PILOT STUDIES
WITHIN THE NHS.

A Quick Overview of Requirements
for HealthTech Companies.




First of all, not all pilot studies are
the same.

Broadly speaking, there are 3

categories:
. ] ‘ X
User testingand  Simulation Clinical
feedback studies studies

The level of compliance you need to
demonstrate 1s highly dependant on
what type of study you are running.




If you are just beta-testing your
product with a team of clinicians
using no real patient data.

There 1s no other paperwork
required.

Same goes with simulation studies.
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However, If you are testing your
product in a clinical setting, involving
real patients,

You will then have to consider the
following 5 requirements:

. Ethics Approval
. MHRA Notification

. Information Governance

. Data security protection toolkit




ETHICS APPROVAL

Ethical approval is required for Clinical Trials or
studies involving the use of Medical Devices.

You can refer to this very helpful tool by the
UKRI to determine whether your research project
require NHS Ethics approval.

Medical m
& Research Health Research
Council Authority

Do | need NHS REC review?

Welcome

Mot all research conducted within the UK requires review by an NHS Research Ethics Committee (REC).

This decision tool:

= will help you to determine if your study requires a review by an NHS REC
« will not tell you whether you need any other regulatory approvals and/or types of ethics review

You should check what other reviews or approvals are needed for your research irrespective of the result from this tool.
At each stage of the decision tool you will be asked a series of guestions. Read each question carefully and answer by selecting the 'YES' or 'NO' buttons.
To help you with terminology, a GLOSSARY button is available at the bottom every page. All links to individual glossary items or other websites appear in blue text and open in a new window.

Select the ALGORITHM button, which is at the bottom of every page, for more detailed information about both the policy and legislation reguirements for NHS REC review that apply to the UK or to
particular countries of the UK.

Post Market Surveillance is NOT usually considered research. However, there are some circumstances where an NHS REC review may be reguired. Select YES below to determine if your post

market surveillance requires NHS REC review.
[ YES ] [ NO ] NOT SURE

Firstly, is your study research?

.,

About this tool Feedback Contact Glossary Algorithm Accessibility

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




MHRA NOTIFICATION

You may need to carry out a clinical investigation
as part of the process to obtain a UKCA / CE / CE
UKNI marking for your medical device.

You must inform the MHRA if you are planning to
do this at least 60 days before starting your
Investigation.

Home > Health and socialcare > Medicines, medicaldevices > Clinicaltrials and investigations

Guidance

Notify the MHRA about a clinical
investigation for a medical device

How to notify the MHRA of your intention to carry out a
clinical investigation for medical devices.

From: Medicines and Healthcare products Regulatory Agency
Published 18 December 2014
Last updated 21 September 2023 — See all updates

https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device



INFORMATION GOVERNANCE

The Caldicott process ensure health and care
Information is used ethically, legally and
appropriately.

Many health authorities will require a Caldicott form
to be completed prior to the commencement of any
research project involving patient information.

Home About Support Manua Learning News and events Register |

(L — W h ional
@0%  pody for Caldicott
‘ m ‘ Guardians in the UK

A Caldicott Guardian is a senior person responsible for protecting the
confidentiality of people’s health and care information and making sure it is used

properly. We provide practical support, resources and networking opportunities for

National Data Guardian Are you a new Caldicott National Data Guardian I\Lljesr:::ljr:::]t:?;
guidance on Caldicott Guardian looking for help?  guidance on evaluating & P
Guardians public benefit

https://www.ukcgc.uk/




DATA SECURITY
PROTECTION TOOLKIT

The DSPT is an online self-assessment tool that
allows organisations to measure their performance

against the National Data Guardian's 10 data security
standards.

All organisations that have access to NHS patient

data and systems MUST use this toolkit to provide

assurance that they are practising good data security
and that personal information is handled correctly.

NHS

England

Data Security and Protection Toolkit

https://www.dsptoolkit.nhs.uk/



Under the UK GDPR, you are to
produce a DPIA if the data processing activities are
'likely to result in high risk'’.

Healthcare data processing falls under the higher risk
category and therefore this is mandatory.

Infarmation Commissioner’s Office

The ICO exists to empower you through information.

Home  For the public  For organisations  Make a complaint  Action we've taken  About the ICO

For organisations / UK GDPR guidance and resources / Accountability and governance /
Data Protection Impact Assessments (DPIAs)

Data Protection Impact Assessments (DPIAs) share Q) Download options @)

https://ico.org.uk/for-organisations/uk-gdpr-guidance-and-resources/



Hope you found
this helpful!

This 1s a series we are making to help
HealthTech Innovators access better
resources.

Just our small way of helping!



