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DCOC
• Operates on a cross-functional team approach

• 12 DCOC Functional Teams

– Biostatistics

– Communications

– Finance & Administration

– Informatics

– IRB Administration

– Participant Safety

– Professional Development 

– Program & Project Specialists

– Project Leadership

– Quality Assurance 

– Site Management

– Technical Writing
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Clinical 
Trial

Project 
Lead Biostatistics

•Statistical 
analysis

•Sample size

Communications
•Logo
•Recruitment & 

retention

Finance & 
Administration

•Trial budgets
•Site contracts

Informatics
•EDC build
•eCRF 

development 
IRB Administration
•Study application 

& protocol 
submission to 
cIRB

Safety 
Management

•Manage & 
monitor AEs 
for all studies

Professional 
Development

•CE application & 
compliance

Program & Project 
Specialists

•Minutes, decisions, 
& action items

QA/QC
•Monitoring Plan
•Risk management

Technical Writing
•Protocol & MOP 

editing
•Edit all trial-

related docs

• Education
• Methods development

• All planning & logistics for 
Face-to-Face Meetings

• Portal content & design

• Grant management of 
DCOC U24 award

• DCOC travel

• CE application for enduring 
content & other activities

• Video editing 

• Monitor and triage 
askdcoc.edu

• Meetings: schedule, tech 
support, record minutes

• Manage DCOC Quality 
Management System

• Risk management

• Project lead for PPC

• Lay Summaries

• ISPCTN Portal

• Systems validation of 
DCOC infrastructure

• Network onboarding

• IRB reviewer



Are we…

…the IT department?

Chris O’Dowd in the IT Crowd (2006)

No.



Are we…

…the people who reset 
your forgotten password?

It depends.



Are we…

…the people who send 
you annoying queries?

https://www.youtube.com/watch?v=dl6C_GrZrbE&t=110s

Sometimes.

https://www.youtube.com/watch?v=dl6C_GrZrbE&t=110s


Are we…

…unapologetic data 
nerds?

Of course.



Are we…

…professionals tasked 
with collecting the data 
necessary to answer the 
scientific questions posed 
by the clinical trial 
protocols?

Yes!



Meet the Team!

• DM+I have roles in front of 
and behind the scenes

• Org chart highlights team 
members with whom the 
Network is most likely to 
interact

– Most of the Network have 
Portal accounts and use the 
Portal on some frequency

– Some of the Network directly 
work on clinical trials

Data Management & Informatics
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Who Are We?
• Fred Prior, PhD
• Maryam Garza, PhD, MPH, MMCi
• Melody Greer, PhD

DCOC Faculty Support
Data Management & Informatics



What Do We Do?
• Review & provide feedback to Concept (and other) Proposals
• Offer DM&I thought leadership during Protocol Development
• Provide general oversight of DM&I operations (hands-on, as needed)
• Ensure that we are following best practices (GCDMP) and SOPs
• Collaborate with other Functional Group Leads
• Represent DM&I at the DCOC & ISPCTN leadership level
• Participate in or lead Manuscript Writing

DCOC Faculty Support
Data Management & Informatics

DM&I: Data Management & Informatics
GCDMP: Good Clinical Data Management Practices



What is Biomedical Informatics?

Molecular Level Individual Level Population Level



What is Data Management?
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Quality Management System – SD Focus

Software Development Lifecycle (SDLC)
• Building or selecting software
• Installing software
• Validating the installation
• Maintaining the software
• Backing up / restoring the software
• Changing the software in a controlled manner
• Retiring the software
• Managing user identities in Network systems



Quality Management System – DM Focus

Data Management (DM)
• Data management planning
• Creating data capture strategies
• Developing case report forms (CRFs)
• Building databases
• User testing
• Acquiring, processing, reporting, extracting, sharing, and archiving data
• Managing user access to data systems



• Contributing to DM&I Components of DCOC QMS

• Reviewing concept proposals & contributing to scientific 
& DM components of protocols

• Assessing data system needs for CRF & non-CRF data; 
collaborating with external data providers

• Creating data flow diagrams

• Creating data element spreadsheets

• Representing Informatics on study meetings

• Developing & maintaining ISPCTN Portal

• Processing CRF & vendor data

• Extracting data for analysis

• Writing papers & manuscripts

• *Publishing data to DASH

• Creating user testing plans for EDC systems

• Creating CRF & EDC training materials

• Creating data management plans

• Designing data entry forms

• Designing the reporting suite

• Managing change control projects for Portal & EDC

• Contributing to writing teams

• Processing user access requests (UARs)

• User Testing of EDC systems

• Contributing to DSMP & MOP

• Creating alerts to facilitate operations & data flow

• Running study reports & posting them to Box

• Storing & archiving study data

Long Term

Short Term

Strategic Tactical

Data Management & Informatics



Wearing ALL the hats

Image credit: Zazzle.com, Chuck Ink

https://www.zazzle.com/funny_bear_wearing_many_hats_rectangular_sticker-217805358695614876


Let’s work together!

• Communication is key
• Data is the Network’s currency so should be a priority and not an 

afterthought
• We are your data team – data capture, integrity, security, and 

transmission are our focus

Help us help you!
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Thank you for your time!

What questions do you have for us?
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