January 13, 2018
8:00 am - 4:15 pm

Fees: QR150
Venue & Contact Details: Lecture Hall 4

Weill Cornell Medicine-Qatar, Education City, Doha, Qatar
Email: dha2003@qatar-med.cornell.edu

Law & Medicine Series
“The Role of Data and Safety Monitoring Boards in
Human Subjects Research”
Target Audience
Translational Medicine Researchers, Clinical Research Coordinators, Physicians, Allied Health Professionals,
Basic Science Researchers, Nurses
Overall Learning Objectives
Participants will be able to:

• Explain the overall purpose of a data safety monitoring board (DSMB) and how it is formed.

•
•
•
•
•
•

Recognize the types of clinical trials that are recommended to have DSMB monitoring
Distinguish between the roles of IRBs and DSMBs
Identify the main elements of a DSMP
Discuss the reporting process of adverse and unanticipated events in relation to DSMB responsibilities
Illustrate statistical procedures in preparing interim efficacy and safety data reports
Recognize challenges to clinical trials in different environments.

Speakers, Panelists & Moderators
Ms. Sunanda Holmes; Dr. Susan Ellenberg; Ms. Zoe Doran; Ms. Daniela Radu; Dr. Shahrad Taheri; Dr. Ziyad
Mahfoud; Ms. Noor Al-Merekhi

Apply to the Conference Here
Please note that the application does not guarantee you a place in the conference
This activity is an Accredited Group Learning Activity (Category 1) as defined by the Qatar Council for Healthcare PractitionersAccreditation Department and is approved for a maximum of 6.0 hours.
Weill Cornell Medicine-Qatar designates this live activity for a maximum of 6.0 AMA PRA Category 1 Credit(s)™. Physicians should claim
only the credit commensurate with the extent of their participation in the activity.
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AGENDA:	
  
Time

Topic

8:00 – 9:00 am

Registration and
Breakfast

9:00 – 9:15 am

Introduction to
Medicine and Law

9:15 – 9:30

Poll Questions

9:30 - 10:00 am

Introduction to
Clinical Trials

Session Learning Objectives

•
•

•
•

•
•
10:00 -10:45 am

DSMB Role in
Human subjects’
research

10:45 -11:00 am

Coffee Break

11:00 am-12:30 pm

Interim Analysis in
Clinical Trials

•
•
•
•

•
•
•
•
•

12:30 – 1:30 pm

Lunch Break

Describe the role of DSMBs in relation
to the Medicine and Law series
Demonstrate an understanding of the
role of DSMBs in clinical research

Illustrate the importance of clinical
trials to clinical practice
Describe the design of clinical trials
and the differences with daily clinical
practice
Explain the regulatory processes in
clinical trials – challenges to research
Distinguish between the IRB and
DSMB roles
Describe the Composition and roles of
DSMB
Identify the requirements for a DSMB
Discuss Reporting to the DSMB
Point out Challenges of DSMB in
Qatar

Define the main elements of a
statistical analysis plan for clinical trials
Name elements of a Data and Safety
Monitoring Plan
Describe Interim analyses methods
and reports
Discuss stopping rules of a DSMP
Examine difficult questions facing
DSMBs

Speaker

Ms. Sunanda Holmes

Dr Shahrad Taheri

Dr Ziyad Mahfoud

Dr Susan Ellenberg
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1:30 – 2:30 pm

Challenges of
Clinical Trials
Across the World

•
•
•

2:30 – 3:00 pm

The Role of
Funders in Clinical
Research

3:00 – 3:15 pm

Poll Questions

3:15 - 4:15 pm

Panel Discussion

•
•
•

•

Describe challenges to clinical trials
across different countries
Recognize the overcoming challenges
in multinational studies
List the DSMB expectations for
multinational trials

Ms. Zoe Doran

Identify the role of funders in
supporting clinical trials
Outline the considerations that
determine funding
Demonstrate an understanding of the
role of DSMBs in clinical research

Ms. Noor Al-Merekhi

Discuss Case studies addressing
DSMP stopping rules and challenges
in multinational studies

Moderator:
Ms. Sunanda Holmes
Panelists:
Dr Susan Ellenberg
Ms. Zoe Doran
Ms. Daniela Radu
Dr Shahrad Taheri
Dr Ziyad Mahfoud
Ms. Noor Al-Merekhi

	
  

Overall Objectives:
At the end of this activity, participants will:
§
§
§
§
§
§
§

Explain the overall purpose of a data safety monitoring board (DSMB) and
how it is formed.
Recognize the types of clinical trials that are recommended to have DSMB
monitoring
Distinguish between the roles of IRBs and DSMBs
Identify the main elements of a DSMP
Discuss the reporting process of adverse and unanticipated events in
relation to DSMB responsibilities
Illustrate statistical procedures in preparing interim efficacy and safety data
reports.
Recognize challenges to clinical trials in different environments

