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1. What sort of research might take place in the NHS?

Session Plan 26" June 2025

2 What approvals do | need tor my research
3.How do | obtain these approvals?

4 What happens once my research project is open’
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1. What sort of Research might take place in the NHS?

NHS involvement in research may include:
* |dentitication and recruitment of patients, carers or statf on the basis ot

their association with NHS services

* Investigation of a new treatment, intervention or medical device
* Questionnaires, interviews or focus groups

* Extraction and analysis ot patient data

NHS Siimmslind:
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2. What approvals do I need for my Research?

— The HRA regulates research in the NHS giilr;cgrﬁ;search

HRA approval combines an assessment of governance

and legal compliance with an NHS REC review

HRA online toolkits can help

you determine whether your project

requires HRA and REC review
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Research is “designed using ALK e Evaluation
documented methodology which will

allow results to be extrapolated or

applied from the study sample to a Clinical
larger population” (HRA, 2022) Audit
Quality

Improvement
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There’s a toolkit for that

ls my research taking place in the NHS and

Do | need NHS Research Ethics
Committee (REC) review?

will it need NHS approval?
Click for link

https:/ /www.hra-decisiontools.org.uk/ethics/

hat type of NHS ethics Can | carry out my

review do | need?

s it research?
research as a student?

Click for link

https://www.hra-
decisiontools.org.uk/research

Click for link



https://www.hra-decisiontools.org.uk/research
https://www.hra-decisiontools.org.uk/research
https://www.hra-decisiontools.org.uk/research
https://www.hra-decisiontools.org.uk/ethics/
https://www.hra-decisiontools.org.uk/ethics/
https://www.hra-decisiontools.org.uk/ethics/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/student-research/student-research-toolkit/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/student-research/student-research-toolkit/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/student-research/student-research-toolkit/

Medicines & e
Healthcare products HM Prison &
Hegula?m f)\gency Probation Service

Administration of

Radioactive Substances
Advisory Committee

HRA Confidentiality Advisory
Group (CAG)



3. How do I obtain these approvals?
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Integrated Research Application System
(IRAS)

Applications for regulatory approval are submitted through IRAS

— The project filter questions on IRAS will determine which

additional forms are needed.

apogs

Supporting documents such as protocol, participant

information sheets and consent forms must be uploaded into

IRAS

The HRA has published Participant Information Quality

http://myresearchproject. Standards and template texts
org.uk/



http://myresearchproject.org.uk
http://myresearchproject.org.uk

Participant Information Quality Standards
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The HRA has published Quality Standards to improve information given to

people who are invited to take part in research.

The Standards set out the basic criteria that all participant information must

meet. They include language, accessibility, and content requirements.

| | Study Contact "Sponsor informed by
Plain English | public
summary details TemP‘OTe involvement

Link to Participant Information Quality Standards



https://www.hra.nhs.uk/planning-and-improving-research/research-planning/participant-information-quality-standards/
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GDPR transparency wording

* Template designed by the HRA to help ensure research participants have all the
information they need to make an informed decision about the use of their data

* This is a mandatory requirement for all

studies requiring HRA approval

* Insert wording into Participant Information

Sheet

Link to Transparency wording

How will we use information about you?

We will need to use information from [you] [from your medical records] [your GP] [OTHER] for this
research project.

This information will include your [initials/ NHS number/ name/ contact details/ provide a bullet list of
identifiers held by site and/or sponsor for the research]. People will use this information to do the
research or to check your records to make sure that the research is being done properly.

OPTION where applicable: People who do not need to know who you are will not be able to see your
name or contact details. Your data will have a code number instead.

OPTION if not already stated: [insert name of sponsor] is the sponsor of this research.

[insert name of sponsor] is responsible for looking after your information. We will share your
information related to this research project with the following types of organisations:

« [in bullet points, list the organisation types]
We will keep all information about you safe and secure by:

« in bullet points, concisely list some of the steps you will take to keep information secure



https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/transparency-wording-for-all-sponsors/
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SoECAT: Schedule of Events Cost Attribution Template

The SoECAT
. —_—
ncludes viat e
Activity details Visit details Add visit Reorder visits Reorder activities

O C-l- i Vi -|- i eS ACTIVITY ;g}ZIRED ACTIVITY

ACTIVITY DEPARTMENT  CODE STAFF ROLE STAFF ROLE ADDITIONAL INFORMATION (MINUTES)  COST(£)

u n d e r-|-0 I(e n G-'- Informed consent e Procedure Study Team NIHR_PRC_001 Nursing/Manager

25 cpms-soecat.nihr.ac.uk/soecat-workflow/9638/per-participant-sets/43445?studyld=66911&pp=msa %4 )

o Blood or other biological
s I 'I'es ACoctea Procedure Study Team NIHR_PRC_.004  Nursing/Manager
sample - collection only
1 R h
d I . O SS I I I S O X gical Procedure esearc NIHR_PRC_005 Nursing/Manager
sample processing Laboratory
Research .
C O S O I I C O S Procedure NIHR_PRC_006 MNursing/Manager
Laboratory
C O 'l' e g O ry '|'O ' Investigation Pathology NIHR_INV_144

Blood glucose Investigation Unknown

them.
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Organisation Information

* This document contains information for the
recruiting site about their role and
responsibilities

* |t must be provided as part ot the
IRAS submission

* The template is available at:
https://www.myresearchproject.org.uk/

* JCRO can support
completion

Document (OID)

IRAS

Template Version Moc 1.8 Apnl 2024

Study Information

* .
1. IRAS ProjectID Enter IRAS Project ID

%*
2. Full Title of the Study Enter full title of study

*
3. Legal Name(s) of Sponsor/Co-
SponsorsiJoint-Sponsors Enter legal name

4. Contact details of person acting on behalf of Sponsor for questions relating to
study set up. Please enter details of the person who is the Sponsor's main point of contact
for all correspondence on setting up the study at this NHS / HSC organisation. This contact
may be the Sponsor, a Study Manager, Clinical Research Scientist or Study Coordinator.
Where a Contract Research Organisation (CRO) or Clinical Trials Unit (CTU) has been
delegated to handle set up on behalf of the Sponsor, the contact at the CRO or CTU should
be named here.

Name Enter name
Telephone Number Enter felephone number |
Email Address Enter email address

*
5. Are all Participating NHS / HSC Organisations undertaking the same protocol
activities?

Select yes or no

If ‘No’ give details of the activities taking place at NHS / HSC organisations that you
will use this outline Organisation Information Document with. Additional outline
Organisation Information Documents may be required for NHS / HSC organisations
undertaking different activities.

If no, give details

Participating NHS / HSC Organisation Information

6. Name of Participating NHS / HSC Organisation. If this Organisation Information
Document is being used as an Agreement the name must be entered prior to agreement.

Enter name of padicipating NHS / HSC Organisation

7. Location/s: Please provide detail below, where it is planned to undertake the research
only at specified locations within the Participating NHS / HSC Organisation (for example,
only at specific hospital(s), General Practice(s) and / or Research Unit(s) within the
organisation). It is not intended that the level of detail provided here captures individual
departments within the Paricipating NHS / HSC Organisation.

[ Display Settings [, Focus )
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IRAS application tips

* Be consistent about when patients can withdraw their data

» Address Potential tor Coercion
* Ensure Proper Document Formatting

* Be Inclusive of Non-English Speakers and those with

VN

different communication needs. EDI Webinar

* Avoid Digi'|'0| Exclusion Digital Inclusion Framework



https://unibrightonac-my.sharepoint.com/personal/a_darby2_bsms_ac_uk/_layouts/15/stream.aspx?id=%2Fpersonal%2Fa%5Fdarby2%5Fbsms%5Fac%5Fuk%2FDocuments%2FRecordings%2FEquality%2C%20Diversity%20and%20Inclusion%20The%20NIHR%20requirements%20and%20how%20to%20the%20integrate%20the%20EDI%20principles%20in%20a%20research%20project%2D20250514%5F123138%2DMeeting%20Recording%2Emp4&nav=eyJyZWZlcnJhbEluZm8iOnsicmVmZXJyYWxBcHAiOiJTdHJlYW1XZWJBcHAiLCJyZWZlcnJhbFZpZXciOiJTaGFyZURpYWxvZy1MaW5rIiwicmVmZXJyYWxBcHBQbGF0Zm9ybSI6IldlYiIsInJlZmVycmFsTW9kZSI6InZpZXcifX0&ga=1&referrer=StreamWebApp%2EWeb&referrerScenario=AddressBarCopied%2Eview%2Ea9d92ef4%2D0737%2D4e37%2D8ce8%2Dd6b4403ad447
https://www.sussex.ac.uk/collaborate/public-third-sector/expertise-consulting-commission-public-sector

Funding awarded

Preparation of HRA/REC Confirmation of
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Sponsorship

The sponsor is the organisation that takes on overall

responsibility for proportionate, effective arrangements being in
place to set up, run and report a research project

The sponsor is typically the employer ot the Chiet Investigator

't you are employed by a JCRO partner organisation, an

application must be made to the PSRP (Pre-sponsorship review
panel) in advance of sponsorship being contirmed.

Pre-Sponsorship Review Panel (PSRP) - BSMS



https://www.bsms.ac.uk/research/support-and-governance/pre-sponsorship-review-panel.aspx
https://www.bsms.ac.uk/research/support-and-governance/pre-sponsorship-review-panel.aspx
https://www.bsms.ac.uk/research/support-and-governance/pre-sponsorship-review-panel.aspx
https://www.bsms.ac.uk/research/support-and-governance/pre-sponsorship-review-panel.aspx
https://www.bsms.ac.uk/research/support-and-governance/pre-sponsorship-review-panel.aspx
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NIHR Portfolio o
adoption

) Support for the planning and delivery ot high-quality research by the Local NIHR Research
Delivery Network

D Access to research training

D ISRCIN registration is free for portfolio studies

NHS sites that recruit to a porttolio study are eligible

to receive additional support funding ( not via grant)
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Confirmation of

Capacity and Capability = ==

NHS recruiting sites must contirm capacity
and capability tor a study to commence

recruitment.

The Local Information Pack (LIP) should be
sent to sites to initiate the C&C process.

IRAS Help - Preparing & submitting
applications - Site specific information



https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx
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How long will it take?

* We would advise researchers to expect the process from requesting sponsor

approval tor an application to receiving confirmation of capacity and

capability to take é months.
* The RECs aim to provide a final opinion within 60 days of receiving o
submission

* The time for obtaining sponsorship approval and NHS

confirmation of capacity and capability is more variable.

* It's important to start conversations with NHS Research

and Development Departments early

000
000
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4. What happens once my research project is open?

Submit using HRA Amendment Tool

NHS sites must confirm they have no objection to the
amendment going ahead
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Ongoing project management

* All adverse events and protocol deviations should be recorded.

 Serious Adverse Events that are unexpected and related to the research
procedures must be reported to the NHS REC within 15 days

» Serious breaches to protocol or GCP (Good Clinical Practice) must be reported
to NHS REC

* At the end of the study, an end of study declaration should be sent to the REC
within 90 days.
* A Final report should be submitted to the REC within 12 months of the study ending



Research

Ji Upcoming changes for Drug Trials
and Clinical Investigations

The new clinical trial regulations will come into force on 28 April 2026

't will become a legal requirement to:

O Register clinical trials in a public registry

O Publish a summary of trial results within 12 months of completion

O Oftter to share a summary of results with participants (or their
representative) in a tormat they can easily understand

The HRA are preparing guidance on developing an Inclusion and Diversity

plan to be submitted via IRAS - not mandatory



Any questions?

Email: JCROeSussex.ac.uk
Website:

Joint Clinical Research Office
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https://www.bsms.ac.uk/research/support-and-governance/jcro/brighton-and-sussex-joint-clinical-research-office.aspx
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