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Note:
Section ‘A’ is COMPULSORY. It consists of TEN questions of two   marks each.
Section ‘B’ contains THREE questions carrying TEN marks each and a student has to attempt any TWO questions. 
Section ‘C contains NINE questions carrying FIVE marks each and student has to attempt any SEVEN questions.
The student must write Q.P. code in the space provided on the title page of the Answer Book.
Section A

 1.
a.
Define dependent and independent variables.

b.
Define mean, mode and median.
c.
Explain in a brief factorial design.

d.
What do you mean by Pie chart?
e.
Write the applications of the design of experiment.
f.
What is SPSS?
g.
Explain in brief R software.
h.
What is the standard error of mean (SEM)?
i.
Write applications of ANOVA.
j.
Define sample and population.
Section B 

2.
Discuss different types of hypotheses. Explain type I and type II error, level of significance, and P-value.
3.
What do you mean by research? Explain the objective and significance of the research. Describe experimental design techniques.
4.
Describe various types of measures of dispersion and their significance.
Section C 
5.
Classify correlation and correlation coefficient with suitable examples.
6.
Describe various methods of sampling.
7.
Explain graphical methods for data presentation.
8.
Discuss the application of EXCEL in data analysis.
9.
Describe in brief Wilcoxon rank sum test.
10.
Describe the concept of blocking and confounding systems for two level factorials.
11.
Write a short note on central composite design.
12.
Calculate the standard deviation for the following data


60,60,61,62,63,63,63,64,64,70
13.
Describe various stages of the clinical trial.
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Section A.
1. a.   Name the causative agents of dengue and chikungunya. 
b. Define lymphatic filariasis. 
c. Write about village health nutrition day. 
d. Enlist various determinants of social health.
e. Describe the mission of Integrated Disease Surveillance Programme. 
f. Describe the major components of balanced diet. 
g. Name causative agents for poliomyelitis and cholera. 
h. Define mental health. 
i. Define pulse polio program. 
j. Define National family welfare program. 
Section-B
2. 
Describe the vision, objectives, core strategies and outcomes of National Program for the Health Care of Elderly (NPHCE). 
3. 
Describe the general principles for prevention and control of respiratory tract infections. 
4. 
Describe the various strategies for providing community services under National urban Health mission. 
Section-C
5.
Discuss about causes, symptoms and management of malaria. 
6.
Describe about Janani Suraksha Yojana. 
7.
Describe the various initiatives to control blindness during the 12th Five-Year Plan of National Program for Control of Blindness and Visual Impairment. 
8.
Describe the role of WHO in WHO-India Country Cooperation Strategy 2019–2023. 
9.
Describe various socio-cultural factors affecting the heath of a subject. 
10.
Describe the India’s strategy for family planning. 
11.
Describe the various means of prevention of HIV infection. 
12.
Describe various types of nutrients and diseases caused by their deficiency. 
13.
Describe various TB control strategies.
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Section A
Q. 1

a.
Explain the difference between the marketing of pharmaceuticals and over the counter consumer goods.
b.
Enlist the differences between marketing and selling.
c.
Define “Product branding”. Enlist its objectives.
d.
What is product portfolio analysis?
e.
Define “Horizontal marketing” and “Vertical marketing”.
f.
What is the difference between wholesalers and retailers of pharmaceuticals?
g.
Define Pricing.
h.
Enlist the functions of advertising.
i.
Define “Market Research”.
j.
Enlist the objectives of promotion.
Section B 

2.
What is product life cycle? Give its various stages. Describe management of different stages of product life cycle.
3.
Define professional sales representative and detailing. Enlist purpose of detailing. Describe the elements of effective detailing.
4.
What is personal selling? Give objectives and functions of personal selling. Discuss the responsibilities of personal selling.
Section C 
5.
Write an account on product positioning.
6.
Define motivation. Give the types of motivation.
7.
Discuss the evaluation of professional sales representative.
8.
Write an account of duties of professional sales representative.
9.
Discuss the various channels of distribution of pharmaceuticals.
10.
Write a note on determinants of promotional mix.
11.
Write a note on online promotional techniques for OTC products.
12.
Discuss various methods of pricing.
13.
Write an account of Drug Price Control Order.
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Section A
1.
a.
Differentiate between NDA and ANDA. 

b.
EMA is the drug regulatory authority of ------------------------ and CDSCO is the drug regulatory authority of --------------------------------- 

c.
What are the types of DMF? 

d.
What do you understand by Orange book? 

e.
Explain CBE-0. 

f.
What is CTD? 

g.
The technical documentation is included in ------------------- and summaries in -------- ----(Name the Modules only). 

h.
i. ASEAN countries accept ----------------------(name type of CTD) 
ii. The information related to biologicals is included in --------------------book. 

i. How many phases of clinical trials are there? 

j. What do you understand by Informed consent? 

Section B
2. Give the granularity of Module 3 for eCTD. 

3.  Give the approval process of IND or NDA considering USFDA. 

4. In India most of the pharmaceutical industries are involved in generic product development. Give an outline for generic product development. 
Section C 
5.  Explain CBE-30 giving suitable examples. 

6.  Give organization structure of USFDA or CDSCO. 

7.  CFR pertains to Federal regulations in US. Explain CFR. 

8.  Give the procedure for export of pharmaceutical products. 

9.  Write a short note on GCP obligations for investigators. 

10.  Explain PAS with suitable examples. 

11.  Give the Pharmacovigilance system considering any country. 

12.  Explain 180 day exclusivity. 

13. Name 5 drug regulatory authorities (except India, US) along with their country.

--------------------
