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Abstract: 
The future of health research will be characterised by three continuing trends: rising demand for health data; increasing impracticability of obtaining specific consent for secondary research; and decreasing capacity to effectively anonymise data.  In this context, governments, clinicians and the research community must demonstrate that they can be responsible stewards of health data.  IRBs and RECs sit at heart of this process because in many jurisdictions they have the capacity to grant consent waivers when research is judged to be of particular value. However, several different terms are used to refer to this value (including public interest, public benefit, public good, and social value), indicating a lack of conceptual clarity regarding the appropriate test for access to health data for research without consent.
In this paper we do three things. First we describe the current confusion and instability in terminology relating to public interest in the context of consent waivers. Second we argue for harmonisation of terminology on the grounds of clarity, transparency and consistency. Third we argue that the term ‘public interest’ best reflects the normative work required to justify consent waivers because is the broadest of the competing terms. ‘Public interest’ contains within its scope positive and negative implications of a study, as well as welfare, justice and rights considerations. In making this argument, we explain the normative basis for consent waivers, and provide a starting place for further discussion about the precise conditions in which a given study can be said to advance the public interest. 



Ipsos MORI study found that:
. . . the public would be broadly happy with administrative data-linking for
research projects provided (i) those projects have social value, broadly defined
(ii) data is de-identified, (iii) data is kept secure, and (iv) businesses are not
able to access the data for profit.



[bookmark: _Hlk32701197]Introduction 

Routinely gathered patient health data have the potential to transform healthcare.[footnoteRef:2] Data is critical to precision medicine, understanding service utilisation, training artificial intelligence (AI) and improving diagnostic accuracy.  The volume of health data and its potential value is increasing. In turn, demand for access to routine health data is growing, within and outside of the health sector and in both the public and private spheres.   [2:  For this paper ‘health’ includes interventions and systems designed to maintain or restore health including clinical medicine, epidemiology and public health.] 


Research ethics standards are undergoing revision in many jurisdictions as governments attempt to respond to advances in technology and demand for data. Options to effectively anonymise clinical or genomic data are dwindling rapidly.[1,2] Therefore, data sharing now involves either de-identified or identifiable data. De-identified data can be potentially re-indented and this risk varies depending on the nature of the data, the de-identification techniques used and environmental factors such as the possibilities for data linkage. Most countries still allow relatively liberal sharing, and even selling, of de-identified health data. 

But for various reasons, researchers often require access, at least initially, to identifiable health records. [3–5] This can be due to the variable quality of the original clinical data, and the need to check, clean and remove errors or inconsistencies before the data is used for research. Alternatively, researchers might need identifiable data in order to link different datasets – e.g.  data from mortality, birth, pharmaceutical, or condition-specific registries; or in the case of precision medicine, to link genomic, environmental and behavioural data.[6] In this paper we focus only on the ethics of using identifiable health data for research.     

Researchers using potentially identifiable patient data typically will fall under research ethics regulation for observational research.  Often the proposed secondary uses of the data will not be covered by the existing patient consent, and re-consenting all the patients in the dataset would be impractical.[footnoteRef:3] Therefore many jurisdictions allow Institutional Review Boards (IRBs) or Research Ethics Committees (RECs) to grant consent waivers, providing researchers access to identifiable health data for research in the absence of specific patient consent.  National and international guidelines provide IRBs/RECs with criteria for judging when to allow researchers to use health data without patient consent.   [3:  This is true for much research, even given innovative models of consent recently proposed such as broad -, meta- or dynamic- consent.[7,8] ] 


Some jurisdictions with universal or public health systems, including Australia, New Zealand and Singapore[footnoteRef:4], require that the data use without consent must serve the public interest, or be likely to produce public benefit. This requirement is supported by global empirical research which consistently shows that the public is more willing to share their clinical data for research when that research offers public benefit.[9,10]  [4:  Notably, however, the latest version of the Common Rule, regulating federally-funded research in the US, does not include a public benefit test (instead it requires that use of health information not infringe participants’ rights and that research be minimal risk). (45 CFR 46.116(f)(3))] 


The notion of public interest does much of the normative justificatory work in the current biomedical data research ecosystem. [11,12]  But the idea itself remains ambiguous, for two reasons. First, there are a remarkable number of different terms in play. Four common terms found in the bioethics literature and research regulations are: public interest, public benefit, public good, and social value. In addition, the following less common terms are also used: community benefit, common good, common interest, collective interests, collective good and social benefit. These terms seem to be used interchangeably, often within the same document. The number of different terms gives greater scope for divergent interpretations of their meaning. Second, for the most part these regulatory and guidance documents do not define the terms. This lack of clarity creates uncertainty about what the public interests criteria require, and provides for a wide scope of varying IRB/REC interpretation. Empirical research shows that RECs find interpreting public interest on behalf of a pluralistic community stressful and ambiguity regarding the scope and meaning of these terms contributes to this stress.[13] 

The sustainability of biomedical research using identifiable health data relies upon earning public trust. The research community must demonstrate that data is being managed fairly and responsibly.  Public trust is enhanced by clarity, transparency and consistency. These are important values for researchers applying for consent waivers, for IRBs and RECs trying to implement the guidelines, and the public who is called to trust IRBs/RECs to responsibly govern access to their health data and promote valuable research.  We argue that the public interest criterion for data sharing currently lacks clarity and therefore IRBs’ and RECs’ judgements about public interest and benefit lack transparency and consistency. This is a significant risk to public trust and the future of health data-sharing for research. 

In this paper we do three things. First we describe and document the current confusion and instability in terminology relating to public interest in the context of consent waivers. Second we argue for harmonisation of terminology on the grounds of clarity, transparency and consistency. Third we argue that the term ‘public interest’ is the broadest of the competing terms as it includes within its scope positive and negative implications of a study, as well as welfare, justice and rights considerations. We argue that ‘public interest’ best reflects the normative work required to justify consent waivers. In so doing, we elucidate the normative basis for consent waivers, and provide a starting place for further discussion about the precise conditions in which a given study can be said to advance the public interest. 


Terminology 

In Table 1 we present some of the most commonly used terms referring to public interest and examples from key guidelines. [footnoteRef:5] [5:  For reference, the UK and South Africa also have public interest criterion for research consent waivers in respective data privacy laws. However, in those contexts, the assessment of public interest falls on the data controller rather than on an IRB/REC or equivalent as is the case for all the documents listed here. [14] Since we are focused primarily on the concepts as they may be deployed in the ethics review process, we set aside the UK and South African  regulations. It is, though, notable that both used the term ‘public interest’, which as we argue below is the most preferable terminology.] 


	Table 1: Examples of terminology in regulation and guidance on identifiable health data access for research without consent

	Country/Body
	Quote
	Document
	Key term

	UNESCO IBC
	“Overriding public interest in this health research.”
	Report of the IBC on Big Data and Health [15]
	Public interest

	Ireland
	“the public interest of the research significantly outweighs the public interest in requiring the explicit consent of the individual whose data is being processed.”
	Health Research Regulations [16]
	Public interest

	Australia
	“…the benefits from the research justify any risks of harm associated with not seeking consent”
	NHMRC Research ethics guidelines[17]
	[public] Benefits

	New Zealand
	“public interest in the study outweighs public interest in privacy” (for collection without consent)

“the research has the potential to benefit the public” (for linkage without consent)
	Guidelines for Observational Research [18]
	Public benefit & public interest

	Singapore
	“the human biomedical research or health information research would reasonably be considered to contribute to the greater public good.”
	Human Biomedical Research Act[19]

	Public Good

	India
	“…the research has important social and public health value…”
	ICMR National Ethical Guidelines for Biomedical and Health Research Involving Human Participants [20]
	Social/public health value

	CIOMS
	“the research has important social value”
	International Ethical Guidelines for Health-related Research Involving Humans, Fourth Edition[21]
	Social Value




Why is the multitude of terms a problem? 
While the authors of the different regulations and guidelines listed in Table 1 may intend to mean something similar, each of these terms caries different connotation and lineages (as we describe below). Users of the guideline may in turn reasonably interpret the terms differently from the intended meaning.  In addition, both the intended meaning and the users’ interpretation might differ from the most ethically appropriate meaning of the term. If the authors of the guidelines do intend to refer to the same core idea, it would be preferable to use a consistent term to capture this concept. The terms are very rarely defined or differentiated (we discuss exceptions below) and are sometimes used interchangeably within one document, suggesting that they are meant to capture the same concept.  For example, a report from the Institute of Medicine (USA) roundtable on clinical data uses the terms ‘common good’, ‘public benefit’ and ‘public good’ seemingly interchangeably.[22]   The Australia National Statement uses the terms ‘benefit’, ‘common good’, ‘public good’ and ‘public interest’ throughout, without a clear differentiation of the terms.[17]  In our recent paper in this journal, we too are guilty of ambiguity by defining research as being in the public good when, (amongst other criteria) it has high social value. [23]

Alternatively, it is possible the authors do in fact mean something different when they refer to common good versus public interest versus public good versus public benefit. This is problematic in a different way. If the meanings of the key terms do differ, the guidance documents do not make this clear. This ambiguity will likely lead to confusion and inconsistency. Second, if the terms differ in meaning and multiple terms are used within one document, this amounts to multiple different tests that researchers must meet. This approach is not only confusing, but potentially overly burdensome and an unnecessary barrier to valuable research. Third, if the terms mean different things in different documents, this indicates variable standards between jurisdictions. Health data sharing is increasingly a global pursuit and different research ethics standards between jurisdictions can increase the cost, time and energy associated with getting consent waivers for researchers working across jurisdictions, for example on international public health data-sharing. We assume for the purposes of this paper that the despite the various terms employed, they are intended to capture the same central normative idea of an overarching common or public interest in research.

Consistency and speed of review are major challenges for IRBs/RECs and this is likely exacerbated by the use of multiple competing terms The ethics review process has been widely criticized by researchers for being opaque, [24,25] inconsistent, [26–29] and slow and unduly burdensome. [30–32]  Slow, unpredictable and inconsistent processes can impede valuable science and frustrate researchers.[30,33]  It is plausible that the use of inconsistent terminology and a lack definitions within guidelines generates uncertainty within IRBs/RECs and can slow review and increase variable interpretations.  A systematic review of empirical literature evaluating IRBs found evidence of variation in multicentre review with inconsistent or ambiguous interpretation of the federal regulations. [34]  Qualitative research with RECs in New Zealand found that the lack of clarity regarding terms such as public interest in the national regulations was a source of anxiety and stress for committee members: “We’re sort of operating in a little bit of the void.” Committee members described the process of approving consent waivers for data and tissue research as leaving “a bad taste in your mouth” and causing “my hairs to rise up on end”.[13] Empirical research in the UK found that the introduction of new regulation and specific guidance for RECs can provide clarity and authority and may facilitate the process of gaining ethical approval for tissue-based research.[35] This empirical literature suggests that the inconsistent use of terminology is problematic for IRBs/RECs trying to interpret and implement guidance and is plausibly slowing review and impeding approval of valuable research. 
Note first that the multitude of different terms simultaneously in use is strikingly unusual.  By comparison, other core concepts in research ethics do not have multiple synonyms. Concept such as consent, risk, incidental benefit, autonomy are referred to by a single consistent term, even where there is debate about the definition of that term.  The marked plurality of terms referring to public interest in research ethics is perhaps indicative of conceptual confusion and the necessity for further work to unpack the normative role that the public interest criterion plays in justifying consent waivers.  Below we explain the common normative force that underlies these related terms, and explain why this normative force can justify data research without consent.

In our view, it is preferable to move towards greater international harmonisation of data research standards where possible. By harmonisation, we do not refer to formal regulatory alignment across jurisdictions. International regulatory harmonisation may be possible in some contexts such as financial markets [36] an trade,[37] but it is unlikely to be achievable in the area of research regulation, given the existing international regulatory divergences. [38,39] Instead, we are proposing a sort of conceptual harmonisation, where the way the relevant concept is deployed in ethical discourse as well as IRB/REC practice is made more consistent and defensible.[footnoteRef:6]  [6:  A much more ambitious historical example of such conceptual harmonisation would be the generation and promulgation of the four principles of biomedical ethics. [40] While principlism has attracted considerable criticism, it has become a standard framework and lingua franca for conceptualising biomedical ethics issues. [41]
] 


Conceptual differences between different terms

To demonstrate the potential for confusion and uncertainty arising from synonymous use of the terms, we take four very similar and commonly used terms and explain their different lineages outside of research ethics. This demonstrates the various connotations and implications the different terms carry. 

1. Public interest Public interest is the broadest of the terms covered here.  Douglass argues that the switch from the language of ‘common good’ to ‘public interest’ occurred in mid-seventeenth century England as part of a liberal and democratic revolt against the overbearing power and demands of royalty.[42] In modern usage, public interest refers to important freedoms and securities often called common goods: civic liberties, freedom of expression, privacy, proper administration of government, justice, national security, public health and safety and economic wellbeing. Common goods consist in “the interests that are the object of the civic relationship”. [43]  Determining whether a specific action or policy is ‘in the public interest’ will require consideration of the trade-offs between competing common goods – for example freedom of speech may threaten national security in some cases.  We tend to talk of ‘protecting’ the public interest, indicating that many common goods are things that already exist within the community. 

2. Public benefit By contrast we tend to talk about ‘producing’ public benefit, suggesting that this is the additional benefit produced by research that would enhance the current knowledge or health status of a community.  Public benefit might refer narrowly to health status or to wellbeing more generally. Net public benefit is typically assessed by weighing anticipated research harms against expected benefits. Laurie and Stevens define public benefit as one component of the public interest in data use: “the public interest lies in both the robust protection of individual privacy and uses of data that stand to result in wider public benefit.”[44] Public benefit is thus a narrower sub-component of public interest. 

3. Public good The term public good may invoke (intentionally or unintentionally) the notion of economic public goods. In economic theory a public good is one that is both non-rivalrous (one person’s use of the good does not diminish the amount available for other users) and non-excludable (it is impracticable for one user to exclude others from using the good). A public good is thus one specific type of common good.  The Nuremberg Code (arguably the first global research ethics guideline) argues that research should “yield fruitful results for the good of society”. [45]  Legal scholar Jonathon Montgomery as argued that “The human genome can be seen as an example of …a public good.”[46] 

4. Social value 
The term ‘social value’ has been popular, especially in US bioethics discourse [47–51]   since it was used in Emanuel et al’s influential 2000 paper on the necessary conditions for ethical research - the first of which was that the research have social and scientific value. [52] Council for International Organizations of Medical Sciences’ (CIOMS)uses social value as a core principle in their newly revised 2016 Guidelines, establishing this as a key term in international research ethics.  Unlike many other guidelines, CIOMS provides an explicit definition. Social value is “…the importance of the information that a study is likely to produce”, which can be determined by evaluating the direct relevance of the research for understanding a significant health problem, and whether the research is likely to promote individual or public health. [21] 

Social value differs from the prior three terms because it is seen as a necessary basic requirement of all human research. Whereas the terms public interest, public good and public benefit are used more specifically in relation to justifying consent waivers. CIOMS does however use a subcategory of social value to justify research without consent. CIOMS applies a threshold concept of social value, where research conducted in the absence of consent must meet the higher threshold of important or compelling social value. In relation to human subjects research with participants who are not capable of giving consent (some adults, and children or adolescents[footnoteRef:7]) research must be minimal risk, unless there is compelling social value, in which case the IRB/REC can approve a minor increase over minimal risk. In relation to consent waivers for data research, the IRB/REC must determine (amongst other criteria) that the research has important social value before granting a consent waiver for the use of stored biological material or clinical data in research.[footnoteRef:8] CIOMS does not define the difference between important, compelling and ordinary social value.  [7:  Guideline 16 – Research involving adults incapable of giving informed consent, and Guideline 17 – Research involving children and adolescents]  [8:  Guideline 10 - Modifications and waivers of informed consent; Guideline 11: collection, storage and use of biological materials and related data; Guideline 12: collection, storage and use of data in health-related research] 


‘Public interest’ as the preferred term

‘Public interest’, ‘public benefit’, ‘public good’ and ‘social value’ all have different meanings, implications and emphasis and should not be used interchangeably.  Ongoing use of multiple terms impedes clarity, transparency and consistency – in the administration of research ethics guidelines, empirical research with the public and patients, and academic debate about the normative principles of good data sharing.   

Of the above four terms, we propose ‘public interest’ be adopted more uniformly because it better captures the core normative force justifying consent waivers, whilst avoiding the baggage carried by some of the alternate terms. In the next section, we will elaborate on the role these norms play in justifying research without consent. Before turning to that role, we will briefly explain the relative deficiencies of alternative terms.

‘Public Good’, as noted, typically refers to the economic notion of non-rivalry and non-excludability. This may be an apt description of fully open data, where none can be excluded from access and use of the data by one party does not reduce the available supply for other researchers.  But much health data research is, for good reason, controlled rather than open, and public good may be an ambiguous term to use in these contexts. 

‘Social value’ is a problematic term for consent waivers because of its status as a necessary basic requirement of all human subjects’ research. Our present purpose is to explore the concept that offers normative justification for consent waivers in particular. Social value by contrast is used as a term that underpins *all* research, therefore using it in the context of consent waiver may lead to confusion and blurring of the line between general evaluations of a study’s contribution to social value, and the more specific question of whether data research without consent is on balance in the public interest. 

One might argue that this confusion could be allayed by generating a subclass of ‘social value’ relevant to consent waivers, as CIOMS does in explicating the higher ‘important’ social value threshold for consent waivers. [21] Given the lack of explanation differentiating ‘important’ from ‘ordinary’ social value, this term carries unnecessary ambiguity in relation to consent waivers. Additionally, CIOMS’ explication of social value is problematic because it distinguishes social value from other normative considerations that should be relevant when assessing the justification of a consent waiver. In particular, in Guideline 1 CIOMS explicitly differentiates promoting social value from protecting subjects’ rights. This distinction implies social value is relatively narrow in conceptual scope, not encompassing the rights of individuals. As we argue in detail below, consent waivers should take account of a broad range of considerations, including the potential for the research to breach data subjects’ or others’ rights. As rights seem to be excluded from an assessment of social value, this term is too narrow to capture the normative work necessary to justify consent waivers.[footnoteRef:9] Social value is therefore broad in its application across all clinical research; but its conceptual scope is narrower than public interest. [9:  This is not a criticism of social value and role the term currently plays in ensuring that all clinical research addresses questions are non-trivial, non-redundant and relevant to the health of local populations. However, the conceptual narrowness of social value means it is not well suited to performing the normative work of justifying consent waivers. ] 


Similarly, ‘public benefit’ is problematic in this regard, insofar as it offers a relatively narrow account of what could justify consent waivers. Benefits relate to individuals or groups of individuals becoming better off – it is explicitly welfarist in this regard. Yet other values like distributional justice do not fall neatly into such a benefit rubric. Generating new knowledge that helps address health inequity without improving overall population-level benefit, should be reasonable grounds for a consent waiver. Justice and distributive concerns seem to fall outside the scope of ‘pubic benefit’ and this term is therefore too restrictive to reflect the full range of ethical considerations relevant to consent waivers.


The role of the public interest criterion

Our view is that the public interest criterion best captures the primary normative justificatory force for granting consent waivers. In order to better explicate the public interest criterion, we need to understand the purpose and function of the criterion in the context of waivers of consent. 

Data research without consent needs some positive justification for the overriding of individuals’ privacy. By granting a waiver of consent to data access, there is an intrinsic privacy violation – sensitive information about individuals’ health is accessed or shared without their knowledge or permission. This poses some material risk to individuals, by increasing the possibility of a data breach due to dissemination of information beyond its original confines. But more importantly, it limits individuals’ autonomy by taking away their ability to control who has access to their health information. Because sharing identifiable data without consent carries some individual risk and impedes the rights of patients it must be justified. 

Gelinas, Wertheimer and Miller argue that not all research without consent impedes individuals’ rights. In contexts where there are no rights violations, there would be no need for a public interest criterion to be used. That is to say, there would be no autonomy limitation in need of justification. One example they give is for quality improvement research, where institutions – not patients –presumably have a right of control. [12] One difficulty with this analysis is that it implies control is mutually exclusive, and if institutions maintain control of data patients are deemed to have no relevant interests or rights to control data. Yet insofar as patient health data is co-created by patients and institutions, both patients and institutions retain an interest in the collective governance of that data. [53] Additionally, even quality improvement studies using health data will generally require a certain form of justification with reference the interests of patients served by the institution. For research studies that aim to benefit a much wider array of the public by generating generalisable knowledge, there will need to be a commensurately broad justification that appeals to the public interest.

Importantly, public interest is only one of several criteria that must typically be met in the granting of consent waivers for data research. That is to say, public interest is a necessary but not sufficient condition for granting consent waivers. Other criteria will be familiar across many jurisdictions, particularly: 1) the research must be minimal risk; 2) obtaining consent is impracticable; and 3) identifiable data is needed to meet the study aims. But none of these criteria provide a positive reason for the research or allow for an assessment of the importance of the research relative to the risks. By contrast, the public interest criterion does the normative work of positively justifying the consent waiver. By formally requiring studies to meet this criterion, IRBs/RECs can better ensure that data research without consent is ethically justifiable.  

Scope of the public interest criterion

We should conceptualize the criterion in a wide, rather than narrow manner, both in terms of its normative content as well as the sorts of populations it covers. ‘Public interest’ is broader than public goods, public benefits or social value. 

Jurisdictions that have introduced a public interest criterion for consent waivers seek to ensure that IRBs/RECs consider the broad implications of allowing or preventing the research, both on the individual data subjects involved and the wider community.  A broad focus is particularly important in relation to consent waivers because IRBs/RECs are assessing the acceptability and importance of the research on behalf of the public. When participants have the option to consent for themselves, they are able to make a judgment about whether the risks and benefits of the research are acceptable to them. This judgment is morally transformative, in that it makes permissible (in conjunction with other necessary criteria) what would otherwise be impermissible through the exercise of the participant’s agency. [54]

However, where consent is not sought, moral transformation falls exclusively on the shoulders of the IRB/REC.  The transformation is no longer a reflection of the agency of the data or tissue subject, but instead reflects the judgments of a duly appointed body tasked with evaluating the public interest of a study (among other things). As such, their assessment of the interests, rights, risks and benefits involved must be broader and more substantial than what an individual participant might consider.

So, while consent and the public interest criterion may perform overlapping ethical functions of moral transformation, they are different tests. When deciding whether to provide consent, the participant may dismiss claims of social benefit, reject without explanation certain considerations as relevant and give idiosyncratic weightage to specific considerations (for example, whether needles involved).  The public interest test by comparison requires consideration of more general interests. Because it takes into consideration the interests of a range of affected individuals and groups with diverse values, commitments and circumstances, evaluation of the public interest must abide by procedural norms of publicity such as reasonableness and transparency. [55]

Wide normative scope

Ethical justifications may appeal to a wide variety of normative factors, such as welfare, distribution, human rights, respect, and so forth. Most health research, insofar as it aims to generate knowledge that may be used to improve health, will at least be seeking to advance well-being. But it may also attempt to alleviate unjust distributions by addressing neglected diseases, underserved or marginalised populations; or advance human rights by uncovering failures of states to live up to their obligations. Indeed, ‘public interest’ may be particularly consonant with the human rights considerations, given prominent accounts of human rights are grounded in our interests. [56] For example, analysis of health records has uncovered disparities in treatment according to race, ethnicity or gender. [57–60] This is not merely a problem in terms of maintaining the overall health of the population, but potentially an instance of unjust distribution of healthcare resources and/or unequal regard for patients on the part of practitioners. 

The justificatory criterion for consent waivers should capture a wide range of these ethical considerations. Perhaps the information from a particular study would only marginally improve a population’s overall longevity, but substantially reduce longevity disparities within that population. The consideration of particular values such as distribution should not be ruled out ex ante by a concept that focuses too narrowly on another value such as welfare. 

The concept of public interest is also broad enough to include consideration of the positive and negative elements of a study. In particular, any consent waiver will involve a prima facie setback to public interest, insofar as there is a public interest in respecting individuals’ autonomy by seeking their consent when identifiable data about them is used.  As Laurie et al argue “the protection of privacy is itself in the public interest”.[61] The public interest criterion is met when the positive elements of the research, such as contributing to the prevention or treatment of disease, are sufficient to justify the negative elements. Public interest is therefore a fundamentally different type of assessment than public benefit, social value or public good. Public interest requires not just a tally of the positive aspects or research, but a weighing of the trade-offs between different elements of the common good. 

This dual aspect of public interest is reflected in the language of the relevant New Zealand and Irish documents cited in Table 1. Both refer to ensuring that the public interest in a study (presumably, relating to the interests advanced by the knowledge generated such as improving healthcare) outweighs the public interest in keeping identifiable health data private.  



Wide population scope

A narrow population scope might only take into account the interests of members of a particular group, such as those with a disease being studied or residents of a particular country where a study occurs. This might be justified by appeal to values like group solidarity.  However, this narrow scope is inadequate because advancing the interest of anyone, no matter their group membership or characteristics, could potentially justify or prohibit a consent waiver. We should then adopt a wide population scope interpretation of public interest, such that the interests of humanity at large rather than particular subgroups can potentially be considered in weighing up whether a study sufficiently advances the public interest. [footnoteRef:10] It is important to make this point explicitly because IRBs/RECs are used to assessing the potential harm to a specific group of research subjects. Data research by contrast characterises groups of patients according to shared criteria (for example, disease status, age, smoking history, and genotype) and group harms resulting from the research may extend well beyond the specific data subjects. Stigma and discrimination in insurance, employment or access to health programs will affect future patients who share the relevant criteria, regardless of whether their personal data was used in the original research.  [10:  We may further ask whether the scope of the public interest criterion would reasonably be restricted to human interests. Such a restriction could be justified based on the explicit focus of human subjects research. However, an equivalent criterion might be defensible for research projects in other domains, particularly in the area of One Health where the interests of non-humans and environment are explicitly taken into account. [62]] 


Though we should consider public interest wide in scope at the conceptual level, practical factors about individual studies may justify narrowing the scope in particular contexts. For example, the knowledge generated by a study on the impact of a particular country’s medical financing system may not be have implications beyond the country’s boarders, because its system is unique and insights relating to its implications cannot be generalized to other countries. Conversely, other studies will have more global relevance or impact, necessitating a more global approach to the public interest criterion. For instance, studies on health records relating to the 2015-16 Zika outbreak in countries like Brazil where it was endemic might have direct and pertinent relevance globally as the rest of the world seeks to understand the disease and mitigate potential future outbreaks.[63] IRB/RECs considering whether consent waivers for such studies are justified would do well to take such global interests into account.

The scope should also be ‘existential’ (relating to interests held by anyone) rather than ‘universal’ (relating to interests held by everyone). A universal quantification of ‘public’ would focus the criterion on those interests that all members of the public share, such as in the prevention of infectious disease. However, some relevant interests strong enough to justify a consent waiver might only be held by a subgroup of society, better captured by existential quantification than universal quantification.  It is not, therefore, only population-level studies that could potentially advance the public interest sufficiently to justify a consent waiver. For example, a health records study on rare disease might require a reference dataset from the healthy population. The study would primarily be designed to advance the interests of individuals with rare diseases, rather than society as a whole, and the advancement of those subgroup interests could potentially be powerful enough to justify a consent waiver – something only captured by an existentially quantified version of public interest. This leaves open the question of whether the interests of such a small subgroup will in fact outweigh the interests in privacy of the larger group. But this is something to be settled by IRB/REC evaluation of particular studies, and not ruled out at the conceptual level.


Implications
We have argued that the justificatory role of the “public interest” criterion in relation to consent waivers is to provide the positive normative force for granting consent waivers for data use.  We have advocated for public interest as the preferable term and concept, ahead of public good, public benefit or social value. Public interest is broader than these other terms in two regards. First it does not focus simply or even primarily on health. Public interest refers the overall assessment of the potential impact of the research of common goods such as privacy, trust, justice in addition to population health. Second, public interest considers both the negative and positive impacts of the research; whereas social value, public benefit and public good aim only to quantify the positive aspects of the study. We have argued that public interest is the right test for consent waivers because sharing health data without consent has broad implications beyond the data subjects. 
However there is a potential limitation of the broad approach. The arguments presented here demonstrate the complex and demanding job that IRBs/RECs are asked to perform when assessing requests for consent waivers. Members of IRBs/RECs are unlikely to have expertise or specific training to gauge many elements of the common good, for example the privacy impact or future economic benefit of research. A broader concept will be more challenging to apply in practice and IRBs/RECs will need specific tools to help them assess public interest. [64]
An advantage of our approach is that we make explicit the work required of IRBs/RECs in granting consent waivers and the critical role they are now playing in the new health data ecosystem. This can highlight the evidence committees may legitimately require to make their assessment. IRBs/RECs may ask researchers to commission a privacy impact assessment for their protocol; require researchers to further engage stakeholders to assess perceptions of value and risk; require greater patient and public involvement in the design or oversight of some research; or require a commitment to specific benefit sharing arrangements. Because of the breadth and complexity of the assessment required, IRBs/RECs may need to allocate more time to consider consent waivers. 
A major challenge for governments, clinicians and the research community is how to demonstrate responsible stewardship of health and other personal data. IRBs and RECs sit at heart of this process. Future work must focus on aligning terminology and conceptual as well as normative standards for data sharing to ensure clarity, transparency and consistency. An important next step is to operationalise the concept of public interest and develop a workable framework for IRBs/RECs and other decisions making bodies to use when identifying, measuring and weighing different elements of the public interest. 
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