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This module reflects the scientific discussion for the approval of <name of the product>. The procedure was finalised at <date of day 90/210>.  For information on changes after this date please refer to the module ‘Update’.

I. Introduction

Type of marketing authorisation, main features of disease/condition etc, discussion in CMD.
II. Quality aspects

II.1 Introduction

Pharmaceutical form, formulation, container system, etc

II.2 2.2
Drug Substance

INN; chemical features like chemical class, chirality, manufacturing, specifications, stability

II.3 Medicinal Product

Pharmaceutical development, manufacture of the product, product specification, stability of the product

II.4 Discussion on chemical, pharmaceutical and biological aspects

III. Non-clinical aspects

III.1 Introduction

III.2 Pharmacology

III.3 Pharmacokinetics

III.4 Toxicology

III.5 Ecotoxicity/environmental risk assessment

III.6 Discussion on the non-clinical aspects

For generics: brief explanation that abridged applications avoid the need for repetitive tests on animals and humans.  Reference to the reference medicinal product

IV. Clinical aspects

IV.1 Introduction

IV.2 Pharmacokinetics

IV.3 Pharmacodynamics

IV.4 Clinical efficacy

IV.5 Clinical safety

IV.6 Discussion on the clinical aspects

For generics: brief explanation that abridged applications avoid the need for repetitive tests on animals and humans.  Reference to the reference medicinal product.  For these applications the bioequivalence studies are pivotal and should be described. 

V. Overall conclusion, benefit/risk assessment and recommendation

Discussion in CMDh, Specific obligations, follow-up measures, if applicable

User consultation

Include a clear statement whether the readability test was accepted or not.  The following could be used

1) The package leaflet has been evaluated via a user consultation study in accordance with the requirements of Articles 59(3) and 61(1) of Directive 2001/83/EC.  The language used for the purpose of user testing the PIL was <language tested>. 
The results show that the package leaflet meets the criteria for readability as set out in the Guideline on the readability of the label and package leaflet of medicinal products for human use.
NB: It is recommended, but not mandatory to give a short description of the readability test if a test has been performed e.g.:

The test consisted of: <a pilot test with X participants, followed by>> two rounds with 10 participants each.  The questions covered the following areas sufficiently: traceability, comprehensibility and applicability.

OR

2) A user consultation with target patient groups on the package information leaflet (PIL) has been performed on the basis of a bridging report making reference to <name of the product, DCP/MRP number>.  The bridging report submitted by the applicant has been found acceptable.
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