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What is a Data Management Plan?What is a Data Management Plan?

A written document that describes plan for 
collecting and managing data throughout the life of 
a study. 
Similar in nature and scope to a statistical analysis 
plan or a clinical monitoring plan.
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What Information Should be What Information Should be 
Reviewed to Write A DM PlanReviewed to Write A DM Plan

Study Protocol
The study protocol defines how and why the study 
is being conducted.  This document is key to 
understanding the study.

Study Manual/Monitoring Plan
CRFs
Data coming from external sources, e.g., 
laboratory data



R
es

ea
rc

h 
In

fo
rm

at
ic

s

4

Who is the Target Audience of a Who is the Target Audience of a 
DM Plan?DM Plan?

Data managers
Data programmers
Query staff
Project Leader
Clinical Monitors
Statisticians
Site staff
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DMID DM Plan TemplateDMID DM Plan Template

Provided in Workshop Notebook Appendix
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DMID DM Plan Template DMID DM Plan Template 
ContentsContents
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DMID DM Plan Template DMID DM Plan Template 
ContentsContents
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What Information Should be What Information Should be 
Contained in a DM Plan? (1)Contained in a DM Plan? (1)

Definition of Source Data/Documents
Data Capture/Case Report Forms
Data Transfer
Data Entry System/Validation
Data Entry/Filing
Data Querying
Data Set Creation
Data Storage/Archiving
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What Information Should be What Information Should be 
Contained in a DM Plan? (2)Contained in a DM Plan? (2)

External Data (e.g., lab data)
Protocol Violations
Serious Adverse Events
Coding of Medical Terms
DSMB and IND reports
Data Assessments
Data Audits
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GCP Document FilingGCP Document Filing

YesYesSignature sheet8.3.24

OriginalsCopiesDocumentation of CRF 
corrections

8.3.15

OriginalsCopiesSigned, dated, completed 
CRFs

8.3.14

NoYesSource documents8.3.13

YesYesRevisions of CRFs8.3.2

YesYesSample CRF8.2.2

Sponsor 
Files?

Invstgr.
Files?

DocumentSection
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Flow Chart Between EntitiesFlow Chart Between Entities
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Yellow CRFs to 
RDCS after the 
study has been 
unblinded.

FHI will notify 
SI that CRFs 
have been sent 
to their 
Independent 
Physician

DDM, CM 
and  
Gladstone 

Gladstone 
Institute

Independ
ent 
Physicia
n 
(identifie
d by the 
SI) 

FHIFHIGladstone 
Institute,
San 
Francisco, 
CA

GRT*
and 
PRT*

White CRFs to 
FHI. 
DM Net reports 
to the RDCS.

CMs will 
reports results 
to the SI.

DDM, ITMNAUZ  ITMITMUZ 
Gasthuisbe
rg, 
Leuven, 
Belguim
(ITM staff 
may assist)

TEN
O

White CRFs to 
FHI.

NADDM, ITMNAITMITMITMITMOLA

White CRFs to 
FHI.

ITM will 
contact Sites 
and FHI 
Clinical Study 
Staff with 
results.

DDM, ITMNARDCSITMITMITM, 
Antwerp, 
Belguim

PCR

End of StudyQuickly 
Communicate 
Results to Sites

Resolve 
Discrepancies

Pink 
CRF*

Yellow 
CRF

White 
CRF

CRF 
Entered 
By

CRF 
Completed 
By

Lab 
CRF

Responsibilities by CRFResponsibilities by CRF
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List of AppendicesList of Appendices
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Sample FormsSample Forms--Batch Flow Batch Flow 
SheetSheet
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Instructions for Detailed ProcessesInstructions for Detailed Processes
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VersioningVersioning
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Source Data/DocumentsSource Data/Documents

Document where data is first captured
Define your source documents
Important for monitoring
Important for participant files
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Case Report FormsCase Report Forms

A CRF can be a source document if the CRF is the 
initial document where data is recorded
Formatted electronic data entry screens meet the 
definition of CRFs
Electronic CRFs must meet the same requirements 
as paper CRFs (audit trail, conformity with source 
data)
Electronic Data Capture (EDC) has many 
definitions
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Electronic Data Capture (EDC)Electronic Data Capture (EDC)

“Source data captured initially into a permanent 
electronic record” - CDISC Standards & Electronic 
Source Data within Clinical Trials, version 1.0, page 
13, 20 NOV 2006 
“The direct entry of clinical data into a computer 
database (either a PC, laptop, or other such device) 
during a clinical trial.  This may partially or wholly 
replace data capture in a paper CRF.” - EDM forum, 
2004, slide 50, France, 2004 
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Electronic Data Capture (EDC)Electronic Data Capture (EDC)

“Information that is first recorded on paper by the 
investigator’s staff or the patient, is subsequently 
entered into a computer at the investigator’s site, 
and it delivered electronically to the sponsor or 
sponsor’s representative (such as a CRO) without a 
hand-written case report form.” - The eClincical 
Form and PhRMA EDC/eSource Taskforce “The 
Future Vision of Electronic Health Records as 
eSource for Clinical Research”, version 1.0, 
September 14, 2006, page 11 
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Data TransferData Transfer

How will the CRFs be transferred from the sites to 
the data entry office?
Will lab data be provided in Excel files or other data 
structure?
Sponsor should always retain the original CRF 
data.
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Data Entry System/ValidationData Entry System/Validation

What type of data entry system will be used?
Will validation follow an SOP?
Where will system be located?
How will data be backed up/restored?
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Data Entry/FilingData Entry/Filing

How will you assure accurate data entry?
If double data entry used, how will discrepancies 
be resolved?
Double data entry requirements
Describe filing systems at sites and data 
management centers 

Identify equipment that needs to be purchased
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Filing SystemFiling System
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Data QueryingData Querying

Will your data be systematically cleaned?
How will you document changes to your CRFs?
How will you document changes to your database?
Coordinate schedule with monitoring visits, DSMB 
reports, interim analyses, study closeout 
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Data Storage/ArchivingData Storage/Archiving

Where will CRFs be stored during and after the study?
How will data sets be created/controlled during and after 
study?
Original documents should be stored in a secure (locked) 
room or file cabinet.
Document procedures for granting access to database 
servers.

System controls
Username/Passwords

It is important that the data and audit trail are easily 
accessible for audit.
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When Should a DM Plan be When Should a DM Plan be 
Updated?Updated?

When the Protocol is amended
Addition or removal of a site
New CRF added to the study
When data handling process changes
Yearly review by data manager; only need sign-off 
if major changes have occurred
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Data Plan ConclusionsData Plan Conclusions

A Data Management Plan helps define the process 
and document your procedures
Have SOPs and WIs to support the DM Plan
Review the study protocol
Communicate with the study team



Create Flowchart of Data, Forms,  
and Lab Samples 
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Breakout Session 
 
Create a flowchart for data management for the following study.  On the 
flowchart, indicate the following: 

• Data management center, sites, and labs 
• Filing of different plies of CRFs 
• Flow of different plies of CRFs 
• Forms used to track CRFs, lab samples 
• Flow of lab samples and results 

 
Please use different color pens to help make your flowchart more 
understandable. 
 
Please leave extra space because we will use this flowchart in another breakout 
session. 
 
Example Study Description 
 
Data will be collected on 2-ply CRFs at 4 sites within a country.  One of the sites 
will also serve as the data management center (DMC).  Each participant will have 
blood samples drawn and sent to one central lab.  Lab results should be sent to 
the site and to the DMC.  CRFs should be filed at the DMC and at the sites.  Lab 
results will be used for participant care. 
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