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Key Elements Form
(Applicant’s proposal for PIP opinion)
INSTRUCTIONSThis form is for use in association with part A (PDF application form) and parts B-E (scientific document in Word/RTF format) when applying for agreement of a Paediatric Investigation Plan (PIP), when submitting a response to the PDCO’s request for modification, and when submitting an application for modification of an agreed PIP.This form shall capture the key elements (main features) of measures / studies proposed to be included in a PIP opinion/decision.Part D of the scientific document shall include the discussion of the critical aspects, as well as strengths and limitations of the proposed and alternative features of the proposed measures / studies. 
Please list in this form only the key elements (main features) proposed for inclusion in the PIP opinion. Against these key elements, the completed measures / studies will be verified at compliance check. Do not insert the whole synopsis/protocol of the study; these can be included elsewhere in the application (as part F). If information is not provided in a text field, please provide appropriate justification.
List the key elements briefly, avoiding conditional language or elements (use “must” or ”will”, not “should” or “could”). For dates, always use the last day of the month. It is not necessary to list “standard” elements, such as those related to legal requirements for clinical trial conduct.
Please note that fields are limited to 4000 characters (about 250 words). Please avoid using any special character, e.g.: "AUC0-∞"  (use AUC 0-infinite), "±" (use "+-"), "3 x 10⁹" (use "3 billion"). Also, please avoid bullet points (other than "-"). Avoid acronyms (or explain if necessary) and invented names of medicinal products.
This form requires Adobe Reader version 8.0 or higher. Other software programmes may result in corrupted forms or very large file sizes. 
Research Product Identifier (RPI) :
 This form requires Adobe Reader version 10.0 or higher.
Type of procedure
Use the buttons below to add additional studies to the form.
Key elements of a quality-related studies measure, proposed to be included in the PIP opinion
Quality Measures (Pharmaceutical form / formulation)
Deferral for completion requested?
Key elements of a non-clinical study, to be included in the PIP
Deferral for initiation requested?
Deferral for completion requested?
Key elements of a clinical study, proposed to be included in the PIP opinion
Deferral for initiation requested?
Deferral for completion requested?
There must be a date: this is “Last Patient Last Visit”; do not include or refer to other dates, e.g., finalisation or submission of the study report. However, these need to be considered for the scope and timing of the compliance check.
Key elements of a modelling and simulation study, proposed to be included in the PIP opinion 
Deferral for initiation requested?
Deferral for completion requested?
Key elements of an extrapolation study, proposed to be included in the PIP opinion
Deferral for initiation requested?
Deferral for completion requested?
Use the buttons below to add additional studies to the form.
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Quality Measures (Pharmaceutical form / formulation, currently 0 measures)
Non-clinical studies (currently 0 studies)
Clinical studies (currently 0 studies)
Modelling and Simulation studies (currently 0 studies)
Extrapolation studies (currently 0 studies)
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