INTUITION

The Indinn emvionmens

Zenosis

..........

Maonoging the protocol design process E’ .
T ip— -
. —— _E
~ ==
(N -~ - T ——

N—nNOODODN

oy

@ ntellego®

www.infellego.co.uk




INTUITION
WWW.INTUITION.COM

VA" O &*"h("&t,-*.)&
/,*80,-81#%42()*)&",&h,&/*, 38" ()*)

A .
All Courses Essential Courses

* * * .. .
Regulatory * Regulatory *Regulatory Clinical Trial Clinical Trials Set-Up
Submissions Approval Pathways Approval Pathways Monitoring
in Europe in the USA & Standards

A GXPO1:An Introduction to
Good Manufacturing
Practice (GMP) for Drug
Products

-

1

1

1
* SUBO04:Preparing .
*

Submissions in the
Common Technical
Document (CTD) Format

¥+ I

* US Regulatory Kairs for
* Human Medicinal Products

* CTO01:How to Obtain
Approval to Conduct
Clinical Trials in the EU

T T T T

SUBO5:Electronic :
Common Technical b

SUBO02:The European
Centralised Procedure

Document (eCTD) i (CP)
1 1 |
- | Y o
X SUBL1:The
* ! Decentralised
* SUBO01:Orphan Drug I
Applications in the EU I Procedure (DCP)
and USA K I
9 .
I I : SUBO03:The Mutual
lfmm———— I Recognition Procedure
. . (MRP)

* |
* SUBO07:Registration of .
Monoclonal Antibodies : SUBO6:Variations to

Marketing Authorisations
’ in Europe

Key: = —— = Part of the selected topic

- - - @ = Related to the selected topic content

Zenosis
% (b intellego®

:, ESSO01Essentials of EU aw ) *
*

CTO7:Introduction to
Clinical Trials and
Drug Development

: CTO03:An Introduction
to ICH Good Clinical
Practice (ICH-GCP)

*

CTO06:Clinical Trial
Monitoring: Site Evaluation
and Set-up

* CTO08:Clinical Trial
Monitoring: Study Monitoring,
Documentation and Closure

¥

CTO09:Preparing for a
GCP Audit or Inspection.

*CT10:The IND: How
to Gain Approval for
Clinical Trials in the USA

& CTO04:An Introduction to

*
4} Clinical Trial Preparation

and Design

* CTO6:Clinical Trial

Monitoring: Site
Evaluation and Set-up

M M

Q3vo3:An Introduction CT05:An
+ to Drug Safety and Introduction to
Pharmacovigilance Clinical Trials in India

A

* SCO1:
*Pharmacokinetics and
Pharmacodynamics in

Drug Rg;istration

* SUB08:The ANDA:
Requirements for
Obtaining Approval
for a Generic Product
in the USA

X SUB09:The NDA
*Process: Requirements,
for Obtaining
Approval for a New
Drug in the USA



e

INTUITION
WWW.INTUITION.COM

Intuition and Zenosis have partnered to provide a library of eLearning solutions for
organisations in the Life Sciences industries. This web-based library of premium content
covers topics relating to regulatory affairs and clinical trials in detail. Life Science
organisations around the globe trust the Zenosis eLearning library to help staff comply with
regulatory requirements and to increase productivity.

ESSO1 Essentials of EU and US Regulatory Affairs for Human Medicinal Products

Orphan Drug Applications in the EU and USA

"#S%&' )#*+$,#+-*.[0#1$2'(B#1L&'#$4,25

The Mutual Recognition Procedure (MRP)
2'#)*'[+63$7&89/00/(+0%/+$-"#$,(99(+$H3"+/3*.$:(3&9#+-$4,!:5%;('9*-$
%.#3-'(+/3%,(99(+$H3"+/3*.$:(3&9#+-$4#,1:5

Variations to Marketing Authorisations in Europe

Registration of Monoclonal Antibodies

The ANDA: Requirements for Obtaining Approval for a Generic
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The NDA Process: Requirements for Obtaining Approval for a New Drug
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An Introduction to Drug Safety and Pharmacovigilance (PV)

How to Obtain Approval to Conduct Clinical Trials in the EU
An Introduction to ICH Good Clinical Practice (ICH-GCP)
An Introduction to Clinical Trial Preparation and Design

An Introduction to Clinical Trials in India

Clinical Trial Monitoring: Site Evaluation and Set-up

Introduction to Clinical Trials and Drug Development

Clinical Trial Monitoring: Study Monitoring, Documentation and Closure

Preparing for a GCP Audit or Inspection
The IND: How to Gain Approval for Clinical Trials in the USA

SCO01 Pharmacokinetics and Pharmacodynamics in Drug Registration

C) 0 An Introduction to Good Manufacturing Practice (GMP) for Drug Products
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