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Understanding Data 
Monitoring Committees
How expert independent clinical trial oversight  
helps protect the safety of patients in clinical trials

Data Monitoring Committees (DMCs), which can also be referred to as Data and Safety Monitoring 
Boards (DSMBs), Data and Safety Monitoring Committees (DSMCs), or Independent Data Monitoring 
Committees (IDMCs), are established by study sponsors but are independent of the sponsor to ensure 
decision-making is conducted without bias.

DMCs are put in place to:

Veristat teams develop and organize many types of independent DMCs  
for clinical trials with various remits, offering sponsors:

Advisory Role of DMCs

What Are Data Monitoring Committees?

How does Veristat make effective use of DMCs?

DMCs review unblinded safety and efficacy clinical data as the trial progresses,  
and work independently from the clinical trial team. 

Monitor trial  
conduct and safety

Recommend protections  
for clinical trial patients

Assess risks  
and benefits

DMCs assist sponsors  
in determining whether to:

Continue

Modify

or Terminate

trials based on a risk-benefit  
assessment of the data

Learn more about 
Veristat’s DMC capabilities
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Expert  
biostatistical  
foundation

Enhanced  
reporting
standards

Personalized,  
tailored  

expertise

Superior  
organization & 
communication

Our statisticians  
average 25+ years  

of experience  
in both reporting and  
voting DMC members

Stopping for futility  
as part of adaptive design

Understanding and 
Operationalizing a Complex 
Adaptive Design

›  CASE STUDY

Accelerating a Go/No-Go Decision  
for a Promising Oncology Vaccine in  
a Specific Patient Population

Pulled trial  
off of a clinical hold

Rapid Response to the  
Ebola Outbreak of 2014

›  CASE STUDY

Urgency and Challenges of Launching  
a Vaccine Program for a Global Infectious 
Disease Outbreak

Move onto next  
patient cohort

Pursuing Breakthrough Therapies for  
Rare Metabolic Diseases
How Veristat’s Full-Service Clinical Trial Team Helped Tightly 
Coordinate a Gene Therapy’s Dosing Administration and Data Review

Background
A biotech organization focusing on gene therapies for metabolic diseases partnered with Veristat to support their 
Phase I/II clinical study for the treatment of a rare human genetic lysosomal storage disorder. 

›  CASE STUDY

www.veristat.com

Study Demographics

Study Phase
Multinational Phase I/II 
parent study and long-term 
follow-up study

Indication
Rare genetic lysosomal 
storage disorder 

Full-Service Support
• Clinical Operations

• Project Management

• Site Management & Monitoring

• Data Management
Biologics  
Therapy Type
Gene therapy

SPONSOR CHALLENGE 1: Time-sensitive Therapy Administration Process

For this study, the investigational product (IP) was 
manufactured from each subject’s own stem cells. 
Manufacturing slots were limited and needed to be 
reserved at least six months in advance. If the slot was 
not able to be used and was not cancelled within six 
weeks of the manufacturing date, the sponsor was 

responsible for paying a substantial late cancellation 
fee. This requirement placed a constraint on subject 
scheduling for stem cell collection: subjects needed 
to undergo stem cell collection 1-2 days prior to the 
reserved manufacturing slot.

Cases of successful deployment of DMCs into clinical development programs
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