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Summary 
 
The national data opt-out applies to the disclosure of confidential patient information for 
purposes beyond individual care across the health and adult social care system in 
England.  
 
This document provides operational guidance to understand the application of national 
data opt-out policy – it sets out when the national data opt-out must be applied along with 
the exemptions when it will not apply.  
 
The national data opt-out applies to data that originates within the health and adult social 
care system in England and is applied by health and care organisations that subsequently 
process this data for purposes beyond individual care. The opt-out does not apply to data 
disclosed by providers of health and care services outside of England or to children’s 
social care services.  
 
The national data opt-out is aligned with the authorisation used for sharing a patient’s data 
in accordance with the common law duty of confidentiality (CLDC). In broad terms the 
national data opt-out applies unless there is a mandatory legal requirement or an 
overriding public interest for the data to be shared. The opt-out does not apply when the 
individual has consented to the sharing of their data or where the data is anonymised in 
line with the Information Commissioner’s Office (ICO) Code of Practice on 
Anonymizations.  
 
A member of the public is able to set an opt-out via a number of channels that include 
online, digitally assisted and non-digital channels. Any person registered on the Personal 
Demographic Services (PDS) and who consequently has an NHS number allocated to 
them is able to set a national data opt-out. The opt-out is stored in a central repository 
against their NHS number on the Spine. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

National Patient Opt Out Policy V1.0 
Page 3 of 17 

Table of Contents 
 

Summary ............................................................................................................................ 2 

1. Introduction ................................................................................................................. 4 

2. Purpose of this Policy/Procedure ............................................................................. 4 

3. Scope ........................................................................................................................... 4 

4. Definitions / Glossary ................................................................................................. 5 

5. Ownership and Responsibilities ............................................................................... 6 

5.2. Role of the Trust Board ......................................................................................... 6 

5.3. National Patient Opt Out Lead ............................................................................... 6 

5.4. The Information Governance Group ...................................................................... 6 

5.5. Role of the Information Services Manager ............................................................ 6 

5.5.1. To ensure regular files are prepared and sent via the Message Exchange for 
Social Services and Health (MESH) to NHS Digital to be processed. .............................. 6 

5.6. Role of Staff ........................................................................................................... 7 

6. Standards and Practice .............................................................................................. 7 

6.1. Types of Data ........................................................................................................ 7 

6.4. Purpose and point of application ........................................................................... 7 

6.5. Legal framework and Lawful basis ........................................................................ 8 

6.6. Patient Consent ..................................................................................................... 9 

6.7. Geographic coverage ............................................................................................ 9 

6.8. Deceased Patients ................................................................................................ 9 

6.9. National patient experience surveys ...................................................................... 9 

6.10. Population screening programmes .................................................................. 10 

6.11. Flows to Public Health England National Disease Registers ........................... 10 

6.12. Payments and invoice validation ...................................................................... 10 

7. Dissemination and Implementation ........................................................................ 10 

8. Monitoring compliance and effectiveness ............................................................. 11 

9. Updating and Review ............................................................................................... 11 

10. Equality and Diversity .............................................................................................. 11 

10.2. Equality Impact Assessment ............................................................................ 11 

Appendix 1. Governance Information ............................................................................ 12 

Appendix 2. Initial Equality Impact Assessment Form ................................................. 14 

Appendix 3 When an Opt out applies. ............................................................................ 16 
 
 

 

 



 

National Patient Opt Out Policy V1.0 
Page 4 of 17 

1. Introduction 
1.1. This document sets out the policy rules for RCHT when assessing whether the 
national data opt-out needs to be applied. 

 
The national data opt-out was introduced on 25 May 2018, enabling patients to opt 
out from the use of their data for research or planning purposes, in line with the 
recommendations of the National Data Guardian in her Review of Data Security, 
Consent and Opt-Outs. 
 
By 2020 all health and care organisations are required to be compliant with the 
national data opt-out policy, where confidential patient information is used for 
research and planning purposes. 
 

1.2. This version supersedes any previous versions of this document.  
 

1.3. Data Protection Act 2018 (General Data Protection Regulation – GDPR) 
Legislation  
 
The Trust has a duty under the DPA18 to ensure that there is a valid legal basis 
to process personal and sensitive data. The legal basis for processing must be 
identified and documented before the processing begins. In many cases we may 
need consent; this must be explicit, informed and documented. We can’t rely on 
Opt out, it must be Opt in. 
 
DPA18 is applicable to all staff; this includes those working as contractors and 
providers of services. 
 
For more information about your obligations under the DPA18 please see the 
‘information use framework policy’, or contact the Information Governance Team 
rch-tr.infogov@nhs.net 

2. Purpose of this Policy/Procedure  
This policy sets out the way the RCHT will comply with the National Patient Opt 
Out Programme. This will ensure that patients who have decided to opt out of 
having their data used for purposes beyond direct healthcare will have their 
informed decision complied with. When a preference to opt out has been made 
the Trust must ensure that the patient’s data is not used for the purposes of 
research or for activities which assist the Trust in managing its services. 

3. Scope 
This policy applies to all staff engaged in research or planning of operati0on 
services whether they are employed by the Trust permanently, temporarily, 
through an agency or bank arrangement, are students on placement, are party 
to joint working arrangements, honorary contracts or are contractors delivering 
services on the trust’s behalf.   
 
 
 
 



 

National Patient Opt Out Policy V1.0 
Page 5 of 17 

4. Definitions / Glossary 
4.1. Individual care  
This is often referred to as ‘direct care’ where legally the sharing of data is based 
on implied consent, i.e. where the patient knows or would reasonably expect their 
data to be shared for their care and treatment.   
 
4.2. Purposes beyond individual care  
This is used to refer to all other uses of data outside an individual’s care and 
treatment. This is sometimes also referred to as “secondary uses”, “indirect care" 
or “other purposes”. 
 
4.3. Data disclosure  
This is the term used to describe sharing of data in relation to the common law 
duty of confidentiality and is used to indicate the point at which the national data 
opt-out must be applied. 
 
4.4. Apply and applying  
Is used to describe the process whereby the Trust respect national data opt-outs 
in any data disclosures, this may sometimes be referred to as “upholding”. 
 
4.5. Compliance  
Is used to refer to an organisation having assessed its data flows to determine 
whether they fall within the scope of national data opt-out policy (as defined by 
this document), and applying the national data opt-outs as necessary to any 
flows that are within scope. An organisation may be in compliance even if it is 
not applying the national data opt-out where it does not have any data 
disclosures that need the opt-out to be applied. For example where it is 
processing data for individual care only 
 
4.6. Common law duty of Confidentiality (CLDC)  
Is used to refer to the common law regarding information that is subject to a duty 
of confidence. This is sometimes termed the “common law duty of confidence 
“patient” is used to refer to people in the context of an opt-out being applied to 
any “data disclosure”. In some parts of the health and care system the term 
“client” or “service user” may be equivalent. 
 
4.7. Data Protection legislation  
Is used in this document as an umbrella term to cover the Data Protection Act 
2018 (DPA) and the General Data Protection Regulation (GDPR), and any 
regulations which relate to the DPA or GDPR. 
 
4.8. National Patient Opt Out (NPOO) 
The right for patients to withhold consent for their data to be used for research or 
planning of services. 
 
4.9. Message Exchange for Social Services and Health (MESH)  
MESH is NHS Digital's secure messaging service. It supports two-way transfer of 
data between NHS Digital and health and care organisations.  
 
Data is fully encrypted during transit. The service uses MESH to allow users to 
send a data file containing a list of patient NHS numbers to be checked against 
the Spine repository, where information about national data opt-outs is stored. 
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The service then uses MESH to send back an updated version of the data file 
with the NHS numbers of those who have opted out removed.  

5. Ownership and Responsibilities  
5.1. This section should give a detailed overview of the strategic and operational 
roles responsible for the development, management and implementation of the 
policy.  
 

5.2. Role of the Trust Board 
 

The Trust Board is accountable for: 
 

5.2.1. Ensuring the Trust is acting to ensure continued compliance with 
the National Patient Opt Out Programme. 
 
5.2.2. The Board must ensure there are robust systems and process in 
place to recognise and ensure that those patients who have opted out of 
having their data used for research and planning purposes have their 
request acted upon. 

  

5.3. National Patient Opt Out Lead 
 

5.3.1. The Trust’s Opt Out lead (Head of Information Governance) will 
ensure that patients and the public are informed of the Trust’s published 
compliance statement within its privacy notice. 
 
5.3.2. The lead will ensure those systems and process which are put in 
place are affective and that they are adhered to. 
 
5.3.3. The lead will report any breaches of the NPOO via Datix to the 
Information Governance Group (IGG) 

 

5.4. The Information Governance Group 
 

5.4.1. The Director of Integrated Governance who chairs the IGG will 
receive regular reports as to the progress against the delivery of the 
systems and process designed to comply with the NPOO.  

 
5.4.2. Any breaches of the NPOO will be reported to the IGG along with 
the investigation as to the specifics of the breach.   
 

5.5. Role of the Information Services Manager 

5.5.1. To ensure regular files are prepared and sent via the Message 

Exchange for Social Services and Health (MESH) to NHS Digital to be 

processed. 

 
5.5.2 To ensure those patients identified as having opted out of either 
research or the use of their information to planning services have their data 
removed form operational files. 
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5.5.3. To report any breaches of the NPOO to the Head of Information 
Governance, 

 

5.6. Role of Staff 
 

All staff are to abide by the wishes of patients and to ensure they do not 
process patient information for research or service planning.  

6. Standards and Practice 
 

6.1. Types of Data   
The national data opt-out applies to “confidential patient information” (CPI). CPI 
is defined in section 251 (11) of the National Health Service Act 2006. Broadly it 
is information that meets all of the following 3 requirements:  
 

 identifiable or likely identifiable (for example from other data likely to be in the 
possession of the data recipient); and  

 given in circumstances where the individual is owed an obligation of 
confidence; and  

 conveys some information about the physical or mental health or condition of 
an individual, a diagnosis of their condition; and/or their care or treatment. 

 
6.2. The national data opt-out does not apply to information that is anonymised 
in line with the Information Commissioner’s Office (ICO) Code of Practice (CoP) 
on Anonymisation or is aggregate or count type data.  
 
6.3. The national data opt-out is for patient data only and applies to confidential 
patient information - the national data opt-out does not apply to workforce or staff 
data.  

 
NB: Staff data may be removed as a result of the opt-out being applied but only 
where it is relevant to a patient’s care (for example, a consultant’s name may be 
linked to an episode of care). Staff data, and any other personal data which is not 
confidential patient information, would still be subject to data protection legislation 
and the rights provided under this, including article 21 (right to object) in GDPR, but 
sits outside of the scope of the national data opt-out. 
 

6.4. Purpose and point of application 
 
The national data opt-out is defined based on purpose and applies to any 
disclosure of data for purposes beyond individual care. More specifically:  
 

 The national data opt-out would always need to be considered to be applied 
(in line with this policy) at the organisational or data controller boundary.  
 

 The national data opt-out may also need to be considered to be applied 
internally at the point of change of purpose – specifically where S.251 
support is relied upon as the legal basis for allowing the disclosure of 
confidential patient information.  
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Purposes beyond individual care are defined as anything that does not meet the 
definition of individual care. It would include purposes such as planning for the 
provision of local services, managing and running NHS and adult social care 
services, commissioning, invoice validation, national clinical audits and 
research. For completeness the definition of indirect care is also included in the 
appendix which will assist the Trust in making the decision about whether a 
particular use falls outside of the definition of individual care. 
 

6.5. Legal framework and Lawful basis 
 

6.5.1. The national data opt-out is a policy opt-out that must be 
considered and applied alongside existing data protection legislation, other 
laws and best practice. These include data protection legislation and the 
CLDC, Human Rights Act 1998, and all relevant Codes of Practice such as 
the DHSC and NHS Digital codes of confidentiality and best practice 
guidance, for example the seven Caldicott principles. 
 
Data protection legislation (DPA 2018 and GDPR) requires the Trust as a 
controller to ensure that all processing of personal data is in line with the 
principles including being fair, lawful and transparent. This includes ensuring 
compliance with the CLDC. To remain lawful the Trust must ensure:  
 

 An Article 6 condition is satisfied (for personal data); and 
 

 An Article 9 condition is satisfied (as health data is a special category of 
data) and compliance with the common law requirements (CLDC), for 
example there is consent or some other statutory authorisation for the 
data use such as S.251 
 

6.5.2. The Trust needs to be clear first on the purpose for the disclosure - 
is it:  
 

 For individual care – in which case the opt-out does not apply OR  
 

 another purpose beyond individual care and the opt-out may apply. 
This will depend upon how the common law requirement on 
confidentiality (i.e. CLDC) is being satisfied  

 
A lawful basis is needed for data protection legislation including the CLDC. 
Data protection legislation requires the lawful basis for any processing to be 
communicated clearly to individuals through appropriate channels and 
materials in line with the duty of transparency. Once the lawful basis for the 
processing has been established then the application of the national data 
opt-out can be determined based on the authorisation for complying with the 
CLDC. 
 
See Appendix 3 for a table which summarises the commonly used bases 
and sets out when the opt-out applies. Options include the use of the legal 
gateways set out in the Control of Patient Information Regulations 2002 
(made under Section 251 of the NHS Act 2006) which allow confidential 
patient information to be used without patient consent. 
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6.6. Patient Consent 
 

The national data opt-out does not apply where a patient has given their explicit 
consent to the specific use of their data. The use of consent for specific purposes 
is supported by the following excerpt from the National Data Guardian (NDG) 
review:  
 

“People should continue to be able to give their explicit consent separately if 
they wish, e.g. to be involved in research, as they do now. They should be able 
to do so regardless of whether they have opted out of their data being used for 
purposes beyond direct care. This should apply to patients’ decisions made both 
before and after the implementation of the new opt-out model”.  
 
As the NDG specified there is no dependency on the timing of when a person 
gave their consent for a specific disclosure of their data. A person may give 
consent for a specific purpose either before or after setting a national data opt-
out and this consent will constitute an exemption from the national data opt-out. 

 

6.7. Geographic coverage 
 

6.7.1. The national data opt-out relates to information about an 
individual’s health and adult social care provided in England.  

 
6.7.2. It does not apply to information about an individual’s health or care 
which is generated or processed outside of England including in home 
countries of the UK, which is Wales, Scotland, Northern Ireland, or the Isle 
of Man or Channel Islands.  

 
6.7.3. Opt-outs offered in other home countries for example in Wales, 
Scotland (the Spire Opt-out), Northern Ireland, or the Isle of Man (IoM) or 
the Channel Islands do not apply in England – but they may be applied prior 
to receipt of any data in England.  

 
6.7.4. National data opt-outs continue to apply until the individual 
proactively changes their opt-out preference, including where the individual 
subsequently moves away from England. For example an individual moving 
from England to Wales who has a national data opt-out but does not remove 
it when they move – their opt-out remains in place and is applied in line with 
this policy. 

 

6.8. Deceased Patients 
A national data opt-out continues to be maintained and applied for an individual 
after they have died. Health and adult social care organisations are expected to 
continue to apply opt-outs for deceased patients and their opt-out will continue to 
be held on the Spine repository. 

 

6.9. National patient experience surveys 
The national data opt-out does not apply to the National Cancer Patient 
Experience Survey (CPES) and CQC NHS Patient Survey Programme, both of 
which will continue to run unaffected under their current arrangements.  
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These national surveys will continue to operate separate opt-out mechanisms 
and details of how to opt out of these surveys are provided locally. 
 

6.10.  Population screening programmes 
The national data opt-out does not apply to disclosures of confidential patient 
information for the purpose of allowing participation in National Screening 
Programmes endorsed by the UK National Screening Committee.  
 
The NDG review took a specific position on population screening programmes: 
“Some uses of information for public health purposes can be seen as direct care, 
that is where they relate to the care of an individual. This includes the oversight 
and provision of population screening programmes”.  
 
For the avoidance of doubt national data opt-outs do not apply to confidential 
patient information flowing under the following approvals:  

 

 NHS Breast, Bowel and Cervical Cancer Screening Programmes 
(15/CAG/0207);  

  NHS Abdominal Aortic Aneurysm Screening Programme (ECC 3-
04(o)/2011). These screening programmes continue to operate separate 
opt-out mechanisms for patients who do not wish to be invited for screening. 

 

6.11.  Flows to Public Health England National Disease Registers  
 
The national data opt-out does not apply to confidential patient information 
flowing to Public Health England (PHE) under the following approvals:  
 

 National Cancer Register (PIAG 03(a)/2001);  

 National Congenital Anomaly and Rare Diseases Register (CAG 10- 
02(d)/2015). 

 

6.12.  Payments and invoice validation 
 
In general the national data opt-out does not apply to data used for payment and 
invoice validation purposes. Specifically the national data opt-out does not apply 
to invoice validation for non-contracted activities and for contracted activity 
anonymised data should be used. 

7. Dissemination and Implementation 
 

7.1. This policy document will be approved by the Information Governance 
Group, and all staff will be informed that the document has been updated and 
available to view on the Documents Library.  The policy will be held in the public 
section of the Documents Library with unrestricted access, replacing the previous 
version, which will be archived in accordance with the Trust Information Lifecycle 
and Corporate Records Management Policy 
 
7.2. The National Opt Out Lead will work closely with the Information Services 
Manager to ensure best practice is adhered to and that the wishes of patients 
through the MESH are applied to patient level data relating to research and 
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service planning. 

8. Monitoring compliance and effectiveness  
  

Element to be 
monitored 

Patient data received via the MESH is removed from research of 
service planning reports. 

 

Lead Head of Information Governance and Information Services 
Manager 

 

Tool Audit and review tool 

Frequency Monthly checks against the data received from MESH with opt outs 
will be compared to anonymised/ pseudonymised operational 

reports 

Reporting 
arrangements 

Reports sent bi-monthly to the Information Governance Group 

Acting on 
recommendations  
and Lead(s) 

Actions arising from activity reports and breach notifications will be 
monitored and managed by the Information Governance Group 

Change in 
practice and 
lessons to be 
shared 

 Required changes to practice will be identified and actioned before 
full implementation date of March 2020.  A lead member of the 

team will be identified to take each change forward where 
appropriate.  Lessons will be shared with all the relevant 

stakeholders 

9. Updating and Review 
9.1.   This policy document will be reviewed no less than every three years. 
Where appropriate, the author may set a shorter review date.  

 
9.2.  Consultation, approval and dissemination of subsequent revisions will 
follow the guidance set out in the Trust organisation-wide Policy for the 
Development and Management of Knowledge and Procedural Documents (The 
Policy on Policies). 
  
9.3. Any revision activity is to be recorded in the Version Control Table as part of 
the document control process.  

10. Equality and Diversity  
 

10.1.This document complies with the Royal Cornwall Hospitals NHS 
Trust service Equality and Diversity statement which can be found in the 
'Equality, Inclusion & Human Rights Policy' or the Equality and Diversity 
website.  

10.2. Equality Impact Assessment 

The Initial Equality Impact Assessment Screening Form is at Appendix 2. 
 
  

http://www.rcht.nhs.uk/GET/d10268876
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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Appendix 1. Governance Information 

Document Title National Patient Opt Out Policy V1.0 

Date Issued/Approved: September 2019 

Date Valid From: November 2019 

 Valid to November 2022 

Directorate / Department 
responsible (author/owner): 

Mark Scallan Head of Information Governance 

Contact details: 01872 258580 

Brief summary of contents 
This policy sets out the requirements for applying 
the Nation Opt Out. 

Suggested Keywords: National Opt Out, Research, System planning 

Target Audience 
RCHT CFT KCCG 

   

Executive Director responsible 
for Policy: 

Director of Integrated Governance  

Date revised: June 2019 

This document replaces (exact 
title of previous version): 

New Document 

Approval route (names of 
committees)/consultation: 

Information Governance Group 

Care Group General Manager 
confirming approval processes 

Bernadette George 

Name and Post Title of additional 
signatories 

‘Not Required’ 

Name and Signature of Care 
Group/Directorate Governance 
Lead confirming approval by 
specialty and care group 
management meetings 

{Original Copy Signed} 

Name: Mark Scallan 

Signature of Executive Director 
giving approval 

{Original Copy Signed} 

Publication Location (refer to 
Policy on Policies – Approvals 
and Ratification): 

Internet & Intranet  Intranet Only  

Document Library Folder/Sub 
Folder 

Health Informatics / Data Protection 
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Links to key external standards National data Opt Out Programme 

Related Documents: 
National Data Opt-out Operational Policy 
Guidance Document 

Training Need Identified? No 

 

Version Control Table  
 

Date 
Version 

No 
Summary of Changes 

Changes Made by 
(Name and Job Title) 

June 2019  V1.0 Initial version 
Mark Scallan – Head 
of Information 
Governance 

    

    

 

All or part of this document can be released under the Freedom of Information 

Act 2000 
 

This document is to be retained for 10 years from the date of expiry. 

This document is only valid on the day of printing 

 

Controlled Document 

This document has been created following the Royal Cornwall Hospitals NHS Trust 

Policy for the Development and Management of Knowledge, Procedural and Web 

Documents (The Policy on Policies). It should not be altered in any way without the 

express permission of the author or their Line Manager. 
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Appendix 2. Initial Equality Impact Assessment Form 
 

 

Are there concerns that the policy could have differential impact on: 

Name of the strategy / policy /proposal / service function to be assessed  
National Patient Opt Out Policy V1.0 

 

Directorate and service area: 
Health Informatics  

 

New or existing document: 
New 

Name of individual completing assessment:  
Mark Scallan 

 

Telephone: 
01872 258580 

 1. Policy Aim* 
 
Who is the strategy / 
policy / proposal / 
service function aimed 
at? 

This policy sets out the way the RCHT will comply with the National 
Patient Opt Out Programme. 

2. Policy Objectives* 
 

To ensure the National Patient Opt Out is understood, managed and 
delivered. 

3. Policy – intended 
Outcomes* 
 

All patients who have registered their preference to object to having 
their information used for research and system planning have their 
wished adhered to. 

4. *How will you 
measure the 
outcome? 

Through the checks made as outlined in the monitoring section of this 
policy. 

5. Who is intended to 
benefit from the 
policy? 

Patients. 

6a Who did you 
consult with 
 
 
b). Please identify the 
groups who have 
been consulted about 
this procedure. 

Workforce  Patients  
Local 
groups 

External 
organisations 

Other  

    X 

Information Governance Group 

What was the 
outcome of the 
consultation? 

Approved 

7. The Impact 
Please complete the following table. If you are unsure/don’t know if there is a negative 
impact you need to repeat the consultation step. 
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Equality Strands: Yes No Unsure Rationale for Assessment / Existing Evidence 

Age  x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Sex (male, 

female, trans-gender / 
gender reassignment) 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Race / Ethnic 
communities 
/groups 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Disability - 
Learning disability, 
physical 
impairment, sensory 
impairment, mental 
health conditions and 
some long term health 
conditions. 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Religion / 
other beliefs 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Marriage and 
Civil partnership 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Pregnancy and 
maternity 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

Sexual 
Orientation, 
Bisexual, Gay, 
heterosexual, Lesbian 

 x  
There are no provisions within this policy which have a 
negative impact related to this equality strand. 

You will need to continue to a full Equality Impact Assessment if the following have 
been highlighted: 

 You have ticked “Yes” in any column above and 

 No consultation or evidence of there being consultation- this excludes any policies which have 
been identified as not requiring consultation.  or 

 Major this relates to service redesign or development 

 

8. Please indicate if a full equality analysis is recommended. Yes   No x 

9. If you are not recommending a Full Impact assessment please explain why. 
 

There are no provisions within this policy which have a negative impact related to this equality strand. 
 

Date of completion 
and submission 

June 2019 
Members approving 
screening assessment  
 

 
Policy Review Group (PRG) 
 
‘APPROVED’  

 

This EIA will not be uploaded to the Trust website without the approval of the Policy 
Review Group.  
A summary of the results will be published on the Trust’s web site.  
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Appendix 3 When an Opt out applies. 
 

Legal basis in 
common law 

Opt-out 
applies 

Comments 

Common Law 
Consent (Implied): 

No – out of 
scope for the 
national data 
opt-out 

For common law purposes the sharing of 
information for direct or individual care 
purposes is on the basis of implied consent. 
This is out of scope for the national data 
opt-out - which only applies to purposes 
beyond individual care. 
N.B. This is included in this table for 
completeness and to emphasise that 
implied consent can only be used when the 
surrounding circumstances mean that a 
patient knows, or would reasonably expect, 
that their data will be shared. In other words 
there should be ‘no surprises’ for the 
individual about who has had access to 
information about them where implied 
consent is relied upon. 

Common Law Consent 
(Explicit): 

No In this case an individual has given their 
consent for a specific use of their data, for 
example consenting to participate in a 
research study. This would fall within the 
general exemption from the national data 
opt-out.  This rule applies even if the 
consent was given before the patient had 
set a national data opt-out. 

Mandatory legal 
requirement 

No Where there is a legal requirement for the 
data disclosure that specifically sets aside 
the common law duty of confidentiality then 
the national data opt-out will not apply. 

Section 251 
Regulation 2 – for 
diagnosis and 
treatment of cancer 
Regulation 5 – for 
the medical 
purposes set out in 
the schedule to the 
regulations 

Yes – in 
general 
BUT there 
are 
some 
specific 
exemptions 

Data disclosure has Section 251 support 
obtained under regulation 2 or 5. This 
applies unless CAG have advised: 
a) that the national data opt-out is 
overridden in the public interest (NB: This 
would be in exceptional circumstances only) 
or 
b) a different opt-out can apply and the 
section 251 decision-maker (Secretary of 
State for Health and Social Care or Health 
Research Authority) has agreed to this. For 
example data disclosures to Public Health 
England (PHE) for the National Cancer 
Register or the National Congenital 
Anomaly and Rare Diseases Register. 
NB: Where reference is made to Section 
251 (S.251) support in the rest of this 
document it specifically applies to regulation 
2 or 5 unless explicitly stated otherwise. 



 

National Patient Opt Out Policy V1.0 
Page 17 of 17 

Please see Policy considerations for 
specific organisations or purposes for 
specific cases where this may not apply. 

Section 251 
Regulation 3 – for 
communicable 
diseases and other 
risks to public health 

No Data disclosure under Regulation 3 of the 
Control of Patient Information Regulations 
2002 is exempt from the national data opt-
out. 

 
Hence when determining if national data opt-outs will apply this requires the following to be 
clearly established: 
 

• Purpose - it is for a purpose beyond individual care and 
 

• The basis for the disclosure in common law - the national data opt-out applies 
where S.251 support is relied upon. 

 


