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WORKSHOP ON “DESIGN, REVIEW OF CLINICAL
TRIAL PROTOCOL AND ROLE OF BIO-
STATISTICIANS”

FOR

OFFICERS OF CENTRAL DRUGS

STANDARD CONTROL ORGANIZATION
ON
22nd .24t JANUARY, 2014



The workshopon i D e s Rayiaw of Clinical Trial Protocol and Role of Bio-
st at i swasargamzedbyoQuality AssuranceDivision of CDSCOat Hotel
Metropolitan,BanglaSahibRoad,New Delhi on 224 -24™ January2014to impart
the knowledgeon review of Clinical Trial Protocolto Officers of Central Drugs
StandardControlOrganization

The workshopon nDesign Review of Clinical Trial Protocol and Role of Bio-
st at i swasargarazedioothreedays,the first two days22d -239 January,
2014 was plannedfor the Drugs Inspectorswho review clinical trial protocols,
alongwithADC(I) and DDC(I) of the concernedlivisions The third dayi.e. 24"
January,2014 was plannedfor the Drugs Inspectorswho review vaccineclinical
trial protocols.alongwithADC (1) andDDC (1) of theconcernedlivisions

Experts from Central Drugs Researchinstitute (CDRI), Luck now, All India
Institute of Medical Science (AIIMS) and Maulana Azad Medical College
(MAMC) gavethepresentationto all the participants

The objective of this workshop was to strengthenthe Regulatory Systemon

Clinical Trials. Regulatoryoversightof Clinical Trial andMarketing Authorization
andLicensingaretwo functionalindicators To fulfill theindicatorsit is requiredto

Increasethe capacityand knowledgeof the reviewersof CDSCOin Clinical Trial

Protocol, Ethical oversight and role of Bio-statisticiansin Clinical Studies
Includingits evaluation



Agenda for the workshop
22 January, 2014

TIME

09:00 am 6 09.30
am

09:30 am 0 09:45
am

9:45am - 10:00am
10:00am -10:30 am

10:30am - 10:45am
10:45am -11:15am

11:15am -11:30pm
11:30pm -12:15pm

12:15pm - 12:45pm

TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS
Registration

Inaugural Session(\Welcome CDSCO

address, Introduction of

participants)

Preassessment

Role of Biostatistician in review ofl Mrs. M. Kalaivani, Scientistl|
Clinical Trial protocol and report | ,AlIMS, New Delhi

TeaBreak

Case Study Mrs. M. Kalaivani, Scientistl|
AIIMS, New Delhi and all
participants

Group Discussion -do-

Design &Review of Clinical trial | Dr. VivekBhosale Scientist, CDRI,

protocol (including method of Lucknow

randomization)andClinical trial

report

Case Study Dr. VivekBhosale Scientist, CDRI



TIME

12:45pm - 1:00pm
1:00pm - 1:45pm
1:45pm -2:30pm

2:30pm - 3:00pm

3:00pm -3:15pm
3:15pm - 3:30pm
3:30pm -4:15pm

4:15pm -4:45pm

4:45pm -5:00pm
5:00pm -5:15pm

TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS

Group Discussion -do-

Lunch Break

Drug Design & Development Dr. Anil Kumar Saxena, Chie
Preformulation Studies up | Scientist & Former Head,

to Scaleup. CDRI, Luck now

Case Study -do-

Group Discussion -do-
Tea Break

Pre<clinical safety evaluation Dr. Anil Kumar Saxena, Chie
(Safety, pharmacology & Scientist & Former Head,
toxicology studies) as per | CDRI, Luck now

regulatory requirements

Case Study -do-
Group Discussion -do-
Postassessment CDSCO



AGENDA FOR THE WORKSHOP

23 JANUARY,

TIME

09:00 ami 09.30 am
09:30 ami 09:45 am
9:45am- 10:30am

10:30am 10:45am
10:45am 11:15am

11:15am- 11:30pm
11:30pm- 12:15pm

12:15pm- 12:45pm

12:45omi 1:00pm

2014

TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS
Registration

Preassessment CDSCO

Dr. Anil Kumar SaxenakEx. Chief

Scientist & Former Head, CDRI
formulation Studies up to Scal®" | | yck now

TeaBreak

Case Study Dr. Anil Kumar Saxena, Ex. Chi
Scientist & Former Head, CDRI
Luck now and all the participant

Group Discussion -do-

Preclinical safety evaluation (Safet Dr- Anil Kumar Saxena, Ex. Chi

Scientist & Former Head, CDRI

Luck now

Drug Design & Development, Pre

pharmacology & toxicology studies)

as per regulatory requirements.

Case Study Dr. Anil Kumar Saxena, Ex. Chi
Scientist & Former Head, CDRI
Luck now and all the participant
Group Discussion -do-



AGENDA FOR THE WORKSHOP

TIME TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS

1:00pm- 1:45pm Lunch Break

1:45pm- 2:30pm Design &Review of Clinical trial Dr. Vivek Bhosale Scientist,
protocol (including method of CDRI Lucknow

randomization) and Clinical trial report

Dr. Vivek Bhosale Scientist,
CDRI Lucknowand all
participants

3:00pm- 3:15pm Group Discussion -do-

2:30pm- 3:00pm Case study

3:15pm- 3:30pm Tea Break

Mrs. M. Kalaivani,Scientist

3:30pm- 4:15pm Role of Biostatistician in review of _
Il ,AlIMS, New Delhi

Clinical Trial protocol and report

Mrs. M. Kalaivani,Scientist
ll ,AIIMS, New Delhi and all
participants

4:45pm- 5:00pm Group Discussion -do-

4:15pm- 4:45pm Case study

5:00 pm- 5:15pm Postassessment CDSCO



AGENDA FOR THE WORKSHOP
24 JANUARY, 2014

TIME

TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS

10:00am- 10:30 am Present Regulatory Regime in Clinica CDSCO

10:30am 10:45am
10:45am-11:45am

11:45am- 1:00pm

1:00pm- 1:45pm
1:45pm- 2:30pm

2:30pm-3:00pm

3:00pm- 3:15pm

0'4 Envv\ o-onv‘\m

Trials

Tea Break
Present Regulatory Regime in Clinica CDSCO
Trials
Regulatory requirements in clinical |CDSCO
Trials- specific to Biological Products

Lunch Break

Dr. Sangeeta Yadayv, Profess

Review of clinical trial protocol and
MAMC

report of vaccinessalient features

Dr. Sangeeta Yadav, Professc

Case stud
1 MAMC and all participants

Group Discussion -do-



AGENDA FOR TH

TIME
1:45pm- 2:30pm

2:30pm-3:00pm

3:00pm- 3:15pm

3:15pm- 3:30pm
3:30pm- 4:45pm

4:45pm- 5:00pm

TITLE oF ACTHEEEEEE . <ER/ PARTICIPANTS

Review of clinical trial protocol and | DI Sangeeta Yadav, Profess

MAMC
report of vaccinessalient features
Case study Dr. Sangeeta Yada.v,. Profess
MAMC and all participants
Group Discussion -do-

Tea Break

Case study on role of Biostatistician ir M'S- M. Kalaivani,Scientist
Il ,AlIMS, New Delhi and all

review of Clinical Trial protocol and | participants

reportof vaccine
Group Discussion -do-



