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Q I Multiple Choice Questions 
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i.#ffi,?i,,nou,arketing.survei11anc,eisapart.of..,.'.i.',,....(,o)

b Phase tr '' .: . ,: '-
' c phase Itr .

New drug application isfiled under followingsection ofFederal F.D&c acta 505 bt
s05 b2 :

sos j
505 d

Type IV DMf is applicable for
a Drug substance
b Excipient
c Manufaeturing site , l'

orarige book:data base is published,by reguta.tory agency.of followin!"counhy 
.a USA

b Europe - 
.

b
c
d

d Japan . :- '"
Medicines 

Su{frr* 
Care Produots,Regularory., agency.grtma) iStegulatoly,body of

b TIK
c Canada i

India

South Africad

_q lnyestigational New Drug
b.- Investigatiodal NovelDrug :c Investigational Novel Dosigg . "

.g _, Invesrlgational Ngw Dosagi.
Following body in U. SFDA for approval of drugs:a BI)A

IND
NDA
CDER

CMC stands for. ' 
:

? Chmisty,lvlanuficturiqg;^and C.onbolsb Cfiemical and Medieinal Contr.ot

: . Chemical ind Manufacturing Contuold Chemioal andMdnagerialCintroi
The 4pplication fhit contai.ns information to show that the proposed product is identical
topreviously approved roference listed drug (RLD) is kno,,rm asa AIIDA
b .NDA
c IND
d ADA

: 
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10 Module 4 of CTD deals with
a Clinical studyreports
b Non clinical study report
c Quality reports
d Administative reports ,

11 Committee for Medicinal Products for-Human USb (CHMP) comes under
FDA
EMEA
TGA
MHRA

T2 Generic companies that aie fust to,file ANDA are get marketingexclusivity for ------

a
b
c
d

days
a

b
c
d

d

120 days

180 days' . ,

45 days
13 SUPAC means

a

b

c

d
t4 Para II filingfor ANDA certification indisales that,

No relevantpatent is{isted in the Orange"Book
The listetlpatent has expired
The listed patent"plus anyother excluiivify, will expire tjefore the

d'

.b

c

$eale up post approval changes:
.' Scale uppre approv.al changgs

Scale u1r pre agreEment ch.anges

Scale up post 4greement change

Thelisted patent is invdlid or wil,[hot be irl&inged by the commercia
ofthe genedc drug -

;19

",4
b,c

15

t6

17

18

MarketingAuthorization Applibatiou (MAA)
4 :USA
0 trurope

d Japan

Institutional review,o-o ard monitors
a

b

c

d."
Fbilowing ICH guidel.ine applies.to Good.Clinical Practice(GCP)
aE5
b,E6
c-87

Following member enqrires safetyof subjecti;,participating in clinical frial
Investigator
Sponsor
Patient

I biomedical resear_ch involving animals
biomedical research invo'lv'rng cell lines
biordedical ggsearch involving human subjects

biomedical-res earch.ihvolving patho genl

is subqitted to regulatory agency of

d Rev.ibwer . '.:

XIow many.ilrugs can,be'importethinder single Form 11 license
4

b
c
d
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20 Drugregulatory Authoiity of Japan is

TGA

SFDA

MHLW

AN\4SA

a

b

c

d

Q. II Attempt any two questionsiout of three - ".- ' ." 
' 

, {20)
I' A. Enlist the various stages of drqgAr.or.ry.A develojlment of new mediciue and

discussinclinicalstudies..,. '.: .- , :

B. Explain the concept of marketing exclusivity and mention different types 
:

A Write anoteonNDA
;,

B Explainthe key features of llatch and Waxman Acfl - :

A WhatisAsEAN.CTD?Elplaiuinderail. .-

B Explain the organization and functions of European uprcrn r.grl"t"ry agency,':.'
." ,,t' 

"

tr.

m
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5

5

5

5

5

5
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Attempt any seven.questions out of nine

'' it

Q.m
1.

.2.
3.',

4.

6.

7.

8.

Explain the composition and role and responsibilities of InstrtutionalReview Bodid
vy'rite a note on orange book database and mention its ooding system :. .,

Discuss. the contents of clinioai tial protocols

Differeutiate.between0,{DandANDA : : * .

Explain GCP obligations of inve.stigators,iponsors, arid monitors

Enlist 'diftErent fifing systems for EU drug appro:fal. write d note on Decentralized

9. Explain the differentmodules of CTD in detail

* *,!t * !x !F *:1. * x {r,*.!f
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