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Project abstract:
Many trials struggle with participant retention and completion of follow-up questionnaires. A recent UK
study found that the median loss- to follow- up in a sample of 151 trials was 11%. Reminders are generally
an effective way of increasing response rates to questionnaires and there is some evidence that prenotification (contacting a participant to say that the trial team will be sending a questionnaire out soon)
also has some evidence of benefit, although it is not high certainty evidence. There is no clear evidence as
yet that pre-notification is effective for trial retention. We propose to investigate the effect of sending
advanced notification to trial participants two weeks before the 6-month outcome data collection forms are
sent to participants in the WORKWELL trial to investigate whether this improves retention. Data from
this trial will also be combined with data from other trials of a comparable intervention, including those
funded from within this MRC Project, within a meta-analysis.
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Manchester Data Management Outline
No
Not applicable
Funding is contained within the overall MRC Funded Project (REF: MR/R013748/18); this is an application to release up to £5000 as part of a subproject - this amount of funding is under the control of the Project Management Group who allocate funding (~£5000 per sub-project, for approx. 25
project - the funding award contains £125k for such sub-projects)

Yes – leading a collaboration
The sub-project includes co-applicants from two other institutions; University of Salford and University of Central Lancashire (UCLan), although
other institutions are involved in the overall MRC-funded project and will be involved in the meta-analysis of data for the relevant intervention, for
which the data from this trial will be included as part of the sub-project funding agreement.

Acquire new data
Other storage system (please list below)
Data collection will be performed by the University of Central Lancashire who are collecting and managing all the data for the WORKWELL trial.
The data for this sub-project data will be meta-data for the overall WORKWELL trial.

< 1 TB
Not applicable
> 20 years
Data will be stored long-term and archived appropriately, and also made available 'open access', in line with MRC requirements.

Pseudonymised personal data
Data for this sub-project will be meta-data on questionnaire returns, and related meta-data (timing of questionnaire return, number of questionnaire
reminders etc.) which will be linked to personal information; however, University of Manchester will only ever receive the pseuonymised personal
data and only the participating institutions (UCLan and University of Salford) will be able to link the codes to patient names or other idenitfying
information.

The data for this sub-project (Study Within A Trial [SWAT]) will all be collected as part of the main project, for which approval (and a separate
DMP) has already been obtained. The data for this sub-project has no specific confidentialilty issues as it will be extracted from the database(s) in a
pseuonymised form and so will essentially be secondary (meta)data from the main WORKWELL project.

Not applicable
Yes - Collaboration with other universities
Personal data will be shared in pseudonymised form with co-applicants and staff working on the MRC project and is likely to be made open access at
the end of this project; however, this sub-project will eventually become fully anonymised, but this is under the control of the overall WORKWELL
project.

No
But see above point regarding likely Open Access data requirement.
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Yes
But only subject to the points made above. None of the information stored is sensitive.

Dr Chris Sutton
13/08/2018

0. Proposal name
The effect of sending advanced notification to trial participants two weeks before outcome data collection to improve retention: an embedded
randomised controlled trial in the WORKWELL trial

1. Description of Data.
Nested randomised controlled trial of retention intervention (pre-notification of questionnaire)

Quantitative data collected as meta-data for the overarching WORKWELL trial.

240 records of approximately 10 fields. Data will be stored in formats suitable for long-term archiving, in CSV (or Excel) format, and also in Stata
format for data analysis.

2. Data collection / generation
Data will be collected as meta-data for the overarching WORKWELL trial and extracted from the tracker database (tracking participant responses) at
the end of the 6-month trial follow-up period.

Data checking will be performed by the UCLan data management team and will be subject to validation on receipt for analysis by the University of
Manchester.

3. Data management, documentation and curation
The data will be collected and stored within a secure database held at UCLan used to track participants in the WORKWELL Trial. This database will
be backed up regularly as is key to the management of the trial. No new data will be collected for the purposes of this trial, save the details as to
whether or not each individual was randomised to receive the pre-notification card (and, for those to whom it was sent, when it was sent). A data
extract (likely to be in EXCEL or CSV format) containing the relevant fields for analysis in this project will be exported at the end of this nested trial
(i.e. once follow-up of the 6-month outcome data has ceased) and transported using encrypted email to the University of Manchested statistics team.

The data set is very small (in terms of number of fields/variables), so a simple, separate data dictionary will be compiled, detailing the variables, their
definitions and other relevant details.
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All data will be retained. The data will be archived locally but may also be made available in conjunction with any publication produced, and also
will be retained by the MRC SWAT project (PROMETHEUS) team in relation to the overall project and related meta-analysis project (and its
retention policy). The combined dataset (including that from this sub-project) will be stored by the University of York in a secure location. Data from
individual datasets will remain the property of PROMETHEUS collaborators, in this case the University of Manchester (and collaborators at other
institution).

4. Data security and confidentiality of potentially disclosive personal information
No additional identifiable data will be collected as part of this sub-project and there are no additional risks to the data from this project. Please refer
to the WORKWELL Trial Pan-Man form for details regarding the security standards for the storage of the data for that project.

Given the nature of the fields collected (see earlier responses) and that the participant information relating to this project is all pseuonymised, there are
no substantive risks to data security providing research partners adhere to processes as The University of Manchester will not receive any identifying
information, nor will any of the details provided by sensitive data.

5. Data sharing and access
Yes

No specific arrangements for this subproject - please see DMP for the overall PROMETHESUS project which will co-ordinate the potential for
discovery by users of the data from the ~25 projects, including this, funded from within the MRC funding envelope for PROMETHEUS.

The project team has no plans for making the data more widely available, but will work with the PROMETHEUS team leads at York to ensure that
research data are made available at an appropriate point in time. (Please refer to the overarching MRC Project 'Routinely embedding recruitment and
retention interventions within randomised controlled trials' Pan-Man for details of the process for implementing these plans - this study team will
agree to release the data for public access once the relevant key pulbications are accepted).

Please refer to the overarching MRC Project 'Routinely embedding recruitment and retention interventions within randomised controlled trials' PanMan for details of the process for implementing these plans - this study team (i.e. the WORKWELL SWAT team) will agree to release the data for
public access once the relevant key pulbications are accepted, in line with the preference of the PROMETHEUS team.

See above.

No.

6. Responsibilities
Primary responsibilty is with Denise Forshaw at Lancashire CTU, UCLan. In conjuction with the PI, Sarah Rhodes will have responsibility for
liaising with Denise regarding data extraction from the main WORKWELL tracker database and validating the data extracted.

7. Relevant policies
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Policy

URL or reference

Data Management Policy and
Procedures

http://documents.manchester.ac.uk/DocuInfo.aspx?DocID=33802%20

Data Security Policy

http://documents.manchester.ac.uk/display.aspx?DocID=14914

Data Sharing Policy

http://www.library.manchester.ac.uk/using-the-library/staff/research/services/research-datamanagement/sharing/

Institutional Information Policy

http://www.itservices.manchester.ac.uk/aboutus/policy/

Records Management Policy

http://documents.manchester.ac.uk/display.aspx?DocID=14916

Intellectual Property Policy

http://documents.manchester.ac.uk/display.aspx?DocID=24420

8. Author and contact details
Dr. Chris Sutton
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