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Duration: 3 hrs Total marks: 80 Marks -

N.B.: 1. All questions are compulsory

2. Figures to right indicate full marks

?‘ Choose appropriate option for following multiple chmce based questlons. . 20
Any substance can be teratogenic if given to the rlght specues “at the rlght state of
11 development as per the
a | Frank Starling’s Law By v
b | Karnofsky’s Law §
¢ Berger’s Law
d | Darwin’s Law
Reproductive toxicity studies should allow exposure of mature adults and at all stages of
2 development from conceptlon to :
a Death '
b Pregnancy
¢ | Sexual maturity . M
d Lactation = - ; : :
Manifestatioh of abnormal development mtrease in degree from the no-effect to the totally
‘level as dosage increases.
a |Lethal -
b |Safe
c - v.,Benigh :
a | Harmful
s 'Suscepublhty to a teratogeh depends onthe and on the interaction with the
| envurenment
4
a | Fetus
B Genotype
¢ | Phenotype
La |Person
Lo Y.GECD gurdelmes are periodically reviewed in the light of scientific progress or;
a | changing countries as OECD members
bp .."-éhéngi;ng:,tiijagel.i_r@’
|ic | changing assessment practices
d | changing chemicals undergoing evaluation
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Keeping records for inspection purpose

New Drug Application (NDA) containg information ‘.on,: o
Only Pharmacological findings '

Drug data from clinical studieg,

Drug substance, i.¢. mechanism of action, stability, ;imﬁuﬁgjes,“étjc;

d

L

L.
b

"Z Only toxicologica] findings
d

8

Chronic Toxicity studies in animals are also called as:

Up and down method

Which of the folfowing o tions is NOT a type of enetic damag

-Ames test is baged on the Principle of back mutation or reverse mutation,

12 | Reproductive toxicology: ,
.. they are non-clinical safety studies for the co

| Which of ﬁh‘éu-fo_lléwihgop‘tbn conveys the purpose of ICH S5(R2) guidelines on

via specific athwal§ T
T f The final manifestations of abnormal development are death
b J retardation and functional disorder.
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! malformation, growth




Susceptibility of the conceptus to teratogenic agents varies with the developmental stage at the

¢ | time of exposure.

d | Recommendations related to contraception and pregnancy testing. m clinical tnals

14 | During which of the following situations do we need to file for an IND apphcatlon‘?

a | during conduction of Non clinical studies B : :

b | during conducting studies when drug is within its approved. mdtcatron for use.

¢ | during clinical studies where the new drug is to be adnumstered to human subJ ects

d during chemical analysis of the new chemical entity .- :

.| Generally, any parent compound and its major metabolites that achleve or are expected to
15 | achieve systemic exposure in humans should be evaluated in; ; :
a | Safety pharmacology studies
b | Pharmacological studies
¢ | Toxicological studies
d | Epidemiological studies = ; :

16 | Which of following statement is mcorrect about the data derlved f:rom toxrcologrcal studies:

a | they provide pharmacokinetic data that can be:used to define the test measurement intervals

b | they provide acute toxicity data that can be used to select the approprlate }Lg_h dose
they provide toxrcology/pathology findings that can be used to help deﬁne the mechanism of
¢ | the functional changes measured in safety pharmacology studies.
d | they provide clinical data.on the proper usage of drugs.
17 | Which of the following represents application of Toxwokmetlc studles'7
a__ | identification of multiple types of calcium channels.
b | investigation ofa: wider angle of electrophysiological cell propertxes
¢ | measurement of cell membrane conductance.
d |drug development stages especially in prechmcal stage
18 Alternatwe methods (alternatwe toxrcolo gy tests) are methods able to do everythmg except:
a | reduce the number of ammals necessa.ry in atest.
b | refine toxicology procedures to make them less painful or stressful to laboratory animal
¢ replace animals with non-animal (in vitro, ex-vivo or in silico systems).
a4 -provrde more accurate clinical data which can be used for humans
119 “' A parameter aSsessed by the biostatistician during validation is:
2 1 Reproduclbllrty
' b : Sensitivity
% . Predlctrvrty
£ ' Accuracy
120 An orgamsms lncreased ability to metabolize and distribute the drug in the body is knows as:
a | Pharmacologrcal tolerance
:‘b‘ | Dispositional tolerance
| Voluntary tolerance
[ '
d | Selfresistance_
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Answer any ONE of the following:

Q. 12
I - i1
a | Explain the in vitro Mammalian Chromosomal Aberration mu o
b | Describe various alternatives to Animal Toxicity Testing.
?II Answer any ONE of the following:

a | Write a descriptive note on safety phannacology

studies

p | Describe reproductive toxicology studles in detall with examples of male and fumlc toxicity

¢ | Discuss the OECD principles of Good laboratoly pracuces (GLP . de;all

d | Explain teratogenicity students (segment H) in-detail
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Discuss the role of tox1cokmet1c evaluatlon 1n the: drg&ievelopment proces' o




