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Disclaimer presented at beginning of meeting
The views expressed during the meeting and within this document are the opinion of the participants and may not reflect the opinion of the EMA scientific committees. Therefore, the answers provided should not be interpreted as regulatory guidance or review recommendations for an application, but as a preliminary set of scientific and regulatory considerations for the information presented.
Should aspects of the subject matter discussed herein become part of a formal data submission, application, or supplement, it is at the full discretion of the appropriate working party, evaluation team or scientific committee to completely and independently assess the product(s) in question.

Data protection notice
By participating in this meeting, you are providing your consent to the processing of your personal data (e.g. name, email address), which will be processed by EMA in accordance with Regulation (EU) 2018/1725.
You can access EMA’s data protection notice for the organisation of meetings and events here: https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-organisation-meetings-events_en.pdf
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1.  
Summary and background of the meeting
< Provide an executive summary of the meeting highlighting the background and rationale for seeking a PT meeting.  Briefly describe the scope of the topics for discussion, the current challenges and highlight innovative aspects of the developments presented >

2.  Topics discussed during the PTM

[bookmark: Text8]<Title Topic 1>
Question:
Background and Applicant position:
EMA feedback:

<Title Topic 2>
Question:
Background and Applicant position:
EMA feedback:

<Title Topic 3>
Question:
Background and Applicant position:
EMA feedback:

3.  Next steps and follow-ups
<Provide a short summary of the next steps and follow-ups discussed during the meeting>.
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