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Opt-out consent in children’s emergency medicine research 
 
 
ABSTRACT 
 
There is global acceptance that individuals should be allowed to decide whether or not to 

take part in research studies, and to do so after being informed about the nature of the 

research and the risk that might attach to participation. The process of providing detailed 

information before seeking consent (formalised by signatures) in advance of undertaking 

research procedures may not be possible in some circumstances, and sometimes an 

amended approach may be adopted. 

 

The use of opt-out consent has been recognised as a valid and ethical means of recruiting 

participants to studies particularly with large samples and where the risk to participants is 

small. However, it is sometimes misunderstood and can be a problematic factor in being 

accepted by research ethics committees and governing authorities. This may be due partly 

to differing expectations of the amount of information and support offered, together with 

the nature of the process that is adopted to ensure that a decision has been made rather 

than consent simply being assumed.   

 

In accordance with ongoing discussions with young people, and following consultation with 

parents, an opt-out consent strategy including varied means of providing information was 

employed in a large study of 44,501 cases of children attending emergency or urgent care 

departments. The study was conducted over more than 12 months in dissimilar emergency 

departments and an urgent care unit, and was designed to support better decision-making 

in paediatric emergency departments about whether children need to be admitted to 

hospital or can be discharged home safely. Robust analysis of the factors that exerted the 

greatest impact on predicting the need to admit or the safety of discharging children led to 

a revised version of a an existing tool. In this article we review approaches to consent in 
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research, the nature and impact of opt-out consent, the factors that made this an effective 

strategy for this study, but also more recent concerns which may make opt-out consent no 

longer acceptable. 

Key words:  Emergency department; Opt-out consent; Children, Ethics, Research 
 
 

THE BASIS OF CONSENT IN HEALTHCARE RESEARCH 

Both deontological (applying principles and rules) and consequentialist (judging actions by 

their consequences) approaches are adopted to ethical decision-making. Explicitly in a 

consequentialist approach, and practically in a deontological approach, the notion of 

respect for autonomy is of the greatest importance. This means that competent individuals 

must be allowed to make decisions for themselves on actions that will affect them 

significantly (as far as this is possible and with due regard to the rights of others), and they 

should have access to sufficient information before deciding.[1] However, even this draws 

disagreement.[2,3]  

 

There is no statute or other legal basis in England, Wales or Northern Ireland for consent 

by children to research (rather than to treatment). For clinical trials of an investigational 

medicinal product it is a Health Research Authority requirement that from the age of 16 

children can give consent for their own involvement but someone with parental 

responsibility must give consent for those under 16 years. It is often assumed that 

common law principles that support the right of children to provide consent to medical 

treatment if they demonstrate the competence to understand information and to assess the 

risks involved should be applied to research studies. This understanding relies partly on 

the quality and format of information that is provided by the researcher. Most guidance 

avoids any suggestion of specific age limits for children to give consent. The vague notion 
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of assent rather than consent has been roundly criticised as being contradictory and 

disrespectful of children.[4] 

  

The determination to avoid coercion whether deliberately or unintentionally should be 

applied in recruitment to research studies, the process of gaining consent being central to 

this. Consent is addressed in many ways for research studies: active consent, assumed 

consent, delayed consent, opt-out consent, and sometimes research without consent. 

Each is considered below. The discussion here focusses particularly on the nature and 

acceptability of opt-out consent in which information is provided and consent sought, but 

no further action is needed by the participant to indicate their agreement. 

 

ACTIVE CONSENT 

Most usually, a process of “active consent” is required in which potential participants are 

provided with comprehensive information about the study (usually in printed form), allowed 

time to think about whether or not to participate, and then invited to sign a consent form 

confirming agreement with a series of statements relating to the information that has been 

provided. Over time, issues have arisen and problems have been identified, more likely 

because of unforeseen or new risks though also occasionally because of poor practice, 

and this has the effect of adding cumulatively to the expected content of information 

sheets. The need for substantial statements relating to European Union General Data 

Protection Regulation 2016/679 (GDPR) requirements is a recent example. In England the 

Health Research Authority (HRA) notes that “participant information sheets are often too 

long and complex and their length and complexity is increasing (p5)”. For a clinical trial of 

an investigational medicinal product (CTIMP or drug trial), a patient information sheet 

would normally be about 20 pages of A4 paper. However, studies with less risk to 

participants or with a simpler design should require far less information. HRA offers 
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guidance and examples of information sheets and consent forms for researchers. It 

advises that “not all of the information provided in traditional, lengthy information sheets 

will always need to be provided to participants at the outset when initially seeking their 

participation” since most of the detail could be provided later if core issues of the nature, 

risks, possible implications and significance of participation are addressed first. [5]  HRA 

includes an example of a short version for a low-risk drug trial which could fit on three 

sides of A4 paper.  

 

Active consent is vital for many research studies, especially those carrying greater risk to 

participants, but imparting information with comprehensive detail yet in sufficient brevity 

and accessibility is a significant task. Moreover, allowing time for potential recruits to 

consider their decision, and often needing to seek consent again as developments in a trial 

force changes to the information, requires a lengthy period of engagement with 

participants. Fortunately, many studies which do not involve drug administration or 

changes in treatment will have less detail to convey and fewer risks to be considered, and 

so the corresponding information sheet may be much shorter; often less than four pages.     

 

RESEARCH WITHOUT CONSENT 

Securing consent from participants before involving them in a research study is not a 

universal expectation. A number of situations may lead to research being conducted on 

human subjects either without their explicit consent or without them ever being aware of 

the research. 

 

Studies that might not be considered to be research 

For years NHS research ethics bodies, currently the Health Research Authority (HRA), 

have differentiated between research (as in the Frascati definition)[6] and both service 
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evaluation and audit.[7] Research using only routinely collected, anonymised clinical data 

would not normally require consent, being categorised as service evaluation or audit. Such 

studies would not require NHS research ethics committee (REC) scrutiny. Regardless, 

universities and care organisations may require independent ethics and governance 

review, and researchers may choose to seek consent in the normal manner. 

Categorisation of research to be included or excluded by the Frascati definition can be a 

matter of judgement and opinion.  

 

Assumed consent 

Sometimes information is provided but there is no action to confirm consent, and other 

times the subjects are not informed at all. Anonymised blood testing is an example of the 

latter. Since 1989 there have been programmes of unlinked anonymised blood testing in 

the US, the UK and other European states.[8] Additional or discarded body fluid samples 

are collected with no extra risk from specified populations for ongoing estimation of the 

prevalence of blood-borne diseases. In the UK and the USA this has been done without 

consent. Since the samples are already being taken, and no link can be made to the 

participant when the result is known, the benefit to public health is held to outweigh the 

need for consent. Elsewhere this has not been found acceptable.[8]  

 

Delayed consent 

In particular circumstances, it may be impossible to gain consent before the data is 

collected so the study proceeds without consent until some time later. This is known as 

delayed or deferred consent. Often, this will relate to emergency situations in which 

delaying a clinical intervention to gain consent might cause harm.[9,10] Potential 

participants may be unconscious or seriously ill, therefore lacking the capacity to offer 

consent. Even consulting others (such as parents) may not be reasonably practical, or it 



8 
 

may be unfair and unreasonable to ask them to read or listen to information about a study 

when they are distressed. At a later time, when the situation is less stressful or the patient 

is able to consider participation they are approached with information about the study and 

asked if existing data can be retained or if they are willing to continue in the study.  

 

Necessary deception 

It may be possible to provide information but to do so would alter the responses that are to 

be investigated, so misleading information is provided (and consent sought on this basis) 

with the truth revealed only after data collection has been completed (“false consent”). 

[11,12]  Some psychology studies involve processes that could be modified by participants 

if they were made aware of them, so participants may be deceived about the precise nature 

of the research when consent is sought, the true purpose being explained to them later. A 

classic example is the well-known and influential study by Stockwell on “the unpopular 

patient”.[13] Further examples and a comprehensive analysis of the use of deception in 

research are available.[14] 

While consent may be gained for something linked to the topic to maintain the deceit, it is 

not specifically for what was done in the study. The researcher relies upon the benign 

nature of the intervention or experience and the willingness of the individual to agree to 

use of the data in retrospect. This is held to be appropriate only if the dignity and 

autonomy of the participants are protected, and where it is understood that participants 

would be unlikely to object or feel discomfort when the true purpose is revealed.[15]  

 

OPT-OUT OR PASSIVE CONSENT 

Presumption of consent 

An alternative to active consent, without resorting to delayed or absence of consent, is 

inviting potential participants to opt-out of a study. A version of this was used 
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internationally for many years in large medical trials;[16,17] presuming that non-response 

to an invitation to participate indicated acceptability of continued involvement in the study. 

However, reservation has been expressed about reliance on participants failing to indicate 

a preference rather than ensuring that they agree to participate. A brief but cogent 

argument has been offered about linking the degree of risk to the degree of effort expected 

of potential participants to indicate acceptance.[18] Increasingly, RECs and institutional 

review boards have demanded the adoption of active consent procedures. 

 

Non-presumptive opt-out consent 

A better-conceived strategy to opt-out consent is to provide information about the study to 

all potential participants and require that those who decline to participate do so by a no-

cost, simple, yet clear means of response. Information is provided, consent is sought, a 

response is required only if the potential participant chooses not to be included, and opting 

out is the end of involvement. 

 

The impact of opt-in and opt-out consent on sampling 

A study of angina patients in the UK found opting in to result in a biased sample and lower 

response than opting out.[16] This was confirmed in a US study when the opt-out 

recruitment rate was three times greater than the opt-in recruitment rate and partly 

neutralised the recruitment bias of opt-in methods (which tend to recruit more motivated 

patients who are not representative of the target population).[19]  Opt-out consent for viral 

hepatitis testing was found to be more efficient in a Dublin emergency department,[20] 

while opt-out consent served to reverse selection bias regarding harder-to-reach groups 

(such as homeless people) for similar testing in a London emergency department.[21] An 

Australian study also found that a diverse, multi-lingual population of hospital patients 
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favoured opt-out consent for secondary research with digital data, and this led to a more 

broadly representative sample.[22]   

 

Irish researchers recruited 1178 participants to a cohort study of antibiotic prescribing and 

resistance with multiple options to opt-out (letter, telephone and website).[23]  A 

recruitment rate of 85.5% was achieved, with only two complaints. No difference was 

identified between participants and those who opted out in terms of age, gender or 

diagnosis. In the US, researchers reported reduced sampling bias and greater recruitment 

from opt-out consent. They note that only those who are especially unwilling to participate 

(or disinterested) are likely to opt-out.[24] A further US study highlighted the need for 

careful consideration of context when interpreting the outcome of opt-out consent. Similar 

rates of recruitment to an influenza vaccination programme were found through both opt-in 

and opt-out consent, but the confounding factor had been a previous epidemic season 

causing an unusually high rate of vaccination overall.[25] 

 

How informed is informed consent? 

Opt-out methods may be beneficial to participants, too. It has been argued that opt-out 

consent is invalid because there is no guarantee that the information has been 

understood,[2] yet it may be that the usually extensive patient information sheet (PIS) used 

for active consent is less likely to have been read at all and even less likely, therefore, to 

have been understood.[26,27] HRA, too, acknowledges that “for some studies this 

information may often serve to confuse rather than promote genuine understanding where 

presented as part of an excessively lengthy information sheet.”[28] If children and young 

people are to be involved, this is even more important, given the high reading age of 

information sheets (15.88 years) found in a review of 74 studies.[29] A Danish review 
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showed similar findings.[30] The reading age of one in seven adults in England is that of a 

child of 9-11 years.[31]  A short, clearly-worded opt-out form may increase understanding.  

 

The views of parents, children and young people  

Trials have been conducted to establish parents’ views and behaviour regarding opt-out 

consent. In an Australian study on vaccine safety surveillance, it was found that parents 

accepted opt-out consent, most preferring this or no consent in the case of national 

surveillance of this kind.[32] Canadian parents of children in a paediatric intensive care 

unit (PICU) were less likely to be invited and or to wish involvement in research during 

time of stress.[33] In the USA, researchers avoided this situation by checking with 

attending clinicians about parental distress and the stability of the child’s condition.[34] 

With this safeguard, only two of 166 parents objected to opt-out consent. It was concluded 

that opt-out consent was acceptable and family-friendly if parents’ questions could be 

answered. Another US study of influenza vaccination for children also found opt-out 

consent to be acceptable to parents with such safeguards.[35] 

 

Children and young people themselves have clear views on consent to research. British 

children of 7-15 years who had experienced emergency situations felt strongly that they 

should be involved in decisions about their involvement in research, even if this were only 

after their recovery.[36] They accepted that parents need to take a lead sometimes; a facet 

observed generally in children’s decision-making in hospital.[37] They were adamant that 

the clinician should ensure that the intervention would be safe. 

 

THE APPLICATION OF OPT-OUT CONSENT IN A PAEDIATRIC STUDY 

We undertook a one-year observational study in the urgent care centre or emergency 

department (ED) at three hospitals to refine and test the diagnostic accuracy of the 
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Pennine Acute Hospitals NHS Trust Paediatric Observation Priority Score (PAT-

POPS)[38]  to guide decision-making about admission or discharge of patients. Data was 

recorded on every eligible child, included routinely recorded physiological parameters as 

well as the personal judgement of the attending ED nurse. Specific systems were set up to 

record this electronically and to capture additional data from other systems (such as arrival 

by ambulance or not, or referral from other health professionals). Robust analysis of the 

factors that exerted the greatest impact on predicting the need to admit or the safety of 

discharging children led to a revised version of the existing score: the Paediatric 

Admission Guidance in the Emergency department (PAGE) tool.[39] 

 

While the study was categorised as research because of the intention to produce 

generalizable findings, it did not require the consent of patients. However, our experience 

in research of children being willing to participate in studies (almost always declining a 

cooling-off period) but wishing to be consulted on any decision made about them led us to 

choose to inform them about the study before collecting the data. This decision was 

reinforced by our parent advisory group which advised us to tell families that the study was 

going on, but not to overstress the significance to families. While authors report 

considerable variability in the views of RECs and IRBs to opt-out consent,[35, 40] our 

experience with this study was of a supportive response. 

 

With advice from the local clinical research network (CRN) and NHS research and 

innovation manager, we chose to employ opt-out consent. The PIS fitted on one side of A4 

paper, explaining that research was being undertaken in the department to improve 

decision-making about admission and discharge, that only routinely collected data was 

being used, and that individual patients’ care would not be affected in any way. We named 

staff in the department who could answer questions or discuss matters further. Two 
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prominent statements emphasised that the consent form should be completed only to be 

excluded from the study. Posters in the departments advised of the study being 

conducted, staff were provided with sufficient information to address queries, and the 

study was promoted by the NHS trust via its website and social media. The information 

was reviewed for readability and amended until suitable for teenagers and adults. 

 

The consent form was on the reverse of the information sheet, re-emphasising that this 

was to be completed only to have the child’s data excluded from the study, and seeking 

only the child’s name and date of attendance (to identify the case to be removed) and the 

parent’s signature (or child’s signature if they were competent to make the decision). The 

combined form was given to the family at the end of triage. We included every person 

under the age of 16 years and spent time in training departmental staff in the use of the 

instrument to ensure consistency in approach.  

 

A total of 44,501 cases were included, with minimal opt-outs, reinforcing the effect on 

recruitment. At first, an unexpected number of opt-out forms were signed as parents 

signed in error to give consent to be included. Clearly, even the reduced amount of patient 

information was still not read accurately by some, and the expectation of opting-in is 

deeply ingrained. A revised sheet reduced this to a minimum, and more explicit verbal 

explanation accompanied the distribution of forms. An academic colleague has suggested 

that a “decline consent” form would be both more accurate and more understandable to 

parents and young people. This seems to be both sensible and practicable. 

 

REVISED GUIDANCE 

Despite the success of opt-out consent in this study and its potential benefits to 

recruitment and to participants’ understanding, it may not be possible to employ this 
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strategy again in NHS research. Responses to the introduction of a new European Union 

General Data Protection Regulation 2016/679 (GDPR) supplemented by the Data 

Protection Act 2018 in the UK have changed the status of opt-out consent in research. 

Although there are additional statements in GDPR relating to the use of children’s personal 

data (prompted by increased use of social media), there is no substantive change in the 

legal basis for processing their data for research purposes. The intended meaning of 

European Directives or Regulations is clarified in a series of Recitals. The major change 

under GDPR that is relevant here is in Recital 32.1 This requires that for lawful personal 

data processing… 

“Consent should be given by a clear affirmative act establishing a freely given, 

specific, informed and unambiguous indication of the data subject’s agreement to 

the processing of personal data relating to him or her, such as by a written 

statement, including by electronic means, or an oral statement.” 

It continues that a process must be employed that… 

“…clearly indicates in this context the data subject’s acceptance of the proposed 

processing of his or her personal data… Silence, pre-ticked boxes or inactivity 

should not therefore constitute consent.”  

 

The HRA and therefore the National Institute for Health Research (NIHR) concluded that 

consent must be ensured by explicit opt-in rather than by opt-out devices. The HRA 

updated its guidance in May and September 2018, removing opt-out consent as an 

approved strategy. The NIHR CRN, while not itself a policy-making body, would not issue 

ethical guidance in conflict with that of the HRA, and therefore removed opt-out consent 

from its own Recruitment Policy (V2.0) in September 2019. Effectively, this leaves 

researchers funded by the NIHR unable to provide for opt-out consent in further studies 

 
1 https://www.privacy-regulation.eu/en/recital-32-GDPR.htm 

https://www.privacy-regulation.eu/en/recital-32-GDPR.htm
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(though GDPR, HRA and NIHR continue to accept research without consent in some 

circumstances). Many large studies have relied upon opt-out consent to ensure adequate 

sampling. Moving to opt-in consent may damage both the size of the sample and its 

representative nature, as discussed earlier.   

 

CONCLUDING ISSUES 

It would have been possible to conduct our NIHR-funded study without seeking NHS REC 

consent at all (and approval was also secured from a university REC). We chose to 

respond positively to the expressed preferences of parents and children since to do 

otherwise would be worse than not having asked at all. The additional trouble of 

constructing a suitable combined patient information sheet and opt-out consent form, of 

bringing this to the attention of every family attending the departments, and then taking 

further steps to correct misunderstanding of the meaning of signing the form all seemed 

worthwhile to us. In this case, opt-out consent allowed for brevity, provided three simple 

means of choosing not to have the data used in the study (immediately or later), and 

proved effective both in capturing the small number of cases in which consent was 

declined and also in allowing for large-scale recruitment of informed participants. Whatever 

the formal requirement, we felt morally obliged to seek consent in the reasonable format 

that was demanded by parents and children. 

 

The second issue relates to the assumed bivariate nature of actively opting-in or absence 

of choice (silence or inactivity). This may be too simplistic. Certainly, silence or inactivity 

did not apply to this study. Parents of all children attending the departments received the 

combined form at the end of triage with a verbal explanation. Posters explained about the 

active study in that area, named staff were available to explain further and to answer 

questions, and the study had been promoted by the internet and social media. These 
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actions may go further in informing and interacting than studies in which active consent is 

sought by post or online. We gave clear messages that the data would be collected 

routinely for clinical purposes regardless, that care and treatment would not change, and 

that there was no need to sign the form unless parents objected to the use of the data for 

the research study. We advised them to retain the PIS in any case. This seems to us to be 

much more than a pre-ticked box, silence or inactivity. 

 

Sometimes, consent should be sought even if regulation does not require it, and the 

outcome of participants making an informed decision may depend on less extensive, more 

readily digestible information when risks are low and non-complex. Opt-out consent does 

not have to mean absence of information and choice, nor must it mean lack of effort to 

ensure understanding before deciding to participate. Its use particularly to ensure large-

scale recruitment should be reviewed. 
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WHAT IS KNOWN ALREADY 

It has been accepted since the Declaration of Helsinki that all humans have the right to 

self-determination in the decision to take part in research, and that the researcher’s prime 

duty is to participants’ welfare, taking precedence over the need for research. Consent 

should still be sought whenever possible from physical or intellectually vulnerable 

individuals. Most often in health research, opt-in consent is required, following 

consideration by potential participants of extensive, detailed printed information. 

 

WHAT THIS STUDY ADDS 

How participant consent is ensured can vary according to the type of data, design of the 

study, and risks to participants. In low-risk studies with no change to patients’ treatment it 

has been possible to consent by declining to sign an opt-out form. UK health research 

authorities have rejected this for conflicting with GDPR2016/679. This interpretation may 

be too narrow and not in the best interests of participants or the generation of large-scale 

research data. 


