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<Date of submission>

Submission of comments on “Good Practice Guide for the use of the Metadata Catalogue of Real-World Data Sources” (EMA/226421/2022)

Comments from:

	Name of organisation or individual
	

	(Optional) Email address to be contacted by EMA for further clarification
	


Disclaimer: 

 FORMCHECKBOX 
 Please fill in the optional email address field and mark this checkbox if you consent to be contacted by the European Medicines Agency for the purpose of obtaining further clarifications on your comments.
For further information regarding the protection of your personal data in relation to the processing of this questionnaire, please find annexed a data protection statement.

Please note that these comments, the identity, and the affiliation of the sender may be published unless a specific objection is received.
When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF).

1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment (if any)
	Outcome (if applicable)

(To be completed by the Agency)

	
	
	


2.  Specific comments on text

	Line number(s) of the relevant text

(e.g. Lines 20-23)
	Stakeholder number

(To be completed by the Agency)
	Comment and rationale; proposed changes
(If changes to the wording are suggested, they should be highlighted using 'track changes')
	Outcome
(To be completed by the Agency)

	
	
	Comment:
Proposed change (if any):


	

	
	
	Comment:
Proposed change (if any):


	

	
	
	Comment:
Proposed change (if any):


	


Please add more rows if needed.
Annex: Data protection statement
All personal data provided within this questionnaire will be processed by EMA in accordance with Regulation (EU) 2018/1725 on the protection of individuals regarding the processing of personal data by the Union institutions and bodies on the free movement of such data.

This data protection statement provides details on how the Agency, in its capacity as data controller, will process the information that you have given in your questionnaire.

Internally, the Head of Data Analytics and Methods is appointed as ‘Internal Controller’ to ensure the lawful conduct of this processing operation. The contact details of the Internal Controller are the following: datacontroller.analytics@ema.europa.eu 
Collection of data

EMA will collect all the personal data in this questionnaire, such as your name, organisation/company, email address, your view on the topics concerned where such information is provided. Please do not reveal any other personal data in the free text fields. EMA does not directly intend to collect personal data but to use the aggregated data for the purpose of this consultation. 

Your consent to the processing of your data

When you submit this questionnaire including your name/organisation’s name and email address, you consent that EMA will process your personal data you provided as explained in this data protection statement. You may also withdraw your consent later at any time. However, this will not affect the lawfulness of any data processing carried out before your consent is withdrawn.

Start of data processing

EMA will start processing your personal data as soon as this questionnaire is received.
Purpose of data processing 
The purpose of the present data processing activity is to collect the views of stakeholders and/or concerned individuals in relation to the particular subject-matter of the consultation. No further processing of your personal data for any other purposes outside the scope of this specific context is envisaged.

Location of data storage

All data is stored within a secure data centre of EMA which is password protected and only available to EMA staff members.

Publication of data

The comments and the identity of the sender may be published unless a specific objection is received.
Retention period

If you complete and send this questionnaire, your personal data will be kept until the results have been completely analysed and utilised. Your personal data will be deleted at the latest 1 year after the questionnaire was submitted.

Your rights

You have the right to access and receive a copy of your personal data processed, as well as to request rectification or completion of these data. You may also request erasure of the data or restriction of the processing in accordance with the provisions of Regulation (EU) 2018/1725. You can exercise your rights by sending an e-mail to datacontroller.analytics@ema.europa.eu 
Complaints

If you have any complaints or concerns about the processing of your personal data, you can contact 

EMA’s Data Protection Officer at dataprotection@ema.europa.eu
You may also lodge a complaint with the European Data Protection Supervisor: edps@edps.europa.eu 

For more details on how EMA processes personal data, please see the general EMA Data Protection and Privacy Statement: www.ema.europa.eu/en/about-us/legal/privacy-statement
	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	An agency of the European Union  
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	Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 
Send us a question  Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000
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