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Roll Number (Total Number of Questions l3) (Total number of Printed Pages 01)

]nstfuct io,ts|oCa||didales:Nosupplenten|art ' , |co,1t i11ua|ionshee!j1. i I lbeissuedtothecadi|ates.A'. |s*el, thequeStio11specisel! ' .
*Scction A consists al Ten parts o/ ) narks cach (Objectire hpe): AIIeDlpt ALL.

**Section B co sists ofThree questions carning 10 marks etch (Long Answer); attenpt a y TWO.
***Section C consists of\ila q esliats ct t.]itg 5 ntarks each (Slntt A .t\1er); attenpt an! SEWN.

Section A (10 X2 = 20')
1. Give very short answers to the followings (2 marks each):

Section B (2x10=20)

Section C ( 7 x 5 = 3 5 )
y'Vrite a short note on NDA and ANDA.

o. Discuss oroanization structure and aoolications of FDA.
7. What is the role of CRO in clinical trials?
8 . Briefly discuss Hatch-Waxman act and amendments.
9 . Explain in detail the federal register and code of federal regulatory.
10.r'Vrite a note on druq master files.
1 1 .y'Vrite a note on Pharmacovigilance.
1 2 .y'Vrite a short note on scale up process after approval.
1 3 .Difference between innovator and oenerics.

Note: Disclosure of identity by wrif ing mobile number or making request for passing on any page of answer-sheet rri l l  lead to
UMC against the candidate.

Programme B. Pharmacy

Semester 8'"
Subject Pharmaceutical Regulatory Science
Subiecl Code BPSO4ET
Paoer lD 797 67
f ime 3Hours
Maximum Marks 75

y'Vhat is meant by HIPPA?
I I Define lnvestioator brochure.
l . What is Generic drug development?

/Vho is responsible for drug regulat ion?
)efine Orange book.

vi . lVhat is the role of regulatory affairs in pharma industry?
v . )efine e-CTD.
v  t . /Vhat do you mean by Proprietary medicines?
ix . /Vhat documents are required for pharmaceutical export?

y'Vhat is clinical trial?

fescribe exhaustively drug development process, preclinical studies and clinical studies.
3 . fescribe in detail the procedure for export of Pharmaceutical product.

liscuss GCP obligations of investigators, sponsors and monitors.



Roll Number -------(Total Number of euestions 13) (Total numberof printedpages0l)

Instru.cTiorts to Cortdldotes:No supplententaty/cotltinuation sheet y,ill be issued to the candi(lates. )ns.wer thequeslions preci6ely.
*Section A consists ofTen parts of2 narks each (Objectiw Type); A enpt ALL.+.*Seclion B consists of7'hrce questions ca ying l0 natks eaih (tong A'nswer): a ehpt any TWO.***Section C consists of Nine questions cat ryiig 5 narks each (Shoit Ansy,er); attenqr any SEWN.

(Frre"r1) 2 4  0  s 1 3

Section- A

Section- B

Section- C

(r0 x2 = 20)

(2  X  10 :20 )

( 7 x s = 3 s )

Note: Discrosure ofidentity by writ ing mobire number or making request for passing on any page ofanswer-
sheet wil l lead to UMC against the candidate.

Programme B. Pharmacy

79767
JHOUTS

Semester
Subject
Subiect Code
Paper lD
Time
Maximum Marks

I Give very short answers to the follo

What is meant by HIPPA?
Defi ne investiqator brochu
What is generic dr.ug deve
Who is r..pon.ibl" fot dtug r"
Define oranse book.
wlral is the tole ofregulatory aflairs in pharma industry?
D"fin"
What do you mean by pro
Wlrat docu'nents a
What is clinical rial?

.
l l l .

lv.

v t .
v I | .
v l l t .

IX.

X.

2.

.qiscqss v?rious aspects of common technical docffi
Mention the composition and functions ofinstitutionffi

3 .
4.

5 . Write a short note on NDA and ANDA
Enlist regulatory requirem
What is the role of CRO in c
Bri"fly di."rss Hutch-Wu*
yrlte down the ya.ious stage
Write a note on drus master files.
Write a note on pharmaco
ydl" u sl]oJt not" or.' ."ule up
Difference between innovator and generic

6.
7.
8.
9.
r0.
l l
12.
1 3 .
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Programme B. Pharmacy

Semester
Subj ect Pharmaceutical Regulalory Science
Subiect Code BP804ET
Paper lD 79767
Time 3 Hours
Maximurr Marks 75

Instru.lions to Candidotes: No supplenvntat!/contihudtion sheel i,ill be iss ed to the canclidates. Ansver the
questions p,'ecisely.
*Seclion A consists ofTen parts of2 nnrks each (Objective Type); Attenpt ALL.
**Section B consists oJThree questions canling l0 ha*s edch (Long An6\ret'); altefipl ahy Two.
*** Sectiotr C consists of Nine questions cartying 5 nnrk each (Shorl Anst|er); altempl any SEVEN.

Section- 10 X2:20

Section- C (7xs=3s)

Note: Disclosure ofidentity by writing mobile number or making request for passing on any page ofanswer-
sheet will lead to UMC asainst the candidate.

l Give a very shon answers to the followings:

What is an innovator drug?

l l Define a generic drug.
l l t . What is a Drug Master File (DMF)?
lv. What is the Electronic Common Technical Document (eCTD)?

Define ACTD.
v t . what is a clinical trial?
v I . Define Good Clinical Practice (GCP).

v | l 1 . What is the Oranse Book?
ix. What is the Purple Book?

Defi ne pharmacovigilance.

SectionL - B  ( 2  X 1 0 = 2 0 )
2. Explain in detail the diflerent stages ofdrug discovery.
3 . Discuss in detail the approval process ofNew Drug Application (NDA) and Abbreviated New

Drug Application (ANDA).
4 . Write in detail the different tvDes ofclinical trials and add a note on the informed consent process.

5 . Discuss the approval processes and timeline involved in an Investigational New Dtug (IND)
anolication.

6. Write in detail about the regulatory authorities of lndia and the United States.

7. Explain in detail the Common Technical Document (CTD).

i t . Discuss lhe procedure lor the export of pharmaceutical producls.

9 . ExDlain in detail the procedure for the development ofa clinical trial protocol.

10 .Write the Good Clinical Practice (GCP) obligations of investigators and sponsors.
l l Discuss the role ofpharmacovigilance in safety monitoring during clinical trials.
12. Explain in detail the Federal Register and Code ofFederal Regulations (CFR).

13 .Discuss in detail the generic drug product development process.
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Instructiotts to Cfltldiddes:No sltpplenpnldryicontin@tion sheet fill be iss ed to the candi.lates. Ans|'er the
q eslions preciseb).
*Section,,l consists of l'en pafls oJ 2 narks each (l,er,! Shot.t Ansvers): Attet pl ALL.
**Seclion B cotlsist.J of T ltree questious carrying l0 na*s each (Lo,lg Ansret.): aftenpt dny TWO.
***Seclion C cotlsists of Nitte qtestions cat.t.ling 5 nat ks eoch (Short Anster): auenpt dny SEVEN.

Section- A (10x2=20)

S€ction- (2x10=20)

Section- C (7xs=3s)

Note: Disclosure of identity by rvrit ing mobile number or making request for passing on any page of ansrver-
sheet wil l lead to UMC asainst the candidate.

Programnr B. Pharrnacy

Senrester 8
Subiect Pharrnaceutical Regulatory Science
Subiect Code BP8O4ET
Paper ID 19767
Time JHours
Marimurn Malks 75

Cive very short answers to the followings:
Define generic drugs.
What is e- CTD?

l l | . What are clinical trials?
Deline drug development.
Why do we need pre-clinical studies?
What is the role of regulatory affairs in pharnra industry?

v i i . Define drug discovery.
v l l t . What is  DMF?
l x . What is investigator brochure?
X . Define orange book.

2 . 9xplain in detail about diflerent stages ofdrug discovery.
3 . Write a note on procedure for exporl of pltartnaceutical products.
4 . Explain formation and working procedure of IRB.

5 . Explain laws and acts ofregulatory concepts.
o. Cive lorrnat of DM F giver: by FDA.
1 . Write a detail note on development ofclinical tlial protocol.
8 . Differentiate between innovator and genelic drug.
9 . Describe about generic drug product development.
0. Explain the overview of rcgulatory authority ofCanada.
I Write a note on types of DMF.
2. Explain the approval procedure of INDA.
3 . Explain code of federal regulatory.
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Programrte B. Pharmacy
Seme$er
Subject PharmaceuticalRegulatoryffi
Subject Code BP8O4ET
Paper ID 79767
Tirne 3Hours
Maximum Marks 75

Instructions lo candidates: No suppleme ary/continuation sheet will be issued to the candidqtes. Answer the questions
precisely.

*section- A consists often question$, each carrying 2 narks (very short Ansvler Type); Afrempt arl**section' B consists ofthree questions, each carrying r0 nurks (Long Ansver Type); Aaenpr any *o,***Section- C consists of nine que$tions, each carrying 5 mtrks (shori ,lnswer fypi); Attempt any seven.

\-/ Section-A (10X2=Z0l

Give very short answers to the followings:

l . IVhy does a generic drug look different from a branded drug?
. Summarize the pur?ose ofGood Clinical Practice (CCp).

l l l . What is the Informed Consent Form?
IV. Outline the Investiqator's Brochure

What is the FDA Oranee Book?
vl. Outline the preclinical studies.
vlI . Write about accelerated develoDment.
vl l t . Summarize the importance ofelectronic Cofimon TechnlcA Oocuments leCfO;.
lx. What is the centralized procedure for drug approval as pel tne furopean Union (21f
X. Enlist the types of Drug Master Files (DMF).

Section-B (2x10=20)
2. Briefly discuss the benefits and contents ofthe Orange Book.
3. Explain the types and review process ofa New Drug Application (NOA1

Discuss the generic drug approval process in the United States.
Section-C (7xs:35)

5. State the role gf the Hatch-Waxma
6. Outline the review process of an Abbreviated New Drug Appliiiii6n (ANDAI
7. Provide a brief note on the decentrp!3g{Eggglq1e for drug approvallnEffipa-
8. Differentiate between CTD and eCTD.
9. Mention the constitution and functions of an Institutional Rwiew eoardl-nB)i
10. Write a short note on the Purple Book.

List the key principles ofCood Clinical pracice (GCp).
l z . Give an overyiew ofthe format ofthe ASEAN Commcn TechnicilEiossier 1e-TDj
13. Mention the procedure to export medicines llom India.

Notc: Disclosurc of identity by writing mobile number or making request for passitrg on any page of answer-
sheet will lead to UMC asainst the candidate.


