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RESEARCH METHODOLOGY & CLINICAL TRIALS 

Time Allotted : 3 Hours Full Marks : 70 
 

The figures in the margin indicate full marks. 

Candidates are required to give their answers in their own words 

as far as practicable. 
 

GROUP – A 
( Multiple Choice Type Questions ) 

1. Choose the correct alternatives for any ten of the following : 
  10 × 1 = 10 
i) Clinical trial randomization of study subjects is 

performed to reduce the influence of 

 a) evaluation bias b) selection bias 

 c) efficacy bias d) performance bias. 

ii) The ICH guidelines provide detailed guidance about 

 a) GLP, GMP and GCP 

 b) GLP and GCP, but not GMP 

 c) GMP and GCP, but not GLP  

 d) GCP, but not GLP and GMP. 

iii) A meta-analysis is 

 a) the pooling of the results from several studies 

 b) the analysis of the data of one large clinical trial 

 c) a computer algorithm for estimation of accurate 
point estimates 

 d) samples size calculation for multi-centre trials. 
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iv) During ADR reporting if symptoms reappear on 
‘rechallenge’ then the assessment may be termed as 

 a) CERTAIN b) PROBABLE 

 c) POSSIBLE d) UNLIKELY. 

v) According to GLP “Experiment completion date” means 

 a) the date the Study Director signs the final report 

 b) the last date on which data are collected from the 

study 

 c) the last date on which data analyses are completed 

 d) the last date on which the report is completed. 

vi) As per GLP, ‘test facility’ means 

 a) an entity which commissions, supports and/or 
submits a non-clinical health and environment 

safety study 

 b) the location(s) at which a phase(s) of a study is 
(are) conducted 

 c) any biological, chemical and physical system or a 
combination thereof used in a study 

 d) the persons, premises and operational unit(s) that 
are necessary for conducting the non-clinical 

health and environmental safety study. 

vii) During clinical trial informed consent should include 
which of the following ? 

 a) Details of the purpose of the experiment 

 b) A description of the procedures the participant will 
encounter 

 c) The duration of the study 

 d) All of these. 
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viii) The ‘surrogate end-point’ that is used instead of ‘clinical 
end-points’ for the ‘death of a patient from heart 
disease’ is 

 a) CD4 count 

 b) S-phase duration 

 c) fragmented blood cells 

 d) cholesterol level. 

ix) The function in MS Excel that is used to generate 
random numbers is 

 a) RND( ) b) #RND( ) 

 c) RAND( ) d) RANDOM( ) . 

x) Boolean retrieval model for literature search is also 
known as 

 a) exact match system 

 b) best match system 

 c) partial match system 

 d) none of these. 

xi) Unprocessed raw information is known as 

 a) data b) information 

 c) knowledge d) none of these. 

xii) In therapeutic exploratory study of clinical trial one of 
the major objectives of study is 

 a) explore the use of the targeted indication 

 b) establish safety profile 

 c) refine dosing recommendation 

 d) none of these. 
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GROUP – B 
( Short Answer Type Questions ) 

 Answer any three of the following.  3 × 5 = 15 

2. What is randomization ?  Mention the different types of 
randomization with their significance. 

3. Write a note on cross-over design. 

4. Write a note on informed consent form. 

5. Write a note on “sample size”, an important element in 
protocol of clinical research. 

6. Discuss the objectives of cataloguing. 
 

GROUP – C 
( Long Answer Type Questions ) 

 Answer any three of the following.  3 × 15 = 45 

7. a) What are the basic requirements to design any type of 
clinical trial ? 3 

 b) Write a schematic flow-chart indicating the details for 
conducting a clinical trial. 8 

 c) How will you select an appropriate study design ? 4 

8. a) What is protocol ? 2 

 b) What elements are essential in a typical protocol ? 5 

 c) Discuss in brief the significance of each element. 8 

9. What do you mean by adverse drug reaction ?  How the 
causality of a suspected adverse reaction is assessed 
clinically ?  Describe in detail about the reporting of adverse 
drug reaction. 2 + 6 + 7 

10. What do you mean by clinical data management ?  Write an 
overview on the key elements in a typical data management 
plan. 2 + 13 

11. Write about the study plan, content of the study plan and 
conduct of the study as per GLP. How is a study result 
reported as per GLP ? 8 + 7 

    


