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Regulatory Strategy for a New Active Substance:

Global Clinical Development
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The purpose of this module is to provide students
with an understanding of the needs of global
clinical development to enable them to provide
effective advice on the suitability of clinical
programmes from a regulatory perspective.

Learning Outcomes

Students will be able to describe the
different types of clinical study design and
identify the pros and cons of each within the
context of global regulatory requirements.

Students will understand the statistical
principles underpinning trital design.

Students will be able to identify the activities
required in setting up and monitoring studies
and managing data.

Students will be able to describe the differing
types of reports, summaries etc. required
and understand how to produce such
documents in a timely effective manner.

Students will gain an insight into the Regulatory
Authorities” views of the clinical dossier.

Course content includes

Designing the clinical programme: strategy
for global development; the clinical

trial programme; core protocol, pivotal
studies, dose-finding, special studies, trial
designs, patient numbers; statistical input
(intention to treat, efficacy populations);
pharmacoeconomics.

Setting up the trial: Clinical Trial Application
strategy, GCP ADRSs, trial supplies, monitoring

Managing the data: creation of a protocol
and CRF, data capture (databases, data
entry and validation, documentation and
audit trails), analysis techniques, presentation
of data (data listings, tabulations and
summaries), meta-analyses

Reporting the data: the clinical report, the
ICH guideline, use of the clinical report in
international dossiers

Summarising the data: minimising duplication,
clinical overview, NDA Summary of Safety
and Effectiveness compared with European
and other summaries, global SmPC,
European Public Assessment Report

Evaluating the data: Regulatory Authorities:
philosophies and assessment techniques,
common faults in clinical registration
packages, a Global Clinical Programme and
dossier — is it achievable?

All data correct at time of print.

This module is part of the MSc Regulatory Affairs, a degree validated and awarded by
the University of Wales, UK. For further details regarding the University and its validation
services, please log on to www.wales.ac.uk/validation or email: validation@wales.ac.uk

For more information please visit www.topra.org/mscra4 or contact TOPRA via email: mscadmin@topra.org
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® Debit/Credit card: for payment by card please complete the relevant details above. contact the TOPRA office for detalls

Cards accepted: AMEX, Debit MasterCard, Delta, Electron, Maestro, MasterCard, Cancellations:

Solo,Visa. Al cards will be charged in Sterling. All cancellations must be received in writing 28 calendar days before the start of the

® Bank Transfers: may be made to Lloyds TSB Bank PLC. Please quote the delegate’s course and will be subject to an administration fee of £150 + GB VAT. Payment can be in
name and the course reference in the transmission details. The delegate must pay Euro or Sterling.
all bank charges.

® Sterling Transfers: Account No: 00340310, Sort Code: 30-00-09,

Data Protection:

IBAN: GB45 LOYD 3000 0900 3403 10, BIC LOYDGB21013 l:l We may occasionq/ly send you promo;lona/ or o?her lrijrmation‘about TOPRA’s
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