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[bookmark: _Toc73007704]
Administrative information
	Invented name of the medicinal product:
	

	INN (or common name) of the active substance(s):
	

	Applicant:
	

	Applied Indication(s):
	

	Pharmaco-therapeutic group 
(ATC Code):
	

	Pharmaceutical form(s) and strength(s):
	

	<CHMP><CAT> Rapporteur contact person:



<<CHMP><CAT> Co-Rapporteur contact person:


<PRAC Rapporteur contact person:>


<For CAT procedures:
CHMP Coordinator(s) 


EMA Product Lead:


	Name:
Tel:	 
Email:

Name:
Tel:	 
Email:>

Name:
Tel:	 
Email:>

Name:
Tel:	 
Email:

Name:
Tel:	 
Email>

	<CHMP><CAT> <Co>Rapporteur’s assessors 
(internal and external):
	Quality:
Name(s)
Tel:	
Fax:
Email:

Non-clinical:
Name(s)
Tel:	
Fax:
Email:

Clinical :
Name(s)
Tel:	
Fax:	
Email:

	<PRAC> Rapporteur assessors 
(internal and external):
	Name(s)
Tel:	
Email:>


[bookmark: _Toc73007705]Declarations
|_| The assessor confirms that this assessment does not include non-public information, including commercially confidential information (eg. ASMF, information shared by other competent authorities or organisations, reference to on-going assessments or development plans etc), irrespective from which entity was received*. 
*If the entity from which non-public information originates has consented to its further disclosure, the box should be ticked and there would be no need to add details below.
Whenever the above box is un-ticked please indicate section and page where confidential information is located here: 
[bookmark: _Toc73007706]
List of abbreviations
[bookmark: _Toc73007707]
Recommendation
Based on the review of the applicant’s responses to the grounds for refusal and of data on <quality/safety/efficacy>, the Rapporteurs consider that the application for <invented name>, indicated for the <indication>, is currently <not> approvable.
[bookmark: _Toc270669975][bookmark: _Toc270669976][bookmark: _Toc66280808][bookmark: _Toc66896347][bookmark: _Toc66896440][bookmark: _Toc73007708]Introduction and regulatory background
[bookmark: _Toc73007709]Introduction
[Product description, proposed mechanism of action for the indicated disease]
[Recommended dose]
[bookmark: _Toc66280811][bookmark: _Toc66896350][bookmark: _Toc66896443][bookmark: _Toc73007710]About the disease
[Epidemiology, diagnosis, treatment, prognosis]
[bookmark: _Toc73007711]Regulatory background
The Applicant submitted an application for Marketing Authorisation to the EMEA for <invented name> on <dd> <month> <year>, through the centralised procedure in accordance with Article 3(1) and point 1 of Annex of Regulation (EC) No 726/2004. The procedure started on <dd> <month> <year> with <rapporteur 1> (Rapporteur) and <rapporteur 2> (CoRapporteurs). Approval of the following therapeutic indication was sought for: 
<Indication as reflected under the outcome of the initial CHMP assessment>
[bookmark: _Toc185604339]The final <CHMP> <CAT> List of Outstanding Issues was sent to the Applicant on <dd> <month> <year>. <A clarification meeting with the CHMP/CAT Rapporteur(s) on the List of Questions was held at the EMA on <dd> <month> <year>>. The applicant submitted the responses to the <CHMP> <CAT> List of Outstanding Issues on <dd> <month> <year>. During the <CHMP> <CAT> meeting on <date>, outstanding issues were addressed by the applicant during an oral explanation before the <CHMP> <CAT>.
Finally, in the light of the overall data submitted and the scientific discussion within the Committee, the CHMP issued a negative opinion for granting a Marketing Authorisation to <invented name> on <dd> <month> <year>.
[bookmark: _Toc73007712]Grounds for refusal were the following:
· <…>
[Repeat as necessary]
The <CHMP> <CAT> considered therefore that the benefit-risk balance was unfavourable and has recommended the <refusal of the> granting of the Marketing Authorisation for <invented name>. On <dd> <month> <year>, the Applicant submitted their documentation with grounds for re-examination according to Article 9 (2) of Regulation (EC) No. 726/2004. 
[bookmark: _Toc73007713]Summary of the outcome of the original assessment procedure
[bookmark: _Toc485715446]This section should reflect the discussion and conclusions from the initial CHMP/CAT assessment report.
[bookmark: _Toc73007714]Quality aspects
Please refer to initial CHMP/CAT assessment report, section 2.2.4 discussion on chemical, pharmaceutical and biological aspects
[bookmark: _Toc73007715]Non-clinical aspects
Please refer to initial CHMP/CAT assessment report, section 2.3.6 discussion on non-clinical aspects
[bookmark: _Toc73007716]Clinical aspects
Efficacy
Please refer to initial CHMP/CAT assessment report, section 2.5.3 discussion on clinical efficacy
Safety
Please refer to initial CHMP assessment report, section 2.6.1 discussion on clinical safety
[bookmark: _Toc73007717]<New active substance>
Please refer to initial CHMP/CAT assessment report, appendix CHMP/CAT AR on New Active Substance 
[bookmark: _Toc73007718]<Similarity>
Please refer to initial CHMP/CAT assessment report, appendix CHMP/CAT AR on similarity 
[bookmark: _Toc73007719]<Derogations from market exclusivity>
Please refer to initial CHMP/CAT assessment report, appendix CHMP/CAT AR on derogations from market exclusivity.
[bookmark: _Toc73007720]<Additional Data exclusivity /Marketing protection >
Please refer to initial CHMP/CAT assessment report, appendix CHMP/CAT AR on additional data exclusivity/marketing protection
[bookmark: _Toc73007721]Benefit Risk assessment
Please refer to initial CHMP/CAT assessment report, section 3.7 benefit-risk assessment and discussion
[bookmark: _Toc66280824][bookmark: _Toc66896363][bookmark: _Toc66896456][bookmark: _Toc73007722]Other aspects 
Discussion and conclusions from the initial CHMP/CAT assessment report on other aspects within the scope of the re-examination procedure should be included here

[bookmark: _Toc384823678][bookmark: _Toc73007723]Assessment of the applicant’s responses to the grounds for refusal 
[bookmark: _Toc184972666][bookmark: _Toc185604344][bookmark: _Toc73007724][bookmark: _Toc147228758][bookmark: _Toc148416616]Introduction
The Applicant <company name> addresses in the document Response to CHMP/CAT negative opinion the formal grounds for refusal.
[bookmark: _Toc185604345][bookmark: _Toc184972667][bookmark: _Toc185604346][bookmark: _Toc241914002][bookmark: _Toc73007725]Ground #1
Grounds for re-examination:

Assessor’s Comments: 

[bookmark: _Toc185604347]<Point resolved>
<Point not resolved>
<Point resolved with changes to product information>
<Point resolved with follow–up measures>
[Repeat as necessary]

[bookmark: _Toc452129452][bookmark: _Toc73007726]Updated Benefit-risk balance
[bookmark: _Ref431462961][bookmark: _Toc443386978][bookmark: _Toc462315455][bookmark: _Toc73007727]Therapeutic Context
[bookmark: _Toc462315456]Disease or condition
[bookmark: _Toc462315457]Available therapies and unmet medical need
[bookmark: _Toc462315458]Main clinical studies
[bookmark: _Ref431979628][bookmark: _Toc443386979][bookmark: _Toc462315459][bookmark: _Toc73007728]Favourable effects
[bookmark: _Ref431971956][bookmark: _Ref433177327][bookmark: _Toc443386980][bookmark: _Toc462315460][bookmark: _Toc73007729]Uncertainties and limitations about favourable effects
[bookmark: _Ref431972748][bookmark: _Toc443386981][bookmark: _Toc462315461][bookmark: _Toc73007730]Unfavourable effects
[bookmark: _Toc462315462][bookmark: _Toc73007731]Uncertainties and limitations about unfavourable effects
[bookmark: _Ref431908088][bookmark: _Toc443386983][bookmark: _Toc462315463][bookmark: _Toc73007732]Effects Table
Table X. Effects Table for [insert product name and indication]  <(data cut-off: …)>.
	Effect
	Short
Description
	Unit
	Treatment
	Control
	Uncertainties/
Strength of evidence
	References

	Favourable Effects

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Unfavourable Effects

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Abbreviations:
Notes:

[bookmark: _Ref433177739][bookmark: _Toc443386984][bookmark: _Toc462315464][bookmark: _Toc73007733]Benefit-risk assessment and discussion
[bookmark: _Ref431910368][bookmark: _Toc462315465]Importance of favourable and unfavourable effects
[bookmark: _Ref431910515][bookmark: _Ref437868126][bookmark: _Toc462315466]Balance of benefits and risks
[bookmark: _Ref431911098][bookmark: _Toc462315467]Additional considerations on the benefit-risk balance
[bookmark: _Toc73007734][bookmark: _Ref43762266]Conclusions and recommendation following re-examination
[bookmark: _Toc506984170][bookmark: _Toc518974197][bookmark: _Toc518974339]
[bookmark: _Toc73007735]Specific obligations following the marketing authorisation
<This being a conditional marketing authorisation and pursuant to Article 14(7) of Regulation (EC) No 726/2004 the applicant  agreed to provide, as requested by the CHMP, the following data, as specific obligations which will form the basis of a re-assessment of the risk-benefit balance of <name of product>. 
[Feasibility of such conditions and appropriate realistic timelines will have been carefully assessed by the CHMP since ultimately a conditional marketing authorisation should revert to a “normal” marketing authorisation when the conditions presented below in the table will be fulfilled.]
 <This being an approval under exceptional circumstances and pursuant to Article 14(8) of Regulation (EC) No 726/2004 and Part II.6 of the Annex I to Directive 2001/83/EC, as amended, the applicant  agreed to provide, as requested by the CHMP, the following data, as specific obligations which will form the basis of the risk benefit balance of <name of product>.

[The recommendation to grant a marketing authorisation under exceptional circumstances by the CHMP should carefully be considered for situations where, for a number of reasons, it does not seem possible to ever assemble a “full” dossier. Notably, a marketing authorisation under exceptional circumstances will normally remain under exceptional circumstances and not lead to a conversion into a normal marketing authorisation.]

[bookmark: _Toc270669987][bookmark: _Toc270669988][bookmark: _Toc270669996][bookmark: _Toc270669999][bookmark: _Toc270670000][bookmark: _Toc270670005][bookmark: _Toc270670006][bookmark: _Toc270670013][bookmark: _Toc270670014][bookmark: _Toc270670015][bookmark: _Toc270670016][bookmark: _Toc270670028][bookmark: _Toc270670046][bookmark: _Toc270670047][bookmark: _Toc270511753][bookmark: _Toc270670062][bookmark: _Toc270670063][bookmark: _Toc270670065][bookmark: _Toc270670066][bookmark: _Toc270670070][bookmark: _Toc270670071][bookmark: _Toc73007736]Proposed list of specific obligations following the marketing authorisation
Specific Obligations: 
	Area1
	Description2

	
	


1. Areas: Quality, Pre-clinical, Clinical, Pharmacovigilance
2. Due date for the specific obligation or for the first interim report if a precise date cannot be committed to.
[bookmark: _Toc270670073][bookmark: _Toc73007737]Questions proposed to be addressed to the SAG <name> 
The applicant has <not> requested a SAG.
The Rapporteur has <not> recommended a SAG.
The SAG should comment on the grounds for negative opinion in view of the grounds for re-examination submitted.
In addition the following questions are raised to the SAG in view of the grounds for re-examination:

	<Invented Name>

	<CHMP><CAT> <and> <PRAC> <Co->Rapporteur(s) <Joint> Assessment Report of the Grounds for the Re-examination Procedure 
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