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Date: 
This module reflects the scientific discussion for the non-approval of <name of the product>. The procedure was finalised at <date of day 90/210>. 

I. Introduction

The following information can be included:

- Proposal for first statement:

“Based on the review of the quality, safety and efficacy data, the Member States have refused granting a marketing authorisation for <product name, pharmaceutical form and strength >, from <name MAH>. 

The indication(s) applied for concerns: < include indications as proposed at D0 >.
-Type of marketing authorisation (legal basis). The following sentence can be used:

 “The marketing authorisation was applied pursuant to Article …. of Directive 2001/83/EC.”

- Whether a discussion in CMDh took place:
The application was discussed at <month, year> CMDh meeting. For further details, please refer to the CMDh website, minutes from the CMDh meetings. (Referrals to CMDh (pursuant to Art. 29(1) of Directive 2001/83/EC or Art. 13 of Regulation (EC) No 1234/2008).
II. Overall conclusion, benefit/risk assessment and recommendation

The marketing authorization could not be granted due to major objections qualifying as potential serious risk to public health  as defined in the Guideline on the definition of a potential serious risk to public health in the context of Article 29(1) and (2) of Directive 2001/83/EC — March 2006 (2006/C 133/05):
<Efficacy:

> The data submitted to support therapeutic efficacy in the proposed indication(s), target population(s), and proposed dosing regimen (as defined by the proposed labelling), did not provide sound scientific justification for the claims for efficacy

> Adequate proof for bioequivalence demonstrated by generic medicinal products to the reference medicinal product is lacking.>
<Safety

> The evaluation of the preclinical toxicity/safety pharmacology, clinical safety data and postmarketing data does not provide adequate support for the conclusion that all potential safety issues for the target population have been appropriately and adequately addressed in the proposed labelling or the absolute level of risk from the medicinal product, in the context of its proposed use, is considered unacceptable.>
<Quality: 

> The proposed production and quality control methods cannot guarantee that a major deficiency in the quality of the product will not occur.>
<Overall benefit-risk

> The benefit-risk balance for the product is not considered to be favourable, taking into account the nature of the identified risk(s) and the potential benefit in the proposed indication(s) and target patient population(s).>
<Product Information

> The information is insufficient for either the prescribers or the patients to ensure the safe use of the medicinal product.>
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