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Delivery Options
Course typically offered: Semester 2

Component Contact Hours
Lecture 17.000
Workshop 3.000

Grading Basis: 40 %

Assessment Details

Category Short Description Weighting Exam
Description (%) Duration
Exam AS1 Examination 80.0 2.00
Essay AS2 Assignment 10.0
Aims

To provide a broad introduction to the pharmaceutical industry for pharmacy
students considering a career in that sector or those wanting a better understanding
of how the products they will dispense (as hospital or community pharmacists) are
developed and brought to market. The module will cover the philosophy and
procedures used in the development, registration and commercial production of
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pharmaceuticals.

Learning Outcomes

After completing the module the student should be able to:

1 Discuss the steps required to bring a pharmaceutical product succesfully to market.

2 Discuss the theory and practice of formulation and process scale-up as applied
during pharmaceutical R & D.

3 Demonstrate awareness of the various processes used in the development and
production of pharmaceutical products.

4 Demonstrate an understanding of the concept and design of pre-clinical studies and
clinical trials in the pharmaceutical development process.

5 Discuss the relevant national and international requirements for product registration

and the role of national agencies such as the Medicines and Healthcare Products
Regulator Agency (MHRA)

6 Demonstrate an awareness of the recent developments in the application of
biotechnology in the pharmaceutical industry.

Learning Outcomes of Assessments
The assessment item list is assessed via the learning outcomes listed:

EXAM 1 2 3 4 5 6

Essay 3

Outline Syllabus

The structural organisation of a pharmaceutical company.

Pre-clinical studies and clinical trials, CT protocols and supplies, Phase I, Il and IlI
studies, data evaluation.

Formulation development and scale-up approaches.

Licensing, UK, EU & US legislation, regulatroy submissions, the ICH process.
Classification of modern biopharmaceuticals, production & formulation of
biopharmaceutical proteins and oligonucleotides.

Learning Activities
Lectures by internal academic staff and external, industry-based practioners. Group

workshops requiring information gathering followed by oral and/or written
presentation.
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This module is an option module for MPharm students
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