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QL.

Q2.

Q3.

Q4.

Q5.

Compare the advantages and disadvantages of the following expression systems for the
production of recombinant biopharmaceutical products:
Escherichia coli
Yeast
Animal cells
Transgenic animals
Insect cell culture systems
(30 marks)

The drug discovery and development process is designed to ensure that only those
pharmaceutical / biopharmaceutical products that are both safe and effective are brought to
market.
I.  List the steps involved in the life history of a successful drug.
Il.  Discuss clinical trials and the role of the regulatory agencies in more detail.
(30 marks)

Following production of a cell bank cryopreservation is a process used to preserve the cells by
cooling to sub-zero temperatures. Discuss this statement using the following headings:
Risks of cryopreservation
Main methods to prevent risks
Storage
(30 marks)

Media design is an essential part of the fermentation process. Discuss the defined and non-
defined nutritional requirements for mammalian cells. Include the use of serum-free media in
this discussion.

(30 marks)

List the general criteria that have to be considered when designing a bioreactor. Discuss five
of these in detail.
(30 marks)
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