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<<Co->Rapporteur’s><Joint Rapporteurs’><CHMP> assessment report on the significance of pre-clinical or clinical studies in support of a new indication for a well-established substance in accordance with Article 10(5) of Directive 2001/83/EC

Invented name: 

<International non-proprietary name:>or<Common name>

[bookmark: ProductNumber]Procedure No. EMEA/H/C/0000/00/00/00

<Applicant><Marketing authorisation holder (MAH)>:



1. Introduction
In accordance with the provisions of Article 10(5) of Directive 2001/83/EC, the <Marketing Authorisation Holder (MAH)><Applicant> has applied for a one year of data exclusivity in the framework of the <product name> procedure (<procedure number>).
The request was based on the <MAH’s><Applicant’s> position that significant pre-clinical or clinical studies were carried out in relation to the new indication for <product name>.  
2.  Justification of significance of pre-clinical or clinical studies as presented by the <MAH><Applicant>
Justification of new therapeutic indication

<Significance of pre-clinical studies >

<Significance of clinical studies >

3.  Assessment of the <MAH’s><Applicant’s> justification of significance of pre-clinical or clinical studies [footnoteRef:3] [3:  In accordance with the Guidance on a new therapeutic indication for a well-established substance] 

Justification of new therapeutic indication

<Significance of pre-clinical studies>

<Significance of clinical studies>

As an example, a confirmatory clinical trial versus a suitable comparator in the new indication would be considered as a significant clinical study.
Conclusion

Summarise position on the assessment of justifications under 3., i.e. grounds for acceptance/refusal of significance of pre-clinical and/or clinical studies
In order to consider pre-clinical or clinical studies significant, they should have been relevant and necessary to the approval of the marketing authorisation application in the new indication.
Recommendation
The CHMP reviewed the data submitted by the <MAH><Applicant>, taking into account the provisions of Article 10(5) of Directive 2001/83/EC and the Guidance on a new therapeutic indication for a well-established substance, and <does not> consider<s> <by consensus/ by a majority of x votes out of x> that significant <preclinical><and><clinical> studies have been carried out in relation to the new therapeutic indication.  
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