s accalaureate) / V Year Pharm-D Degree
Examination - <<>>

Time: Three Hours ' .
: Max. Marks: 70 Marks
| CLINICAL RESEARCH (RS & RS2) gt g
Your Q.P. CODE: 2874 / 2890 ./ g
D answers should be specific to the questions asked g pead
' faw neat, labeled diagrams wherever necessary ‘;\ L
A Ve
2 LONG ESSAYS (Answer any two) 2 x 10.= 20 Marks
| 1. Whatis clinical trial? Explain the various phases, planning and execution of clinical trials.
g 2. What is audit in clinical trials? Explain the types, process and follow up of audit.

Define drugl discovery, Explain the various processes involved in the drug development.

RT ESSAYS: (Answer any six) 6 x 5 = 30 Marks

Regulatory environment in Europe.

What is informed consent form? Discuss the process of informed consent.

Electronic data capture systems.

Procurement and storage of investigai_:idn product.

Roles and responsibilities of investigat:of.

What is clinical data manage‘ment?’ Brief the data transfer and database lock process.
Briefly explain: ICH-Good clinical practice.

Discuss abinut the essential documents for conducting clinical trial.

i NSUIERS » 10 x 2 = 20 Marks
What is human ethical committee? -

Define chalienges in the implementation of ICH guidelines.
Define new drug application.:

What is toxicological approaches in drug development process?
Define site initiation visit.

What is a source document?

Define regulatory authority.

What is safety monitoring in clinical trial?

A What is calied protocol in clinical study documents?

Define closure of study:

3 ok K ok K
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P, N
Your answersth CODE: 2874 / 2890

ould be specifi )
Dr specific to the question
AW neat, labeled diagrams wherevc{er necesss:f;ed

NG ESSAYS (Answer any two)

xplain in detail the proc 2 x 10 = 20 Marks
es i
importance of CRF, s of designing study protocol in clinical trials. Add a note on the

Explain about the clinical data management in dlinical trials.
Describe the different stages of drug development process.

|ORT ESSAYS (Answer any six) 6 x5 = 30 Marks

Explain about IND and enlist different criteria for investigational new drug application.
Explain about safety monitoring in clinical research.
Explain the role and responsibilities of investigators.
Explain the regulatory system in India.
Explain the inclusion and exclusion criteria for clinical trial.
Explain the role of contact research coordinators.
L Describe about Good clinical practice.

?*- Explain ethical guidelines in clinical research.

iORT A RS 10 x 2 = 20 Marks
NSWE
L Define orange book and drug master file.

Define cross sectional study-

Define randomization.
Write any two roles of auditors.

Define Phase II.

Define Informed consent form.

i [ ocess.
Different dosage forms used in during drug discovery pr

ificati stem.
Define biopharmaceutical classification sY

ity control.
Define quality assurance and quality

oy P B o B ar_?ﬁw,m?;mmrw» o ——

Explain waiver of consent:
kKKK
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CLINIS?’LCRESEARCH (RS & RS2 Max. Marks: 70 Marks
Your answers sh.odld?)DE: 2874 / 2890

Dra € specific to the questi
W neat, labeled diagrams wherev‘lr negensss:rySked
oNG ESSAYS (Answer any two)

; : . . 2 x 10 = 20 Marks
piscuss in detail Investigational New Drug (IND) application

Explain in detail the roles and responsibiliti i ideli
o figator b Clitical Fesaarch p ities of the following as per ICH-GCP guideline a)

_ associate ¢) Regulatory authorit
Discuss about the different methods of post ma?ketingrysurveillz;n&::e.

|ORT ESSAYS (Answer any six) 6 x 5 = 30 Marks

| With schematic representation, discuss integrated drug development process.
i Explain inclusion and exclusion criteria in selection of clinical trial subjects.

. Briefly, explain phase 1 and phase 2 clinical trials.

{ Write about safety monitoring in clinical trials.

i Explain in detail the process of clinical trials for vaccines.

Discuss the regulatory environment in USA, Europe and India.

Discuss in detail about Institutional Review Board.

e e

Write the application of computer in clinical data management.

s g

JORT ANSWERS 10 x 2 = 20 Marks
Define therapeutic index.

Clinical trials for fixed dose combinations.

Define clinical trial.

Differentiate Adverse Drug Reaction (ADR) and Adverse Drug Effect (ADE).

Define Ethics.

List members of ICH.

Define protocol.

list global ADR reporting Forms.

Bxplain ANOVA. 5
| Spang the following terminologies: IND,

CGl, PvPI, BPO

sk ok ok ok K
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Time: Three Hours

CLINICAL RESEARCH Max. Marks: 70 Marks

P, :
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Draw nea? Slhgmd be specific to the questions asked
+ 'abeled diagrams wherever necessary
,ONG ESSAYS (Answer any two)

| 2 x 10 = 20 Marks
1. Discuss about different methods of post marketing surveillarce

2. Explain the monitoring visits in initiation, conduction and closing of clinical trials.
3. Explein briefly about ANDA submission.

HORT ESSAYS (Answer any six)

6 x 5 = 30 Marks
1. Role of Eudravigilance in safety monitoring.

). Role and responsibilities of sponsor in clinical trials.

Give an overview of regulatory environment in India.

Mention the criteria required for selection and recruitment of study subjects.

Write a note on clinical data archive. _
Explain the role of investigators in clinical trials.

——

Write a note on methods of randomization.

. Write a note on statistical design in clinical trials.

lORT ANSWERS 10 x 2 = 20 Marks

Define maximum tolerated dose.
Objectives of ICH E6.

Define unexpected ADR. i Tndie
Slomission of periodic Safety Update Report (PSUR) in ‘

Selection and withdrawal of subjects in clinical trials.
Role of Clinical Research Coordinator (CRC).

. i in EU.
Note on centralized and decentrahzed marketing |

CODSGHt for Vulnerable subject:
Citeria for unblinding the investigational drug:

R
e Quiati ,
Suiations for Counterfeit drugs A KK
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CLINICAL RESEARCH Max. Marks: 70 Marks

Q.P.cC ,
Your answers shoyg gDE. 2874 / 28909

e Draw neat, labelad .- PeCific to the questions asked

! e

| LONG ESSAYS (Answer any two) led diagrams wherever necessary

b : i 2 x 10 = 20 Marks
| 1, Enlist the requirements to condyct clinical trials as per schedule Y

Explain about clinical trials audit ang i ; , .

2, S thorities. d Inspection with special emphasis on national regulatory

I H :

; xplain spontaneous reportin ; . '

3 spgntaneous reporting?p g of ADR with suitable examples. What are the merits and demerits of

.SHORT ESSAYS (Answer any six)

4
5
6
;7
b.
lo.
1.

A

.

6 x 5 = 30 Marks
Discuss about designing of informed consent form for clinical study.

Write a note on ICH-GCP guidelines.

Explain the different pharmacological action studies in the drug development process.
Write a note on case control studies.

Comment on the challenges in implementation of ethical guidelines.

Write a note on Clinical Research Associate (CRA).

Discuss data management and its component.

Write a note on Accelerate Approval.

HORT ANSWERS ' 10 x 2 = 20 Marks

Short note on Helsinki declaration.
Factors affecting drug bioavailability.

- Define single blind method.

What is scurvy trail?

What are the objectives of phase 2 studies?
fthical issues involved in Genetic Screening.
Retrospective study with examples.
Snificance of drug master file (DMF)-
Mportance of clinical trial registries.

Alidation of clinical study. ok ok K
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;’“ (':)LINICAL RESEARCH Max. Marks: 70 Marks
Your answers should ba seod /, 2890

! D Cific to th .

raw neat, labeled diagrams whergv(l‘:esgge;;ss :rs;<ed

;NG (SSAYS (Answer any two)

Explain the different post marketing surveillance methods and explain them
explain the ethical guidelines for clinical research .

i . : .
| pescribe the various drug characterization techniques during drug development process.

al
aureate) / V Year Pharm-D Degree

2 x 10 = 20 Marks

?oRT ESSAYS (Answer any six) 6 x 5 = 30 Marks

. Explain the toxicological approach in drug discovery.
E Describe the role of clinical research associate.
Explain the components of data management.

Describe pre-clinical trials.

Explain about elements of informed consent process.

Explain about composition and responsibilities of institutional review board.

Explain the role of sponsor.

Describe about the regulatory system in EUrope.

DRT ANSWERS

List the critical pharmacokinetic parameters in drug development.

Define human equivalent dose.

. Define confidentiality.
Define case control studies.

lst the different types of blinding. y
MethOdS to take informed consent in research involving children.
Wirite any two challenges in the implementation of guidelines.

Oef;

; fine regulatory authority-

R o
fine abbreviated new drug application

B ,
Pain the importance of drug master file.
*****

10 x 2 = 20 Marks
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Pecific to the questions asked

Dr aw nea abe ed m h
t, |
’ I grams w erever necessar Y

;NG ESSAYS (Answer any two) dia

b in clinical trials and monitori - 2 x 10 = 20 Marks
| gplain clinica onitoring. D i

| £ o sccetorated 9. Discuss different types of monitoring visits in detail.
write @ . rated approval, fast t
explain in detail the process of desig;ﬂng struadC:g

| of CRF.

nd priority review in approval of drugs/vaccine.
rotocol in clinical trials. Add a note on importance

o ESSAYS (Answer any six
!oRT . ) 6x5 =30 Marks
' Write a note on active surveillance in ADR reporting.

Discuss observational studies.

Explain the regulatory aspects of clinical trials for surgical procedures/ medical devices.
Write @ note on Quality Assurance (QA) and Quality Control (QC) in clinical data management.

Discuss in detail about institutional review board.

Explain the basic methodologies and study designs of BA/BE studies.
Write about safety monitoring in clinical trials.

Discuss in detail about CDSCO guidelines.

IORT ANSWERS 10 x 2 = 20 Marks

Significance of sub acute toxicity
Note on Nuremberg trials . _

Explain confidentiality and impartial witness in clinical trials. | |
List the guidelines and acts that govern the conduct of clinical trials in India.

Adva”tages of multicentre trails.

Orug labeling requirement in clinical studies.

Uinical trial insurance for trial subj’ectS-
hat is subject identification code?

"equlatory requirement for research

maceutical classific 5ok KA K

involving children.
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E Your answerg sh.oL;|c°DE: 2874 RCI;O Ax- Marks: 70 Marks
Draw neat Iabelgdbe SPecific to the qy
{ NG ESSAYS (Answer any tWO) d agrams Wherevere:élcons asked
essary
riefly about
explain briefly Abbreviated New Drug Applicat 2 x 10 = 20 Marks
ain spontaneous reporting of ADR on (ANDA) submission

i with suitab
spontan€ous rgpgrtmg? e examples. What . '
Discuss the principles of ICH-GCPp guidelines are the merits and demerits of

T
- - -

HORT ESSAYS (Answer any six)

: enumerate designing of case report form (CRF) with a suitable example
i piscuss electronic data processing. .

6 x5 = 30 Marks

Explain the role of Business Process Outsourcing (BPOs) in conducting clinical research in India.
Explain the objectives of various phases of clinical trial.

Discuss in detail about CDSCO guidelines.

Explain the role of clinical trial personnel in premature termination or suspension of a study.

). Discuss conflict of interest in clinical trials.

. Write a note on Fast track and Priority review.

JORT ANSWERS 10 x 2 = 20 Marks

. What are LD50 and ED507?

armacokinetic parameter in drug development

. Name the critical ph
Define double blinded method.

Role of Uppsala monitoring centre (UMC
Components of documentation form-

)in safety monitoring.

Ex}.).'ai” Waiver of consent.

Note on 21CFR Part 312

Write a note on cohort studies: |
Responsibilities of contract research organization

Us S ;
€ of placebo in clinical trials I
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Enm CLINICAL €gree Examination - Noy 2016
% Q RESEARCH (Rs) Max. Marks: 70 Marks
g Your answers Shou.ld E)eCsODE: 2874

f Draw Neat, |
EONG ESSAYS (Answer any two) .

i pescribe in detail the COmponents and
2 piscuss in detail about CDSco guidelin

Pecific to th ;
led dj € Questio
d diagramg Wherever necenszaars;(ed

Process of

€s,
§. petail the process of Phase I, phage Il and Phase 111 of clinical tria
rials

. Explain the design of patient informeq consent

. Discuss an overview of regulatory environment in USA, Europe and India.

. Briefly explain the pharmacological and toxicological approach to drug discovery.
Explain the ethical guidelines for clinical research.

Define safety monitoring. Explain its role in clinical trials.
. Discuss data management process in clinical trials.

- Explain the challenges in the implementation of guidelines in clinical research.

IORT ANSWERS ' 10 x 2 = 20 Marks
 Explain the criteria to involve children in conducting clinical research.

Functions of Drug Control General of India (DCGI).

Declaration of Helsinki

Note on crOMS

Define case control studies.

Miimum criteria to report ADR

ImDor‘tance of European Clinical Directive
®fine Proof of Concept.

N‘ote on Non-inferiority clinical study

St var: _ i erious ADR.
Varioyg criterias to classify @ S ok K kK
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CLINICAL RESEARCH )
Q.P. CODE: 2874

Your answers should
Draw neat labeled

b: specific to the questions asked
lagrams wherever necessary

gsSAYS (Answer any two) 2 x 10 = 20 Marks
x -

xplain the different stages of drug development process
Describe the composition & responsibility of IRB.

Discuss the different methods used In post marketing surveillance.

I ESSAYS (Answer any six) 6 x 5 = 30 Marks

Explain the role of investigators in clinical trial.
write the ethical principles of clinical research.
Elzborate on patient consent process.

write a note on pre clinical studies.

What are the regulatory systems in USA?

Explain CRF.
ication.

What is IND? Enlist the different criteria for IND applic

Explain the data management in clinical research.

10 x 2 = 20 Mark
F ANSWERS e

andomization

'nformed consent

zssential documents for clinical
=ross sectional study

Safety monitoring
3iopharmaceutical classificatio
*hase II clinical trial

ANDA

Slinical research coordinator
nvestigational product

trials

n system

*#*tl‘

stion Papers @ www.pharmadost.
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ESSAYS (Answer any two)
2 x 10 = 20 Marks

Explain the ethical guidelines for clinical research
piscuss the different Pharmacological action studies in the drug development process
write 8 note on clinical data management in clinical trials

F ESSAYS (Answer any six) 6 x 5 = 30 Marks

Explain CDSCO guidelines

Explain the phase II clinical trials
Write a note on drug characterization
Discuss about IND application

Role and responsibllities of auditors

Write a note on CRA

Nhat are the different regulatory systems in USA, EUROPE and INDIA

Nrite a note on challenges in the implementation of ICH guidelines

. 10 x 2 = 20 Marks
ANSWERS

'nformed consent
Totocol

hase 1v

©mposition of IEC
herapeutic index
‘embers of ICH
?"°nic toxicity
;bh°rt studies

Rfety monitoring

Mstlga tor
| K K K F

i

|

' ers @ www.pharmadost.
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C O Max. Marks: 70 M
LINICAL RESEARCH s
2 SN
y Q-P. CODE: 287, N
oul;rzlx\:l\:z Thomd be specific to the ‘.*— LIBFARY |7
abeled diagramg wherevz‘:?:coer;:aari'ked ..";6»4 o
,EsSAYs (Answer any two) oAk
2% 10 = 20 Marks

. ious drug charact

scuss the var erization tech
;DI niques during drug development process
| piscuss the principles of ICH-GCP guidelines
i
‘pescribe In detall investigational new drug application

|

ETESSAYS (Answer any six)
¥
|Give an overview of the regulatory environment in India

6 x5 =30 Marks

‘write a short note on clinical trial design
‘Explain the design of a Case Report Form with a suitable example

Z_Dtscuss the pharmacological approaches to drug discovery
Explain responsiblilities and compositions of Institutional Review Board (IRB)

Describe pre-clinical trials _

£ s %

What are the elements of an informed consent

fite a short note on Abbreviated New Drug Application

 ANSWERS b % 10 x 2 = 20 Marks
nvert an animal dose to HED

%ef'“e Human Equivalent Dose (HED). How to €0 st
assify drugs according to Biopharmaceutical Classification Sys

Fatare the in vitro assay methods for predicting P In drug discovery

e::ain randomized clinical trial

"e ADR and ADE
?‘t s the role of a Contract Research Organizat&-on
'lemon and withdrawal of subjects I clinical trails
‘["aie short note on toxicological studies

b | e role of auditors

e the objectives of phase 11 study
* kKKK
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CLINICAL RESEARCH
Q.P. CODE: 2874

Your answers should be

s
Draw neat labeled dj e 10 the questions asked

agrams wherever necessary

ESSAYS (Answer any two) 2 x 10 = 20 Marks
X =
Explain @ clinical trial protocol as per ICH-GCP guidelines

priefly explain the pharmacological and toxicological approaches to drug discovery

pescribe briefly the various phases of clinical f post -
marketing surveillance trials. Add a note on methods of P

[ ESSAYS (Answer any six) 6 x 5 = 30 Marks

Discuss safety monitoring in clinical trials

write a note on ANDA submission
Give an overview of the regulatory environment in India

Discuss the drug characterization techniques
Discuss the challenges in the implementation of ethical guidelines
Describe the roles and responsibilities of the investigator as per ICH-GCP guidelines

Explain the design of a patieht informed consent form with a suitable example

Piscuss CDSCO guidelines

iANSWERs 10 x 2 = 20 Marks
b"° sponsors clinical trials
five the importance of orange
’hatare the goals of good clini
lame the different types of clinical trials )
gxp'a‘" BiOpharmaceutical classification syste
?rite a short note on informed consent process

fhat are the different IND types
ite a short note on Cohort studies development
RMme the critical PK parameters in drug deé

ﬁeﬂne randomization and unblinding®
* Ak KK

book and drug master file
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Q.P. COo 2
o, DE: 2874 N '_ gv\"?"
fe| LIBRARY 2
the questions asked .u';\ 4
Con
| ESSAYS (Answer any two) MGa R
2 x 10 = 20 Marks
gxplain in detall the process of de
importance of CRF

gxplain the various phases of clinical trials

piscuss the COSCO guldelines

slgning study protocol in clinical trials. Add a note on the

T ESSAYS (Answer any six) 6 x 5 = 30 Marks
IND application

Ethical guidelines for individual informed consent

Explain general ethical principles in clinical research

Explain the responsibilities of IRB

Explain the drug characterization in drug discovery

Discuss role and responsibilities contract research coordinator

Explain the role of regulatory authority
Explain safety monitoring In clinical research

[ ANSWERS 10 x 2 = 20 Marks

,.:°ntract research associate
?‘OhOrt studies
se ]I

teparation of an audit report
Hinical research regulation in INDIA
¥eparative termination of clinical trial
"erapeutic index

€gnant women as research particl
le of investigator
Yality assurance and quality control

pant

FEES

2d more Question Papers @ Www.pharmadost.




