Paper / Subject Code: 69531 / Pharmacologlcal and T oxrcologlcal Screening-Methods-11
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N.B.: 1. All questions are compulsory
2. Figures to right indicate full marks

.I Choose appropriate option for followmg multlple chorce based questrons ZOMarks
Which type of rats are preferably selected for tox1c1ty stud1es'7 s

Nulliparous, nonpregnant female rats’

Female rats aged 8-10 weeks $

Male rats aged 8-10 weeks s ae Sl S
Female rats after the weanmg period Se e

In a multi-site study, the individual who acts on behalf of the Study D1rector at a g
participating site is known as the e . A

NoaAnTe -e

a Sponsor

b Director dine s L s s e e

c Principle Investigator A =

d QAhead & o 7 :

3 What is the prrmary role of the Quahty Assurance Umt (QAU) 1nw ”GLP-complrant test
facility? b

a Conducting the studres : £ : B : &

b Revrewrng final reports to confirm accuracy and completeness :j;: oy

c Interpreting study results ,‘fj o S

d Approving study personnel : % ked o

4 The EPA's four-step risk assessment paradigm 1nc1udes 44444

a Hazard 1dent1ﬁcat10n hazard characterrzatron exposure assessment and risk -
characterization

b Chemical analysis, pathway analys1s risk management, and risk commumcatron

c Effective dose deterrmnatlon dose-response assessment Protocol momtormg, and
economic analysis = - . - .

d Impurity testing, laboratory analysrs risk reductron and pubhc outreach

5 The durat1on of sub- acute tox1c1ty studres 1s &

a 28 Days o "

b 90Days o < s

c Twoyears : ' Qs

d Six Months -

6 Which tox1c1ty study commonly uses buprenorphrne (an anaesthetic) and meloxicam (an
analgesic) for pain management in an1mals'?

a Skinirritation test D f e s

b Eye untatlon;test :

c Skin sensitization test.. :

d Oral Toxicity test - -

7 The test substancemis apphed to the rabblt skin at the following sites:

a ‘A6 cm? area on the flank region

b A 6 cm? area on the back near the ‘car, secured with adhesive tape

c A 2 cm? area without adhesive tape

d Two separate 6 cm2 areas on. rntact unclouded skin
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According to OECD guidelines, acute oral toxicity studi”és can be’}%onductedﬁsing which
of the following dosing scheme?
5 mg/kg, 50 mg/kg, 300 mg/kg, 2000 mg/kg in ascendlng doses on 3 ammals

50mg/kg, 100mg/kg, 350mg/kg, 2000 mg/kg i in-ascending ¢ doses on 3 animals ¢
5mg/kg, 500mg/kg, 300mg/kg, 2000 mg/kg in- descendmg doses on; ‘6 animals
10mg/kg, 100mg/kg, 300mg/kg, 2000 mg/kg in descendlng doses on 3 ammals

Which of the following is an in-vivo Genetlc Tox1cology test"
Chromosomal aberration test 2 2y o
Gel Electrophoresis : X =
Ames Test A

Erythrocyte micronucleus test*

10 In the OECD Guideline entltled "InJ/ttro Mammahan Cell Mlcronucleus Test" "

a6 T

Cytochalasin B acts as. Y . 2%
Cycling Dependent Kmase ) )
Actin Polymensatlon Inh1b1tor

Reverse Transcnptase k

Colony stlmulatmg factor

11 Which of the followmg factors is Tost 1mp0rtant.in determining whether a substance

a6 T

will act. as a teratogen? "

The spec1es and | stage of fetal development
The colour of the substanée

The storage. condmons of the drug

‘The welght of the pregnant fernale

142.»:5’“ Whlch of the followmg isa lmutatlon of the Ames test?

nd-"a‘g

13 Which of the followmg isa standard. téﬁhmque used to 1nvest1gate the cardiovascular

L

It prov1des a qulck and convement assay.

CTtis based on the pr1n01ple of reverse mutauon

system in safety pharmaéology stud1es‘7

a Open Field, Observatlons : ,
b In Vitro. Studies for Electrophyslologlcal Effects “““““
c Home cage Observations - 3
d Neuromuscular measurements
214 Whlch one: of the followmg isa proven human teratogen?
a Ceftriaxone %
b.:< Tetracychne ‘
Amphotencm B
Tacrohmus

15 Inhlbltlon of the hERG (human Ether-a- -g0-go-Related Gene) potassium current can lead to

a6 T

" which potentlally fatal tachyarrhythm1a‘7
Torsade de Pointes

Angina Pectons

Atrial F 1bnllat10n

AV Node Bradycardla
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Which of the following techniques is commonly used to assess resplratory functlon in safety

pharmacology studies?
Vital capacity densimeter

Electrocardiography (ECG) ‘
Spirometry
Blood pressure measurement

No Observed Adverse Effect Level (NOAEL) is:

The maximum dose at which the toxicant shows no signs of toxicity

The condition of experimental animals when no adverse effect can- be observed
A condition where adverse effects exist, but is not possrble to observe d

The maximum dose of a chemlcal which causes death

Which one of the following is a Toxic kinetic parameter?
Volume of Distribution

Dose Response Curve

Receptor Binding of Toxicant

Median Lethal Dose

Which of the followmg represents apphcatlon of Toxic kmetlc studles‘7
Identification of multrple types of calcium channels. e
Investlgatlon of a wider angle of electrophysrologrcal cell propertles
Measurernent of cell membrane conductance

Whlch one. of the followmg is an, Altematlve to In-vive: Ammal Toxrcrty Studles"
ADR Database ~F Lo & >
Chronopharmacology studles s J
In vitro stem c¢ll-based assays 5
Knockout trans genic murine models

Answer any T™WO of the followmg .
Discuss acute and chromc Oral tox101ty test in detalls

i

Answer any SEVEN of the followmg
Explam OECD. regulatory guldelmeswfor conductmg acute dermal toxicity studies.

20 Marks

35 Marks

lee a detailed account on: Role of study dtrector and Quahty assurance programme in

Good Laboratory Practices.

Outline the study: des1gn, methodology, and assessment criteria for acute inhalation toxicity

studies. . : .
Define tox1cology lee 1n detalls of its types
Write a short note on the Ames test and 1ts significance in mutagenicity testing.

rrrrrrr

Explam HERG assay. Explam T1er 2a renal studies.
Explain in detalls the evaluatlon and importance of toxic kinetic studies.

Explain cell culture techmque’s as an alternative to animal experiments.
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