page asks for the patient’s medical history and then asks for 

signed consent. The consent includes both the original purpose of the requested analysis 

and the use of remaining sample material for scientific purposes and for the development of 

new diagnostic methods. 
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1.2 Consent Form 2 
The second consent form is designed to obtain informed consent from participants for a 

preventative health screening involving the collection and subsequent analysis of blood samples. It 

outlines the scope and purpose of the screening while also addressing the potential secondary use of 

biological materials. The form serves multiple purposes, ensuring compliance with ethical and legal 

requirements while facilitating both clinical and scientific advancements. Participants are asked to 

consent to the collection and analysis of blood samples for preventative health screening and to the 

use of any remaining sample material for scientific research and the development of new diagnostic 

methods. 
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2 Relevance 
In general, the use of consent forms is crucial for safeguarding patients' rights and ensuring 

transparency in data processing. They ensure to inform about the collection, processing, and 

use of personal data. This is particularly important for compliance with data protection 

regulations. The forms are necessary to comply with the applicable GDPR guidelines and to 

ensure maximum protection of personal data. 

The consortium is currently planning to use anonymized data sets obtained from residual 

sample material for which consent was already obtained in the past.  

These declarations of consent are to be considered as examples in case further data sets are 

required. The consortium would then provide information about this. 

The consent forms are in German, as they are intended for German patients. Currently, 

there are no patients from other countries planned. However, the forms could be adjusted if 

necessary. 

 

3 Ethical Advisor (EA) 
The consent forms are already available for the EA and the communication about the necessity is a 

ongoing process.  

 


