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Guidance for managing non-response to requests for consent; 

establishing the ICO and CAG position 
Support under s.251 cannot be recommended if there is a practicable alternative to the use 

of confidential patient information without patient consent.  Therefore, careful consideration 

should be given, before submitting an application, to the feasibility of conducting the study 

with patient consent.  If consent is not considered to be a practicable alternative, then this 

needs to be explained within any application. One of the reasons that consent might not be a 

practicable alternative is the possibility of non-response from those approached. Specifically, 

there might be a concern that the extent and nature of non-response would significantly 

undermine the scientific integrity of the project. This position paper seeks to provide 

guidance to a potential applicant on the relevance of non-response to a potential ‘s251’1 

application. 

This paper is split into two parts: Part A is relevant to those planning future projects, and Part 

B is relevant to existing projects where investigators are considering returning to get more 

information from participants. There is a glossary of terms at the end of the guidance. 

Part A: Future Projects 

When planning a particular study or other kind of project, the choice of method of data 

collection is clearly crucial to design. It is extremely important during the design stage that 

the possibility of non-response to an invitation to consent to participation is considered. This 

is particularly important if there is any possibility that an investigator might wish to apply for 

permission to access confidential patient information without consent under s251. This is, in 

large part, because of the legal interplay between s251 and the Data Protection Act 1998. 

The details of the legal position are set out in Appendix One. Key points include that support 

under s251 does not set aside any responsibilities under the Data Protection Act 1998 and 

that it may not be lawful to process confidential patient information (in relation to the living) if 

a patient had been asked to give explicit consent to that processing and had not responded 

to that request. This means that s251 support to access the confidential patient 

information of the living, without consent, cannot usually be given if a patient has 

been asked to give explicit consent to that processing and has not responded to that 

request.  

A potential applicant for s251 support is, therefore, strongly encouraged to investigate the 

possibility and potential impact of non-response before seeking explicit consent to 

participation.  If there are compelling reasons to suspect that the level and nature of non-

response would undermine the scientific integrity of the project, then an application for s251 

support should be considered before explicit consent is sought. However, it is also important 

that an applicant remember that s251 support is only available if consent is not a 

practicable alternative. 

                                                           
1 s251 is used here as a short-hand. Application would be under the Health Service (Control 
of Patient Information) Regulations 2002. The power to lay such regulations is now 
contained within s251 NHS Act 2006. 
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A.1 Providing evidence that consent is not feasible because of non-response: 

An application for s251 support must include reference to the evidence upon which 

an applicant has formed his or her opinion that an attempt to seek explicit consent to 

processing would likely meet a level of non-response capable of compromising the 

project.  

Where compelling evidence is otherwise unavailable, consent should be piloted and 

planned for new activities unless there is a good reason not to do so. Good reasons for 

not piloting consent would include, for example; 

1. The requirement for inclusion of all cases due to a rare condition being 

investigated 

2. A historic cohort is engaged and current address data may not be held  

3. The cohort is particularly small and not suited to a pilot activity 

It many cases an applicant will be able to demonstrate the (im)practicability of consent 

through either  (1) reliance upon existing evidence, for example, evidence that consent had 

not been feasible in relevant past studies, or  (2) piloting consent in relation to a future study. 

A.2 If evidence is available 

If an applicant can demonstrate that consent is not practicable, then the following will be 

considered alongside the evidence of impracticability: 

1. Fair processing information would need to make very clear the right and methods 

to opt out of processing and dissent would need to be respected. 

2. The likelihood that the information was received by the patient would need to be 

considered. The applicant should provide details of how they will ensure that 

address data is as up to date as possible. 

3. Patient involvement would become particularly important and views regarding the 

processing of data without consent must be sought from a subset of the 

population. 

4. Where possible pseudonymised data only should be accessed in relation to non-

responders. 

As with all s251 applications, the nature and extent of the data being requested would be 

considered to determine whether it would be proportionate to access data without consent.  

A.3 What if evidence is not available?  

In rare cases, an applicant may not be able to demonstrate the impracticability of consent 

without attempting to consent the entire cohort.  This would be the case if there is no existing 

evidence to gauge the practicability of consent and piloting consent was not feasible in the 

circumstances. In such cases, if an applicant wishes to keep open the possibility of applying 

for s251 support to access patient information in relation to non-responders, then the fair 

processing information must make clear that consent is being sought in order to 

avoid a breach of the common law duty of confidentiality. This is a compromise position 

which will result in the applicant seeking consent to set aside the common law duty of 

confidentiality only and not seeking to rely upon “explicit” consent within schedule 3 of the 
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DPA  and thus not preventing a future s251 application (see appendix A for further details of 

legal position). 

If the attempted to gain explicit consent from the whole cohort demonstrates a non-response 

likely to compromise the study, then this will serve as evidence to support a subsequent 

s.251 application. At this point the guidance given in A.2 becomes relevant. 

In summary: 

 

Part B: Existing Projects 

Non-response to a previous request for explicit consent does not automatically preclude a 

s251 application if the purpose of the application is distinguishable from the purpose for 

which consent was previously sought.  This situation arises, for example, in the case of an 

existing project where there is now a possibility to pursue purposes outside the original 

consent.  

If fresh consent is not practicable, then a s251 application might be appropriate to allow 

disclosure of information in relation to the original consented cohort and those that did not 

originally respond to the invitation to participate, where the new purposes are sufficiently 

distinct from the original purposes (in relation to which consent was originally sought). 

If the new purposes cannot be effectively distinguished from the original purposes, if for 

example it is a follow up and a proportion of the cohort are now lost to contact but the 

research question and data sought remain the same, then whether information in relation to 

those who are now not responding can be released consistent with the Data Protection Act 

1998 will need to be assessed on a case by case basis. In each case, the information 

provided to the participants will be reviewed to assess whether disclosure can satisfy the 

requirements of fair and lawful processing. If this is the situation applies to you, then please 

contact the Confidentiality Advisory Team, or the Information Commissioner’s Office, for 

further information and discussion.  

 

Is there existing evidence available 
to demonstrate the 

impracticability of gaining consent 
in relevant circumstances? 

•If yes, then provide evidence of 
previous non-response within 
application and explain impact 

If not, then can the practicability 
of consent be tested through a 

pilot activity?  

•If yes, then report the results 
of the pilot activity within the 
s251 application 

If not, then can the practicability 
of consent be tested by trying to 

get consent from the whole 
cohort? 

•If yes, then make clear 
that consent is sought to 
avoid breaching the 
common law duty of 
confidence. Include results 
in any later s251 
application. 
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Appendix A: The Legal Position 

Section 60 of the Health and Social Care Act 2001 as re-enacted by Section 251 of the NHS 

Act 2006 allows the Secretary of State for Health to make regulations to set aside the 

common law duty of confidentiality for defined medical purposes. The Regulations that 

enable this power are called the Health Service (Control of Patient Information) Regulations 

2002.  

Understanding the interplay between these Regulations and the Data Protection Act 1998 is 

important to understand the limitations of the Regulations (and a ‘s251’ application) in 

circumstances where persons have previously been approached to give consent to particular 

uses of their data and have not responded.  

A s251 application only sets aside the common law duty of confidentiality. It does not affect 

responsibilities under the Data Protection Act 1998. When processing data an applicant, and 

those disclosing data, must be compliant with the requirements of The Data Protection Act 

1998 (DPA) in relation to any data processed in relation to living persons.  

Section 251(7) of the NHS Act 2006 reinforces this point and states that applications must 

not be inconsistent with the requirements of the DPA.  

The Data Protection Act requirements in relation to non-response 

The Data Protection Directive 95/46/EC states that consent should be “…any freely given 

specific and informed indication of his wishes by which the data subject signifies his 

agreement to personal data relating to him being processed.”  Therefore, in order to “signify” 

their agreement an individual must actively respond to a request for consent and 

organisations should not infer consent if an individual does not respond to a communication 

– for example, by failure to return a form or respond to a leaflet. 

This is reinforced by how the DPA deals with “personal data” and with “sensitive personal 

data”. Where it is the latter the DPA requires conditions in both schedule 2 and schedule 3 to 

be complied with. Consent is one of the conditions set out in both schedules but a higher 

standard of consent is required for schedule 3 in that “explicit” consent is required.  

This suggests that the individual’s consent should be absolutely clear. It should cover the 

specific processing details; the type of information (or even the specific information); the 

purposes of the processing; and any special aspects that may affect the individual, such as 

any disclosures that may be made. 

Therefore, if a request was sent to an individual to actively consent and the individual did not 

respond, to go on to process their personal data may not be in compliance with the DPA 

because there was no active engagement from individuals. This would be the case even if 

another schedule 3 condition; such as medical purposes, was subsequently relied on as an 

alternative or if individuals were informed that non-response would mean that their data 

would be linked in any case.  

Requirements of the Health Service (Control of Patient Information) Regulations 2002 

Meeting the requirements of the DPA does not lift the duty of confidentiality in relation to 

confidential patient information. In order to do this a legal basis for the processing of data 

must be established, such as consent or what is known colloquially as a ‘s251 application’. A 
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person seeking to process confidential data without consent must satisfy both the DPA and 

the requirements of the Regulations. 

Section 251(4) of the NHS Act specifies that s251 support cannot be provided where another 

practicable alternative, such as consent, exists and applicants are required to demonstrate 

that this is not feasible. Given the requirement that the application should also not be 

inconsistent with the DPA, consideration should be given as to whether consent should be 

sought from the entire cohort if a subsequent application for s251 is anticipated where an 

insufficient response rate is found. Due to those reasons outlined above, further processing 

of the data may then be found to be inconsistent with the DPA and prevent a s251 

application. 

In these circumstances the guidance in this document should be followed in order to 

demonstrate that consent is not feasible and ensure that an application under s251 is not 

prevented. 

Further Information  

For further information in relation to this guidance please do not hesitate to contact the 

Confidentiality Advice Team on HRA.CAG@nhs.net  
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Glossary of terms 

ICO – the Information Commissioners Office is the UK’s independent public body set up to 

uphold information rights in the public interest. 

CAG – Confidentiality Advisory Group, an independent advisory group hosted by the Health 

Research Authority (HRA). CAG provides advice to the HRA and the Secretary of State for 

Health in relation to applications to process confidential patient information without consent 

under the Health Service (Control of Patient Information) Regulations 2002. 

Personal data – the Data Protection Act defines personal data which relate to a living 

individual who can be identified – 

(a) from those data, or 

(b) from those data and other information which is in the possession of, or is likely to come 

into the possession of, the data controller,  

and includes any expression of opinion about the individual and any indication of the 

intentions of the data controller or any other person in respect of the individual. 

Sensitive personal data - the Data Protection Act defines sensitive personal data 

consisting of information as to - 

(a) the racial or ethnic origin of the data subject, 

(b) his political opinions, 

(c ) his religious beliefs or other beliefs of a similar nature,  

(d) whether he is a member of a trade union (within the meaning of the Trade Union and 

Labour Relations (Consolidation) Act 1992), 

(e) his physical or mental health or condition, 

(f) his sexual life, 

(g) the commission or alleged commission by him of any offence, or 

(h) any proceedings for any offence committed or alleged to have been committed by him, 

the disposal of such proceedings or the sentence of any court in such proceedings. 

Fair processing information – refers to the information provided to participants to inform 

them of the processing of their personal data. 

 

 


