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When is a New Drug Application made? [GPAT-2023 SHIFT-I]

(a) Once animal studies are done and the drug is declared safe in 

animals

(b) Once animal studies are done and the drug is declared safe 

and effective in animal studies

(c) After Phase III clinical trials

(d) After Phase IV clinical trials
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Match the following phases of clinical trial with their significance: [GPAT-

2022]

1. Phase I — P. Post-marketing surveillance 

2. Phase 0 — Q. Microdosing 

3. Phase III — R. First in human dose 

4. Phase IV — S. Multicentric trials 

(a) 1-R, 2-Q, 3-P, 4-S

(b) 1-R, 2-Q, 3-S, 4-P

(c) 1-Q, 2-S, 3-P, 4-R

(d) 1-S, 2-P, 3-Q, 4-R

02.
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The objective of Abbreviated New Drug Application is 

to: [GPAT-2022]

(a) Get approval to conduct clinical trials

(b) Get market approval of new chemical entities

(c) Get market approval of generics

(d) Get approval for animal studies of new chemical 

entities

03.
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Monitoring the safety of a new drug under actual 

conditions of use in a large number of patients is 

classified as which phase of clinical trial? [GPAT-2021]

(a) Phase III

(b) Phase II

(c) Phase IV

(d) Phase I
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Identify the phase of clinical trial having the following features: [GPAT-

2020]

[P] Trial is conducted on about 3000 patients

[Q] Purpose of trial is therapeutic confirmation

[R] Safety and tolerability are evaluated on wider scale

[S] Completion of trial is followed by New Drug Application

(a) Phase III

(b) Phase I

(c) Phase IV

(d) Phase II

05.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

Identify the phase of clinical trial having the following features: [GPAT-

2020]

[P] Trial is conducted on about 3000 patients

[Q] Purpose of trial is therapeutic confirmation

[R] Safety and tolerability are evaluated on wider scale

[S] Completion of trial is followed by New Drug Application

(a) Phase III

(b) Phase I

(c) Phase IV

(d) Phase II

05.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

Identify the phase of clinical trial having the following features: [GPAT-

2020]

[P] Trial is conducted on about 3000 patients

[Q] Purpose of trial is therapeutic confirmation

[R] Safety and tolerability are evaluated on wider scale

[S] Completion of trial is followed by New Drug Application

(a) Phase III

(b) Phase I

(c) Phase IV

(d) Phase II

05.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

The number of subjects required in a Phase I clinical 

trial is: [GPAT-2018]

(a) 20 to 100

(b) Up to several hundred

(c) 300 to 3000

(d) Several thousands
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Phase 0 studies mean: [GPAT-2017]

(a) In vitro studies

(b) Part of Phase I studies of clinical trials

(c) First-in-human microdosing studies

(d) Studies carried out on small number of animals

07.
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In which phase of clinical trials do healthy normal 

human volunteers participate? [GPAT-2016]

(a) Phase I

(b) Phase II

(c) Phase III

(d) Phase IV
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The phases of clinical trials in correct order are: [GPAT-2012]

[P] Human pharmacology

[Q] Therapeutic confirmatory trials

[R] Post-marketing trials

[S] Therapeutic exploratory trials

(a) P, Q, R, S

(b) P, R, Q, S

(c) P, Q, S, R

(d) P, S, Q, R

09.
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Geriatric populations should be included in which 

phase of clinical trials? [GATE-2010]

(a) Phase I

(b) Phase II

(c) Phase III

(d) Phase IV
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Phase I clinical studies of a drug under development are 

generally carried out on: [GATE-2009]

(a) At least 10,000 people from different ethnic communities 

and wide age groups

(b) 500–1000 patients suffering from the disease for which the 

drug is being developed

(c) A small group of 20–100 healthy volunteers

(d) Reliable in vitro cell lines derived from diseased patients

11.
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Pharmacovigilance is done for monitoring:

(a) Drug price

(b) Unethical practices

(c) Drug safety

(d) Pharmacology students

12.
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Post-marketing surveillance is a part of which phase of 

clinical trial?

(a) Phase I

(b) Phase II

(c) Phase III

(d) Phase IV
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Study of drugs in humans is termed:

(a) Pharmacy

(b) Clinical pharmacology

(c) Experimental pharmacology

(d) Toxicology

14.
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Design of the study aimed to assess the maximum 

tolerable dose of a new drug is best described as:

(a) Case-control study

(b) Phase II randomized controlled trial

(c) Phase I trial

(d) Phase III randomized controlled trial
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Comparison of efficacy of a new drug B with an existing 

drug A is done in which phase of clinical trials?

(a) Phase I

(b) Phase II

(c) Phase III

(d) Phase IV
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Good Clinical Practice is not required in:

(a) Preclinical phase

(b) Phase I trial

(c) Phase II studies

(d) Phase IV studies
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The aim of post-marketing studies is:

(a) Efficacy of the drug only

(b) Dosage of the drug only

(c) Absorption, distribution, binding and storage of 

drug

(d) Safety and comparison with other medicines

18.
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Monitoring of plasma drug concentration is required 
while using: [GPAT-2024]

(a) Antihypertensive drugs

(b) Levodopa

(c) Lithium carbonate

(d) MAO inhibitors

19.
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Pharmacogenetics deals with:

(a) Clinically significant genetically mediated 

variations in drug response

(b) Harmful effects on foetus

(c) Drug-induced genetic defect

(d) Development of drugs by recombinant DNA 

technology
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Drug tolerance due to decreased availability of drug at 

receptor site because of hepatic enzyme induction is 

known as:

(a) Cellular tolerance

(b) Drug dispositional tolerance

(c) Physiological tolerance

(d) Pseudo tolerance
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When there is a gradual decrease in response to a drug 

taking days or weeks to develop, the phenomenon is 

called:

(a) Desensitization

(b) Tachyphylaxis

(c) Tolerance

(d) Idiosyncrasy
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When an inert chemical produces 

psychopharmacological effect, it is called:

(a) Prodrug

(b) Placebo

(c) Idiosyncratic response

(d) Adjuvant
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Which statement about acidic drugs is true?

(a) They are best absorbed in acidic medium

(b) They are best absorbed in alkaline medium

(c) They are not absorbed in acidic medium

(d) They bind to alpha-1 acid glycoprotein mainly

24.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

Which statement about acidic drugs is true?

(a) They are best absorbed in acidic medium

(b) They are best absorbed in alkaline medium

(c) They are not absorbed in acidic medium

(d) They bind to alpha-1 acid glycoprotein mainly

24.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

Which statement about acidic drugs is true?

(a) They are best absorbed in acidic medium

(b) They are best absorbed in alkaline medium

(c) They are not absorbed in acidic medium

(d) They bind to alpha-1 acid glycoprotein mainly

24.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

A highly ionized drug:

(a) Is excreted mainly by kidney

(b) Can cross placental barrier easily

(c) Is well absorbed from intestine

(d) Accumulates in cellular lipids
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All of the following statements regarding bioavailability are true 

except:

(a) It is the fraction of unchanged drug that reaches systemic 

circulation

(b) Oral bioavailability can be calculated by comparing AUC after oral 

and IV administration

(c) Low oral bioavailability always and necessarily means poor 

absorption

(d) Bioavailability can be determined from plasma concentration or 

urinary excretion data
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Bioavailability of a drug depends upon:

(a) First-pass metabolism

(b) Second-pass metabolism

(c) Volume of distribution

(d) Excretion
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Drug having highest first-pass metabolism among 

the following is:

(a) Theophylline

(b) Aspirin

(c) Tolbutamide

(d) Lidocaine
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In a plasma concentration-time curve for a drug 

following first-order kinetics, absorption rate 

constant is calculated based on:

(a) t½

(b) Vd

(c) Css

(d) Clearance
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The main purpose of titrating a drug dose is:

(a) To get maximum benefit with minimum adverse effects

(b) To increase drug concentration rapidly without monitoring

(c) To avoid therapeutic effect

(d) To increase the cost of therapy

30.
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Which of the following drugs commonly requires therapeutic 

drug monitoring?

(a) Paracetamol

(b) Phenytoin

(c) Omeprazole

(d) Cetirizine
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Which fixed-dose combination shows synergistic 

antibacterial action?

(a) Amlodipine + Atenolol

(b) Sulfamethoxazole + Trimethoprim

(c) Paracetamol + Caffeine

(d) Amoxicillin + Diclofenac
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Combination therapy in tuberculosis and malaria is 

mainly used to:

(a) Increase drug cost

(b) Reduce patient compliance

(c) Prevent resistance and improve efficacy

(d) Avoid pharmacological action
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The primary goal of rational prescribing is:

(a) To prescribe maximum number of drugs

(b) To provide appropriate therapy with maximum benefit and 

minimum risk

(c) To prescribe only costly medicines

(d) To avoid patient counselling
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Evidence-based medicine means:

(a) Use of medicines only on the basis of personal 

experience

(b) Systematic use of best clinical research evidence in 

patient care

(c) Avoiding clinical trials

(d) Giving the same medicine to all patients

35.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

Evidence-based medicine means:

(a) Use of medicines only on the basis of personal 

experience

(b) Systematic use of best clinical research evidence in 

patient care

(c) Avoiding clinical trials

(d) Giving the same medicine to all patients

35.

https://play.google.com/store/apps/details?id=co.april2019.pindia


@PharmacyIndia

Download Pharmacy India Mobile App from Playstore

A drug having a narrow therapeutic index generally 

requires:

(a) No monitoring

(b) Therapeutic drug monitoring

(c) Only single dose therapy

(d) Avoidance of all laboratory tests
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Which study design is best suited to compare a new 

treatment with standard treatment under controlled 

conditions?

(a) Case report

(b) Randomized controlled trial

(c) Cross-sectional survey

(d) Ecological study

37.
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Randomization in clinical trials is mainly done to:

(a) Increase selection bias

(b) Reduce selection bias and balance groups

(c) Avoid informed consent

(d) Replace statistical analysis

38.
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Blinding in clinical trials is used to:

(a) Increase observer bias

(b) Reduce subject and observer bias

(c) Avoid ethics committee approval

(d) Replace placebo completely
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A double-blind clinical trial means:

(a) Only patient knows treatment allocation

(b) Only investigator knows treatment allocation

(c) Both patient and investigator are unaware of 

treatment allocation

(d) Neither drug nor placebo is used

40.
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A placebo-controlled trial includes:

(a) Only active drug group

(b) Only animal subjects

(c) A pharmacologically inert comparator group

(d) No comparator group
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In drug development, preclinical studies are mainly 

performed in:

(a) Healthy volunteers

(b) Patients with disease

(c) Animals and in vitro systems

(d) Post-marketing population
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The main purpose of preclinical toxicity studies is to:

(a) Determine market price of drug

(b) Identify safety profile before human trials

(c) Replace clinical trials

(d) Study patient compliance only
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Investigational New Drug application is generally 

submitted to obtain permission for:

(a) Starting clinical trials in humans

(b) Selling the generic drug

(c) Advertising the drug

(d) Stopping post-marketing surveillance
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New Chemical Entity means:

(a) A drug already marketed for many years

(b) A completely new active substance not previously 

approved

(c) A new package design only

(d) A placebo formulation
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Bioequivalence studies are mainly required for:

(a) Approval of generic formulations

(b) Discovery of new receptors

(c) Animal toxicity testing

(d) Determining teratogenicity only
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A crossover clinical study means:

(a) Each participant receives more than one treatment 

in sequence

(b) Only one treatment is tested without comparison

(c) Trial is conducted only after marketing

(d) Only animals are crossed between groups
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A washout period in a crossover study is used to:

(a) Increase carryover effect

(b) Eliminate effect of previous treatment before next 

treatment

(c) Avoid drug administration

(d) Stop randomization
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Informed consent in clinical trial means:

(a) Permission obtained without explaining risks

(b) Voluntary agreement after explaining study 

details, risks and benefits

(c) Approval only from investigator

(d) Consent taken only after completion of trial
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Institutional Ethics Committee mainly ensures:

(a) Marketing promotion of drug

(b) Protection of rights, safety and well-being of trial 

participants

(c) Increase in drug price

(d) Manufacturing of the study drug
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