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Additional information
Applicant’s clarifications following Paediatric Committee (PDCO) discussions or re-discussions
<Active substance(s)>
<Case number> - Include case number before uploading this document (e.g. EMA/PE/0000123456)
When the summary report is sent after each discussion not involving a clock-stop, under “Paediatric Committee discussion” a request for clarification or further question(s) to be addressed by the applicant may be present.
If there is such an explicit request, the submission will be reopened in the IRIS portal so that you can upload a file with additional information. The response should be in Word (.docx) format, named: "Additional information". Any other documents that were not requested may not be accepted. 
The requested additional information must be provided within the time frame indicated in the request, and using this template.  
If there is no such explicit request from the PDCO, additional information may not be accepted or taken into account. 
1.  Clarifications
Provide responses to the questions including justification where clarification is needed. 
You may add subtitles and supporting references if not previously submitted. 
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Comments
	EMA Scientific Officer:
<Text>
PDCO Rapporteur:
<Text>
PDCO Peer Reviewer:
<Text>
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	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	
 An agency of the European Union      [image: EU Logo]

	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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