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Appendix A - List of Documents

IRAS project ID

186869

The final document set assessed and approved by HRA Approval is listed below.

Document

Version Date

Interview schedules or topic guides for participants [interview
schedule EBCD participants]

0.1

14 December 2015

Other [Statement of activities]

Other [Schedule of events]

Other [Consent post EBCD interviews] 01 14 December 2015
Other [Consent site guardian] 01 14 December 2015
Other [Interview schedule post EBCD] 01 14 December 2015
Other [Template behaviour mapping] 0.1 14 December 2015
Other [Template non-participant observation] 0.1 14 December 2015
Other [Consent behaviour mapping staff | 0.1 14 December 2015
Other [CREATE study poster for stroke ward] 0.1 08 January 2016
Other [CREATE flow diagram and information] 0.1 20 November 2015
Other [PIS PROM/PREM Patients] 02 23 February 2016
Other [PIS Interviews post EBCD] 0.2 23 February 2016
Other [PIS Site guardian] 0.2 23 February 2016
Other [PIS Fimed EBCD interviews] 0.2 23 February 2016
Participant consent form [Consent Behaviour mapping] 0.1 14 December 2015
Participant information sheet (PIS) [PIS Behaviour mapping] 0.1 14 December 2015
Participant information sheet (P1S) [PIS Behavioural mapping 0.2 23 February 2016
staff/patients]

REC Application Form [REC_Form_13012016] 13 January 2016
Research protocol or project proposal [Ethics protocol v 0.2] 02 23 February 2016
Summary CV for Chief Investigator (Cl) [CV] 01 13 January 2016
Summary, synopsis or diagram (flowchart) of protocol in non 01 14 December 2015
technical language [Study documents overview]

Validated questionnaire [PROM/PREM] 0.1 14 December 2015
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Appendix B - Summary of HRA Assessment

This appendix provides assurance to you, the sponsor and the NHS in England that the study,
as assessed for HRA Approval, meets the relevant standards for a study processed through
pre-HRA Approval systems, taking account of existing reviews and approvals. Any queries
about the assessment from NHS organisations should be escalated to hra.approval@nhs.net in
the first instance.

The appendix also provides useful information to sponsors and participating NHS organisations in
England to assist in assessing and arranging capacity and capability under HRA Approval processes.

The following person is the sponsor contact for the purpose of addressing participating organisation
questions relating to set-up of the study:

Professor Fiona Jones, St George’s University of London, F.Jones@ sgul.kingston.ac.uk

HRA assessment

This provides detail confirmation that the study meets the relevant HRA standards for studies which were
processed through pre-HRA Approval systems. It also provides clarifications where useful.

Following assessment, the HRA confirms that the study meets the relevant standards for studies that
were processed under pre-HRA Approval systems.

The statement of activities will form the agreement between the sponsor and participating NHS
organisation. The schedule of events has also been completed. No funding will be made available
from the sponsor to participating NHS organisations.

Participating NHS Organisations in England

This provides detail on the types of participating NHS organisations in the study and a statement as to whether
the activities at all organisations are the same or different.

Participating NHS organisations will recruit participants and take part in all research activities
described in the study documents.

The Chief Investigator or sponsor should share relevant study documents with participating NHS
organisations in England in order to put arrangements in place to deliver the study. The documents
should be sent to both the local study team, where applicable, and the office providing the research
management function at the participating organisation. For NIHR CRN Portfolio studies, the Local
LCRN contact should also be copied into this correspondence. For further guidance on working with
participating NHS organisations please see the HRA website.

If chief investigators, sponsors or principal investigators are asked to complete site level forms for
participating NHS organisations in England which are not provided in IRAS or on the HRA website,
the chief investigator, sponsor or principal investigator should notify the HRA immediately at
hra.approval@nhs.net. The HRA will work with these organisations to achieve a consistent approach
to information provision.
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Confirmation of Capacity and Capability

This describes whether formal confirmation of capacity and capability is expected from participating NHS
organisations in England.

Participating NHS organisations in England will be expected to formally confirm their capacity
and capability to host this research.

« Following issue of this letter, participating NHS organisations in England may now confirm to
the sponsor their capacity and capability to host this research, when ready to do so. How
capacity and capacity will be confirmed is detailed in the HRA Assessment section of this
appendix.

e The Assessing. Arranging, and Confirming document on the HRA website provides further
information for the sponsor and NHS organisations on assessing, arranging and confirming

capacity and capability.

Principal Investigator Suitability

This confirms whether the sponsor position on whether a Pl, LC or neither should be in place is correct for each
type of participating NHS organisation in England and the minimum expectations for education, training and
experience that Pls should meet (where applicable).

A principal investigator will be in place at each participating NHS organisation. Any study specific
training required will be provided.

GCP training is not a generic training expectation, in line with the HRA statement on training
expectations.
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NHS

Health Research Authority

Professor Fiona Jones

Professor of Rehabilitation Research Email: hra.approval@nhs.net
Faculty of Health, Social Care and Education, Kingston

University and St George's, University of London

2nd Floor Grosvenor Wing

Cranmer Terrace

London

SW17 ORE

23 June 2016

Dear Professor Jones

Letter of HRA Approval for a

study processed under pre-
HRA Approval systems

Study title: Using co-production to improve patient carer and staff
experiences in health care organizations: a multi-centre,
mixed methods evaluation in inpatient stroke units.

IRAS project ID: 186869
REC reference: 16/LO/0212
Co-Sponsors St George's University of London and St George's University

Hospitals NHS Foundation Trust
Thank you for your request to bring the above referenced study under HRA Approval.

| am pleased to confirm that the study has been given HRA Approval, on the basis of the document
set provided, any clarifications noted in this letter and taking account of reviews and approvals
previously conducted and issued.

The extension of HRA Approval to this study on this basis allows the sponsor and NHS organisations
to set-up the study in accordance with HRA Approval processes, with decisions on study set-up being
taken on the basis of capacity and capability alone.

Participation of NHS Organisations in England

The sponsor should now provide a copy of this letter to participating NHS organisations in England
which are being set up in accordance with HRA Approval Processes.

Appendix B provides important information for sponsors and participating NHS organisations in
England for arranging and confirming capacity and capability. Please read Appendix B carefully, in
particular the following sections:
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* Participating NHS organisations in England — this clarifies the types of participating
organisations in the study and whether or not all organisations will be undertaking the same
activities

« Confirmation of capacity and capability - this confirms whether or not each type of participating
NHS organisation in England is expected to give formal confirmation of capacity and capability.
Where formal confirmation is not expected, the section also provides details on the time limit
given to participating organisations to opt out of the study, or request additional time, before
their participation is assumed.

Itis critical that you involve both the research management function (e.g. R&D office) supporting each
organisation and the local research team (where there is one) in setting up your study. Contact details
and further information about working with the research management function for each organisation
can be accessed from www.hra.nhs.uk/hra-approval.

Appendices
The HRA Approval letter contains the following appendices:

e A- List of documents reviewed during HRA assessment
e B- Summary of HRA assessment

After HRA Approval

In addition to the document, “After Ethical Review — guidance for sponsors and investigators”, issued
with your REC Favourable Opinion, please note the following:

« HRA Approval applies for the duration of your REC favourable opinion, unless otherwise
notified in writing by the HRA.

« Substantial amendments should be submitted directly to the Research Ethics Committee, as
detailed in the After Ethical Review document. Non-substantial amendments should be
submitted for review by the HRA using the form provided on the HRA website, and emailed to
hra.amendments@nhs.net.

* The HRA will categorise amendments (substantial and non-substantial) and issue confirmation
of continued HRA Approval. Further details can be found on the HRA website.

Scope
HRA Approval provides an approval for research involving patients or staff in NHS organisations in
England.

If your study involves NHS organisations in other countries in the UK, please contact the relevant
national coordinating functions for support and advice. Further information can be found at
http://www.hra.nhs.uk/resources/applying-for-reviews/nhs-hsc-rd-review/.

If there are participating non-NHS organisations, local agreement should be obtained in accordance
with the procedures of the local participating non-NHS organisation.
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User Feedback

The Health Research Authority is continually striving to provide a high quality service to all applicants
and sponsors. You are invited to give your view of the service you have received and the application
procedure. If you wish to make your views known please email the HRA at hra.approval@nhs.net.
Additionally, one of our staff would be happy to call and discuss your experience of HRA Approval.

HRA Training
We are pleased to welcome researchers and research management staff at our training days — see
details at http://iwww.hra.nhs.uk/hra-training/.

Your IRAS project ID is 186869. Please quote this on all correspondence.
Yours sincerely

Simon Connoally
Senior Assessor

Email: hra.approval@nhs.net

Copy to: Ms Nadia Azzouzi, St George's University of London and St George's
University Hospitals NHS Foundation Trust (Sponsor Contact and Lead NHS
R&D contact)
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