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Q1. COMPULSORY QUESTION.  

Write comprehensive notes on four of the following: 

(a) Laboratory Information Management Systems (LIMS)  

(b) Standard Operating Procedures (SOPs) 

(c) LEAN Six Sigma 

(d) DMAIC methodology 

(e) PDCA cycle 

(f) The 7 management principles that ISO Quality Management Standards are based on. 

 

                                                                                                            (4 x 10 marks) 

 

Q2.   

(a) Explain what statistical process control is.                                                      (5 marks) 

(b) Explain with the aid of labelled control charts the two types of variation in production 

process.                                                                                                          (17 marks) 

(c) Explain with the aid of a labelled diagram the use of Ishikawa diagrams.      (8 marks)                                                              

 

 

 

Q3.  

(a) Explain with the aid of examples the difference between qualitative and quantitative 

risk assessment.                                                                                                (6 marks) 

(b) Outline the 5 preliminary tasks involved in the development of a HACCP plan.   

                                                                                                                         (7 marks) 

(c) Explain the 7 principles of HACCP.                                                              (17 marks) 
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Q4. Give a comprehensive explanation of each of the following: 

(a) Poka Yoke 

(b) FMEA 

(c) Pareto Chart 

(d) 7 types of waste in an organization 

(e) The rationale for GMP 

(f) LIMS change control          

                                                                                           (6 x 5 marks) 


