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Q1 Write a detailed account of Clean rooms and their use in pharmaceutical biotechnology processes. 

      In your answer mention classes of clean rooms, areas of use, maintaining the required standards 

       in clean rooms and monitoring of  cleanrooms.                                                               (25 marks) 

 

 

 

Q2 Discuss: 

(a) The role of the FDA as a regulatory authority in pharmaceutical biotechnology processes.    

                                                                                                                                     (16 marks) 

(b) Clinical trials.                                                                                                                 (9 marks) 

 

 

 

Q3 Describe the steps involved in the downstream processing of an extracellular heterologous 

      protein following fermentation.                                                                                      (25 marks) 

 

 

                                                                                                                                                 

Q4.Describe and discuss the advantages and disadvantages of the various operating modes that can   

       be used to run a fermentation.                                                                                    (25 marks)  

 

 

  

Q5 Write descriptive notes on the following as they apply to the pharmaceutical biotechnology   

      industry. 

(a)  Validation 

(b) Water 

(c) Endotoxin testing              (25 marks) 

 

 

 

 

Q6 Discuss the term Industrial Biotechnology with specific reference to 

 Traditional Biotechnology Processes 

 Modern Pharmaceutical Processes 

 Development of a Biotechnology facility 

       Use relevant examples to illustrate your answer.                                                             (25 marks) 


