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Can Research and Care Be 
Ethically Integrated?

EM I LY  A .  LARGENT,  S T EVEN  JOFF E  AND 
FRANKL IN  G .  M I L L ER

Historically, clinical medical research and clinical medical care were viewed 
as similar and as intertwined. Physicians considered research on patients to 
be an integral part of the care they delivered.1 After all, the good physician 
constantly made observations and formulated and tested hypotheses; he turned 
to the literature and experimented with different treatments to find the one 
most efficacious for the patient in front of him. Moreover, he learnt from these 
experiences to improve his treatment of future patients. On this model, both 
medical care and research were scientifically guided, therapeutically-oriented 
activities conducted within the physician-patient relationship.2

 In 1979, however, the Belmont Report disentangled research and care, 
defining clear boundaries between the two.3 Central to the distinction was the 
idea that the purpose of clinical research is fundamentally different from that 
of clinical medicine: whereas medical care focuses on providing optimal care 
to individual patients, clinical research is primarily concerned with producing 
generalisable knowledge for the benefit of future patients. Other defining 
characteristics of clinical research include distinctive research methodologies 
— such as placebo controls, randomisation, and blinding — that are anathema 
to medical care because they sacrifice personalisation of care in order to mini-
mise bias; the use of procedures that hold no prospect of medical benefit for 
the research participant but whose associated burdens and risks are justified 
in light of their scientific value; and a unique investigator-subject relationship 
that is best understood in contrast with the physician-patient relationship.4
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 30 years after Belmont, the sharp distinction between research and care is 
becoming increasingly blurred. Medical care and clinical research are exten-
sively, deliberately, and routinely integrated in numerous settings. Significantly, 
this integration is occurring not just within the physician-patient relationship, 
but also at the level of healthcare systems. For example, the use of electronic 
medical records within the Veterans Administration has furthered evidence-
based practice and research by allowing clinical data to be aggregated for 
health services research.5 Practice-based research networks, such as the “primary 
care practice-based research networks,” hold the potential to enable the per-
formance of randomised controlled trials and other types of research in primary 
care offices nationwide.6 This is a situation for which there is no historical 
precedent.
 To a great extent, recent technological advances motivate and enable research-
care integration. Health information technology, particularly electronic medical 
records, provides researchers access to patient data in a more comprehensive 
and less labour-intensive manner than ever before. It facilitates hypothesis for-
mulation and testing, as well as the evaluation of millions of patients’ experiences 
nearly in real time.7 Cultural shifts such as the growing appeal of evidence-
based medicine and comparative effectiveness research have also motivated 
research-care integration. Finally, there is perceived social value in integration. 
Integration offers an opportunity to improve medical care, to contain healthcare 
costs without sacrificing quality, to remove many barriers to effective research, 
and to increase patient satisfaction by enhancing access to promising treatments 
during periods of evidence development.
 In 2007, the Institute of Medicine Roundtable on Evidence-Based Medicine 
wrote: “We must quicken our efforts to position evidence development and 
application as natural outgrowths of clinical care.”8 With its emphatic “we 
must”, this statement implies that there may be an obligation to integrate 
research and care. Yet a systematic argument identifying the basis and scope 
of an ethical obligation to integrate research and care has not been advanced. 
Although research can provide care for an individual that is good, even optimal, 
some aspects of research participation are often not in an individual’s best 
interests because of the loss of personalisation and the inclusion of procedures 
that are not beneficial to the individual. The tension between patients’ indi-
vidual interests and the aim of research to promote public good must there-
fore be satisfactorily resolved. Furthermore, if the integration of research and 
care is desirable to the extent that it is feasible, many ethical questions arise 
regarding the design of a maximally integrated system. Depending in part on 
how it is accomplished, integration can challenge conventional understandings 
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of both research and care. It is increasingly apparent that existing conceptual 
and ethical tools to account for this are underdeveloped.
 In what follows, we imagine a plausible setting in which research and care are 
integrated in ways that build on and transcend existing practices. This thought 
experiment is not intended to outline a model of research-care integration that 
would be readily accepted in the marketplace; rather, the thought experiment 
allows us to explore why research-care integration is ethically plausible and 
to explore the ethical questions that arise in such a maximally integrated 
environment. Our objective is twofold: to show that the ongoing integration 
of research and care is both justified and desirable and to illustrate that sys-
tematic integration requires the rethinking of concepts, tools, and regulations 
familiar to clinical medical and research ethicists. The thought experiment can 
be set up so that it characterises either one health plan within a decentralised 
system of health plans, as in the United States, or as a universal, single-payer, 
national health service. Although we focus primarily on developing and justi-
fying the former model, we will briefly discuss the way in which the latter 
also might be justified. The thought experiment is unlikely to be feasible in 
either form, but the ethical considerations that we address are applicable to less 
systematic efforts at integrating research and care.

RIHS

The Research-Integrated Health System is a hypothetical full-service, not-for-
profit integrated delivery system consisting of a network of community clinics 
and hospitals modelled after the Kaiser system. The clinics and hospitals are 
staffed by salaried employees. The RIHS mission is to integrate care and 
research thoroughly in order to provide high-quality, evidence-based medicine to 
current and future patients and to contribute to the good of both the enrolled 
population and the broader public through evidence development. The RIHS 
model is predicated on the philosophy that outcomes for patients collectively 
are optimised when the practice of medicine is based on current knowledge 
and that research participation can provide good, even optimal, treatment for 
a given patient, depending on the design of the trial and the patient’s other 
treatment options. The emphasis on research-care integration is clearly spelt 
out in the RIHS charter and also in the informational literature provided to 
potential and current enrollees.
 In order to fulfill its mission, the RIHS seeks to achieve integration of care 
and research in two primary ways. First, it is a learning health system.9 As is 
already occurring in some integrated health systems, such as the VA, clinically 
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relevant data from all patient encounters within the RIHS, including diag-
nostic assessments and treatment interventions, are entered into electronic 
medical records and systematically analysed. The experiences of thousands of 
patients within the RIHS network are continually examined to learn from their 
experiences and to identify advantageous changes in patient care. Some of these 
data-driven activities, such as safety monitoring, quality assurance, and policy 
analysis, are generally not considered human subjects research, but many such 
activities fall under the current human subjects research framework. Medical 
records are also used to conduct patient-oriented observational research, to 
develop research questions, and to prioritise research projects within the RIHS. 
No informed consent is needed for this medical records research, as this is 
transparently made a condition of health plan participation. Second, an impor-
tant innovation in RIHS is that patient care is routinely delivered in the con-
text of clinical trials, including randomised controlled trials, as described in 
detail below. Currently, systematic integration of clinical trials with routine 
care occurs only in narrow medical niches — most notably, paediatric 
oncology. The results of these trials are used as the basis for developing the 
evidence-based care guidelines followed by RIHS clinicians and are regularly 
published in peer-reviewed journals to contribute to the general improvement 
of medical care.
 Prescribed and invited trials. There are two kinds of clinical trials within 
the RIHS: “prescribed” and “invited.” Trials qualify for prescribed status if 
they are judged to be compatible with optimal medical care in light of current 
knowledge and if associated research procedures pose no more than minor net 
risks, compared with usual care.10 Minor net risks are analogous to the U.S. 
regulatory category of “minimal risk”: the probability and magnitude of harm 
or discomfort are judged to be no greater than what average, healthy people 
normally encounter in daily life or in routine physical or psychological exami-
nations.11 A minor net risks ceiling limits the incremental risks of care delivered 
within the context of a prescribed trial, over and above those of typical care. 
Prescribed trials include randomised controlled trials designed to answer 
clinically important questions regarding the relative merits of two or more 
medically indicated treatments, such as antibiotic drugs to treat meningitis or 
packages of treatment interventions to treat low back pain. Prescribed trials 
might also include combination versus monotherapy with standard treatments, 
as well as selected randomised or single-arm trials evaluating novel therapeutics 
for conditions without validated treatments (see Table 1 “Examples of Pre-
scribed Trials”).
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Table 1. Examples of Prescribed Trials

Mrs. Jonsen visits her primary care provider, Dr. Chen, because she has been experiencing 
a chronic cough. A chest X-ray confirms that she has pneumonia and requires anti-
biotics. Dr. Chen tells Mrs. Jonsen that the RIHS is currently conducting a clinical 
trial comparing two FDA-approved antibiotics to see which is more effective in treating 
pneumonia. The trial is not blinded, but it is randomised. Therefore, Dr. Chen calls 
the pharmacy, and the research pharmacist tells Dr. Chen which of the two antibiotics 
to prescribe for Mrs. Jonsen. Mrs. Jonsen is informed about the benefits and risks of 
the selected treatment in the informal manner of routine drug prescription.
 Billy and his mother go to Dr. Balch, Billy’s paediatrician, to have Billy vaccinated 
for seasonal flu. Dr. Balch informs Billy and his mother that RIHS is conducting a 
trial to compare the effectiveness of an inhaled form of the flu vaccine to a traditional 
injection in children. Dr. Balch tells Billy’s mother that randomisation has occurred at 
the physician level and that all of the patients in his practice are receiving the flu shot. 
Billy receives the shot.
 Mr. Ross has recently been diagnosed with seasonal affective disorder. Dr. Stevens, 
Mr. Ross’s psychiatrist, provides information on phototherapy and other behavioural 
modifications to improve mood. She also tells Mr. Ross that, if he is interested in 
medication, he must participate in a double-blinded, placebo-controlled trial evaluating 
the effectiveness of anti-depressants in correcting seasonal affective disorder. Dr. Stevens 
reiterates that neither she nor Mr. Ross will know which treatment Mr. Ross is re-
ceiving, and Mr. Ross may receive a placebo. Mr. Ross requests an anti-depressant, but 
Dr. Stevens reminds Mr. Ross that, under the terms of his health plan, an anti-depressant 
is not available outside the trial. Mr. Ross declines to participate in the trial, stating 
his preference to try non-pharmacologic interventions first.

 When such a trial is enrolling participants in the RIHS, the default is that 
physicians prescribe trial enrolment to eligible patients rather than recommending 
a preferred treatment.
 Given that treatment within prescribed trials occurs routinely and that this 
policy is transparent to RIHS enrollees, there is no need for a full, research-
specific process of informed consent for these trials. Rather, physicians engage 
patients in the less formal consent process that (with notable exceptions) 
typifies medical care. Patients can refuse trial participation, just as they can 
refuse conventional medical treatment; however, if a prescribed trial is enrolling 
patients and a given patient meets eligibility criteria but refuses enrolment, 
treatment outside the trial is reimbursed but with a substantially higher co-
payment. If a patient initially agrees to participate in a prescribed trial but 
later chooses to withdraw, she will be required for the duration of the trial to 
pay a substantially higher co-payment for standard treatment for the condition 
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under investigation, or her co-payment may be pro-rated, depending on how 
long she participated in the trial. For those who participate in research, some 
or all of the co-payment associated with a prescribed trial would be waived as 
an incentive and a token of appreciation.
 A second kind of trial is the “invited” trial. Invited trials include those for 
which there is greater uncertainty about risks and benefits of treatments under 
investigation, as well as those that involve more than minor net risks to parti-
cipants from research interventions that are uncompensated by a prospect of 
direct benefit (see Table 2 “Examples of Invited Trials”).

Table 2. Examples of Invited Trials

Ms. Richardson recently injured her elbow playing tennis. Dr. Smith, her orthopaedist, 
suggests conservative treatment — rest, ice, an elbow brace, and a prescription anti-
inflammatory. Ms. Richardson agrees to this plan of treatment. Before Dr. Smith 
writes the prescription, he tells Ms. Richardson that she can receive an FDA-approved 
anti-inflammatory or she can participate in a double-blind randomised controlled trial 
comparing the approved anti-inflammatory to a promising new anti-inflammatory. She 
expresses interest in participating, gives her informed consent, and obtains her prescrip-
tion from the research pharmacist.
 Mr. Tate has been suffering from osteoarthritis for several years. He has now made 
an appointment with Dr. Smith to determine if he would benefit from knee surgery. 
Dr. Smith invites him to participate in a trial comparing outcomes from a widely used 
but never validated knee surgery to a sham surgery intervention. Mr. Tate gives his 
informed consent to participate.
 Mrs. Williams is pregnant with her first child. The baby has been diagnosed via 
sonogram with a heart defect requiring surgical correction. Dr. Reynolds, the obstetri-
cian, invites Mrs. Williams to participate in an RIHS study examining health outcomes 
after in-utero heart surgery. Dr. Williams assures Mrs. Williams that her child can have 
reimbursed open-heart surgery after birth regardless of whether or not she participates 
in the trial. Mrs. Williams asks for more time to discuss the trial with her husband.

 Trials comparing two medically indicated treatments that differ substantially 
in invasiveness, burden, or type of side effects and many randomised controlled 
trials of investigational or off-label agents or procedures are also included in the 
invited category. New treatments may be offered provisionally through invited 
trials while the RIHS collects additional information on safety and efficacy to 
determine if the treatment will eventually be incorporated into the member 
benefits package. Conventional, research-specific informed consent is obtained 
for invited trials, and patients are free to decline participation without penalty 
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and to receive standard, validated treatment (if available) as a reimbursed 
alternative. RIHS physicians, however, must discuss the availability of invited 
clinical trials with eligible patients and encourage them to participate.
 Organisational oversight. To foster clinically relevant research, optimally 
integrate research findings into practice, and protect the interests and rights of 
patients, the RIHS boasts a multifaceted system of research review and over-
sight. Some elements of this system will be familiar, and others are innovative. 
The RIHS has chartered a research advisory committee that is responsible for 
overseeing the RIHS’s clinical research portfolio. This committee periodically 
reviews the portfolio to ensure that it addresses questions of importance 
to the membership and is responsive to members’ medical needs, that the 
research resources of the RIHS — financial, human, and other — are being 
used wisely, and that the benefits and burdens of the research activities are 
distributed equitably across the enrolled population. Furthermore, the research 
advisory committee conducts research to evaluate the quality of research 
studies completed and patient satisfaction throughout and after participation 
in trials. The committee chair, as well as a majority of members, are RIHS 
enrollees selected democratically by other members.12 The research advisory 
committee ensures community accountability for research performed within 
the RIHS and provides the public perspective on challenging issues facing 
the RIHS. In this respect, it is similar to the Citizens Council of the U.K.’s 
National Institute for Health and Clinical Excellence.
 A RIHS science review committee, comprising physicians, scientists, statis-
ticians, academics, and other researchers, is charged with initially evaluating the 
clinical and scientific merit of all intervention studies conducted with RIHS 
patients. Although some members of the committee are selected from within 
the RIHS, others are independent consultants. Trials can either be RIHS-
sponsored studies initiated by RIHS investigators, or suitable clinical trials 
funded by public or private sources, including pharmaceutical, biotechnology, 
and device manufacturers. Studies that meet established criteria of scientific 
merit and clinical relevance are forwarded to the RIHS institutional review 
board for review.
 The RIHS has an established IRB that includes robust representation from 
among the group of enrolees. The IRB reviews and approves protocols for all 
trials conducted with RIHS patients and decides whether a given trial will be 
classified as prescribed or invited on the basis of net risks, burdens, and scientific 
uncertainty. The IRB also assumes responsibility for determining which of the 
clinical trials warrant formal ongoing monitoring by the RIHS data safety and 
monitoring board, which is charged with protecting the well-being of trial 
participants and the scientific integrity of trials. Observational research using 
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the electronic database is part of an omnibus protocol, amended at various 
times as new studies are proposed by RIHS investigators. Careful protections 
of privacy and confidentiality are instituted for these studies, and the RIHS 
charter stipulates that information unearthed in the course of research cannot 
be used to deny coverage. For example, genetic tests conducted during research 
cannot lead to genetic discrimination.
 The RIHS clinical oversight committee is responsible for reviewing data from 
observational studies and clinical trials conducted within RIHS and elsewhere. 
The clinical oversight committee then determines which results are clinically 
significant and how the findings should be incorporated into clinical care. The 
committee drafts clinical care guidelines so that all care delivered reflects the 
best available evidence. If a new treatment is found to be better (safer or more 
effective) than existing treatments in research conducted within the RIHS, the 
clinical oversight committee works to ensure that the treatment is incorporated 
into the RIHS benefits package. If the clinical oversight committee identifies 
research results as promising but not sufficient for changing practice, it can 
propose a study to the research advisory committee or to RIHS-investigators 
and collaborators. The clinical oversight committee primarily comprises RIHS 
physicians and researchers, but the enrolees are also represented.
 Finally, though it is not an oversight body per se, the office of patient 
and participant advocacy offers a variety of research-related services to RIHS 
enrolees, including explanation of research participant rights, including the 
right to withdrawal; verification of which trials are prescribed and which 
are invited; assistance in preparing research advance directives and assigning 
durable power of attorney for research; monitoring of informed consent for 
research; participation in oversight committees, including the IRB and the 
research advisory committee; and publication of a quarterly newsletter updating 
enrolees on ongoing research and findings. Members of the office of patient 
and participant advocacy — including lawyers, ethicists, social workers, and 
clinicians — are also available to respond to patient concerns and complaints 
that result from research participation. In particular, the office of patient and 
participant advocacy is the recipient of appeals from enrolees or from RIHS 
clinicians who wish to argue that for clinical or other reasons it is not appro-
priate for a particular patient to incur a financial penalty for choosing standard 
treatment rather than enrolling in a prescribed trial. The RIHS recognises that 
there will be some valid reasons for otherwise eligible individuals to opt out of 
prescribed research participation or to withdraw from research without penalty, 
and the appeals process offers a procedurally fair process for identifying and 
acting upon these. Because participation in prescribed trials often occurs on 
a short timeline — for example, an antibiotic is prescribed for a respiratory 
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infection that requires immediate treatment for the patient’s comfort and well-
being — appeals can be fast-tracked so that there is no interference with an 
individual’s receipt of clinically indicated care.
 Financial arrangements. Enrolees have a set insurance premium and modest 
co-payments for physician visits and prescriptions. Co-payments apply to all 
services that are standard of care. Co-payments may be waived to incentivise 
or show appreciation for participation in a prescribed trial. As indicated above, 
substantially higher co-payments are generally required for patients who refuse 
to enrol in prescribed clinical trials. Co-payments typically do not apply to 
experimental or investigational services that are rendered in the course of an 
invited trial, though patients may be required to co-pay for services that are 
standard of care within that trial. The RIHS budget has allocated funds for 
research purposes; these are used, in part, to finance invited trials. As discussed 
above, the research advisory committee works to ensure that the resources of 
the RIHS are allocated appropriately. If any trial — prescribed or invited — is 
co-sponsored by the RIHS and, for example, a device or drug manufacturer, the 
co-sponsor is expected to offset the cost of that trial to the RIHS. Net revenue 
from external research sponsors is used to lower the plan’s costs to enrolees.
 All physicians affiliated with the RIHS are salaried employees. According 
to the terms of their employment and in order to limit conflicts of interest, 
they cannot receive recruitment bonuses when their patients enrol in clinical 
trials. Furthermore, they cannot have financial ties with industry sponsors of 
research conducted within the RIHS. Patients, however, may receive payment 
in exchange for participation in invited research, either to reimburse them for 
expenses incurred or occasionally to incentivise participation. The RIHS IRB 
reviews all payments to patients to ensure that they do not constitute an undue 
influence.

Is RIHS Desirable?

Research and care can be integrated in a number of ways, each of which can 
be imagined along a spectrum of increasing manipulation of patient care. 
As outlined above, the RIHS arguably constitutes the most systematic and 
thorough integration of research and care ethically conceivable. Would RIHS 
be a desirable innovation? A persuasive argument could be advanced to support 
such a mode of delivering medical care for two primary reasons: it systematically 
implements the concept of evidence-based medicine, and it advances socially 
valuable research.
 Benefits from the patient perspective. An essential question in considering 
the ethical and practical merits of the RIHS is how outcomes for patients in 
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such a system would compare with those of patients in traditional medical prac-
tice, in which physicians individualise treatment in light of the best available 
evidence. This is an empirical question, which, in principle, could be answered 
if RIHS were a real model of medical care.
 In thinking about the question, however, we should guard against biased 
presumptions. It might be thought that patients necessarily “sacrifice” the 
quality of their care by virtue of being treated within the context of research.13 
To be sure, such patients may have to accept some level of burden and perhaps 
discomfort from non-optional care, such as an extra blood draw to gather data 
purely for research; they may be asked to accept random selection of treatment 
in some circumstances; or they may be expected to accept some reasonable 
level of risk for the benefit of developing knowledge. Whatever “sacrifice” of 
personalised care is involved in research-care integration does not, however, 
imply that patients will fare worse on clinically significant outcomes, as com-
pared with standard medical care. Sonia Shah holds that “There is an inherent 
perversity in controlled clinical trials, which is that by relying on the contrast 
between two groups treated differently, one group must suffer worse outcomes 
than the other,”14 but strictly speaking, this is not true. Outcomes may be 
similar for both groups. But even assuming that clinically significant differences 
will often occur, this situation would be perverse only if we knew at the outset 
which of the compared treatments was better. If we did, though, there would 
be no point in conducting the trial. Moreover, standard medical care includes 
treatment alternatives. When physicians select a given treatment among a set of 
medically indicated options, their patients may fare better or worse than other 
patients who receive another standard option. Hence, differential outcomes also 
are inherent in routine medical care.
 Indeed, we hypothesise that patients enrolled in RIHS would do better, at 
least in the long run, by participating in research aimed at improving medical 
care. Lamentably, many treatments that are proven effective are not incor-
porated in everyday patient care. It has been shown that only 14 percent 
of research findings filter down to everyday practice; for those that do, the 
process takes an average of 17 years.15 Implementation of evidence-based guide-
lines has been linked to improved patient outcomes across numerous specialties. 
More patients receive scientifically validated treatments when evidence-based 
medicine is utilised, and fewer are exposed to ineffective, unnecessary, or 
harmful treatments. RIHS is designed both to advance systematically evidence-
based medicine through acquisition of evidence and to hasten implementation 
of evidence-based medicine at the patient-provider level.
 Presuming that individuals enrolled in RIHS have outcomes that are at least 
as good as those of individuals receiving standard care, enrolees have access to 
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other benefits. In the aggregate, utilising evidence-based medicine within the 
RIHS may result in coverage of more beneficial services or in the reduction of 
premiums by eliminating procedures that are harmful, ineffective, or inferior 
to others. Note that these benefits can accrue independent of cost-effectiveness 
analysis, a topic we have bracketed. Additionally, there is an increasing demand 
among the public for rapid access to medical innovations, but this must be 
balanced with the need for better information on the innovations’ risks and 
benefits.16 Invited trials offer RIHS practitioners and enrolees a means of 
achieving such a balance. Integrating research into care allows enrolees access 
to new, promising therapies during a period of evidence collection. Additional 
evidence can be used to determine if interventions meet the RIHS standards 
for coverage, providing a transparent process for enrolees to see and participate 
in coverage decisions.
 Benefits from the social perspective. The most socially valuable advantage 
that can be anticipated from maximal research-care integration is the attain-
ment of more generalisable knowledge to benefit future patients. In a system 
where research and care are coextensive, research becomes more effective. It 
has been reported that 72% of clinical studies are delayed more than one 
month due to unfilled enrolment.17 More than one in five trials sponsored 
by the National Cancer Institute fail to enrol a single subject, and only half 
reach the minimum sample size needed for a meaningful result.18 Prescription 
of trial participation accompanied by financial incentives will doubtless enable 
many important trials to take place. Because RIHS clinicians encourage eligible 
patients to participate in invited trials, these trials may also accrue subjects and 
reach completion more quickly. At present, researchers may aim for a smaller 
sample size than is scientifically desirable given the difficulties of recruiting 
large numbers of patients; RIHS offers a mechanism to achieve greater statistical 
power and enhanced generalisability. It is unethical to enrol patients in trials 
and expose them to research risks if scientifically valid, socially valuable data 
will not result. Therefore, RIHS offers a model to make the very conduct of 
clinical trials more ethical.19

 Several additional benefits bear mentioning. First, the RIHS model will 
help counteract the double-standard for evidence in our current system, under 
which new drugs can be licensed only on the basis of favorable randomised 
controlled trials, whereas innovative invasive procedures can be introduced 
into practice on the basis of “clinical experience.” The RIHS will not approve 
any treatments for standard medical care without adequate evidence. In addi-
tion, the population-based nature of study results from RIHS research may 
more accurately reflect what will happen in practice because the data will be 
less subject to selection and other biases due to differences in who has access 
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to or decides to participate in the trials. Groups that have been historically 
underrepresented in clinical research, including children, pregnant women, and 
minorities, will be automatically included in observational research and will 
be more likely to participate in RIHS trials. Finally, patients routinely benefit 
from the research participation of others, and free-riding occurs when an 
individual receives a benefit while refusing to share the burden of obtaining it.20 
In RIHS, the benefits and burdens of research will be spread more evenly 
throughout the population, reducing (though not eliminating) concerns about 
free-riders who benefit from clinical research without contributing to its 
development.21

Is RIHS Justif ied?

Having outlined the benefits of research-care integration, it is clear that many 
significant benefits will accrue to individuals and to society when research and 
care are integrated maximally. Now, the essential task is to ask: do these benefits 
outweigh the risks?
 The risks of RIHS. If the integration of research and care is conducted ac-
cording to the standards outlined above, RIHS poses few novel risks to patients. 
Medical risks, such as those encountered in a conventional care-centred environ-
ment, will remain the same or — more likely — will be reduced, owing both 
to quality improvement initiatives that seek to improve outcomes and reduce 
medical errors and to continuous observational and clinical research that will 
identify safer interventions. However, RIHS enrolees will confront some incre-
mental research-related risks, burdens, and inconveniences. The physical and 
emotional risks of research procedures are worth highlighting. In keeping 
with the principles of ethical research, RIHS trials should seek to minimise 
risks to the extent possible while maintaining scientific integrity. Furthermore, 
the use of medical records raises many salient questions about privacy and 
confidentiality. These must be carefully managed in accordance with existing 
ethical guidance.
 The acceptability of risks and benefits. We believe that the systematic inte-
gration of research and care, particularly as it relates to the extensive use of 
evidence-based medicine, will result in improved patient outcomes. The incre-
mental risks that RIHS enrolees obligatorily assume — that is, participation in 
prescribed trials and observational research — are minimal and will be readily 
outweighed by the benefits. For invited trials, patients will continue to be able 
to determine if the risk-benefit ratio is acceptable to them. RIHS offers clear, 
significant social benefits that outweigh the minimal net risks that enrolees 
will be required to assume. Not only will research be conducted more efficiently 
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and have greater generalisability, but the problem of free-riders who benefit from 
clinical research without participating will largely be resolved. Research-care 
integration according to the model of the RIHS is ethically justified.

Potential Objections

Maximal integration of research and care as envisioned here challenges our 
existing conceptual models of both clinical research and clinical medical care 
and raises many important ethical questions. Therefore, a number of objections 
may be anticipated.
 Exploitation. Prescribed trials challenge the conventional ethical prescrip-
tion that participation in research should be voluntary — enrolment is the 
participant’s choice alone. An obvious concern is that linking care to research 
participation, as occurs within RIHS, is exploitative. According to the going 
understanding, exploitation occurs when A uses B as a mere means or when 
A takes unfair advantage of B.23 Neither of these definitions seems applicable 
in the context of the RIHS. Enrolment information for prospective RIHS 
enrolees transparently communicates the integration of medical care and re-
search. Patients who do not want to participate in such a plan can choose other 
conventional health plans. But even if there were no alternatives to a RIHS-
type health plan (a possibility considered below), we contend that patients 
would not be exploited by this arrangement. Patients are not used as a mere 
means in prescribed trials; rather, they have a reasonable expectation of clinical 
benefit stemming directly from participation in the trial. Furthermore, because 
prescribed trials must not exceed a modest net risk threshold, as determined 
by the IRB, and because a robust appeals process exists to address legitimate 
exceptions, the RIHS does not take unfair advantage of patients. Patients are 
not being asked to make excessive sacrifices for others. Because of the con-
straints placed on prescribed trials to make them hew more closely to standard 
clinical care, the research-care distinction fades and obviates this concern.
 Coercion. Prescribed trials also challenge the conventional notion that 
research participants should be able to decline enrolment in a study or to 
withdraw from a study at any time without penalty. On the RIHS model, 
prescribed trials cannot be declined without repercussions because treatment 
outside prescribed trials requires a significant co-payment. A charge of coercion 
— threatening to deprive someone of something to which they have a right 
— may seem relevant in these circumstances.
 Whether participation in prescribed trials is incentivised by reducing co-
payments for participants or by substantially increasing co-payments for those 
who refuse to participate, individuals are “losing” money — though, admittedly, 
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there is a strong framing effect that distinguishes the two. Yet it is not clear 
that RIHS enrolees have a right to receive standard care outside a prescribed 
trial at the customary expense. At the time of enrolment, it is made clear that 
in some cases, patients will have a right to treatment at low or no cost only 
within a prescribed trial. If individuals consent to this model of care, they are 
not being coerced within any particular trial. If RIHS is the only choice, as in 
a single-payer healthcare system in a democratic society, this implies a legiti-
mately enacted societal determination that the right to care at customary (or 
no) expense entails a reciprocal responsibility to participate in certain classes 
of research. Such responsibility cannot reasonably be described as coercive. 
Furthermore, prescribed trials are consistent with the standard of medical 
care; no patients are required to participate in trials that involve withholding 
standard care (such as placebo-controlled trials of new treatments for con-
ditions that have proven effective treatment options) or that involve more than 
minor net risks. Thus, patients are not coerced within trials. Finally, patients 
may choose to receive standard care outside of the trial by paying a higher 
co-payment, while those who believe that for individual reasons they or their 
patient should not be required to join a prescribed trial will have access to a 
procedurally fair appeals process for adjudicating such claims.
 Distortion of the physician-patient relationship. The relationship between 
physicians and patients in the RIHS differs profoundly from the relationships 
that are characteristic of medical care. The traditional view, widely endorsed, 
is that physicians should always act in the best interests of the present patient. 
Although exceptions to this view are extensively acknowledged, little systematic 
guidance has been offered to assist physicians in identifying which exceptions 
are appropriate and how they should take into account the interests of others 
when providing patient care.24 This lack of ethical guidance will be brought 
into stark relief within the RIHS. RIHS physicians will routinely collect data 
for observational research and bring the interests of third parties to bear on the 
physician-patient encounter. Moreover, treatment will be provided — indeed, 
prescribed — within clinical trials and routinely depart from the ideal of 
personalised care. The overlap of research and medical duties has yet to be 
justified.25 One should not assume, however, that the conventional, Hippocratic 
model is best. RIHS offers, on balance, a system in which the benefits for 
patients and the wider society outweigh the disadvantages. Although they do 
not completely evade the potential for moral conflict between dual loyalties 
to research and care, RIHS physicians are able to proceed in good conscience, 
recognising that their patients have chosen to receive medical care in the con-
text of research and have given fully informed consent.
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From Thought Experiment to Application

The purpose of this thought experiment is to show that integration of research 
and care is ethically plausible — not to show that a health plan like RIHS 
would succeed in the marketplace. Still, it is important to acknowledge that 
few individuals — if given a choice between RIHS or a plan with a comparable 
commitment to implementation of evidence-based medicine but without the 
prescribed research component — would choose to join RIHS. It would be 
unreasonable to appeal to altruism alone; rather, individuals must have a per-
sonal interest in choosing research-integrated care. It is possible that the RIHS 
might have better patient outcomes than any alternative, given the potential 
clinical benefits that flow from trial participation and the strong institutional 
commitment to guiding care by means of research; however, it would be diffi-
cult to demonstrate this rigorously. In the absence of clear and convincing 
evidence of superior outcomes, it seems unlikely that many people would opt 
for RIHS.
 This has two implications worthy of further consideration: 1) maximal 
research-care integration may only be achievable within a universal health 
system; and 2) although maximal integration is unlikely to be feasible in a 
fragmented system driven by consumer choice, such as exists in the United 
States, research-care integration is nevertheless justified and desirable.
 Fragmented system. Although there are barriers to achieving maximal inte-
gration of research and care in a fragmented health system, integration is still 
being pursued, as many innovative models attest. For example, with its network 
of clinics and hospitals in communities across Iowa, Wisconsin, and Minnesota, 
the Mayo Health System is, in many ways, similar to the RIHS. The esteemed 
Mayo Clinic had a research budget of $523 million in 2008, and roughly 80 
percent of Mayo physicians are involved in research.25 Importantly, the Mayo 
Health System does not provide insurance to individuals and therefore does 
not condition coverage on participation in research. Without this tool, what 
incentives could be used to draw research and care closer together and to foster 
a culture of shared responsibility, in which developing evidence is a cause 
common to healthcare professionals and the public? Presumably, many indi-
viduals choose Mayo because it offers access to promising new therapies and 
favourable health outcomes driven by application of evidence-based medicine. 
Other ways to integrate research and care include large, simple trials with more 
flexible inclusion/exclusion criteria; the Center for Medicare and Medicaid’s 
system of coverage with evidence development; and primary care practice-
based research networks.26 We should continue to pursue methods like these.
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 Universal health system. The RIHS model of research-care integration is 
justified most easily when enrolees have a choice among health plans. Yet we 
believe a national health service (single-payer system) or a government insurance 
plan in which care was modelled on the RIHS could also be ethically justified. 
Medical records research can be ethically conducted without informed consent.27 
Similarly, participation in registries and trials as a condition of coverage already 
occurs in some contexts — for example, Medicare’s programme of “coverage 
with evidence development” — and has been found ethically acceptable.28 As 
for invited trials, enrolees will participate only if they give fully voluntary 
informed consent. Thus far, a single-payer system modelled on the RIHS 
appears unproblematic; however, the inclusion of prescribed trials would be 
without precedent. Without a choice among health plans, consent to enrol 
cannot do the same moral work of advance authorisation for participation in 
prescribed trials. How, then, might “mandatory” participation in interventional 
research be justified?
 There are reasons to believe that a national health service modelled on the 
RIHS thought experiment could be justified along the lines of a hypothetical 
social contract. Individuals behind a Rawlsian “veil of ignorance,” lacking 
knowledge about their health status but interested in receiving optimal medical 
care, arguably would choose the RIHS model as the basis for organising their 
health system.29 Posing a question to a “prospective citizen,” Daniel Wikler asks 
which of two societies you might prefer to join:

In the first, doctors always give their patients the best care they can, while in 
the second patients are sometimes slighted in the interest of medical progress. 
The state of the art of medicine, however, is more advanced in the second 
than in the first  …  Patients in the second society lack some of the feeling 
of security that comes with the belief that one’s doctor will always do what 
he or she believes best for his or her patient; those in the first society have 
less of the security that one’s doctor’s beliefs about treatment are sound.30

Implemented as a single-payer system, the RIHS is comparable to the second 
society. While tradeoffs exist, the benefits of the second society seem clearly 
to outweigh the associated burdens. The state would provide universal care 
with the requirement that care be delivered within a context that maximally 
develops knowledge for the good of all and does not impose any more than 
minimal net risks on individuals. A single-payer system modelled on the RIHS 
would apportion the burdens and benefits of clinical research participation 
fairly within the population. Moreover, a single-payer system would do more to 
reduce free-riders by limiting the possibilities for individuals to benefit from 
evidence-based medicine without contributing to it.
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 The RIHS thought experiment shows that a large, integrated healthcare 
system can combine research and care to a much greater extent than is already 
occurring and in a way that advantages present and future patients individually 
and collectively, without violating fundamental rights. Moreover, these benefits 
to the individual and to the collective outweigh any novel risks introduced 
when clinical research is conducted concurrently with the delivery of care. For 
these reasons, further integration of research and care is a worthy goal of health 
system design.
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