
IDDI I www.IDDI.com I info@iddi.com 

Combining Passion, Science and Experience to ensure Submission-ready clinical data 

TRUST YOUR DMC NEEDS WITH IDDI EXPERTISE 
 

For over 20 years, small Biotechs, mid-sized companies and 8 of the top 10 Big Pharma companies 

have entrusted the integrity of their trials and their patient data to IDDI. 

    FDA Guidance for Clinical Trials Sponsors:  

“DMCs have generally been established for large, randomized multisite studies that evaluate 

treatments intended to prolong life or reduce risk of a major adverse health outcome such as a 

cardiovascular event or recurrence of cancer.... The integrity of the trial is best protected when the 

statistician preparing unblinded data for the DMC is external to the sponsor, especially for critical 

studies intended to provide definitive evidence of effectiveness.”  

IDDI is in the very rare position to perform the required statistical analyses for the study and also act 

as the DAC (Data Analysis Center) who is performing the analyses to be reviewed by the DMC.  

IDDI KNOW-HOW 

 Extensive experience in serving as a DAC (Data Analysis Center) 

 Robust SOPs for DAC Operations and Software Validation 

 Knowledge of FDA/EMA and ICH guidelines for safety reporting and DMCs 

 Knowledge of MedDRA coding for AEs 

 Library of validated software for report generation and statistical analysis  

 Flexible staff to support timely response to ad-hoc requests 

 Off-site computer backup and disaster recovery in place 

 Statistical Staff with expert knowledge of  

 Clinical trials statistical methods including complex Bayesian 

 Interim analysis methods including conditional power, predictive power etc.  

 Ability to perform logistical and administrative support (e.g. TCs, travel/meeting arrangements, 

host conference calls, contract management etc.).   
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In the situation where IDDI does the main statistical analysis and the DMC analysis, we have SOPs in 

place describing how the blinded state is maintained for the appropriate IDDI employee and for the 

sponsor. Unblinded information is stored on restricted drives only accessible to IDDI unblinded team 

members. In this regard, the main analysis is performed by a blinded team (without access to I: drive) 

in one geographic location; the independent (unblinded) team is in the other geographic location and 

can access unblinded items on the I: drive.   

Separately, in our use of Veeva Vault for the eTMF, access is controlled in such a way that we can put 

unblinded reports etc.  in designated “Closed” areas of the Vault where only DMC members and the 

unblinded IDDI team members have access. Blinded study team members and the sponsor do not 

have access to these unblinded areas.    

These are the main technical and systematic firewalls we have in place to avoid transfer of unblinded 

information to blinded individuals.   

Our Clients have benefited from our DMC/DSMB services, ensuring their clinical studies are 

conducted according to the highest scientific and ethical standards. 

IDDI = IDMC Expertise:  

 Provided support for over 250 IDMCs (90 projects since 2015)  

 Independent statistician  

 Charter design or review  

 Safety & interim efficacy analyses  

 Specialists in Bayesian statistical methods & adaptive trials 

 

 

 

 

 

 

 

 

 

“My interaction with IDDI staff have been through e-mails and teleconferences. They were prompt in calling into 

meetings and responding to e-mails.  They were quite flexible to AZ/IDMC requests. They were adept at pointing 

out risks that AZ had inadvertently overlooked and would always offer solutions to mitigate the risks. The 

planning and actual meeting with the IDMC was hitch-free. IDDI staff was always very professional, and I would 

rate them 5 on a scale of 1 - 5.”  

Ugochi A Emeribe, Principal Statistician, Astrazeneca R&D, Wilmington, DE, USA 
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