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Instructions: 

1. Attempt any five questions.  
2. Make suitable assumptions wherever necessary. 

 
Q.1 (a) Discuss the role and responsibility of Investigator as per ICH GCP 

guidelines. 
06 

 (b) Explain basic principle of clinical toxicology. 05 
 (c) Write a note on Type –IV hypersensitivity reaction. 05 

Q.2 (a) Give a brief note on phase - I trial for newer molecule. 06 
 (b) What is ANDA? Write in detail about Investigator Brochure. 05 
 (c) What are the problems and key consideration in the drug therapy for 

Elderly patients?      
05 

    
Q.3 (a) List various types of ADR. Write a brief note on their mechanisms. 06 
 (b) Discuss fundamental of IND submissions. 05 
 (c) Describe effect of racial, ethnic and gender differences in response 

to drug. 
 

05 

Q.4 (a) Discuss the ethical and legal requirements to be complied for 
conducting clinical trials. 

06 

 (b) What is Informed consent? Explain the main principles of Informed 
consent. 

05 

 (c) Discuss contraindicated drugs during pregnancy and lactation. 05 
    
Q.5 (a) Define pharmacoepidemiology. Explain the methods used in 

epidemiological studies. 
06 

 (b) Discuses general principles and goals of Critical care therapy. 05 
 (c) Write in detail about pharmacovigilance. 

 
05 

Q. 6 (a) Define Pharmacoeconomics. Compare and contrast - cost benefit 
analysis and cost effectiveness analysis. 

06 

 (b) Explain measures for minimizing clinically relevant drug 
interactions. 

05 

 (c) Write a note on rational drug usage. 05 

Q.7 (a)  Why Therapeutic Drug Monitoring (TDM) is performed? Write the 
factor affecting TDM. 

06 

 (b) Write a note on drug induced Hematological disorders. 05 
 (c) Describe various clinical tests required to assess renal functions. 

How will you differentiate Nephritic syndrome from Nephrotic 
syndrome. 
. 

05 
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