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DATA Access Request Form

STEP 1. Request Form for DAC evaluation
[bookmark: _Hlk192863404]INNODIA hosts the data collected by INNODIA.Projects Partners during the Innovative Medicines Initiative 2 (IMI2) Joint Undertaking (2015-2024) and has been granted a license (“License Agreement”) to use and share this data for research purposes. You can ask for data (https://innodia-apps.org/INNODIA_counts/) and samples with annexed data (https://www.innodia.org/innodia-datasamples) but your data request needs to be approved by the Data Access Committee (“DAC”). 
[bookmark: _Hlk192863428]The DAC is a decision-making body composed of representatives of the licensors (i.e. the owners of the data), with relevant expertise in the data. They are responsible for evaluating and approving/refusing all requests for access to the data to ensure that its use aligns with the research use of the License Agreement and safeguards the rights of the data subjects. Their approval is required to maintain compliance with legal and ethical standards, control data distribution, and oversee any database-related decisions.
Upon approval of the data access request, INNODIA and the authorized representatives of your organization shall enter into a formal agreement outlining the terms and conditions of access in accordance with the approval of the DAC and the terms and conditions established by the License Agreement. This agreement includes provisions for data usage, confidentiality, security measures, publication policies and any other relevant considerations in accordance with applicable law and the License Agreement.

DATA & SAMPLES CAN BE REQUESTED ONLY FOR SCIENTIFIC RESEARCH PURPOSES
The purpose of this FORM is to allow the DAC to evaluate your request and decide whether the request is valid.


A1. INFO on DATA ACCESS REQUESTOR
[bookmark: Text6]Organization:      
[bookmark: Text2]Type of Organization: (Academia, Industry, Healthcare organization, non-Profit-org, Company, Other …):      
Organization Focus (Briefly describe the main activities and objectives of your organization) (max 150 words): 
[bookmark: Text5]Organization Address:      
Organization VAT number (if applicable):      
[bookmark: Text1]Full name:      
[bookmark: Text3]Role in the organization:       
[bookmark: Text4]Email:      
Date:      

A2. Which type of data are you requesting access to? Please note: the choice has to be clearly reflected in the project description.
Select the type of data you would need (multiple options are allowed). A description of the data is included on our website www.innodia.org/innodia-datasamples
|_| All eCRF Data
[bookmark: Check2]|_| Demographic data (e.g. age, gender, ethnicity)
[bookmark: Check5]|_| Anthropometric data (e.g. BMI, BMI_SDS)
|_| Islet autoantibodies (AAb)
[bookmark: Check4]|_| Glycemic measures (e.g. glucose, HbA1c, C-peptide)
[bookmark: Check6]|_| Insulin therapy info (e.g. insulin treatment regimen)
[bookmark: Check7]|_| MMTT/OGTT results
[bookmark: Check8]|_| CGM data (for selected IAb positive individuals)
[bookmark: Check9]|_| Medications and Medical History
[bookmark: Check10]|_| Immunomics (flow cytometry data) 
[bookmark: Check11]|_| Genotyping (including HLA typing)
[bookmark: Check12]|_| Lipidomics
[bookmark: Check14]|_| Proteomics
[bookmark: Check15]|_| RNA-seq
[bookmark: Check16]|_| micro/small RNA
[bookmark: Check17]|_| Metagenomics (on stool samples)
|_| Metabolomics (on stool samples)

From which participants?
[bookmark: Check18]|_| Newly Diagnosed (ND) individuals 
[bookmark: Check19]|_| Unaffected Family Members (UFM)

A3. PROJECT: 
i. Please provide title of the proposed project
ii. Please provide a short abstract of the project (max 250 words) 
iii. Please provide project proposal, highlighting the background, aims, proposed activities/analysis, methodology for data analysis and expected outcome (max 1.500 words).


A4. For what purpose will the results generated from the analysis of these data be used (max 150 words)?  
Please provide a brief information on the purpose of the analysis. Following use is not allowed (i) commercial use; (ii) the storage of the data in any database, system, repository, or storage solution other than the INNODIA database; and (iii) the training of Artificial Intelligence (AI) models if upon completion of the training phase, the AI models do not operate independently of the original data, ensuring no ongoing reliance or reference to the data beyond the training phase. 

A5. Will you be interested in samples matching your Data request?
[bookmark: Check20]|_| Yes
[bookmark: Check21]|_| No

A6. If applicable, other relevant information:
[bookmark: Check22]|_| I declare I have read the INNODIA Publication Policy and agree to adhere to it

|_| I declare that I have been informed, pursuant to and for the purposes of Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, repealing Directive 95/46/EC, along with its amendments and European implementing legislation (“GDPR”), that my personal data* (hereinafter, collectively “Personal Data”) will be processed exclusively within the context of the procedure for which this request is made.
For more information, please consult the INNODIA Privacy Policy, which I acknowledge and agree to adhere to.
(*As specified under A1: “Full name,” “Role in the organization,” “Email.”)




DATA ACCESS COMMITTEE - EVALUATION OUTCOME

Request Received on date: __________________________

Request Evaluated on date: _________________________

Outcome

[bookmark: Check1]|_| APPROVED
Access to the data will not be enabled until INNODIA and the authorized representatives of the Requestor have entered into a formal Data Use Agreement outlining the terms and conditions of access in accordance with the approval of the DAC and the terms and conditions established by the License Agreement. 


|_|  APPROVED UNDER CONDITIONS
With the following conditions (if applicable)





|_|  PENDING FURTHR INFORMATION
Information required





[bookmark: Check3]|_| DECLINED
Motivation
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