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Instructions for use — remove this page before use

Complete all sections of this template, and avoid removing any unless they are
not and will never be applicable to your trial (e.g. the section on unblinding). If
any sections are not currently relevant (but may be in future), make a note in the
section, and the relevance can be reviewed next time the DMP is updated.

This document should contain enough detail to allow any new member of staff to
carry out all the trial’s data management procedures. However, in some areas it
is recognised that there may be some crossover between this and other trial
documentation. In these cases the Data Management Plan should not replicate
the same information.

Avoid using names of those working on the trial throughout the document (apart
from on the cover sheet), please specify roles instead as this will reduce the
maintenance of the document in the event of a trial team member leaving.

NB Those recruited to a trial are referred to here as participants. If however you
feel there is a more appropriate term for your trial, e.g. patients, please amend
it.

Who Writes the DMP?

The primary personnel responsible for writing and updating the Data Management
Plan are the Data Manager and Trial Manager. It is expected that reviews will be
carried out by other team members, including Clinical Project Manager,
Statistician and Data Scientist. In addition, certain sections require significant
contributions from the trial Statistician:

- 5.2: Participant Tracking

- 6.2.2: Priority Variable Checking

- 7.2: Data Items that cannot be Unavailable

- 10.1.3: Queries Raised by the Trial Statistician

- 12: Unblinding

- 14: Reporting

- 15! Data Extraction

- 16: Database Lock

- 17: Archiving

Electronic/Remote Data Capture

For trials using electronic data capture (eDC) or remote data capture (rDC)
systems rather than collecting paper CRFs at CTU, a number of sections in this
document may not apply; contact DMS to discuss how best to document your
data management processes.

Guidance Text

Throughout this template you will find red, italicised text. This text is provided to
guide you in what should be described in each section. It should be removed prior
to the first version of the document being released. However, as this document is
intended to be used and updated on an ongoing basis, there is an accompanying
help file containing this information.
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Suggested Text

The remaining (unitalised) text in this template is suggested standard text.
Change this as necessary until it appropriately describes your trial’s procedures.
There is usually guidance text with the standard text specifying exactly what the
text needs to cover, should you decide to amend it.

Updating Tables

There are a number of tables throughout the template. A greyed out box
indicates N/A. If any boxes have been pre-shaded grey, but are appropriate to
your trial, please enter the information as required, and remove the shading.
Equally if something is pre-populated in a table is not appropriate, please remove
the text and shade the box grey.

Document Locations

It is recommended that all document filepaths, physical locations and URLs are
referenced from an appendix to this document. In this way they are only written
out in full once, and therefore will only need updating once should they change.
For example if you wish to refer to the network location of your Trial Master File,
provide the full file path to the TMF in the appendix, and in the body of the
document write "TMF (see appendix xx for network location)”.
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1 Introduction
1.1 Purpose

The purpose of this document is to provide detailed data management procedures
and and related responsibilities for <trial name>. This excludes any procedures
relating to the handling and processing of SAEs, which should be documented in a
Safety Management Plan (or equivalent).

The DMP should be created before the trial begins with details of the intended
procedures, and then updated throughout the life of the trial to reflect any
changes in data management procedures.

It should not be used in isolation, and a list of other relevant documents can be
found in Appendix 1, Document Locations.

1.2 Updating the Data Management Plan

The Data Management Plan (DMP) should be reviewed at least annually, or as
and when changes to data management working practices occur. When a new
version is created, it must be reviewed and approved by those listed on the cover
page, and a reason for revision must be listed in the revision history table.

When a Data Manager leaves the CTU, moves between trials or changes roles,
they must ensure the DMP is up to date before they leave.

1.3 Data Management Plan Review

The Data Management Plan (DMP) is submitted for review to the Quality
Management Advisory Group (QMAG), along with the trial risk assessments and
all other quality management documentation.

This review should be carried out prior to project start and when there has been a
significant change to the documentation, for example following a DMP annual
review or a substantial protocol amendment. The purpose of the review is to
ensure all issues identified in the DMP and any other quality documents are
referenced in the risk assessment and any risks identified in the risk assessment
are detailed in the DMP and other relevant quality documents (where applicable).
The review will also ensure compliance with MRC CTU SOPs and legibility.
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2 Trial Information

Please indicate the correct answer (e.g. with an X) in each table to provide some
basic information about the trial. If none of the provided answers match your
trial, add or amend columns as necessary.

Trial status: .
Closed to recruitment;

in follow up

Open to
recruitment

In setup

Data Collection methods used:

Remote data
capture (rDC)

Electronic data
capture (eDQC)

Collection of paper
CRFs at CTU

Trial database system:

CACTUS

MACRO3

MACRO4

Oracle

Other

Level of blinding to trial treatment:

Single-
blinded

Double-
blinded

No

blinding

If there is blinding, please give a brief description here of who is blinded.
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3 Responsibilities and Timelines

3.1 Organisational Responsibilities

Page 9

Please use the table below to identify all data management responsibilities, and
the responsible organisation. Please add and delete rows and columns from the
table as appropriate to ensure the table is detailed and trial specific (in particular,
if no data management responsibilities are delegated to external collaborators,
remove these columns).

Table 2: Organisational Responsibilities

Data Management Responsibilities

MRC-CTU

Participating
Sites

<External
Collaborator
1>

<External
Collaborator
2>

x

Creation/updating of Data Management
Plan

CRF design and maintenance

Database design (randomisation)

Database design (trial database)

XXX |X

Build, test and validate database

Timely completion and return of X
CRFs/data

Maintain delegation of responsibilities X
log and send copies to CTU at regular
intervals

Data receipt procedures

Data entry

XXX

Data query generation

Timely data query resolution X

Central monitoring X

On-site monitoring (both preparing for
and conducting site visits)

Data coding

Reporting of trial data

Data Extraction from trial database

Data Analysis (interim & final)

XX XXX

Database Lock

3.2 Data Management Activities
Amend the suggested text as appropriate.

The Data Manager(s) (DM) is/are responsible for the day to day data

management processes. The Trial Manager (TM) has oversight of the data
management processes, and should, in discussion with the Clinical Project
Manager (CPM) delegate where appropriate any ad-hoc data management
activities. Data Management support is also available from Data Scientists.

The DM is the first line contact person and will ensure tasks are carried out
appropriately, and in consultation with the TM where necessary. Details about all
personnel involved in data management and the trial in general can be found in
the <trial name> Signature List.

Table 3 below shows all specific data management activities in the <trial name>
trial, and the primary and secondary personnel responsible for each and, where

\\qumas-rend\PrinterCache$\Input\2C437B8E-3232-4799-BC05-F5BD98413C4E_render.doc




2C437B8E-3232-4799-BC05-F5BD98413C4E_render.doc Page
10 of 10

applicable, a timeline for each.

Please amend the table below as required to show all ad hoc and regular data
management tasks, and responsibilities and timelines for each. Exclude tasks
related to processing SAEs, as these should be listed in your trial’s Safety
Management Plan (or equivalent). If you add any tasks, ensure it is clear in the
name of the tasks if it is not done at CTU (e.g. "CRFs returned to CTU from
sites”).

If any boxes have been pre-shaded grey as not applicable but are appropriate to
your trial, please enter the information as required, and remove the shading.
Equally if something pre-populated in the table is not appropriate please remove
the text and shade the box grey.

Where possible, list a timescale for each activity. This can be either:
- how often an activity takes place
- a time by which an activity should be completed following another
event (e.g. time for sites to return data queries to us after having
received them).

It is assumed that the tasks in the first section (ad hoc tasks) cannot be assigned
timescales, and those in the second (regular tasks) can, but this is not fixed, and
timelines can be added or removed as necessary.

If there are different timescales for any of the activities, for example data entry
may vary according to CRF type, or queries may be handled differently depending
on the mode of checking through which they were found, they should all be listed
in the Timescale box.

In the final section of the table, please record details of all reports run on a
regular basis by the trial team (not including those mentioned elsewhere in the
table, (i.e. data chase/missing forms reports and Data Clarification Forms). These
might include additional requests for data (e.g. reminders to complete certain
forms), data quality reports (e.g. data return rate reporting) or other information
sent to sites on a regular basis. The list provided here should include reports that
are not sent to sites as well as those that are.

Table 3: Data Management Responsibilities and Timelines

Activity Primary Secondary Person Timescale
Person Responsible
Responsible

Ad hoc tasks

CRF Design, approval and Trial
production Management
Team plus Trial
Management
Group*
Write and maintain CRF Data Manager Trial Manager
Completion Guidelines
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Page

Create requirements
specification for
database(s) and
associated reports

Data Manager,
Trial Manager

Statistician

Specify and request
changes to database(s)
and associated reports
during the life of the trial

Data Manager,
Trial Manager

Statistician

Set-up and maintain trial Database
database(s) and Programmer
associated reports

Program data validation Database
checks Programmer

Perform user acceptance
testing

Data Manager

Trial Manager,
Statistician

Training of new data
entry staff at CTU

Data Manager,
Trial Manager

Training of site staff

Data Manager,
Trial Manager

Perform medical data
review

Trial Clinician

Confirming database Statistician
ready for data extraction
and analysis
Request database lock, Statistician
sign off database lock
document
Performing database lock Data
Management
Systems Project
Manager

Provide data
management support
where necessar

Patient record created in
the trial database

Data Scientist

Data Manager

Trial Manager, Trial
Assistant

Within <n> days of
registration/
randomisation

Other registration/
randomisation orocedures
(see section 5.1)

Data Manager

Trial Manager, Trial
Assistant

Within <n> days of
registration/
randomisation
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Page

CRFs/Data returned to
CTU from site

Within <n> days of
expected visit date Every
<n> months

Manual data checking at
data receipt

Data Manager

Trial Manager, Trial
Assistant

Within <n> days of
receipt at CTU

Perform Single Data
Entry at CTU

Data Manager

Trial Manager, Trial
Assistant

Within <n> days of
receipt at CTU

Data Chase/Missing
forms/Form
status/Missed visits
reports <delete as a
appropriate> sent to
sites

Data Manager

Trial Manager

Every <n> months and
<n> weeks before
planned data extraction

Data queries sent to site
(ie Data Clarification
Form)

Data Manager

Trial Manager

Every <n> months and
<n> weeks before
planned data extraction

Query resolutions
returned to CTU from site

Within <n> weeks of data
queries being sent to sites

Query resolutions added
to trial database

Within <n> days of
receipt at CTU

Data entry checking
quality control

Data Manager,
Trial Manager,
Clinical Project
Manager -
Should be
someone
different from
the person
entering the
data

Clinical Project
Manager

Every <n> months

Generate consistency
checks

Statistician

<n> weeks prior to
planned data extraction

Data Extraction

Statistician

<n> weeks prior to
IDMC/interim analysis
(see DMP section 15)

Medical Data Review

Trial Clinician

Update Data
Management Plan

Data Manager

Trial Manager

Annually (or more
frequently as required)

Reporting to TMT

Data Manager,
Trial Manager,
Statistician

Clinical Project
Manager

Weekly <amend as
appropriate>
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Reporting to TMG

Data Manager,
Trial Manager,
Statistician

Clinical Project
Manager

Monthly <amend as
appropriate>

Reporting to IDMC

Statistician

Data Manager, Trial
Manager, Clinical
Project Manager

Annually <amend as
appropriate>

Reporting to TSC

Statistician

Data Manager, Trial
Manager, Clinical
Project Manager

Annually <amend as
appropriate>

Reporting to <other

applicable organisation>

Annually <amend as
appropriate>

Generation of regular re

orts

<Regular report>

<Regular report>

<Regular report>
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4 CRF Design and Data Definition

4.1 CRF Design

Choose one of the sentences below, delete the others and amend the one
remaining as appropriate. Also, if any CRFs were adapted from the CTU standard
(e.g. the standard SAE form), mention these here.

CRFs were developed in accordance with the CRF Development Guidelines WI,
with the following exceptions (describe exceptions)/ CRFs were developed prior to
the release of the CRF Development Guidelines WI, but followed the principles of
the Guidelines. / CRFs were developed prior to the release of the CRF
Development Guidelines WI, and were based on <describe development of trial
CRFs>.

Amend the text below to describe in detail the formatting style of your
trial’'s CRFs.

The formatting style of <trial name> CRFs is:

CRFs are created in <software name>

CTU standard headers and footers have been used (If this is not the case
detail what fields are in the header and footer and if there are any
distinctions between pages)

Section headers are in 11 point bold Verdana font

Sections are separated by lines/enclosed within boxes,

Question text, including question number, in 9 point bold Verdana font
Question options in 9 point Verdana font

Questions are written with tick boxes/coding boxes directly below

Text within boxes e.g. date and time 8 point, light grey Verdana font
Guidance text should be easily distinguished from question text. If it is to
be situated directly below a question, e.g. a direction to skip a section, it
should be in italic 9 point Verdana font. Alternatively if the guidance text is
related to more than one question, it will be placed in a shaded box to the
right side of the CRF, on the same level as the questions it refers to.

e Details of any translation required

4.2 CRF Review

Please amend the following to describe the piloting and review process of CRFs.
This may include:
- If piloting is carried out, who performs it? When it it done?
- Are the CRFs tested with real patient data or dummy data? If dummy
data, who is responsible for writing this?
- Who reviews the CRFs?
- Is the CRF Finalisation Checklist used as part of the review process?

All versions of all trial CRFs have been, and will be, reviewed and approved by the
TMT and TMG. The CRF Finalisation checklist is used during the review process.
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4.3 Trial CRFs

Amend the following paragraph as appropriate. For all new trials it is expected
that a CRF version history will be maintained in the CRF Completion Guidelines or
similar; otherwise it is expected that a CRF Version History document is
maintained separately.

The table below shows all CRFs for the trial and a form date for each (i.e. the field
on the CRF that is considered the form date). A full version history is maintained
in the CRF Completion Guidelines <insert name of other document if not CRF
Completion Guidelines>.

Complete the table below to show all CRFs for your trial and a form date for each.
Examples have been added; remove these before use.

Table 4: Trial CRFs

CRF Number CRF Name Form date
Form 01 Randomisation Form Date of Randomisation
Form 06 Follow Up Form Date of Follow Up

Assessment
Form 10 Death Form Date of Death

Amend the following paragraph as required to describe who is expected to
complete each CRF, and where the source data is expected to be collected. If any
CRFs are expected to be relatively difficult to collect due to being completed by
someone other than the usual staff, or due to the source data being collected
away from the trial site, record here any measures taken to reduce the impact of
this. For example, if some data are collected from non trial sites, you might
provide a template letter for the trial sites to use to request the data.

All CRFs are expected to be completed by designated site staff, eg Data Managers
or Research Nurses, except for <enter exceptions>. All source data is expected to
be collected at trial sites, except for <enter exceptions>.

4.4 Priority Variables

Amend as necessary the below suggested text about priority variables. Details of
how these variables will be treated differently are expected to feature elsewhere,
e.g. in the section on data checking at receipt, but if they cannot be described in
any other section, detail these processes here.

Priority variables are defined as those variables that, if found on received CRFs to
be missing, out of normal ranges and/or indicative of a protocol violation or
unreported adverse event (or any other noteworthy event as defined in the trial
protocol), will be chased with more urgency than other data.

The priority variables for the <trial name> trial are listed in Appendix 2.
The differences in how these variables are treated are described in sections

relevant to the processes:
- 6.2.2 Priority Variable Checking
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- 7.2 Data Items that cannot be Unavailable
- 10 Query Handling

4.5 CRF Distribution

Please define how CRFs will be distributed to participating sites (e.g.
electronic/paper, CRF booklets/single pages, electronic copies circulated or
available online for download etc). Include any differences between sites in
different countries. For more guidance on the topic, please see the guidance
document Distribution of CRFs - Advice and Experiences (available in SOPhocles).

4.6 Updating CRFs
4.6.1 Making Changes to Existing CRFs

Amend as necessary the suggested text below to describe the process for
updat/ng your trial’s CRFs, including:
when this will take place (e.g. following protocol amendments or any
other specific timepoints)
- whether there will be regular reviews of CRFs
- who will make updates
- what software will be used (NB Microsoft Publisher is the recommended
software)
- an overview of the review and approval process for CRF changes (NB
for advice on how best to document approvals for CRF changes,
consult a Data Scientist)

The details may vary depending on the nature of the CRF changes; if this is the
case, write as much as you can about the different scenarios. If any tools will be
used in the process, e.g. CRF Finalisation Checklist, mention these here.

Should updated CRF versions be required during the trial, e.g. due to a protocol
amendment, this will be agreed by the TMT and TMG. It will also be agreed who
will make the updates, who will review and approve, and the timelines for this.
The DMS Project Manager will be informed of any potential database changes as
early as possible in the CRF update process. The CRF Development Guidelines will
be consulted as part of the the CRF update process, and the CRF Finalisation
Checklist will be used during the review process.

In accordance with the MRC CTU standard operating procedures, the CRFs will be
versioned separately, not as a set. A detailed version history can be found in the
CRF Completion Guidelines <insert name of other document if not CRF
Completion Guidelines>.

4.6.2 Handling and Distributing New Versions of CRFs

Amend the text below to describe the process for distributing new versions of
CRFs to sites, and how older versions of CRFs will be handled after the effective
date of the new CRFs has passed. If you are able to specify an effective date
here, e.g. it will always be one month after the CRFs are sent to sites, then alter
the suggested text to reflect this.
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If your trial does not have CRF Completion Guidelines, but does have an
equivalent document, enter the name of that document instead.

When they have been finalised, new CRFs versions will be sent to sites <insert
description of method; see CRF distribution section above for details of what to
include here>. Sites will be informed that they must use the new CRF versions
from a provided effective date, which will be agreed by the TMT prior to release of
the CRFs. After this date has passed, all superseded CRF versions will not be
entered onto the trial database, but will instead be returned to site with a request
for the correct version to be completed.

The CRF Completion Guidelines will be updated and circulated with the updated
CRFs.

4.7 Database Definition

Amend the following suggested text as necessary, and for CACTUS and MACRO
trials delete one of the last two paragraphs as necessary (for trials using other
systems, consult DMS for advice on what to write here).

The trial database has been programmed in <insert database system used>, and
was created in accordance with the MRC CTU Database Development SOP.

All project documentation, including project specification, requirements
specification, annotated CRF, functional specification, testing, validation report
and go-live sign-off can be found in the Data Services Master File for <trial
name>.

<Remove for non-CACTUS trials> The database is created based on the
specification in the metadata. This has been developed using the <enter
metadata template version used>, and is maintained by the trial team. An up to
date copy is stored <insert reference in appendix to location>.

<Remove for non-MACRO trials> The database is created based on the
specification in the metadata. This has been developed using the <enter
metadata template version used> in accordance with the Metadata Completion
Guidelines, and is maintained by the trial team. An up to date copy is stored
<insert reference in appendix to location>.

4.7.1 Database Access for CTU Staff

Amend the suggested text as required.

Access to the trial database is only granted to authorised members of staff, once
database training has been completed. Following this, the new staff data checking
procedure needs to be completed - see section 9.1.1 for more details.

Staff members with database access are listed, along with the relevant training
received, on the <trial name> database delegation log. This is stored <insert
location>. For new members of staff, a completed delegation log should be
passed to a member of DMS for database access to be granted.
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4.7.2 Making Changes to the Database
Amend as necessary the below paragraphs of suggested text.

In some cases it may be useful to conduct a full database review, either when
many CRF changes are planned, or on a regular basis (e.g. annually). This would
review how well the database is serving the needs of the trial, and whether all
programmed validation is still required. If this is done in your trial, or is likely in
future, describe the process here, and when it would take place (or what would
trigger it).It may be useful to consult a Data Scientist about a suggested process
for this, and how to record it here.

Changes will be made to the trial database as appropriate in the following
situations:

- Following any relevant changes to trial CRFs (i.e. excluding minor
changes such as formatting)

- In response to faults discovered in the database, occasions where the
database is found not to match the CRF, or it is agreed that any
features of the database are not fit for purpose

- In preparation for other database activities such as development of
DSRT reports

All requests for changes, as well as any testing of those changes and related
documentation, will be stored in the Tracker software. All those involved in this
process are granted access to Tracker using the trial’s Systems Delegation Log.
When staff leave CTU, their access will be revoke via the same process.

Development of database changes relating to CRF changes or new CRFs should
begin as early as possible in order that they can be released at the same time as
the new CRFs are put into practice. The DMS Project Manager will be informed of
any changes as early as possible to allow the required work to be scheduled.

All database changes should be indicated by updating the MACRO/CACTUS
<delete as appropriate> metadata in plain English. The most up to date metadata
is stored <add location or reference to location>. Any changes are annotated
before the updated metadata is uploaded to Tracker to assist the programmer.
The Metadata Maintenance Guidelines (available in SOPhocles) are followed
during the metadata updating process.

The level of testing required for each set of database changes will depend on the
nature and extent of the changes, and will be agreed with the DMS Project
Manager prior to the changes being recorded in Tracker.

When all changes are ready to be implemented in the live database, all users will
be advised that they must not use the live database during the implementation
process. All users will be informed when the live database can be used again.

<Remove for non-eDC trials> An updated Database User Guide will be sent to all
users prior to the changes being implemented in the live database.

4.7.3 Adding Sites to the Database

Using the suggested text below as much as necessary, explain how sites are
added to your database, when it needs to be done and what information is
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required to do this. For non-MACRO/non-CACTUS systems, contact your DMS
Project Manager for details of this process.

<Delete for non-MACRO trials> New sites are added to the MACRO database by
completing the MACRO site code authorisation form and submitting this to the
MACRO Admin team by email. A blank copy of this form can be obtained from
DMS.

<Delete the following paragraphs for non-CACTUS trials> Adding a site to the
database is a metadata change and therefore requires database changes and
impact analysis.

To add a new site, a Tracker ticket should be raised, stating the name of the site
as it is to be displayed in the system. The ticket should include details of any
site-specific validations that will need to change, and also any additions required
to randomisation lists. The Statistician should be asked to provide a test list and
a live list for the new site and these should be emailed to DMS to preserve the
blind.

DMS will update the test system first and the trial team will need to test the
addition before it can be released to live. The scope of the test will at a minimum
extend to screens, analysis files and randomisation. Timescales will need to allow
for this.

Subsequent addition of site data entry staff should follow the process outlined in

the AVA External User Management Guide (for the location of this document see
Appendix 1 - Document Locations).
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5 Participant Management

5.1 Randomisation/Registration

Provide brief details of the randomisation system used by the trial e.g. is it
internal/external server,. State where the validation documentation for the
system is kept (e.g. Randomisation Server DMS Master File in the case of the CTU
Randomisation Server). Also refer to the where the manual randomisation
procedures are kept (this may be in Appendix 5 to this DMP)..

5.1.1 Trial Number/Study Number/Participant ID

Adjust the below suggested text as required. As there is some variation in how
CTU trials formulate study numbers/trial IDs, and in management of site codes,
please ensure that what is written here is fully representative of your trial’s
practice.

At registration/randomisation <delete as applicable> each trial participant will be
given a six-digit ID. The first three digits of this are the MRC site code of the
randomisation site, and the second three are allocated sequentially per site, in
the order participants are randomised (i.e. the first receives digits 001, the
second 002 and so on).

The site codes used are from the MRC site code list, held in TMS. If a site not on
this list becomes accredited to recruit participants to the trial, the site must first
be added to TMS following the usual procedures for that system. Contact a
member of the TMS admin team for more information.

5.1.2 Registration/Randomisation Procedures

Detail the procedures which are followed when a new participant is
registered/randomised, ensuring all the following points are addressed if they
apply to your trial:
- Record how the trial team is notified of a registration or randomisation
(write about both separately if you are notified in a different way about
each)
- Record details of what actions are taken immediately, if any
- If you have separate registration and randomisation steps, what
actions take place between them?
- If you use more than one system to hold details of trial participants
(e.g. TMS and another system), how and when do you check these
against one another?

If any or all of these procedures are documented elsewhere, please refer to them
here rather than duplicating the instructions.
5.2 Participant Tracking

This section should be completed after consultation with the Trial
Statistician.

5.2.1 Missed Visits
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Please describe how you expect to be notified that a trial participant has missed a
scheduled visit, how you will document it in the trial database and in the
participant’s files, and provide details of any other actions taken.

5.2.2 Early Cessation of Trial Treatment/Follow Up

Please describe how you expect to be notified that a trial participant has ended
trial treatment or follow up earlier than expected, how you will document it in the
trial database and in the participant’s files, and provide details of any other
actions taken. Please see the Early Cessation or Transfer of Participant Follow Up
SOP for more guidance on this topic.

5.2.3 Participant Transfer

Please describe how you expect to be notified that a trial participant has moved
centre, how you will document it in the trial database and in the participant’s
files, and provide details of any other actions taken. Please see the Early
Cessation or Transfer of Participant Follow Up SOP for more guidance on this
topic.

5.2.4 Lost to Follow Up

Please provide a definition of when a participant is considered to be lost to follow
up,and describe how you expect to be notified of this, how you will document it in
the trial database and in the participant’s files, and provide details of any other
actions taken.

5.2.5 Ineligibility Discovered after Registration/Randomisation

Please describe how you will document participant ineligibility in the trial
database and in the participant’s files, and provide details of any other actions
taken (if not documented elsewhere). If processes differ for ineligibility
discovered after registration and randomisation, please ensure both are
described.
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6 Data Receipt

Please provide a brief description of the process sites follow when returning
CRFs/data to the CTU.

6.1 Recording CRFs/Data Receipt

Amend as necessary the text below, ensuring you record all details of the
procedures which occur once data are received. This should cover (where
appropriate):
- confirmation of data receipt at CTU (e.g. initialing and dating; NB
dating is not necessary if CRFs are sent to CTU by fax)
- recording of data receipt in the trial database

If the process varies for overdue CRFs, please record the variation here. If data
receipt triggers any other processes please also outline them in this section.

On receipt, all CRFs are date stamped and initialed on the back. <Amend as
necessary to describe how you confirm receipt>

6.2 Data Checking on Receipt
6.2.1 CRF Completion

Amend as necessary the text below. Details of individual data items checked to
protect participant safety, for example, should be listed in section 6.2.2.

Each CRF should be checked to confirm that the patient details (and any other
items required for the form to be entered) are present and correct, that a valid
form date and date of completion have been provided, and that an authorised

person at site has completed the CRF. The form is logged in <insert location if
logged in a database> and filed in <insert location> awaiting data entry.

Signatures on all CRFs and returned DCFs will be checked against the Delegation
of Responsibilities Log for each participating centre. If the signature does not
appear on the log, or appears but is not authorised to complete CRFs, the CRF
will not be entered.

If during data receipt a CRF is found that cannot be entered onto the trial
database due to site error, please see section 10.1.2 for procedures to follow.

6.2.2 Priority Variable Checking

This section should be completed after consultation with the Trial Statistician
and/or Trial Physician.

Amend the below suggested text as appropriate. Do not list the manual checks
here, but instead refer to them either in an appendix to this document (see
suggested Appendix 2, Priority Variables) or elsewhere. If you do not manually
check any variables on data receipt, remove this section.
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Certain variables are manually checked on receipt of data, rather than waiting
until the point of data entry, so that any omissions or discrepancies relating to,
for example, participant safety, can be addressed as early as possible. Please see
Appendix 2 - Priority Variables for a list of the manual checks that are carried
out.

Any findings from this manual checking will be dealt with as any other queries
external to the trial database - see section 10.1.2 for more details.

6.3 What to do if....common problems at data receipt

This section should be used to list any common problems which arise throughout
the trial in relation to data receipt. An example has been added as suggested text
below. Amend as necessary, and add details of any other problems that may
occur at data receipt. For advice in how to manage these issues, please consult a
Data Scientist.

If a single CRF page arrives at CTU from a CRF with several pages, this will not be
entered, and the site will be contacted to request the remaining pages.
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7 Data Entry

7.1 Data Entry Procedures

Amend as appropriate the suggested text below. In addition, please add (or refer
to) any associated data entry procedures, for example database-specific data
entry guidance. If there is a trial-specific database user guide, refer to it here.

If your study has implemented a self-evident corrections policy, where certain
errors on CRFs can be corrected at the point of data entry, describe it thoroughly
here, including which corrections are permissible, and, if relevant, the data fields
implicated.

Data entry will be performed on an on-going basis, according to the timelines
identified in section 3.2 above. No abbreviations (apart from those specified
either in the CRF Completion Guidelines, or in the appendices to this document)
or summaries of text data will be permitted and ambiguous abbreviations or
wording provided by site will be queried. The database is a faithful reproduction
of all data entered in the CRF, which is the source document.

If during data entry a CRF is found that cannot be entered onto the trial database
due to site error, please see section 11.1.2 for procedures to follow.

If all or part of a CRF cannot be entered pending an action at CTU (e.g. database
change required), it should be kept until the issue is resolved in the folder
labelled *CRFs unable to be entered’ which is held securely <insert reference to
location in appendix>. Once the issue is resolved the CRF can be entered onto the
database. Any emails relating to the resolution (e.g. from the TMG) can be stored
with the CRF in the patient’s file if appropriate.

Once each CRF has been entered onto the trial database it is date stamped and
initialled on the back by the person who entered it. It can then be filed; see
section 12 for more details.

7.2 Data Items that cannot be Unavailable

This section should be completed after consultation with the Trial Statistician.

Amend the below suggested text as appropriate. Do not list the particular
variables here, but instead refer to them either in an appendix to this document
(see suggested Appendix 2, Priority Variables) or elsewhere. If there are no data
items that you do not allow to be unavailable, remove this section.

It is not acceptable for sites to report certain data items as unavailable or not
known. These items are listed in Appendix 2 - Priority Variables. If, either on a
CRF or on a returned Data Clarification Form, these are reported as “Unavailable”,
“Not Known"” or similar, they will continue to be chased from sites. This chasing
will only be stopped when the site provides an explanation that is accepted by the
TMT for why the data is not known or not available.

7.3 Provisions for Interruptions to Data Entry
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Amend as necessary the text below to provide details of the steps which will be
taken if there should be a prolonged interruption to data entry, e.g. staff member
on long term sick, or a long break.

If the usual data entry staff are out of the office due to long-term sick leave or
annual leave, and the data entry timelines (as defined in section 3.2 above) are
not being met, another member of the team will take on data entry for the trial.
The situation will be monitored by the TMT, and further steps (e.g. prioritisation
of CRFs) will be taken as required.

7.4 Data Coding

Data coding is the transformation of provided data into a more useful format, for
example categorisation of free text responses.

Please detail any data coding performed at CTU (excluding SAE coding, as this is
dealt with in your trial’s Safety Management Plan, or equivalent document, and
also excluding any coding carried out by Trial Statisticians), both medical and
otherwise, outlining:

- who codes the data

- what coding system is used if appropriate

- when the coding is done

- how the coding system is updated

- how previously coded data is managed when the system changes.

If no such coding is performed for your trial, remove this section.

7.5 What to do if....common problems during data entry

This section should be used to list any common problems which arise throughout
the trial in relation to data entry. It is likely that these sections will become more
relevant as the trial progresses, therefore please ensure these are kept up to date
as appropriate.

Examples may include:

- how to manage more than/less than values

- what to do if a CRF has not been signed correctly

- what to do if not all pages of a multi-page CRF have been received

- what to do if it is not clear which participant a CRF is for

- what to do if additional information is provided on a CRF outside of
the questions

- how to manage partial dates

- how to manage partial values (e.g. participant misses half a dose of
treatment)

- what to do if a site provides data in different units than those
requested

- what to do if data is provided by other means, e.g. on the phone or
in an email (e.g. this might be recorded in a 'notes’ field in the trial
database, or in a log outside the trial database)

For suggested procedures for managing any of these issues, please consult a
Data Scientist.
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8 Quality Management

8.1 Data Entry

8.1.1 New Staff

Adjust the standard text below to provide any trial-specific detail of any data
entry quality control conducted for new staff. Note that the process described by
the Data Entry Checking for New Trial Staff Working Instruction must be followed,
but any quality control measures above this should be described here.

New staff with responsibility for data entry will have received database specific
training before being added to the delegation log, and being granted access to
the database to begin data entry. Ideally the new member of staff will have had
Good Clinical Practice, Data Protection, and Data Management training prior to
the commencement of data entry, however if this has not been possible it will be
scheduled to occur within the first month of starting at the CTU.

All new staff will undergo data checking according to the Data Entry Checking for
New Trial Staff Working Instruction, and the results of the data checking will be
recorded in the Data Entry QC Template for New Staff TT (with relevant trial-
specific details added).

8.1.2 Existing Staff

Please provide details of any data entry quality control checking which is done,
including any reports which may be in place to assist this process and how you
use them. If you do not conduct any data entry quality control please remove
this section.

8.2 On-Site Quality Control of CRFs

Please amend as appropriate the suggested text given below, and provide details
of any other standard quality control procedures followed at site to check that a
CRF has been completed correctly before being sent for data entry. Include
references to CRF completion training, if given regularly. If all of this is not
applicable to your trial please remove section.

Sites are provided with CRF Completion Guidelines which is a detailed document
that includes details on the quality checks sites should perform before sending
CRFs to the CTU. The document should also be used by site personnel as an aid
when completing CRFs to avoid common errors.

The Completion Guidelines are sent to all sites on accreditation, and are expected
to be read by any staff authorised to complete CRFs before they begin doing so.
An updated version of the CRF Completion Guidelines will be circulated to all sites
after any major changes to the trial CRFs.
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9 CRF Tracking
9.1 Generating/Identifying Overdue CRFs and/or Missed Visits

Please provide details of how to identify missed visits and/or expected CRFs which
have not yet been received. If this is done via a database report, include an
explanation of how to run the report.

If your trial deals only in terms of overdue CRFs rather than missed visits (often
the case in CTU cancer trials, for example), please omit references to missed
visits from this section.

9.2 Sending Reports of Overdue CRFs

Please provide details of the process followed when sending the reports of
overdue CRFs to centres, including how reports are distributed to sites. If copies
of the reports are retained at the CTU provide the location in the appendices to
this document.

9.3 Managing Missed CRFs

Please specify how CRFs which are identified as missing e.g. were not completed
due to a missed visit, will be managed, including how to reflect this on the
database etc.

Ideally it should be possible to tell the difference between CRFs that will not be
received or visits that did not take place due to no fault at site, including
participants not attending a visit, and cases where there has been a site error,
e.g. site did not book an appointment for the patient visit. The trial database
should be set up to cater for this, but if there are any other measures, such as
marking the reason the CRF is not obtainable in a database comment, record
these here.

Ensure that this section only refers to missed CRFs, and that information about
missed visits is in section 5.2.1 If your trial deals only in terms of overdue CRFs
rather than missed visits (often the case in CTU cancer trials, for example),
please omit this section.

9.4 Duplicate CRFs

Please amend the suggested text as appropriate for your trial.

If a CRF is received that is found to be a duplicate of one already sent (this may
be an exact photocopy or a CRF for the same visit completed by a different
person) it should be compared against the other copy, and any differences
between the data should be queried in the usual way (see section 10 for more
details). The site should be informed of the error, and the duplicate should be
filed in the patient file.
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9.5 Unscheduled and Non-Applicable CRFs

Adjust the paragraph below as necessary. The forms most likely to fall into this
category are repeated forms such as follow up or treatment CRFs — if none of
your CRFs can be listed here, remove the paragraph. Any other unexpected CRFs
are more likely to be duplicates or non-applicable CRFs — see below. If you are
not sure, please consult a Data Scientist.

If a CRF is received that is outside the expected CRF schedule and is not one of
the expected unscheduled CRFs (e.g. Death Form or SAE Form), it will be entered
into the trial database as long as it is one of the following CRFs: <list relevant
CRFs>

Adjust the two paragraphs below as necessary, inserting trial-specific examples if
need be. If there are specific instructions for certain CRFs, please state these
here.

It is recommended that those not entered are retained at the CTU, and are
logged somewhere, so that there is a clear record of what has been received, and
in case the CRF in question later turns out to be scheduled/applicable due to
updated information.

If a non-applicable CRF is received (for example a substudy form for a participant
not taking part in a substudy), this will not be entered onto the trial database.
However, the person entering the data must assess whether any other action is
required. For example, if the wrong type of CRF has been sent, the correct copy
should be requested from the site.

Non-applicable CRFs will be date stamped and initialled with a note to indicate
that the CRF was not entered. All CRFs will then be retained at CTU in <insert
location>. In addition, a log of all CRFs not entered on the database is kept
<insert location>.

9.6 What to do if....common problems with CRF tracking

This section should be used to list any common problems which arise throughout
the trial in relation to CRF Tracking. It is likely that these sections will becorne
more relevant as the trial progresses, therefore please ensure these are kept up
to date as appropriate.
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10 Query Handling
10.1 Generating/Identifying Queries

10.1.1 Internal to the Trial Database

Please amend the text below as necessary, and specify how query reports are
generated if different to the above. Also specify how the reports are distributed to
sites, and if copies are retained at the CTU, where they will be stored.

The trial database has programmed validations which check that the entered data
is as expected. If data fails a validation, for example if data are outside an
expected range, a warning is automatically generated, which will be included in
the Data Clarification Form (or equivalent).

If the data is inconsistent or illegible and does not fire a warning then a manual
discrepancy <insert alternative term if necessary> must be raised on the
database. Missing data will automatically be included in the Data Clarification
Form (or equivalent), unless it has been set as optional in the database
specification.

The DSRT Data Clarification Form (DCF) is generated via the DSRT application,
which can be found at the location specified in <insert appendix reference>.

10.1.2 External to the Trial Database

Amend the suggested text below as necessary to describe how you deal with this
sort of data query. If CRFs will be returned to sites when they cannot be entered,
ensure a copy is taken and held at CTU to allow us to track the query, and as
evidence that the CRF has been received at CTU.

Where possible, all data querying should be done through the trial database
either by automated warnings, flagging of missing values or manually raised
discrepancies.

If a CRF cannot be entered onto the database because, for example, it is lacking
valid patient details then the site should be contacted immediately via email for a
resolution to the query.

A copy of the sent email should be printed and kept with the query CRF in the
folder labelled ‘CRFs unable to be entered’ which is held securely in <insert
reference to location in appendix>. If possible a manual query should also be
raised in the trial database, so that the query can be completely resolved if the
data arrive independently of the original CRF.

Once a response has been received, either by email or by receiving an updated
copy of the CRF, the CRF can be entered onto the database. The email resolution
or the updated CRF should be kept with the original ‘problem’ CRF and filed in the
patient’s file.

Other queries may be generated on data receipt after manual checking of certain

priority variables. See section 6.2.2 for more details on the manual checking
procedures. Resolution on these queries should also be sought immediately by
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emailing the relevant site. A query should also be added to the database if
possible. The CRFs can then be held with the rest of the data awaiting entry.

10.1.3 Queries Raised by the Trial Statistician
This section should be completed after consultation with the Trial Statistician.

Please amend the suggested procedure below so that it describes how you
process queries which are identified during the Statistician’s consistency checks.
Ideally these should also be added to the trial database.

It may be useful, following these consistency checks, to review whether any new
database validations are necessary. If this is planned as a regular activity,
mention it in section 4.7.2 and refer to that section from here.

The Trial Statistician will perform consistency checks on the trial data at various
points during the trial, including prior to interim and final analyses (for more
detail on this process, see section 15.2.1). If queries are identified within these
checks they are sent to the Data Manager via an Excel spreadsheet from the
Statistician. These queries should then be raised with sites via the usual method
of manually raising database queries.

Once the query has been resolved, this detail should be added to the database
and also the Excel spreadsheet which should then be sent back to the Statistician
for information.

10.2Sending/Receiving Queries

Amend the suggested text below as required, to describe the process for sending
both internal and external query reports to centres, and when dealing with
completed forms that have been returned from centres. Please include the
procedure for tracking queries which have been sent.

Please also specify how far in advance of interim analyses, DMCs etc, queries will
be sent to ensure there is plenty of time for sites to respond.

DCFs (or equivalents), showing all outstanding data queries, are sent to sites
electronically in PDF format and a copy retained at the CTU in <insert reference
to location in appendix>.

Sites are expected to answer the queries and return the completed DCFs to the
CTU within the timelines specified in section 3.2. A record is kept in an Excel
spreadsheet of which sites have returned queries, to enable the TMT to see which
have not yet done so.

When completed DCFs have been returned to the CTU, they will be handled as
any other received data (see sections 7 and 8 above). The data provided is taken
as an update to data previously provided on CRFs, and amended CRFs are not
required to supplement the completed DCFs.

It is not acceptable for sites to report certain data items as unavailable or not

known, whether on CRFs or returned DCFs. For more details see section 7.2, Data
Items that cannot be Unavailable.
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10.3 Handling Irregular Query Responses

Please amend the suggested text below to describe how you would manage query
responses that did not resolve the original query e.g. incorrect response,
duplicate queries, responses sent in an unexpected format e.g. email

If a query response is not acceptable, the database validation should be edited to
make it clearer if possible. If this is not possible, it may be better to contact the
site staff to discuss the query.

If the DCF (or equivalent) has not been completed correctly (i.e. according to the
same principles as CRF completion), it should be returned to site for correct
completion. A copy should be retained at CTU.

If a query response is received via email from an authorised person, the database
should be updated and the email printed, initialled and dated by whoever updated
the database, and filed in the patient file.

10.4 What to do if....common problems with query handling

This section should be used to list any common problems which arise throughout
the trial in relation to query handling. It is likely that these sections will become

more relevant as the trial progresses, therefore please ensure these are kept up

to date as appropriate.

In this section you might consider describing situations in which certain database

validations can be overruled before sending to site, e.g. after discussion with the
rest of the TMT, or manual checking against a site’s normal values.
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11 Storage of Participant-Related Documents

11.1 Prior to Data Entry

All paper documentation containing participant data, for example CRFs, emails
and query forms, should be kept in a locked drawer or cabinet when not in use.

Please refer to an appendix giving the location of participant filing prior to data
entry for your trial, including the location where CRFs are stored which are unable
to be entered (these should be kept separately from those simply awaiting entry).

11.2 After Data Entry

Please refer to an appendix giving the location of participant-related documents
after data entry. It should be made clear where the participant filing is to be
stored once it has been entered and before it is filed. Ensure the locations are
clearly defined, thus preventing unentered CRFs from being filed.

Please also specify which participant-related documents are filed, and in what
order (both within file, e.g. data order, and between files, e.g. by site). If CRFs
are filed in date order, remember to specify the correct form dates in section 5.1
above.

If Trial Assistants carry out additional checks on CRFs before filing, also specify
these here.

11.3 Participants Who Move Centre

Please specify, if files are organised by centre, where a participant’s file will be
kept when a participant has moved from their randomising centre.
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12 Unblinding

This section should be completed after consultation with the Trial
Statistician.

If applicable, please detail any data management procedures relating to
unblinding of trial participants e.g. request of an emergency unblinding form.

If not applicable, please delete this section.
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13 Monitoring

Details of the overall monitoring plan for the trial can be found in the Monitoring
Plan/Quality Management Plan <delete as appropriate> approved by the
Research Governance Committee. A detailed description of the processes relating
to data monitoring are covered in this Data Management Plan.

Where possible, details of monitoring processes should not be repeated in
multiple documents. The information contained in the Data Management Plan
should be reviewed in conjunction with the Monitoring Plan/Quality Management
Plan <delete as appropriate> and the trial-specific working practices (or
equivalent).

13.1 Site Monitoring

Do not repeat what is contained in the Monitoring Plan or trial-specific working
practices but do detail activities relating to data management which are
undertaken prior to a site monitoring visit.

13.2 Central Monitoring

Give specific details of the central data monitoring processes undertaken to meet
the requirements of the Monitoring Plan, This may include:

A brief description of the validation processes in the trial database

Drug accountability

Logging of consent form reviews

Death reviews

Checking key variables

Monitoring data return rates, query rates and query resolution rates

For all of these, describe the processes involved, including actions taken following
any findings.
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14 Reports

This section should be completed after consultation with the Trial
Statistician.

14.1 Regular Reports

Please provide information about the regular reports you run, how you run them,
when they are produced, who they are created for, and how they are used.
Locations of reports should be specified in an appendix to this DMP, not here. If
you have mentioned any (e.g. Data Clarification Form) in other sections, provide
a reference to where they are discussed elsewhere in this document. Specific
timelines for running all reports should be covered in section 3.2 above, so do not
repeat here.

Amend as necessary the suggested text below, and place it beneath the list of
regular reports.

New reports will be specified using the DSRT Report Specification template, and
will be available through the DSRT Application.

14.2 Ad-hoc Reports

Please provide information on how to handle ad-hoc reporting requests, listing
the roles and responsibilities of those involved in producing ad-hoc reports. This
may be generally the responsibility of the trial team, the Trial Statistician, DMS
Project Manager or Data Scientist. If there is not one set procedure, describe the
different ways ad-hoc reports may be created.
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15 Data Extraction

This section should be completed by the Trial Statistician.

Amend the following suggested text as appropriate.

Statistical analyses will be performed using the statistical analysis files extracted
from the trial database and read into the chosen statistical software. The
Statistical Analysis Plan documents the analyses and can be found in the
Statistical Master File (see Appendix 1 for the location of this document).

15.1 Timing of Data Extraction

15.1.1 Interim Analyses

Amend suggested text below as required. If ad hoc data extraction is likely to
occur please insert a summary of the reasons for this.

Interim analyses will be required to prepare reports for the meetings of the IDMC.
Details of the planned timings of these analyses can be found in the IDMC
Charter (see Appendix 1 for the location of this document). Actual timings will be
agreed during the trial by all relevant parties. .

Prior to these analyses, the Trial Statistician will agree in writing with the rest of
the trial team the exact date of data extraction. This will be planned to allow
sufficient time for the trial team to be able to query data and request missing
forms from sites (see sections 9 and 10 for more detail on these processes).

Specific timelines for data extraction and associated processes can be found in
section 3.2 of this document.

15.1.2 Final Analysis

Amend suggested text below as required.

Data extraction prior to the final analysis will be performed after database lock
(see section 16).

15.2 Data Extraction for Interim Analyses

15.2.1 Data Quality Checks Prior to Analysis

Amend suggested text below as required. Ensure there is a clear reference to
where details of routine consistency checks may be found.

If any other data quality conditions must be fulfilled before interim analyses, list
these here. For example, you may specify that all data queries on endpoint data
be satisfactorily resolved before analysis.

It may be helpful, prior to completing this section, to consult the Working
Instruction: A General Guide to Data Checks Performed by Statisticians.
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On the agreed date of data extraction for analysis, the Statistician will check with
the TMT that the data is ready. When all parties have agreed that the data are
sufficiently accurate and complete for analysis, and that no further querying or
chasing of data is required, the Statistician will download the data.

15.2.2 Data Extraction Procedure

Amend suggested text below as required, to ensure that the data
extraction procedure is adequately described for your trial. Do not repeat
information that is stated in other documents; instead insert references to
those documents.

For full details on the data extraction procedure, please see the relevant
<MACRO/SQL> working instructions.

On the agreed date of data extraction the Statistician will agree with the trial
team a time when the data will be extracted. No other users should access the
database during this time.

All data will be stored in named and dated network folders (see Appendix 1 for
filepath) which are accessible only to the Trial Statisticians.

As part of each analysis, the Trial Statistician will run routine consistency checks
on the trial data. These will be resolved according to the process described in
section 10.1.3 of this document.

Full details of the consistency checks can be found in the Statistical Master File
(see Appendix 1 for the full location).

Each analysis and associated consistency checks may produce a list of items
which do not work as they should in the trial database. This may necessitate
changes to both the database and trial CRFs. For details on those processes, see
sections 4.5.2 and 4.4.1 respectively.
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16 Database Lock
This section should be completed by the Trial Statistician.

Amend the below suggested text as necessary. In particular, consider whether
the database will definitely be locked before unblinding. For example, if you are
going to continue to collect long-term follow-up data in the same database after
the analysis of primary outcome data that reports the trial result, then the
database will not in fact be locked.

Alternatively, the database might be locked for final analysis and long-term-
follow-up collected in a separate database. Detail any of these choices here if not
simply following the SOP.

The trial database will be locked before unblinding and the final analysis in
accordance with the MRC CTU Database Lock SOP.

16.1 Data Quality Checks Prior to Lock
Amend the below suggested text as necessary.

As a locked database can only be updated in extraordinary circumstances,
comprehensive efforts need to be made to ensure that data are as clean as
possible. The procedure for database lock should not be commenced until the
following data quality conditions have been met:

Insert a bullet point list of conditions to be satisfied before the database can be
locked. Details of these need to be provided by the Trial Statistician, but may
include:
- A specified data completeness level for endpoint data, eligibility,
patient status etc.
- Completion of checks on various data, and satisfactory resolution of
any data queries generated from these
- Overall data completeness/quality level (with specifics of how it is
measured)

If the trial is at too early a stage to specify all details, state as much detail as
possible and confirm that this will be reviewed as the trial progresses.

Also ensure that you detail how results of the data quality checks will be
documented. It will be reported in the Database Lock Request form, but should
reference the supporting data.

It may be helpful, prior to completing this section, to consult the Working
Instruction: A General Guide to Data Checks Performed by Statisticians.

Data quality will be improved using the usual methods (see sections 9 and 10 of
this document for more detail), and repeated until the above conditions are met.
16.2 Database Lock Procedure

Once the data quality conditions set out in section 16.1 have been met and this
has been documented, the Statistician will request database lock by completing a

Database Lock Request form and submitting this to the trial programmer, who
will then arrange the lock as agreed in that document. The Statistician can then
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extract the data for the final analyses from the locked database according to the
procedure detailed in section 15.2.2.

\\qumas-rend\PrinterCache$\Input\2C437B8E-3232-4799-BC05-F5BD98413C4E_render.doc



2C437B8E-3232-4799-BC05-F5BD98413C4E_render.doc Page
40 of 40

17 Archiving
This section should be completed after consultation with the Trial Statistician.

Amend the suggested text as necessary to reflect your trial’s plans for document
archiving. Enter in timelines where possible, and if long-term follow up is
planned, explain what will happen to trial documents during this period.

After the study is completed and the final report has been prepared and
approved, all relevant paper documentation including CRFs and query forms will
be archived in accordance with the Long-Term Storage Procedures for Paper
Documents SOP.

The Trial Statistician and trial team will work with the programmer to arrange the

archiving of the trial database when they have determined that accessing the
database is no longer required for any future analyses, following unit procedures.
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Appendices

Please list all appendices below. The list may be amended as required, but the
contents of appendices 1 and 2 are required either here or in the body of the
DMP; it is strongly recommended that they are appendices as this allows easier
updating. If you are unsure about what to include as an appendix, please consult
a Data Scientist.

Appendix 1 Document locations

Appendix 2 Priority variables

Appendix 3 Acceptable abbreviations on CRFs
Appendix 4 Trial Milestones

Appendix 5 Manual randomisation
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Appendix 1 -Document Locations

Amend the table below to give locations for all documentation sets referred to in
the DMP, and within those, all documents relevant to this DMP. Documentation
sets are given in bold, and related documents are under these in a bullet point
list.

Give precise physical and/or electronic locations, e.g. filing cabinet and floor (if in
Aviation House), or network location for electronic documents.

Documentation Set/Related Document —Location/Filepath
Trial Master File <specify TMF location>
e Protocol 1.1
e Risk Assessment 10.3
e Monitoring Plan 10.2
e Safety Management Plan 14.3

e CRFs (electronic copies)

e CRF Completion Guidelines

e Working practices

e Trial Specific Database User Guide

Crisis Management Plan

Participant Filing

Statistical Master File

e  Statistical Analysis Plan

e IDMC Charter

DMS Master File

e Computer System Validation

Data extracted for analysis

<add rows as necessary > <add rows as necessary >
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Appendix 2 - Priority Variables

Page

Please list in the tables below the priority variables for your trial. Some examples
have been included; remove these before use.

The variables are in separate tables depending on the reason for their priority,
and two are suggested: the first for manual checks carried out on data receipt
and the second for data items that cannot be unavailable (referred to from DMP
sections 6.2.2 and 7.2 respectively). Add or remove tables to these as necessary.

The table below shows the variables that are checked on data receipt so that any
omissions or discrepancies can be chased as soon as possible. See DMP section
10.1.2 for details of how any findings will be managed.

Manual checks on data receipt

CRF Name

Variable

Check

Randomisation Form

Inclusion criteria

All questions are answered
Yes

Treatment Form

Daily dose

Participant has received the
correct protocol dose

Screening Form

Date of informed consent

Date of consent is before date
of registration

The table below shows the data items that cannot be unavailable. See DMP
section 7.2 for details of how these variables will be managed.

Data items that cannot be unavailable

CRF Name

Variable

Randomisation Form

Date of disease diagnosis

Randomisation Form

Eligibility criteria

Death Form

Date of death
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Appendix 3 - Acceptable abbreviations on CRFs
List all abbreviations that are accepted in free text data provided on CRFs. If this

list is maintained in your CRF completion guidelines, do not repeat it here (and
remove this appendix).
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Appendix 4 - Trial Milestones

Complete the table below to give estimated and actual trial milestones; add and
remove milestones as necessary for your trial.

Milestone Predicted Date Actual Date

Database go-live

First participant recruited
to trial

Last participant recruited

Last participant visit

Database locked
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Appendix 5 - Manual Randomisation

Either record here the details of your trial’'s manual randomisation procedure, or
refer to it elsewhere.
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