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GLOBAL REGULATORY REQUIREMENTS 

 
ANDA  
1. ANDA requirement for bioavailability and bio-equivalent.  

2. What are the ANDA requirement for bioavailability and bio-equivalent?  

3. Archival copy and paragraph I to IV certification with reference to patent.  

4. Short note on milestone of ANDA and waiver of exclusivity.  

5. Differentiate NDA and ANDA. Explain the concept of PARA I to IV filing.  

6. Differentiate IND, NDA and ANDA. Which are the four pillers for timely approval of NDAs/ 
ANDAs?  

7. Write a note on ANDA. Discuss Drug Price Competition and Patent restoration act of 1984 
and WAXMAN-HATCH ACT are the same and its economics on the society is important.  

 

INDA  
1. Write a short note on various type of IND.  

2. Differentiate INDA and ANDA. Describe various type of INDA  
 

NDA  
1. Write a short note on CANDA.  

2. Explain generalization of NDA approval process.  

3. Write a note on supplemental new drug application  
 

BASICS IN DRUG APPROVAL PROCESS FOI & IIG  
1. Which types of records are withheld from FOIA?  

2. Which types of information are releasable through FOI?  

3. What is IIG? IIG monograph  

4. What is objective of IIG? Explain general description of IIG.  

5. How to make a FOIA request? Enlist records withheld by FOIA  
 

DMF  
1. State and explain the contents of Drug Master File.  

2. Short note on DMF 
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CDER  
1. What is the goal of “OTC Drug Review Program”?  

2. What is included in “Drug Information”?  

3. What is included in “Specific Audiences” and “CDER Archives”?  

4. Write a note on Over-the-counter Drug Review Process.  

5. Write a note on “Communicating with CDER” and “Other Activities”?  

6. Write a note on New Drug Development and Review.  

7. Write a note on Post Drug Approval Activities.  

8. Write a short note on CDER  
 

CBER  
1. What products do CBER regulates. How blood and blood products regulates.  

2. Define CBER. Which products are regulated by it? How these products are differ from 
conventional products? What is the procedure for marketing approval and inspection of the 
products covered under CBER?  

3. Products regulated by CBER.  
 

The Orange Book  
1. Write an introductory note on Orange Book?  

2. How changes to the orange book can be made?  

3. What do you mean by single source and multiple source products? Of these two, TE code is 
assigned to which category?  

4. Define: Orange book, Green book. Describe coding system for therapeutic equivalence 
evaluation.  

5. What is Orange Book? Give a brief discussion on therapeutic codes in Orange Book.  

6. What is the need for Orange book? Suggest equivalence related terms and statistical criteria 
for bio-equivalence. How to use cumulative supplement?  

 

Clinical study and good clinical practice:-  
1. Preclinical and non-clinical study.  

2. What are clinical trials? How are they organized as a part of drug discovery process?  
 

VALIDATION  
1. What is validation? Discuss its scope and rational in pharmacy.  

2. Describe stepwise validation programme for fluid bed dryer  
3. Why computer system validation is required? Explain validation of electronic spread sheet.  

4. What is change control? How is it carried out?  

5. What is ERP? Discuss merit and demerits of ERP.  

6. Enlist parameters of analytical method validation. Describe Accuracy, Ruggedness, and 
Robustness.  

7. Write a note on Systems Applications and Products in Data Processing.  

8. Explain CIP and SIP systems. What are the benefits of these systems? Briefly explain cleaning 
validation parameters.  

9. Write a note on validation of dry heat sterilizer.  
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10. Differentiate prospective and retrospective validation  

11. Explain the terms IQ, OQ and PQ. Discuss IQ and OQ parameters for a rotary tablet machine.  

12. Write a note on strategy for Analytical Method Development for a new formulation.  

13. What are ERP systems? Explain the advantages of implementation of ERP systems.  

14. Describe the salient features of SAP with reference to pharmaceutical industry.  

15. Write a note on computer system validation.  

16. What is cleaning validation? What are current regulatory requirements for it? What ICH talks 
about Analytical methods development and validation?  

17. Why the computer system needs to be validated? How entrepreneur resource planning 
make use of computers?  

18. Write a note on qualifications of Pharma. Process equipment and write a note on validation 
of an autoclave  

 

BRIEF AND COMPARATIVE INTRODUCTION TO VARIOUS REGULATORY 

AGENCIES:  
THERAPEUTICS GOOD ADMINISTRATION (TGA)  
1. Describe various activity regulated by TGA.  

2. Write a short note on TGA.  
 

FOODS AND DRUG ADMINISTRATION (FDA)  
1. Describe various components of FDA.  

2. Describe the policy on disclosure of FDA records. Explain partial disclosure of records.  
3. Explain the scope of USFDA regulations. Discuss the preparations required for facing USFDA     

    audit.  

4. What USFDA does and does not regulate? How will you prepare for USFDA inspection?  
 

SUPAC  
1. Describe in brief about SUPAC guidelines for immediate release dosage forms.  

2. What is SUPAC? Discuss SUPAC guidelines for modified release dosage forms with special 
reference to site changes  
 

ANVISA  
1. Describe basic functions and steps for new drug registration at ANVISA.  

2. Write a short note on ANVISA.  

 

CTD  
1. What is CTD? Describe various modules of CTD  

 

WHO  
1. What are the main functions of WHO? Enlist various WHO guidelines available for 
pharmaceutical products  

2. Discuss the WHO certification scheme for pharmaceutical products.  

ICH  
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1. Give the organization of ICH. What is the role of ICH in improving pharmaceutical product 
quality?  
 

MHRA  
1. Write a short note on MHRA.  
 


