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[bookmark: _Toc71095760]Service Definition 

[bookmark: _Toc71095761]Abbreviation Table

	GDPR
 
	General Data Protection Regulation

	CPMP
	Committee for Proprietary Medicinal Products

	CTIMP
	clinical trial of an investigational medicinal product

	EC
	European Commission

	eCRF
	Electronic Case Report Form

	EDC
	Electronic Data Capture

	EU
	European Union

	FoM
	Faculty of Medicine

	ICH
	International Conference on Harmonisation

	ICTU
	Imperial Clinical Trials Unit

	MHRA
	 Medicines and Healthcare products Regulatory Agency

	PID
	Participant Identifier

	RGIT
	Research Governance and Integrity Team

	SAP
	Statistical Analysis Plan

	SCDM
	 Society for Clinical Data Management

	STATS
	Statisitician

	XML
	Extensible Markup Language



[bookmark: _Toc71095762]Purpose 

There are a number of Research groups within College who currently use REDCap on locally owned servers, whilst ICT have received several requests directly to provide research groups with REDCap.  

In addition, a GDPR audit conducted with FoM has highlighted Research groups have databases storing personal data on a long term basis in a variety of hosting locations without consistent  assurance or audit of security and compliance procedures.

A centrally hosted instance of REDCap was requested in order to aid in consistency and oversight over installations. This should provide a greater level of assurance over the data residency and security of the environment and its data in order to meet College GDPR obligations.

REDCap is being offered to Research groups to build their own clinical studies (subject to approval from the RGIT).

[bookmark: _Toc71095763]Requirements to setting up a REDCap project

There are three requirements to setup the study on REDCap. These are:
· The study must be a non-CTIMPstudy
· The study cost code must be provided. The studies are charged £100 per year for their space on the server
· The DPIA (Data Protection Impact Assessment) Reference number. This is required for all REDCap projects. If you do not have the number, the form and the DPO contacts can be found in the College’s Data Protection web pages.
· [bookmark: _GoBack]The DPIA is to ensure that GDPR guidelines are being followed and is different to the ethics approvalThe study cost code and DPIA Reference number can be provided after initial submission of request, however, the database space can only be created once the ICTU REDCap Administrators have received this information.


[bookmark: _Toc71095764]Service Delivery

The steps below show the project life-cycle for REDCap.
· The Study team requests REDCap project space via the ‘New space request’ form. 
· The Grant/Departmental Budget Reference (project code cost) and the DPIA Reference number are mandatory requirements before the database can be setup.
· The request can be sent to RGIT to approve without the DPIA Reference number or study cost code but this is required to be sent to the REDCap Administrators before setting up a database space.
· RGIT approves the new REDCap project space request.
· This is to ensure that the studies are suitable to run on REDCap  (i.e. non CTIMP studies).
· The project space set-up by the ICTU REDCap Administrator.
· Responsibility for study design, test, data entry, data quality, subject management and archiving would rest with the research group/team.
· ICTU will create the users and group user accounts with appropriate rights specified by the Study team.
· ICTU will collect a yearly fee of 100GBP non pro-rated from the study cost code provided in the New space request form. Payment will commence annually after the project has been created in REDCap.
· The Study team archives the REDCap project when the study has finished.
· ICTU team will delete REDCap study after archiving process has been completed.

[bookmark: _Toc71095765]Service Definition

· The REDCap service is intended to be a cost effective service to the Imperial research community.  Therefore high availability or disaster recovery services for REDCap are not provided as part of this service.
· The service will not be fully validated in accordance with Good Clinical Practice guidelines and hence the service is not appropriate for CTIMP studies, or blinded RCTs involving NIMPs.
· There will be a flat fee of £100 per study for use of REDCap.  Billing will be on an annual basis not pro-rated starting when the project is created on REDCap.
· REDCap is for electronic data capture of study data only.  It is not a long term clinical data repository. When the study is fully completed the research group are expected to export the study and study data for secure long term storage and preservation.
· The College REDCap instance is not designed to support significant volumes of files and images in the context of subject data capture.  Please discuss with ICTU if you have any file storage requirements in connection with electronic data capture.
[bookmark: _Toc71095766]ICT Obligations

· To provide a production and test environment of REDCap. Test envioronment is only available for College users on a request basis.
· To perform system updates to both the test and production environments on a monthly basis.
· To ensure that the system is backed up on a daily basis.
[bookmark: _Toc71095767]RGIT Obligations

· To triage initial requests for REDCap from Research groups.
· To ensure that study meets the governance criteria for REDCap approval and hence the request to use REDCap is approved.
[bookmark: _Toc71095768]ICTU Obligations

· To create the project space in REDCap for each approved study.
· To create the REDCap database space for each project, the mandatory requirements are that the study cost code and DPIA Reference number are provided.
· To manage user provisioning and allocation of users to project spaces.
· To triage incidents / service requests relating to user management and admin user aspects of the REDCap service.
· To manage annual billing for the service.

[bookmark: _Toc71095769]Research group / PI Obligations

· Individual research groups should be aware that ICT would be performing monthly updates to the production environment to keep the REDCap system up-to-date.
· Individual research groups are expected to design, build, test and maintain electronic data capture forms in REDCap. See the data management guidance section in this document for guidance on building the eCRF. Self-service resources are available from the REDCap community website.
· Individual research groups are responsible for the data quality and data integrity of the data entered into the study.
· Individual research groups are responsible for conforming to FoM GDPR guidelines regarding subject identifiable and subject sensitive data.  
· Individual research groups are responsible for regression testing of their studies following REDCap software updates. This is includes logging any issues uncovered as a part of testing.
· Individual research groups are responsible for ensuring that subject data is correctly entered into the study. 
· Individual research groups are responsible for closing the REDCap project when the study has finished.  This includes exporting the data out of REDCap and into a long term storage / analysis location. See section on how to archive a REDCap project later in this document.
Individual research groups are responsible for trial-specific and EDC software training.

[bookmark: _Toc71095770]Data Management Guidance 

[bookmark: _Toc22887192][bookmark: _Toc71095771]References

· ICH-E6 R2: Good Clinical Practice Guideline (2017)
· ICH-E6 R2: Good Clinical Practice Guideline (2017)
· Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)
· European Directive for the implementation of GCP 2001/20/EC
· Good Clinical Data Management Practice, Version 4, SCDM, October 2005
· Good Clinical Practice Guide – MHRA (2012) 
· GDPR - EU General Data Protection Regulation (May 2018) 

[bookmark: _Toc419204966][bookmark: _Toc7090179][bookmark: _Toc22817082][bookmark: _Toc22887193][bookmark: _Toc71095772][bookmark: _Toc535581572]Introduction

Case Report Forms (CRF) are “printed, optical or electronic document designed to record all the protocol required information to be reported to the sponsor on each trial subject.” ICH GCP section 1.11. 

It should be study protocol driven, robust in content and designed to record all of the protocol required information on each study subject and should comply with GDPR regulations.

The design of the eCRF and its completion has a direct impact on the quality of the data collected during a clinical study.  A well designed eCRF ensures that: no essential data are missed, data queries are kept to a minimum, aids good data management practice and assists with statistical analysis and reporting. This enables the researcher to test the hypothesis or answer the study related questions.  

[bookmark: _Toc7090185][bookmark: _Toc22817086][bookmark: _Toc22887194][bookmark: _Toc71095773]Objectives of ECRF Design

Primary:  is to collect all the data required by the protocol in such a way that it can be analysed according to the protocol and Statistical Analysis Plan (SAP).  For example, Visits, Procedures to be performed, data field/variables.  
All the data elements/points within the eCRF must support the identifiable objectives of the protocol, in the form of the primary and secondary outcomes and safety endpoints.

Secondary:  is to reduce the number of queries to the site that ask for clarification of the data responses.  For example, avoid duplicating data in data collection and eliminating missing and/or ambiguous responses.

It should also serve to ensure the safety and eligibility of the participant.  It should also demonstrate compliance with study procedures and where possible, adherence to Good Clinical Practice (GCP) and Principles of Good Data Management.
In order to achieve these goals, the following points below should be adhered to when designing eCRFs:
Subject identifiers must not be used anywhere on the eCRF, such as subject’s name, initials, address, hospital number etc., in order to maintain the confidentiality of the subject.  This is known as Pseudonymisation.
Do not collect the full date of birth.  Consider either collecting the Month/Year or Year only.  If age is an inclusion criterion, collect age instead.
Only collect data related to the protocol
Collect the raw data measurements rather than implied result (with the exception of age as explained above)
Use coded entries and drop down codelist entries
Consider the format type of each data variable and associated unit
Minimise the use of text fields
Avoid using abbreviations that are ambiguous or could be interpreted differently.
When completing the eCRF, avoid using abbreviations in text fields (other than NA - Not Applicable, ND - Not Done, NK - Not Known and UNK - Unknown) and acronyms, unless they are approved medical abbreviations known to be acceptable. 

[bookmark: _Toc7090186][bookmark: _Toc22817087][bookmark: _Toc22887195][bookmark: _Toc71095774]eCRF Design

The eCRF can be one single form covering all aspects of the study or a collection of separate forms.  
· The initial design of the eCRF can use a final draft version of the protocol provided the eCRF design is reviewed against the final protocol once available.  
· Based on the approach used and regardless of the format, the eCRF should be version controlled during the draft process and also once it has been finalised. If there are changes, the version number and date should be updated accordingly.  Versioning format should follow the sequence for draft versions 0.1, 0.2, 0.3 etc. and for final versions 1.0, 2.0, 3.0 etc.
· eCRFs must not contain any participant’s identifiable information (i.e. participant’s name, address etc.), the participant’s identity should remain anonymised.  The participant should only be identified on the eCRF by means of the allocated study number, participants should be allocated a Participant Identifier (PID) when enrolled/randomised onto a clinical study.
· Sufficient information should be included in the header of the eCRF to attribute every page or form to a participant e.g. study identifier, participant number.   
· The header information should detail which time point during the study each page belongs to, clearly identifying the visit or data collection time point as defined in the protocol and the date the data was collected.   
· For multi-centre studies the site should also be identifiable on the eCRF. 
· All visits and study specific procedures should be recorded on the eCRF as the protocol schedule of assessments demands.
· eCRF pages should be arranged in chronological order as per the visit schedule.
· The arrangement of the data fields should be clear, logical, concise and user friendly. 
· The use of free text in data fields should be minimised wherever possible due to the difficulty of analysing free text responses.  Consider whether text data can be collected in another format i.e. selecting form a drop down codelist. 
· Where appropriate, a combination of definitive answers and an option to enter ‘other’ and specify will allow for additional information to be collected.
· Avoid collecting extraneous data – if the data are not required to be collected according to the protocol and will not be analysed, do not include in the eCRF.
· Avoid collecting derived data, to minimize calculation errors.  In particular, avoid this if designing a pCRF.
· Specify decimal points and number of places required where actual values are required for certain data points.
· Unit measurements should always be specified.
· The use of tick boxes, radio buttons, multi-select and drop down list should be incorporated in the eCRF.
· In addition, maximise the use of standard eCRF forms/modules from the global library (which will have already been designed, developed and tested) where possible.

[bookmark: _Toc7090188][bookmark: _Toc22817089][bookmark: _Toc22887196][bookmark: _Toc71095775]Standard eCRF Forms

In addition to the procedures listed in a protocol visit schedule, there are some types of questions that are generally required in the eCRF.  These questions collect essential data that will be used both for analysis and regulatory submissions.
Typically, these should include but are not limited to: 
· Demographic data (sex or gender, ethnicity, Date of Birth*)
· Inclusion and Exclusion Criteria – (Participant’s eligibility) 
· Relevant History e.g. Medical, Medication, Surgical
· End of Treatment Information
· End of Study Information
*Please note: The full Date of Birth should not be collected, only Month and Year, or Year, to comply with GDPR regulations.

[bookmark: _Toc7090189][bookmark: _Toc22817090][bookmark: _Toc22887197][bookmark: _Toc71095776]eCRF Review and Approval

The eCRF design should be reviewed at all stages and approved by the CI and Statistician (or person assigned to analyse the data) to ensure:
a. Only the appropriate data have been collected.
b. The data are consistent with the study protocol.
c. Data have been collected to answer the research questions being asked.
d. Has been reviewed for accuracy and completeness, is fit for use and has captured all the relevant data points to ensure the objectives have been met.

Any issues identified during the review process should be discussed with the research team; input will be sought from the person responsible for final statistical analysis of the study for issues which could affect data collected. 

[bookmark: _Toc7090191][bookmark: _Toc22817092][bookmark: _Toc22887198][bookmark: _Toc71095777]eCRF Amendments

If protocol amendments are required during the conduct of the study which affect the design of the eCRF, these amendments will also need to be reflected on the eCRF. 
The new amendments to the eCRF will require approval from the CI or delegate and all relevant personnel and must be released under version control.

[bookmark: _Toc7090192][bookmark: _Toc22817093][bookmark: _Toc22887199][bookmark: _Toc71095778]eCRF Completion Guidelines

A study specific eCRF completion guideline should be generated for each study.  This document explains the activities involved in eCRF completion, correction, signing and general data handling.
This document will provide page by page clear instructions for site personnel on how to accurately complete the eCRF.  It should be prepared in a way that it enables the site personnel to complete the eCRFs with ease and legibility and to facilitate consistency of data entry across sites.  The eCRF completion guidelines document will be version controlled and amendments should be done as and when required.  The CI or delegate should approve the CRF Completion guidelines document before distribution and use by participating sites.

[bookmark: _Toc535581588][bookmark: _Toc22887200][bookmark: _Toc71095779][bookmark: _Toc419204970][bookmark: _Toc7090183][bookmark: _Toc22817084]Using an Electronic Data Capture (EDC) System

Never share your password with anyone or write it down.
After a set period of inactivity, you will be automatically logged out of the system.
It is good practice to log out once you have finished using the EDC application. This is particularly important if you are not using your own computer.  
Data entry for a completed visit should be performed in an ongoing, timely manner.
Data entry must only be completed by authorised personnel who have received trial-specific and EDC Software training and are competent in eCRF completion.
Data queries should be answered in an ongoing timely manner.

[bookmark: _Toc71095780]REDCap Archiving steps

[bookmark: _Toc71095781]Pre-requisites to archiving

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]The REDCap Research group/PI should have contacted the REDCap administrator to place the study in the Study Analysis/Cleanup status from Production.

20. [bookmark: _Toc69378973][bookmark: _Toc71095782]Archiving dataset

20.1 Click on “Data Exports, Reports, and Stats”
20.2 Then, select “Data Export”

[image: ]

20.3 Select the format you require and any optional settings before clicking on “Export Data”
[image: ]


21. [bookmark: _Toc69378974][bookmark: _Toc71095783]Archiving audit trail (logging)

21.1 Click on “Logging”
21.2 Then select “All Logging”

[image: ]

21.3 Save the file
[image: ]


22. [bookmark: _Toc69378975][bookmark: _Toc71095784]Archiving of project without data

22.1 This step can only be performed by users who have ‘Project Design and Setup’ access privileges
22.2 Click on “Other Functionality” tab
[image: ]

22.3 Then click on “Download metadata only (XML)”
22.4 Select save
[image: ]
23. [bookmark: _Toc69378976][bookmark: _Toc71095785]Archiving of project with data

23.1 This step can only be performed by users who have ‘Project Design and Setup’ access privileges
23.2 Click on “Other Functionality” tab
[image: ]

23.3 Then click on “Download metadata & data (XML)”
[image: ]
23.4 Select any options before clicking on “Export Entire Project (metadata & data)”
[image: ]
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You may erase all currently collected data in the project (including any survey
responses), calendar events, documents uploaded onto forms/surveys, and all archived
data export files stored in the File Repository, and any logged events that pertain to data
collection. (Administrators Only)

(Administrators only) If there appear to be records missing from the project (in reports,
record status dashboards, or elsewhere), then the Record List Cache (a secondary st of
all record names) might be out of sync and thus might need to be cleared. Clearing the
cache will cause the Record List Cache to regenerate and bring back records that appear
to be orphaned/missing in the project. (NOTE: This is normally not needed.)

Make an exact duplicate of this project. Al project fields wil be copied over, and
you will be prompted to set the title and info for the new project. You may choose
to copy or not copy the existing data in the current project to the new one.

Download a backup of this project. The entire project (all records, instruments,
B Download metadata only (ML) | fieigs, and project attributes) can be downloaded as a single XML file (CDISC ODM

format). This XML file can be used to create a clone of the project (including its
B Download metadata & data (XML) | data, optionally) on this REDCap server or on another REDCap server (it can be

Include the foll

] User Role
Isurveys and survey setings

in the XML

What is the REDCap API?

uploaded on the Create New Project page). Because it is in CDISC ODM format, it
can also be used to import the project into another ODM-compatible system.

NOTE: The exported XML file does *not* contain the project’s logging history (audit tail, but if
you wish to obtain it, you may freely download it any time at the top of the Logging page.

The REDCap API is an interface that allows external applications to connect to REDCap remotely, and is used for
programmatically retrieving or modifying data or settings within REDCap, such as performing automated data
imports/exports from a specified REDCap project. For details on the capabilities of the REDCap API and how to use it, please
see the REDCap API documentation.

NOTE: If you wish to obtain an API token, which will allow you to make API requests, then someone must first grant you API
user privileges on the User Rights page, after which you will then see alink called ‘API" on the left-hand menu. That AP page
will provide instructions on how to request an AP! token.
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Export Entire Project (metadata & data)
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REDCap Project (XML)

The entire project (all records,
instruments, fields, and project

attributes) can be downloaded as a
single XML file (CDISC ODM format).

This XML file can be used to create a
clone of the project (including its data,
optionally) on this REDCap server or on
another REDCap server (it can be
uploaded on the Create New Project
page), Becalie s In CDISC 0D

format, it can also be used to import
the project into another ODM-
compatible system.

De-identification options (optional)

“The options below allow you to limit the
amount of sensitive information that you are
exporting out of the project. Check all that
apply.

Known Identifiers:
[JRemove all tagged Identfer fields (ragged in Data
Dictonary)
Hash the Record ID field (converts record name to an
unrecognizable value)

Free-form text:

[JRemove unvalidated Text fields (ie. Text fielés other
than dates, numbers, etc)
[ Remove Notes/Essay box fields:

Date and datetime fields:

[ Remove al date and datetime fieds

“or—

[ Shifal dates by value between 0 and 364 days
(e amount dtermine y igornm or e
record) Whats date shfting?

Aiso shifalsurvey compltion tmestary

by value between and 36 days
(shife amount dtermina by aigorthm oreach
record)

Deselect all options

Export Entire Project (metadata & data)

Ad

[ Export survey identifier field and survey
timestamp field(s)?

ional export options

Advanced data formatting options

Set CSV delimiter character
Set the delimiter used to separate values in the CSV data file
(only valid for CSV Raw Data and CSV Labels export formats):

. (comma) - defauit V|

Force all numbers into a specified decimal format?
You may choose to force all data values containing a decimal
<o have a specified decimal character (comma or period/full
stop). This wil be applied to all calculations and number-
validated text values in the export file

Use flelds' native decimal format (default) v

NOTE: Your data formating selections above will be
remembered in the future and will be pre-selected upon your
next export.

Cancel
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