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ANNUAL REPORT ON DEFERRAL GRANTED IN THE
PAEDIATRIC INVESTIGATION PLAN
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This form requires Adobe Reader version 10.0 or higher.
Unique Product Identifier (UPI) :
This field is not mandatory. If you do not have UPI it will be allocated at the time of submission.
1. Please provide information relevant to the Paediatric Investigation Plan
Type of MA: 
(leave blank if this is the first report)
A copy of the latest EMEA decision should be annexed.
Reference Member State:
2. General information on the development of the product
Is the overall paediatric development continuing as programmed? 
If no, please explain why (tick all boxes that apply, and detail in the comment box):
3. Please provide an update of the deferred studies/measures including study number and timelines
 (As per PIP decision)
Agreed start of study date (first patient/first visit, from the EMEA Decision)*
Agreed start of study date (first patient/first visit, from the EMEA Decision)*
Actual start of study date*
Actual start of study date*
Agreed last patient/last visit 
(completion of study)*
Agreed last patient/last visit (completion of study)*
Estimated completion date (or actual date if completed)*
Estimated completion date (or actual date if completed)*
Is the study/measure progressing as planned?
Is the study/measure progressing as planned?
If no, please specify the reason(s) [max 250 words]:
Comment on the status of deferred study (max 250 words) (if necessary)
Comment on the status of deferred study (max 250 words) (if necessary)
*please use last day of the month if the actual day is not known
4. Information on request for modification
If the development of the product is not continuing as programmed, a request for modification of the agreed PIP may be necessary.
Do you plan to request a modification of your agreed PIP?  
*please use last day of the month if the actual day is not known; if this box is ticked, please send a letter ofintent using the EMEA template (available here)
5. Please provide a list of any attached documents (optional)
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