


 The workshop on ñDesign, Review of Clinical  Trial  Protocol and Role of Bio- 
statisticiansò was organized by Quality Assurance Division of CDSCO at Hotel 
Metropolitan, Bangla Sahib Road, New Delhi on 22nd -24th January, 2014 to impart 
the knowledge on review of Clinical Trial Protocol to Officers of Central Drugs 
Standard Control Organization. 

 

The workshop on ñDesign Review of Clinical  Trial  Protocol and Role of Bio-
statisticiansò was organized for three days, the first two days 22nd -23rd January, 
2014 was planned for the Drugs Inspectors who review clinical trial protocols, 
alongwith ADC(I) and DDC(I) of the concerned divisions. The third day i.e. 24th 
January, 2014 was planned for the Drugs Inspectors who review vaccine clinical 
trial protocols, alongwith ADC (I) and DDC (I) of the concerned divisions. 

 

Experts from Central Drugs Research Institute (CDRI), Luck now, All  India 
Institute of Medical Science (AIIMS) and Maulana Azad Medical College 
(MAMC) gave the presentations to all the participants. 

 

The objective of this workshop was to strengthen the Regulatory System on 
Clinical Trials. Regulatory oversight of Clinical Trial and Marketing Authorization 
and Licensing are two functional indicators. To fulfill  the indicators it is required to 
increase the capacity and knowledge of the reviewers of CDSCO in Clinical Trial 
Protocol, Ethical oversight and role of Bio-statisticians in Clinical Studies 
including its evaluation. 

 



TIME TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS  

09:00 am ð 09.30 

am 

Registration 

09:30 am ð 09:45 

am 

Inaugural Session (Welcome 

address, Introduction of 

participants) 

CDSCO 

9:45am - 10:00am Pre-assessment  

10:00am - 10:30 am Role of Biostatistician in review of 

Clinical Trial protocol and report  

Mrs. M. Kalaivani, Scientist-III 

,AIIMS, New Delhi  

10:30am - 10:45am              Tea Break 

10:45am - 11:15am Case Study  Mrs. M. Kalaivani, Scientist-III 

,AIIMS, New Delhi and all 

participants 

11:15am - 11:30pm Group Discussion                  -do- 

11:30pm - 12:15pm Design & Review of Clinical trial 

protocol (including method of 

randomization)and Clinical trial 

report 

Dr. Vivek Bhosale, Scientist, CDRI, 

Lucknow 

12:15pm - 12:45pm Case Study Dr. Vivek Bhosale, Scientist,CDRI, 

Lucknow and all participants 

Agenda for the workshop  
22 January, 2014 

 



TIME TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS  

12:45pm - 1:00pm Group Discussion                -do- 

1:00pm - 1:45pm  Lunch Break 

1:45pm - 2:30pm Drug Design & Development, 

Pre-formulation Studies up 

to Scale-up. 

Dr. Anil Kumar Saxena, Chief 

Scientist & Former Head, 

CDRI, Luck now 

2:30pm - 3:00pm Case Study                   -do- 

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

3:15pm - 3:30pm                        Tea Break 

3:30pm - 4:15pm Pre-clinical safety evaluation 

(Safety, pharmacology & 

toxicology studies) as per 

regulatory requirements 

Dr. Anil Kumar Saxena, Chief 

Scientist & Former Head, 

CDRI, Luck now 

4:15pm - 4:45pm Case Study                     -do- 

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

5:00pm - 5:15pm Post-assessment CDSCO 



AGENDA FOR THE WORKSHOP  
23 JANUARY, 2014 

 TIME TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS  

09:00 am ï 09.30 am Registration 

09:30 am ï 09:45 am Pre-assessment  CDSCO 

9:45am - 10:30am Drug Design & Development, Pre-

formulation Studies up to Scale-up" 

Dr. Anil Kumar Saxena, Ex. Chief 

Scientist & Former Head, CDRI, 

Luck now 

10:30am - 10:45 am Tea Break 

10:45am - 11:15am  Case Study 

 

Dr. Anil Kumar Saxena, Ex. Chief 

Scientist & Former Head, CDRI, 

Luck now and all the participants 

11:15am - 11:30pm Group Discussion                  -do- 

11:30pm - 12:15pm  Pre-clinical safety evaluation (Safety, 

pharmacology & toxicology studies) 

as per regulatory requirements. 

Dr. Anil Kumar Saxena, Ex. Chief 

Scientist & Former Head, CDRI, 

Luck now 

 

12:15pm - 12:45pm Case Study Dr. Anil Kumar Saxena, Ex. Chief 

Scientist & Former Head, CDRI, 

Luck now and all the participants 

12:45pm ï 1:00pm 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 

protocol (including method of 

randomization) and Clinical trial report". 

Dr. Vivek Bhosale, Scientist, 

CDRI ,Lucknow 

2:30pm - 3:00pm  Case study Dr. Vivek Bhosale, Scientist, 

CDRI ,Lucknow and all 

participants 

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

3:15pm - 3:30pm Tea Break 

3:30pm - 4:15pm Role of Biostatistician in review of 

Clinical Trial protocol and report  

Mrs. M. Kalaivani, Scientist-

III ,AIIMS, New Delhi 

4:15pm - 4:45pm Case study Mrs. M. Kalaivani, Scientist-

III ,AIIMS, New Delhi and all 

participants 

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

5:00 pm - 5:15pm  Post-assessment  CDSCO 



AGENDA FOR THE WORKSHOP 
24 JANUARY, 2014  

 TIME TITLE OF ACTIVITY SPEAKER/ PARTICIPANTS  

10:00am - 10:30 am Present Regulatory Regime in Clinical 

Trials 

CDSCO 

10:30am - 10:45am Tea Break 

10:45am -11:45am Present Regulatory Regime in Clinical 

Trials 

CDSCO 

11:45am - 1:00pm  Regulatory  requirements in clinical 

Trials- specific to Biological Products 

CDSCO 

1:00pm - 1:45pm Lunch Break 

1:45pm - 2:30pm Review of clinical trial protocol and 

report of vaccines- salient features 

Dr. Sangeeta Yadav, Professor, 

MAMC  

2:30pm -3:00pm Case study Dr. Sangeeta Yadav, Professor, 

MAMC and all participants 

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

3:15pm - 3:30pm Tea Break 



AGENDA FOR THE WORKSHOP 

 TIME  TITLE OF ACTIVITY  SPEAKER/ PARTICIPANTS  

1:45pm - 2:30pm Review of clinical trial protocol and 

report of vaccines- salient features 

Dr. Sangeeta Yadav, Professor, 

MAMC  

2:30pm -3:00pm Case study Dr. Sangeeta Yadav, Professor, 

MAMC and all participants 

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

3:15pm - 3:30pm Tea Break 

3:30pm - 4:45pm Case study on role of Biostatistician in 

review of Clinical Trial protocol and 

report of vaccine 

Mrs. M. Kalaivani, Scientist-

III ,AIIMS, New Delhi and all 

participants 

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


