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Présentation

Objectives

The master is primarily intended for pharmacy students. It will allow them to apply for positions in charge of
regulatory affairsin the healthproducts industry or predominantly regulatory positions within health
authorities.

¢ Students, once graduated, must master al the regulations applicable to the health industries, aswell as
the status of various health products.

¢ Students must be able to apply their regulatory knowledge to specific caseslikely to arisein the
pharmaceutical, cosmetic or medical deviceindustry. Thisrequires agood legal mastery but also a
perfect knowledge of all activities developed within aregulatory affairs department which deploys a
cross-cutting activity. Teaching in the form of lectures, conferences and projects will aim to transmit to
students not only knowledge but aso interpersonal skills to evolve in a service with multiple



interactions.

Calendar

Start of programme (indicative date)
21/09/2026

End of programme (indicative date)
20/09/2027

Admission

Capacity

Available Places

18

Target Audience and Entry Requirements

Applicants must have validated their fifth year of pharmacy or aM1 health and drug sciences. They must be
under 30 to have an apprenticeship. They must already have a good experience in the pharmaceutical
industry through internships or salaried jobs. They must already have acquired professional attitude and
reflexes and have a good spoken and written English.

Période(s) de candidature

Inception Platform

From 15/03/2026 to 30/04/2026
Supporting documents

Compulsory supporting documents

Motivation letter.
All transcripts of the years/ semesters validated since the high school diploma at the date of application.

Curriculum Vitae.

Additional supporting documents



VAPfile (obligatory for all persons requesting a valuation of the assets to enter the diploma).

Programme
Bases juridiques et économiques

. : . . directed ¢
Subjects ECTS Semester Lectured'reCted practical Lecture/directed L ecture/practical study/pr actical
study  class study class
class
Environnement Semestre 66
juridigue 1

Environnement juridique

ECTS: 7

Semester: Semestre 1
Detail

L ecture: 66

Project : 4

Language(s) of instruction
Francais

Remote teaching

non

Programme/contents

Cette unité d'enseignement comporte les cours
suivants :

- Droit pharmaceutique général et responsabilité
- Introduction au droit médical
- Propriété industrielle des produits de santé

Type of assessment
Evaluation Continue non Intégrale

Contexte
économique et 7 femeﬂre 82

socia




Subjects ECTS Semester Lecture
study

Contexte économique et social

ECTS: 7

Semester: Semestre 1
Detall

Lecture: 82

Project : 4

Language(s) of instruction
Francais

Remote teaching

non

Programme/contents

Cette unité d'enseignement comporte les cours
suivants :

- Economie de la santé

- Droit de la concurrence ou histoire du droit de la
santé

- Droit des nouvelles technologies en santé
- Droit socid

Type of assessment
Evaluation Continue non Intégrale

UE libre
catalogue S1 et 2.5 Semesre
S2 2

UE libre catalogue S1 et S2

ECTS: 25

Semester: Semestre 2
Language(s) of instruction
Francais

Remote teaching

non

Type of assessment
Evaluation Terminale

Réglementation des produits de santé et stratégies d'accés au marché

Subjects ECTS Semester Lecture
study

class

class

study

study

directed practical L ecture/directed L ecture/practical

class

directed practical L ecture/directed L ecture/practical

class

directed
study/practical
class

directed
study/practical
class

(



Pilotage Semestre
stratégique 1

Pilotage stratégique

ECTS: 6

Semester: Semestre 1
Detail

Lecture: 24

Project: 9

Language(s) of instruction
Francais

Remote teaching

non

Programme/contents

Cette unité d'enseignement comporte les cours
suivants :

- stratégie réglementaire
- market access

Type of assessment

Evaluation Continue non Intégrale
Réglementation

des produitsde 8 femestre 51
santé




Réglementation des produitsde
santé

ECTS:8

Semester: Semestre 1
Detail

Lecture: 51

Project: 5

Language(s) of instruction
Anglais

Remote teaching

non

Programme/contents

Cette unité d'enseignement comporte les cours
suivants :

- Enregistrement et exploitation du medi cament

- Réglementation des dispositifs médicaux et autres
produits de santé

Type of assessment
Evaluation Continue non Intégrale

Pratiques professionnelles et ouverture a l'international

. . . : directed  di
Subjects ECTS Semester Lectured'reCted practical Lecture/directed L ecture/practical study/practical Ie
study  class study class class (

Compétences 15 Semestre

transversales 2 83



Subjects ECTS Semester Lecture

Compétences transver sales

ECTS: 15

Semester: Semestre 2
Detall

Lecture: 83

Tutored project O
Project : 92
Language(s) of instruction
Anglais

Remote teaching

non
Programme/contents

Cette unité d'enseignement comporte les cours
suivants :

- Anglais
- Prise de parole en public
- Gestion de projet

Ainsi qu'un voyage d'études dans le cadre d'un
congres international en affaires réglementaires

Overall organisation

Cette UE comporte un voyage d'études dans le
cadre d'un congresinternational en affaires
réglementaires

Type of assessment
Evaluation Continue non Intégrale

Alternance

- 15 Annualisé
en entreprise

class

study

directed practical Lecture/directed L ecture/practical
study

class

directed

di

study/practical le

class

(



Subjects ECTS Semester Lecture
study

Alternance en entreprise

ECTS: 15

Semester: Annualisé
Language(s) of instruction
Anglais

Remote teaching

non

Overall organisation

Cette unité d'enseignement est notée de lafagon
suivante :

- le mémoire de master compte pour lamoitié

- I'autre moitié est constituée de I'évaluation en
entreprise (compl étée par le maitre
d'apprentissage)

Type of assessment
Evaluation Continue non Intégrale

Teaching L ocation(s)

FONTENAY AUX ROSES
SCEAUX

Training campus

Javascript est requis pour visualiser cette carte.

class

study

directed practical Lecture/directed L ecture/practical

class

directed

di

study/practical le

class

(






Sceaux Fontenay

Sceaux

Bus 194, 294, 390, 395
RER B Robinson

Voir

Student restaurant (CROUS)
Student residence

Library

Contact

Déborah ESKENAZY

http://www.universite-paris-saclay.fr/formation/master/sciences-du-medi cament-et-des-produits-de-
sante/m2-affaires-reglementaires-des-industries-de-sante
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