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[For the purposes of this template, text in square brackets and red is guidance and should be replaced with study specific text as instructed]
Text in black is suggested standard text and should be retained/modified as appropriate for the trial.
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Introduction: The use of this template is not mandatory, but should be used as guidance in connection with KHP-CTO SOP 18.0. Sections may be added, removed and amended depending on the complexity of the trial. External data management vendors should use their own template documents as per their own SOPs.
The purpose of this Data Management Plan (DMP) is to define and provide instructions regarding the conduct of data management processes and the flow of data from source data to data release for analysis.
For clarity of trial management processes, data flow and responsibilities it is recommended to put a proportionate DMP in place also for smaller, single-centre trials, based on a risk-assessment approach. Not all headings of this template are necessarily needed for all trials and additions of other headings should be introduced when necessary.
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GLOSSARY OF TERMS AND ABBREVIATIONS
[Update as appropriate, include any abbreviations specific to the study eCRF]

	Term
	Definition

	AE
	Adverse Event

	BRC
	Biomedical Research Centre

	CI        
	Chief Investigator

	CDM
	Clinical Data Manager

	CRA
	Clinical Research Associate

	CRF
	Case Report Form (paper or electronic)

	CTM
	Clinical Trial Material

	DM
	Data Management

	DMC
	Data Monitoring Committee

	DMP
	Data Management Plan

	eCRF
	electronic Case Report Form

	EDC
	Electronic Data Capture

	GSTT
	Guy's & St Thomas NHS Foundation Trust

	KCH
	King’s College Hospital

	KCL
	King’s College London

	KHP
	King’s Health Partners

	KHP-CTO
	King’s Health Partners Clinical Trial Office

	MedDRA
	Medical Dictionary of Regulatory Affairs. Dictionary for coding adverse events, medical history and physical exam findings

	NIHR
	National Institute for Health Research

	PI
	Principal Investigator

	QC
	Quality Control

	SAE
	Serious Adverse Event

	SAP
	Statistical Analysis Plan

	SDV
	Source Data Verification 

	SLaM
	South London & Maudsley NHS Foundation Trust

	SOP
	Standard Operating Procedure

	TM
	Trial Manager

	TMF
	Trial Master File

	UAT
	User Acceptance Testing













1. [bookmark: _Toc434333383][bookmark: _Toc525204153]PURPOSE
The purpose of this document is to describe the plan of action for all Data Management (DM) activities for the [enter study name] study. This plan also identifies the documents and deliverables which will be produced as part of the DM activities.
Updates to this document should be maintained throughout the life of the trial to reflect any changes in data management procedures.
[bookmark: _Toc357499334][bookmark: _Toc434333384][bookmark: _Toc525204154]1.1 Data Management Plan Objectives
[Update section as appropriate. Add/remove suggested wording as applicable to the study]

To outline the principle procedures/processes of Data Management (DM) for this study.
To indicate the documentation that must be in place to ensure consistent and efficient management of all data in the study.
To identify and define the study personnel and roles involved with decision making, data collection and data handling.
To ensure DM processes are described and defined from study initiation until database lock and archiving. 
To contain detailed working practices related to each aspect of data management that are sufficient to allow procedures to continue to be followed in the absence of the person usually performing those responsibilities.

2. [bookmark: _Toc525204155]STUDY BACKGROUND & DESIGN 
[Please provide a summary of the trial design and objectives, including primary/secondary outcome measures and any variable the trial statistician feels is essential to the quality of the data. Please also include an indication of study timelines. This section can be copied from the study protocol.]
3. [bookmark: _Toc525204156]ROLES & RESPONSIBILITIES
[Please provide a brief description of roles and responsibilities by key study personnel. Add/remove suggested working below as applicable to the study]
The CI or delegate is responsible for the creation and maintenance of the Data Management Plan (DMP) during the trial. The CI or delegate will ensure a DMP is in place before data collection begins.
The table below describes data management activities and should be completed on a per trial basis.
[Please update the below table as appropriate]
	Task
	CI or delegate
	Site/Research team
	Statistician
	Sponsor
	[eCRF provider, if applicable] (3rd Party)

	CRF design and update
	
	
	
	
	

	Database development and maintenance
	
	
	
	
	

	Database Validation & Testing
	
	
	
	
	

	Database support
	
	
	
	
	

	Data entry
	
	
	
	
	

	Data validation
	
	
	
	
	

	Data monitoring
	
	
	
	
	

	Data extraction
	
	
	
	
	

	Database lock
	
	
	
	
	

	Data cleaning
	
	
	
	
	

	Data reporting
	
	
	
	
	

	Data Archiving
	
	
	
	
	




4. [bookmark: _Toc525204157]VERSION CONTROL
This document should be used as an overview for procedures undertaken within the [enter study title] study and should not be used in isolation.
The DMP should be managed within a version control system. A list of changes from all previous documents will be kept. The list will be cumulative and identify the changes from the preceding document versions. (Please see Change History on page 2).  
5. [bookmark: _Toc525204158]STUDY PERSONNEL  
[bookmark: _Toc525204159]5.1 Key Personnel
The team members for this study are listed below:
[Please update the below table as appropriate]
	Name
	Title
	Email

	
	Chief Investigator
	

	
	Statistician
	

	
	Trial Manager
	

	KHP-CTO CRA
	Clinical Research Associate
	Please refer to KHP-CTO Team Contact List filed in the TMF

	
	Database Developer
	

	
	Co-Investigators and research nurses 
	Please refer to the protocol and delegation log for full list. 



6. [bookmark: _Toc525204160]CRF DESIGN
The CRF design will incorporate all specifications required by the study protocol. The CI is required to approve both the paper template and electronic CRF (eCRF).  
The final CRF will be available before the first patient is enrolled into the study.  
[bookmark: _Toc525204161]6.1 Database 
The Database contains all information taken from CRFs. In the case of an eCRF the database may be the same system. 

[bookmark: _Toc525204162]6.2 EDC Database and Ancillary Software
The software model selected for the eCRF and data entry processes for the [enter study title] study is [enter EDC system and version number]. 
[Describe the EDC system proposed for use in this study, including its supplier, software version number or other identifying information and validation status with respect to GCP regulations.  
Identify ancillary software packages associated with the EDC, such as underlying database software, statistical analysis software or other software used in the management of the trial data (e.g.: excel).  
Describe any relationship to the server(s) used to house data (trial, statistical or otherwise) used by the project team. For example, is there an office Dropbox, OneDrive, Shared Drive or Google Share that is being used to store any trial data?]
[bookmark: _Toc525204163]6.3 EDC Development
[Update section as appropriate. Add/remove suggested wording as applicable to the study]

The paper template and edit check specifications form the design specification for the eCRF.
eCRF screens and system edit checks will be specified and configured by [enter EDC provider] under approval of the CI.
The eCRF design will incorporate all specifications required by the study protocol. 
The CI is required to approve the eCRF, including system edit checks and custom functions, prior to the database moving into production.  Details of all approvals should be filed in the Trial Master File.
[bookmark: _Toc525204164]6.4 Database Validation 
[Update section as appropriate. Add/remove suggested wording as applicable to the study]

[Provide details of who will be responsible for validation of system setup].  The Trial Manager will conduct and document results of User Acceptance Testing (UAT). The Research Team will also be granted access to the development database for review and UAT prior to approval of the eCRF.
Each study specific implementation of the EDC system should be tested with results being documented on a Test log.
Users will be given access to the database in the development environment for training and UAT purposes.

Once all stages of Development and the eCRF has passed UAT and all documentation produced during this stage is signed off by the CI, TM, CDM [if applicable] and Statistician the database can then be moved to production ‘Go-live’ status.
Any changes to the EDC system after production must be pre-approved by the CI (see section 8.0)
The validation process for the eCRF should be done in compliance with the KHP-CTO/CT/SOP 15.0 – Clinical Trial Computer System Validation.
7. [bookmark: _Toc525204165]DATABASE BACKUP AND RECOVERY
[Please detail the back-up and recovery procedures. Provide details on which server the data is located, where the server is located, timelines for back-ups and disaster recovery plan including testing of the disaster recovery plan.]


8. [bookmark: _Toc525204166]CHANGES TO THE PRODUCTION EDC DATABASE
[Enter details if the EDC system can be changed post-production; if so, how these changes will be requested and implemented. Remember: all changes must be approved by the CI.]
9. [bookmark: _Toc525204167]DATA ENTRY
Data entry of the CRF is the responsibility of the trial site staff. The delegation log outlines a list of individuals authorised for data entry and verification of CRF entries against source data. All trial site staff responsible for CRF completion will be trained appropriately; the training will be documented.
The trial site staff will create database records for every screened subject via the EDC system. [Include if this will be every screened subject or every randomised subject – will screen fails be captured on the eCRF?]
[Include timelines for data entry and location of trial specific user guide (if applicable). If using paper CRFs who is responsible for database completion? When will this be completed?]
[bookmark: _Toc525204168]9.1 eCRF User Access
[Update section as appropriate. Add/remove suggested wording as applicable to the study]

Each user must be trained on the EDC system prior to being granted permission to work in the production version of the EDC system.
All users require an account to allow them to access to the study database. Database access will be restricted to members of the research team that have been authorised and fully trained, and that have been assigned personal usernames and passwords. The TM will be notified of new user requests and these are forwarded to Database Developer for action. Each user will have different level of access privileges to the study’s production database depending on their role.
To protect the security of data in the database, user accounts are issued for site staff only if the following documents are available:
· CV of the trial staff member
· Evidence of trial-specific training (e.g. attendance at the site initiation meeting or documentation of training conducted after the site initiation meeting).
· A signed Delegation log of the trial staff member (who require read-only access).
The exception to this is read-only/query/monitoring access which should be grated to the CRA at the beginning of the study.

[bookmark: _Toc525204169]9.2 eCRF Training
Data entry onto the eCRF will be performed by designated staff that have been given access to the test database. Each user must be trained on the EDC system prior to being granted permission to work in the production version of the EDC system. A Training log record will be kept.
[bookmark: _Toc525204170]9.3 eCRF Completion Guidelines
[Please provide detailed instructions on eCRF completion or directions to the trail specific user manual.]

10. [bookmark: _Toc525204171]DATA PRIVACY
All source documents, the eCRF/ CRF and data export are kept within secured locations and comply with the General Data Protection Regulation.

All users to the EDC system will be registered for an account that is password protected. Access to the EDC system will be granted to trained users only.

The participants will be identified in the study database only by initials and a participant ID number. The study will comply with the General Data Protection Regulation which requires data to be anonymised/pseudo anonymised as soon as it is practical to do so. Names and any other identifying detail will not be included in the study data electronic file.  


11. [bookmark: _Toc525204172]QUERIES
[bookmark: _Toc525204173]11.1 Query Generation
[Update section as appropriate. Add/remove suggested wording as applicable to the study (e.g. if study will not require manual queries)]

Once the eCRFs have been reviewed by the CRA, the CRA will raise queries if required; if there are no issues the CRA will [lock the form / mark the form as SDV’ed / (please enter any other way the CRA can mark data as reviewed that is specific to the study)]. 
The trial site staff will answer the queries raised by the CRA and update the eCRF data when appropriate; submitting responses through the eCRF. The full audit trail will be available in the [enter system name] database. 
Once the eCRF forms are declared [locked / SDV’ed] and clean by the monitor the PI must complete the signature panel associated with each form. 
If further queries are required after the signature has been applied, the eCRF will require resigning by the PI.
Manual Queries
For the handling of queries when a paper CRF is used or another form of data review performed not via the eCRF, manual queries will be generated and entered in a word document or excel spreadsheet and sent to site for answering.
See Appendix 1.0 for Data Entry & Cleaning flow diagram.

[bookmark: _Toc525204174]11.2 Query Resolution
[Update section as appropriate e.g. if someone other than CRA can close queries i.e. data manager]
The CRA will be responsible for closing data queries that have been answered on the eCRF.

12. [bookmark: _Toc525204175]LABORATORIES
[bookmark: _Toc525204176]12.1 Internal and External Data Transfers
Internal Transfers:
[Please detail the process for internal laboratory data transfer e.g. if study is using Viapath]
The results will be printed out, reviewed/signed by the doctor and then recorded in the eCRF.
Mechanistic Data
[Please provide details of any mechanistic laboratory data to be collected and how this will be processed e.g. recorded on a separate database; if applicable]
External Transfers:
[Please detail the process for external laboratory data transfer]

13. [bookmark: _Toc525204177]DATA EXPORT

The CI is responsible for requesting data extracts from the eCRF for this trial.
[bookmark: _Toc525204178]13.1 Data Analysis and Transfer
[Update section as appropriate. Add/remove suggested wording as applicable to the study]

The statistician has read-only access to the eCRF system, and performs blinded data extractions during the study, to prepare and develop the analyses and reporting programs. Files are downloaded directly from the EDC system and contain blinded data in .csv or excel format, compatible with Stata DTA.

All data will be stored in named and dated network folders and is accessible only to the trial statisticians.
Following a data export request from the CI to the Database Developer, all agreed data will be extracted and sent to the statistician. The extraction will be provided in an encrypted form (with passwords sent separately). The receiving party will confirm receipt of the files and return a signed copy of the report.
Please refer to the Statistical Analysis Plan (SAP) for the data analysis method.
A copy of any protocol deviation logs should be provided to the statistician with the export.  

14. [bookmark: _Toc525204179]MEDICAL CODING
[Please complete details of any medical coding that will be performed for the study. List which coding will be performed, who will code the data, what coding system is used (if appropriate) and when the coding should be performed]
15. [bookmark: _Toc525204180]QUALITY ASSURANCE 
[Update section as appropriate to the EDC system being used. Add/remove suggested wording as applicable to the study]
Inconsistencies in the trial data will be investigated using data queries that prompt the trial centre to clarify or confirm discrepant items. The eCRF system will incorporate automated and manual query generation tools. The CRA will systematically check incoming trial data for consistency, omissions and compliance with the protocol and according to the Monitoring Plan. Monitoring of this trial will be to ensure compliance with Good Clinical Practice and scientific integrity will be managed and oversight retained, by the KHP-CTO Quality Team.
[bookmark: _Toc525204181] 15.1 Quality Control
[Update section as appropriate. Add/remove suggested wording as applicable to the study]
To assure data quality of the [enter study title] study data during the life of the study is being controlled; the following steps will be performed:

Data Validation

Data validation checks provide the first quality control (QC) step, immediately after an eCRF page is saved as complete. These checks ensure the completeness, plausibility and consistency of manually‐entered trial data. Programmed edit checks run online at the time of saving each screen/page. Subject data that violates a validation rule will automatically trigger an edit check which is instantly visible to the user in the eCRF. Queries can be answered immediately, or the subject data will either need to be corrected or missing information entered. 

The eCRF has inbuilt features to provide every variable with an audit trail, throughout the duration of the study, and store comments on changes to saved data. (ICH E6 4.9.3).

Source Data Verification 

Source data verification (SDV) occurs after the automatic validation checks. It will be performed by the CRA who will visit the trial centres during site monitoring visits. SDV will ensure the accuracy of manually entered trial data by comparing eCRF entries against the source data available at the site. The extent and frequency of SDV is specified and defined in the study Monitoring Plan. 

Throughout the study and prior to database lock, the CI or delegate, Research Nurse and CRA will confirm that all subject data has been entered and source data verified.

[bookmark: _Toc525204182]15.2 Data Review 
Manual review of the study data is the final QC step and will ensure the consistency of trial data. It will be employed to check aspects of the data set that cannot be checked via the automatic validations (e.g. complex reconciliation of data across two or more eCRF pages) or to perform checks that require medical interpretation (Medical Review). 

Manual data review will be undertaken by the trial team and Medical Review undertaken by the Research team.
 
 
16. [bookmark: _Toc525204183]DATABASE LOCK
[Update section as appropriate. Add/remove suggested wording as applicable to the study. Add details of a staged database lock if applicable.]
When the CI or delegate, CRA and Statistician declare the database clean; the Principle Investigator (if applicable) must complete the signature page associated with each subject. 
The Database will be locked upon successful completion of the following:
· All clinical trial subjects have completed their final visit and any follow-up visit activities.
· All expected data is entered.
· All expected data has been received, processed and validated for completeness and consistency. 
· All coding of clinical events has been completed.
· All expected eCRF data is SDV’d by the CRA as detailed in the Monitoring Plan.
· All outstanding queries are resolved, and the database has been updated.
· All programmed and manual data checks have been performed and issues resolved.
· All updates to the database have been completed. 
· Quality audit of the data has been performed and completed.
· SAE reconciliation is complete and approved.
· Final DMP version has been approved.
· All members of the trial team have been notified of the date of lock.

Authorisation for removal of the access rights to the database and approval of locking of the database will be done by the CI or delegate and Database Developer using the Database Lock/Unlock Approval form or similar. The final locked dataset will be confirmed by the Sponsor before the code breaks are released. 

[Provide details of how the final data are provided for statistical analysis.]

[bookmark: _Toc525204184]16.1 Database Unlocking
[Update section as appropriate. Add/remove suggested wording as applicable to the study.]

Unlocking of a locked database should only occur under special circumstances. A circumstance in which a locked database is unlocked is when any significant error has been observed.  Unlocking will only be undertaken in consultation with the statistician and reasons for justification of unlocking the database should always be documented.

In the event of a locked database having to be unlocked, sponsor approval will be required. 

The Database Developer is authorised to unlock the database. The Research Team is responsible for updating of the database.

Authorisation for updating the database will be done on the Database Lock/Unlock Approval form, which will state reason and rationale recorded for updating of the database.

The Database Developer will grant the access rights to the database to the dedicated personnel responsible for updating of the database only.

The CI or delegate will perform a final QC check to ensure that only the approved updating of the database was performed and a check of the audit trail should be made at re-locking.

[bookmark: _Hlk512592179]All details of any changes made to the locked database are to be documented in the Clinical Study Report. 

17. [bookmark: _Toc525204185]DATA ARCHIVING
All trial data will be stored in line with the Medicines for Human Use (Clinical Trials) Amended                                                                                                                                                                                                                                                                                                                                                                                                                                                   Regulations 2006 and the General Data Protection Regulation and archived in line with the Medicines for Human Use (Clinical Trials) Amended Regulations 2006. 
[bookmark: _Toc357499344]The trial database will be locked before the final analysis and archived in accordance with the KHP-CTO/CT/SOP4.0 - Archiving of Clinical Trial Data and Essential Documentation.

[bookmark: _Toc525204186]17.1 RELEVANT SOPs/GUIDELINES
The following SOPs will be followed:
	Document ref.
	Title

	
	

	
	

	
	

	
	

	
	

	
	










[bookmark: _Toc525204187]Appendix 1
Data Entry and Cleaning Diagram [can be updated to a study specific diagram if applicable]


Site Data Entry




Data Submitted
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No CRA queries
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Monitoring/SDV










Forms locked / marked as SDV’ed
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Database freeze

eCRF Archiving

Forms locked / marked as SDV’ed
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