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Group-A
 (Mul�ple Choice Type Ques�on) 1 x 20=20

1.     Choose the correct alterna�ve from the following :

(i) Animal studies, clinical trials, bioavailability studies are part of which applica�on
process

a) IND b) NDA
c) BLA d) ANDA

(ii) Varia�on approval �meline for II type of varia�on as per EU guideline is
a) 30- 90 days b) 150- 180 days
c) 210 days d) 120 days

(iii) Who are the study leaders based at each site during the clinical trial?
a) Chief medical officer and clinical research

associates.
b) Principal inves�gators and study

coordinates
c) Study coordinates and chief medical officer d) Principal inves�gators and clinical research

associates
(iv) List of approved drugs and their associated IPR is available in

a) Red book b) Orange book
c) Pink book d) Black book

(v) Varia�ons that are the minor varia�ons which have only a minimal impact or no
impact at all, on the quality, safety or efficacy of the medicinal product are called as

a) Type IA varia�on b) Type IB varia�on
c) Type II varia�on d) Extension applica�ons

(vi) Which is the responsibility/s of RA personnel
a) To analyze the content of the ac�ve

ingredient in the formula�on
b) Work with federal, state and local governing

agencies to get the approval for drug
c) To undertake stability studies of the drug

products
d) To supervise the produc�on of the

formula�on
(vii) In pilot scale up in process evalua�on parameter(s) involve

a) Order of mixing b) Mixing speed and �me
c) Hea�ng cooling rates d) All of these

(viii) On which two criteria does the FDA classify NDAs?
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a) Novelty of the ac�ve ingredient and �me to
market

b) Balance between safety and effec�veness

c) Novelty of the ac�ve ingredient and clinical
improvement

d) Clinical improvement and effec�veness of
product

(ix) Logical procedure that controls the transfer of any process together with its
documenta�on and professional exper�se between developments or between
manufacture sites- Known as

a) a. Regula�on Procedure b) b. Technology transfer
c) c. CAPA d) d. Technology Modifica�on

(x) Full form of CTD is
a) Common Technical Document b) Cri�cal Technical Document
c) Cri�cal Technical Dossier d) Common Technical Dossier

(xi) The main aim of cGMP procedure include
a) Equipment qualifica�on and process

valida�on
b) Regular process review and revalida�on

c) Use of competent, technically qualified
personnel

d) All of these

(xii) Which of the following is not a scale-up process?
a) Laboratory to pilot-scale b) Pilot-scale to industrial-scale
c) Industrial to pilot-scale d) Laboratory to industrial-scale

(xiii) In pilot plant technique personnel should have
a) Experience in pilot plant to opera�ons as

well as in actual produc�on area

b) Should understand intent of the formula or
as well as understand the perspec�ve of the
produc�on

c) Should have some engineering knowledge d) All of these
(xiv) Stability tes�ng comes under

a) Quality guidelines b) Safety guidelines
c) Efficacy guidelines d) All of the these

(xv) The full form of IND is
a) Inves�ga�onal New Drug b) Inves�ga�onal New Dossier
c) Imperial New Drug d) Imperial New Dossier

(xvi) Which of the following methods are generally used in liquid filling?
a) Gravimetric b) Volumetric
c) Constant level method d) All the these

(xvii) Process of increasing the batch size is called
a) Batch incrimina�on b) Size enlargement
c) Scale up d) None of the these

(xviii) In pilot plant in space requirement forth area is
a) Administra�on and informa�on processing b) Standard equipment floor space
c) Physical tes�ng area d) Storage area

(xix) The headquarter of the WTO is located at
a) Austria b) Belgium
c) Czech d) Geneva

(xx) Relevant processing equipment should not be too big or small because
a) Process with small equipment will not

develop scale up
b) In too big equipment will not develop scale

up
c) Both d) None of these

Group-B
 (Short Answer Type Ques�ons) 5 x 7=35

2. Give an overview on typical QRM process (5) 
OR

 What is the func�on of CDTL? (5) 

Page 2 of 3



3. What do you know about DCGI? (5) 
OR

 What is the purpose of SUPAC guidelines? (5) 
4. What do you mean by risk iden�fica�on, risk analysis, risk evalua�on, risk control, risk

educa�on 
(5) 

OR
 What do you mean by TQM? (5) 
5. What is GMP considera�on? What is the significance of pilot plant? (5) 

OR
 What are the characteris�cs of TQM? (5) 
6. Discuss the role and responsibili�es of RA professional. (5) 

OR
 What is the importance of TQM in pharmaceu�cal industry handling? (5) 
7. Why conduct pilot plant studies? What is SUPAC? (5) 

OR
 What are the objec�ves and significance of pilot plants? (5) 
8. Discuss the different phase of clinical trial. (5) 

OR
 Write a note on Non-clinical drug development process. (5) 

Group-C
 (Long Answer Type Ques�ons) 10 x 2=20

9. i. What do you mean by OOS? ii. What is the inves�ga�on of OOS results? (10) 
OR

 i. What is Six Sigma? ii. What are the characteris�cs of Six Sigma? iii. What are the
objec�ves of Six Sigma? iv. What are the methodologies of Six Sigma? 

(10) 

10. Discuss general considera�on of Inves�ga�onal New drug Applica�on. (10) 
OR

 What is a New Drug Applica�on? What is an Abbreviated New Drug Applica�on (ANDA)?
What is a DMF? What are the types of DMFs?

(10) 

****************************************
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