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And is NHS Ethics or CAG approval required?
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Is my study researcl

Welcome. The aim of this decision ool is to help you decide whether of not your study is research as defined by the UK Policy
Framework for Health and Social Care Research
Itis based on the Defining Research table produced by the Research Ethics Service

‘You will be presented with a short series of YES or NO questions. Take your time to consider the wording carefully. Once you have
answered these questions the tool will let you know if your study is research

To help you with terminology, a GLOSSARY button is available on every page. All links to individual glossary items or other websites
appear in purple text and open in a new window.

Post Market Surveillance is NOT usually considered research. However, there are some circumstances where an NHS REC
approval may be required. Return to the Do I need NHS REG approval? ool to determine if your post market surveillance requires.
NHS REC approval.

Follow this I

K to begin.
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Welcome. Not all research conducted within the UK requires approval from an NHS Research Ethics Committee (REC). This
decision tool will help you to determine if your study requires this type of approval

At each stage of the decision tool you will be asked a series of questions. Read each question carefully and answer by selecting the
YES or NO buttons.

This tool will not tell you whether you need any other regulatory approvals.

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 biue text and open in a new window.

Post Market Surveillance is NOT usually considered research. However, there are some circumstances where an NHS REC
approval may be required. See HRA guidance. Select YES below to determine if your post market surveillance requires NHS REC
approval

Firstly, is your study research?
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Reducing the disclosure of confidential patient information - guidance for CAG applicants and potential
applicants
This HRA online tool is designed to be used in conjunction with other Confidentiality Advisory Group (CAG) guidance.

When considering whether a dataset can be described as identifiable o anonymised it is helpful to think of a sliding scale. Where
on the scale a dataset sits is determined by the risks of identifying individuals and how, where possible, the proposed technical

and security measures will mitigate the risk that they may be identified. In an effectively anonymised dataset, the possibilty of
identifying an individual should be minimal. As the possibility of identification increases, appropriate technical and security controls
need to be implemented to protect potentially identifiable datasets

This tool s intended to help you consider ways in which you may reduce the extent of confidential patient information an
te the risk of identifying anyone from the information in the dataset itself, or when combined with other information

available o the people who hold the dataset.

The tool should be consulted prior to submitting an application or annual review to CAG to access confidential patient inform:
witho t (for both research and non-research purposes). it may be possible to reduce the possibility of identifi

indiv extent where an application to CAG may not be required (i.e. dataset becomes effectively anonymis

should consider carefully whether the technical approach, procedures and security arrangements do in fact reduce the risk of
identifying individuals to a level where there is no breach of confidentiality

The tool s in three modular sections:

- Module 1 - Do you need confidential patient information?
- Module 2 - Are there methods that can reduce the extent of confidential patient information required?

« Module 3 - Evidence/consi when making an application or providing ual review

You will be led to those sections that apply to you. You may not need to visit Module 3. Please read the sections carefully to see
whether or not they apply to your application

We are consulting on the usefulness of this tool. Please help us improve it by completing this short survey.

(> Begin Module 1 - Do you need confidential patient information? )
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