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1. Data Management
2. Team Quality 

Management 
Responsibilities

3. Data verification
 C3D process

4. Time Management
5. Putting it all together
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Clinical Data Management

A multi-disciplinary activity that includes:
 Research nurses
 Clinical data managers
 Investigators
 Support personnel
 Biostatisticians
 Database programmers 
Various activities involving the handling of 

information outlined in protocol/manual of 
operations
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Clinical Data Management 
Activities
Data acquisition/collection
Data abstraction/extraction
Data processing/coding
Data analysis
Data transmission
Data storage/security
Data privacy
Data Quality Management 
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Case Reports Form
 Tool to collect protocol specific data for analysis 

and to support protocol compliance
 Protocol determines what data should be collected 
 All data must be collected if specified in the protocol 
CRF can be paper or electronic
Most of our data is collected on an electronic CRF 

which we refer to as the database
 C3D
 RAVE
 Other sponsor specific systems
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Guiding Principles for Quality 
Data Management
Source documents need to be accurate and 

complete
Data abstraction should occur in “real time”
Quality control (QC) is the responsibility of every 

research team member
QC should be completed on all protocol data 
QC should be proactive and ongoing
Each team member should know and understand 

the roles and responsibility of other team member.
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Research Team Responsibilities

PI ultimately accountable
 Team should:
 Ensure that all source data is documented in 

CRIS/Research Chart with accuracy, completeness, and 
consistency
 Ensure the overall quality of the research data is 

verifiable and acceptable for sponsor submissions, 
publications, etc.
 Review data discrepancy/clarification resolutions for 

accuracy, consistency and timely response
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Research Nurse Responsibilities
Provide accurate and complete source 

documentation 
Develop, implement, and maintain a team QC 

plan: 
 Establish a schedule of QC activities
 Quality check source documentation, data abstraction, 

database entry/CRFs completion
 Quality check of clinical research database or CRFs
 Verify function in database – C3D function

Review query/clarification
Assist in developing team quality improvement 

plan
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Data Manager Responsibilities

Abstract data per CRF Instruction Manual
Abstract data in a timely fashion, this includes 

entry into database 
Code accurately per protocol
Apply quality control checks at each stage of data 

handling
Resolve discrepant data – ongoing
Utilize database report tools to assist with QC 

activities
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Data Quality Management

Process by which data within the case report form 
(CRF) are compared to the original source of 
information
Confirms the data was transcribed accurately
When reviewing the CRF and the source 

documents ask:
 Is what is on the CRF the same as in the source 

document(s)?
 Is anything in the source document missing from the 

CRF?
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Verification in C3D

C3D verification functionality offer capabilities to 
track quality activates the eCRFs
Verification is associated with the Research Nurse 

User Role
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Verification Icons
 Each eCRF can be verified by clicking on the Toolbar 

Verify button
 Verified eCRF Icon has a Checkmark 
 Editing a verified eCRF changes its icon to a Re-Verify 

status 
 Edited eCRF can be re-verified
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Verify Toolbar Icon



14



15

What if you find an error or 
omission?
Research nurse may make minor correction but 

inform the data manager
Research nurse can contact the data manager to 

correct or add
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Research Nurse Essentials

Many activities a RN does in his/her daily work 
are repetitive and predictable
Specific responsibilities including multitasking
Strong organizational skills
Effective time management 
 Protecting your time
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Time Management

Process of organizing and planning how to divide 
your time between specific activities.
Good time management enables you to work 

smarter – not harder – so that you get more done 
in less time, even when time is tight and 
pressures are high. 
 Failing to manage your time damages your 

effectiveness and causes stress.
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Myth v. Fact #1

MYTH: My time is completely controlled by 
external events.
 FACT:  You can have control over many aspects 

of your time, and you alone are responsible for 
initiating that control.
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Myth v. Fact #2

MYTH: I should meet everyone’s expectations.
 FACT: The needs and demands of others may be 

inappropriate for you. Know your role and your 
responsibilities. Clarify your role to others, when 
necessary. Become clear on your needs and 
expectations first; consider what others expect 
second. 
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Myth v. Fact #3

MYTH: I should be able to do everything.
 FACT: We all have limits…. failure to acknowledge 

them is nonproductive and can lead to time 
management disaster.
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Basic Principles
Spend time planning 

and organizing
Set Goals
Prioritize
Create a “To-Do list
Do Urgent Tasks 1st

Be Flexible 
Consider your biological 

peak time

Do the right thing and 
do it right the first time 
Do not be a 

Perfectionist
Conquer Procrastination
 Just say “NO”
Reward yourself
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Tips for Good Time Management…
Examine current habits and identify ways to 

change/improve them.
Plan each day before it begins.
Develop and maintain a list of specific things to be 

done each day. Concentrate on one thing at a 
time.
Set deadlines.
Ask for advice, and utilize your resources.
Be an optimist whenever possible.
Move on after failures and learn from your 

mistakes.
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…Tips for Good Time Management
Anticipate upcoming events or tasks.
Delegate tasks if appropriate.
Have confidence in yourself and your ability to 

succeed.
 Think on paper!!!
Combine similar activities, or those that use the 

same resources.
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Now What…..
Create time in calendar for verifying data AND 

PROTECT THIS TIME
Communicate with data manager
Prioritize what you verify:
 Eligibility
 Drug administration
 Adverse Events
 Disease response
Work with OEC to develop a data management 

plan
QC should be done regardless of the data 

management system used
 Track your QC activities if not embedded in the database
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C3DCRIS + 
Research 
Record
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Questions
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