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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.




What Information Should be
Reviewed 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.qg.,
laboratory data




Who Is the Target Audience of a
DM Plan?

Data managers
Data programmers
Query staff
Project Leader
Clinical Monitors
Statisticians

Site staff




DMID DM Plan Template

+ Provided in Workshop Notebook Appendix




DMID DM Plan Template
Contents

Topic

Descriptien

Database Design
apecifications

Defines the database design requirements (i.e., data system
security, back-upfdisaster plan, data confidentiality and storage) and study
infarmation.

Annotated CRF

The database definition taol, describing the various names and attributes
far all fields defined in the database.

Case Repaort Form (CRF)
or Electronic Case Report
Form (eCRF)

The primary data collection tool, ensuring all required data is accurately
collected in the required sequence.

Diata Quality Flan

A plan for verifying the accuracy of the data collected. The plan includes
sections for automated data validation procedures and monitoring reports.

Data Walidation
Procedures

Subset of the Study Data Quality Plan; defines each automated validation
that must be programmed in the database.

study Heparts Definitions

Listing of the required data reports, timing or triggers for repart release and
defines the contents and format of each report. It is used to program the
reports.

Database Yalidation Test
Plan

Plan far validating the study database setup and definitions, and report
programming.

>tudy Site Preparation

Describes the equipment, connections, supplies and anything required by
the site to efficiently transmit data.
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DMID DM Plan Template
Contents

Source Docurment and
CRF Completion
Guidelines

Guidelines for entering data into the study source documents and CRF;
used to train the site data collecting personnal.

Data Entry Guidelines

Documents the rules and strategies used in manually entering and
carrecting data at the time of data entry

otudy Data Assumptions
(Optianal)

Dacuments the rule and strategies used in manually entering and
correcting data at the time of data entry

Diata Dictionary Coding
Conventions

Dacuments the coding dictionaries that will be utilized for a clinical study,
the data variables that will be coded, the coding conventions that will be
used for coding and the coding process that will be followed.

Setious Adverse Event
(=AE) Data Reconciliation
Frocess

Explains the process of 3AE reconciliation between the Safety Reporting
Database and the clinical study database.

Data Discrepancy
Management Process

Describes the process and interactions between the sponsor site and
investigator site for defining and correcting data errors.

Database Close Out
Process

Describes the required docurmentation for the release of clinical data from
production, into analysis.
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What Information Should be
Contained inia 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




What Information Should be
Contained inia 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




ISection

2.2
3.2

3.13

I3.3.14
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GCP Document Filing

Document

Sample CRF
Revisions of CRFs
Source documents

Sighed, dated, completed
CRFs

Documentation of CRF
corrections

Signhature sheet

Invstgr.
Files?
Yes

Yes
Yes

Copies
Copies

Yes

Sponsor
Files?

Yes
Yes
No

Originals
Originals

Yes




Table 1- FHI Staff

Flole: Name
Clmical Principal Investigator: Lut Van Damme

BEehawioral Principal Investigator: Ay Corneli
Froject Manager: Jennifer Deege
Clmical Monittors:

Eezearch Informatics Darector:
LM Lead:
Drata Managers for Regional Sites:

IMargaret Farrell-Ross
Agsociate Data Managers for Denze Wit
Fegional Sites:
Drata Discrepancy Manager: [TED

Drata Programmers: Lalitha Venkatasubramarman

Datahase Designer: Parn Kellogg
Clintrial™ and DM Net Lz Brawo
Adrinistrators:

Binstatistics Director: Doug Taylor
Lead Biostatistician: Wes Rountree
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Title: 10015 —FEM-PrEF Data Management Plan Version: 0.35

Date Last Revised: 2 July 2003 Page: 2 of 38

Table 3 - Participant Eanges

Country, City Site/Center Projected Participant | Screening/Participant
Number Enrollment Totals Number Eanges
Eenya, Bondo 10217 a0 10000-19999

Iialawn, Blantyre 10229 350 30000-39999
Ialawn, Lilongwe ooa32 300 40000-4929310
South Africa, Cape Town 10208 TA0 50000-599949

South Africa, Pretoria 10209 Ll f0000-63599
Tanzaria, Arusha 10222 413 J0000-7 7750
Tanzaria, Moshi 00430 137 TFiA1-73984
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Terms and Abbrewiations

Term

MMeaning

17 Data Entry

The mitial entry of the case report form (CRF) data mto FHI's
Clinical Dratabase Management System.

21 CFR Part 11

Uited States Code of Federal Regulations for Electromc
Records

21 CFR Part 11- compliamnt

Following the procedures specified in the Urnited States Code of
Federal Regulations for Electromic Records

2™ Data Entry or Verification

Second entry of the CREF data into Fatnily Health International’s
{FHI} Chnical Database Management System.

FHI Associate Data Manager

This person i3 a part of FHI's Research Informatics Diwision.
Hefshe are assigned as backup support for the data managers,
This person iz responstble for assisting with the day to day
support efforts of the regonal staff

Batch

& set of completed CRFs transferred from the regional data
collection site {cliue) to the regonal data management center

for data entry.

BFS& - Batch Flow Sheet

A& tracking form used to group and organize CRFs for up to 10
participants for data entry.

BPC — RDCS Batch Processing
Clerk

This person 1 located at the regional data collection site. Hershe
are responsthle for the mitial resiew of the CRFs after
completion at the regional data collection site, preparing the
CRFsz for data entry, and for creating and maintaining a set of
participant binders for the clinical trial

CDMS — Clinical Dratabase

FHI' s CDMS 1z Clintrial™ The software was developed by




Flow Chart Between Entities
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Responsibilities by CRF

CRF CRF
Completed Entered
By By

Yellow
CRF

ITM, Y
Antwerp,

Belguim

IT™

uz
Gasthuisbe
rg,

Leuven,
Belguim
(ITM staff
may assist)

Gladstone Independ

Institute, ent

San Physicia

Francisco, n

CA (identifie
d by the
SI)

Gladstone
Institute

Resolve
Discrepancies

DDM, ITM

DDM, ITM

DDM, ITM

DDM, CM
and
Gladstone

Quickly
Communicate
Results to Sites

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

NA

CMs will
reports results
to the SI.

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

End of Study

White CRFs to
FHI.

White CRFs to
FHI.

White CRFs to
FHI.

DM Net reports
to the RDCS.

Yellow CRFs to
RDCS after the
study has been
unblinded.




List of Appendices

Appendix A: CRF List

CRF Titles

CRF Name

Number
of Pages

Adverse Event

AE

Behaworal

BEH

Chetnistry Blood Tests

CHEM

Eligibility Critenia

ELI

Enrolliment

ENEOL

Enrollment Informed Consent Comprehension Oz

EMNROQULZ

Final Status

FINAL

Follow-up Visit

FU

Cenotypic Resistance Testing

SET

Hepatitis B Vaccination

HEWVAC

HIV

HIV

Medical’Surgical History

MEDHX

Medication/Therapy

LT

Off Product Behawvioral

OFPE

DOLA

DOLA

PCE

PCE

Fhenotypic Resistance Testing

PET

Fhysical Exam

EX AN

Pregnancy Outcome

PEEG

Product Interruption/F estart

PIE

Product Supply

=SUP

Protocol Violation

PV

Soreenf52 Laboratory

SCESILAR
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Sample Forms-Batch Flow

Appendix B: Standard Batch Flow Sheet

FSN FEM-FvEF EATCH FLOW SHEET
BPC complefes Prior io Sari.h;lhi:lt- the RDMC |
Center & Date: _ f ! Total CRF= Sent: Total DDFs Sent: Senth y (initials):

o men ¥y Comments:
S —————

Screening = SUM
AE

BEH

CHEM
ELI

ENE.OL

ENEQUIZ

EXAM
FINAL

FL

HEVAC

HIV
MEDHX

MT
OPE
PIF

PREG

PV
SCRSILAB
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RDCS

Data Collection Activities:
1. Fill out CRFs. Lab
2. Collect samples and send them to off-site lab. Samples

3. Transcribe lab results on the laboratory CRFs. and Local Labs
transport

forms 1. Receive samples from RDCS.
Prior to Data Entry: 2. Test samples.
1. Complete BFS. 3. Complete lab results card.
2. Send (W) CRF and (W) & (Y) BFS to RDMC. 4. Send results card to RDCS.
3. File (Y) CRFs in participant binders.
4. File (P) BFS in ‘Batch Sent for Data Entry’ folder.

After Data Entry:
1. Match (Y) BFS with the (P) BFS and file them in
the “Batch Flow Sheets for Forms Entered” folder.

(W) CREs

and
(W) & (Y) BFS

RDMC

Prior to Data Entry:
1. Receive (W) CRF and (W) and (Y) BFS from RDCS.
2. Review CRFs and document on BFS.

Data Entry:
1. Enter CRF Data into Clintrial.

2. Document data entry on BFS.

After Data Entry:
Legend 1. Complete BFS.
2. Send (Y) BFS to RDCS.
Case Report Form 3. File (W) CREF in participant binders.

White copy 4. File (W) BFS in the “Batch Flow Sheets for Forms Entered” folder.
Yellow copy

Pink copy
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Instructions for Detailed Processes

Appendix J: Data Discrepancy Eesponsibility and Filing Tables

Eequesting a Manual Data Discrepancy

Who describes the Who updates the
1s5ue database

When an 1ssue 15 discovered that prevents CRF from being | Regional Data Entry .
entered mto Clintrial™ Supervisor Mot Applicable

When an 1ssue 13 discovered after data entry by the Site

Anthorized Site Staff | Data Discrepancy
staff

IManager

When an 1ssue 15 discovered after data entry by FHI study

Data Digcrepancy
staff FHI Study Staff

IManager
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Versioning

Title: 10015 —FEM-PrEP Data Management Plan Version: .85

Date Last Revised: 2 July 2003 Page: 358 of 38

Appendix M: DM Plan Version History

VERSION DATE REVIEWED/ COMMENT

APPROVED

Appendix N: FEM-PYEP SOP and Work Instruction Version History

VERSION SOP TITLE EFFECTIVE SUPERSEDES SENT TO
DATE SITES
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Source Data/Documents

Document where data is first captured
Define your source documents
Important for monitoring

Important for participant files




Case 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




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




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




Data 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.




Data 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?




Data 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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Data 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




Data 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
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




Data 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

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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