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COMMENTARIES 

that resources must be available both to treat the acute ill­
ness and to treat HIV in the long term. Because there is lim­
ited utility in stabilizing a critically ill patient with HIV for 
whom long-term antiretroviral therapy is unavailable, non-
consented HIV testing may not be justifiable in resource-
limited settings. 
Financial Disclosures: None reported. 
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Disclosing Individual Results 
of Clinical Research 
Implications of Respect for Participants 
David I. Shalowitz, AB 

Franklin G. Miller, PhD 

CONTROVERSY EXISTS ABOUT THE RESPONSIBILITY OF 

investigators to communicate the results of re­
search to study participants. These research re­
sults may be categorized as either general study 

results, which represent aggregate data usually published 
by the research team, or individual results, which are re­
search findings relevant to particular participants. Disclo­
sure of individual research results has become particularly 
contentious in the context of genetics research, for which 
genotypes of individual participants often become known 
to investigators.1 However, disclosure of individual results 
should be addressed in all research involving human par­
ticipants. 

When aggregate results of research correlate with as­
pects of the health and well-being of participants, disclos­

©2005 American Medical Association. All rights reserved. 

ing individual results has the potential to significantly affect 
the lives of participants. Accordingly, investigators and in­
stitutional review boards (IRBs) should consider when and 
how participants should be informed of individual re­
search results. This article reviews previously articulated poli­
cies on sharing research data with participants and pro­
poses an alternative ethical approach for communicating 
individual study results based on respect for research par­
ticipants. Translating this approach into workable guide­
lines for investigators and IRBs will require careful thought 
and discussion, ideally guided by further empirical re­
search assessing the preferences of research participants to 
receive individual study results and their reactions to such 
disclosure. 
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Existing Standards 
Federal regulations governing the conduct of human sub­
jects research provide no guidance on disclosing research 
results, with the exception of information that may affect a 
participant’s decision to continue enrollment in a study, such 
as emerging data about adverse effects of study interven­
tions.2 Perhaps as a consequence, investigators inconsis­
tently communicate research results to participants,3-5 de­
spite data suggesting that participants are interested in 
learning study results6,7 and recent calls for investigators to 
communicate general research results routinely.8,9 

Several prominent groups in the United States, includ­
ing the Office of Protection from Research Risks,10 the Na­
tional Bioethics Advisory Commission (NBAC),11 and the 
National Heart, Lung, and Blood Institute,12 have at­
tempted to set policies on sharing study results with re­
search participants. These policies emphasize the possibil­
ity that sharing study results may harm participants, causing 
anxiety and unnecessary medical interventions. The poli­
cies further stipulate that research information must be clini­
cally useful before it is shared with participants. For ex­
ample, the NBAC recommendations are based on “the 
presumption that the disclosure of research results to sub­
jects represents an exceptional circumstance.”11 Specifi­
cally, the NBAC recommends that disclosure of results should 
occur only when “a) the findings are scientifically valid and 
confirmed, b) the findings have significant implications for 
the subject’s health concerns, and c) a course of action to 
ameliorate or treat these concerns is readily available.”11 

Problems With Existing Standards 

It is unclear why prevailing policy on disclosure of indi­
vidual results focuses exclusively on protecting research par­
ticipants from harm and sharing only results with clinical 
utility. Regardless, these policies make investigators gate­
keepers of research information relating to participants in­
stead of offering participants the opportunity to determine 
what research information about themselves they wish to 
know. 

The current disclosure policy should be reconsidered in 
light of data that suggest that the prevalence of distress caused 
to participants by disclosure is low13 and that most indi­
viduals find disclosure of test results beneficial, regardless 
of the actual result or accompanying psychic distress.7,14-16 

Additionally, the requirement of clinical utility precludes 
investigators from sharing individual results that may be per­
sonally meaningful to participants even if those results have 
little or no clinical significance or relate to conditions for 
which no treatment exists or are late in onset. 

Ethical Rationale for Disclosure 

Respect for persons is a basic ethical principle that gives rise 
to obligations regarding how competent adults should be 
treated. At a minimum, the principle of respect prohibits 
treating persons as mere means to an end. However, addi­
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tional specific obligations of respect derive from interper­
sonal or institutional relationships between persons. 

In biomedical research, respect for persons includes in­
vestigators’ obligations not to coerce or deceive research par­
ticipants and to obtain informed consent. Respect for per­
sons, including respect for participants’ self-determination 
and a recognition of their integral role in research, under­
lies investigators’ responsibilities to make aggregate re­
search results available to participants.2,9,17-19 The same con­
siderations that ground making aggregate study conclusions 
available to participants also oblige researchers to make in­
dividual results available to participants upon request. It 
would be disrespectful to treat research volunteers as con­
duits for generating scientific data without giving due con­
sideration to their interest in receiving information about 
themselves derived from their participation in research. 

Investigators who share aggregate study results with re­
search participants are likely to receive requests for indi­
vidual results as participants seek to understand study con­
clusions that appear relevant to their health or well-being. 
In disclosing requested individual study results investiga­
tors show respect for participants’ self-determination, 
allowing them to incorporate research results into their per­
sonal decision making. Furthermore, by providing re­
quested results, investigators acknowledge participants’ pre­
sumptive entitlement to information about themselves and 
show gratitude for participants’ voluntary participation in 
research. 

However, investigators’ prima facie responsibility to re­
spond to participants’ requests for individual study results 
may be overridden in some circumstances. Requested re­
sults can be justifiably withheld if disclosing information 
predictably compromises the safety of a participant or third 
party; for example, a finding of misattributed paternity in 
the case of a couple with a history of domestic violence. 
Knowledge of a threat to participants’ safety nevertheless 
should be distinguished from concerns about possible psy­
chic distress or mistaken medical interventions (for ex­
ample, related to information about a genetic risk factor) 
in the absence of data suggesting that these latter harms are 
likely. In addition, requested individual results may be tem­
porarily withheld until completion of the study if disclo­
sure would compromise scientific validity (eg, would break 
blinding of a randomized drug trial). An important point is 
that individual study results should never be withheld when 
they provide evidence of an immediate risk to individual par­
ticipants. 

Inviting Requests for Individual Results 

Respect for persons as research participants requires going 
beyond providing individual results on request. The same 
considerations of respect for persons that ground investi­
gators’ responsibility to respond to requests from partici­
pants for individual research results also ground investiga­
tors’ responsibility, subject to IRB oversight, to invite such 
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requests under certain circumstances. If there is reason to 
believe that a research result could be significantly mean­
ingful to participants, investigators should make partici­
pants aware that this information has been or will be col­
lected and, consequently, invite a request for those individual 
results. 

Existing disclosure policies limit the scope of “meaning­
ful information” to data that have clear, direct implications 
for participants’ clinical treatment.11 However, research par­
ticipants have been shown to be interested in using test re­
sults for other important aspects of their lives, such as the 
decision to have children or, in the case of late-onset dis­
ease, to make appropriate educational or career plans.20 In­
formation generated in research might also be relevant to 
understanding potential vulnerability to disease condi­
tions and participants’ personal identities. Thus, investiga­
tors and IRBs should consider the broader context of po­
tentially meaningful information a study might uncover and 
include provisions in the study design for proactively alert­
ing participants to the availability of this information. The 
informed consent process offers an opportunity for inves­
tigators to alert participants about the future existence of 
results about them and also allows participants the chance 
to request those results. Future empirical research will aid 
investigators and IRBs in determining which results will be 
meaningful to participants. 

It is critical to take the reliability and accuracy of study 
information into account when considering inviting re­
quests for individual results. Research findings may not be 
replicated. Accordingly, it may be wise to refrain from in­
viting requests for results that are preliminary until the re­
liability of the information has been adequately estab­
lished. When requested, however, investigators should 
disclose preliminary results, ensuring that adequate em­
phasis is placed on any uncertainty as to the reliability or 
implications of the information communicated. 

Objections to Disclosure 

There are at least 2 objections to a policy requiring disclo­
sure of requested individual research results. First, some may 
argue that if investigators clearly state during the informed 
consent process that results will not be available to indi­
vidual study participants, the investigators have no obliga­
tion to do so. However, even though informed consent is 
generally a necessary component of ethical research with 
human participants, it is not sufficient. Respect for partici­
pants operates independently from the informed consent pro­
cess, as do fair subject selection and independent review of 
protocols.18 Investigators cannot use informed consent to 
waive participants’ rights and should not use informed con­
sent to disclaim ethical responsibilities.21 

Second, US investigators and research administrators may 
be concerned that the Clinical Laboratory Improvement Act 
of 1988 (CLIA)22 prevents disclosure of research results if 
the data were obtained in a research laboratory that is not 
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CLIA-compliant. CLIA delineates quality control stan­
dards for laboratories performing tests for the purpose of 
“providing information for the diagnosis, prevention, or treat­
ment of any disease or impairment of, or the assessment of 
the health of, human beings.” When potentially clinically 
relevant research results have been obtained in a non–CLIA­
compliant laboratory, investigators must balance their re­
sponsibility to notify participants of these meaningful re­
sults with the potential added burden of retesting samples 
in a CLIA-compliant laboratory to ensure analytic validity. 
Importantly, CLIA does not restrict the communication of 
non–clinically relevant research results to participants, which 
may include some reproductively relevant results such as 
genetic carrier status, results important to participants’ so­
cial or personal identity, or communication of other re­
quested results. Nevertheless, investigators should be can­
did with participants about the reliability of any disclosed 
information. 

Method of Disclosure 

Much of the controversy about disclosing individual re­
search results stems from the uncertainty inherent in the 
interpretation of research data. This uncertainty could be 
problematic in 2 ways. First, investigators may not be able 
to interpret confidently the meaning of particular research 
results; for example, those generated in early development 
or application of a test for a genetic marker, as in the case 
of APOE genotyping for Alzheimer disease. Second, par­
ticipants may have difficulty understanding complex or 
probabilistic interpretations of research results and may con­
sequently pursue harmful or unnecessary medical interven­
tions, a concern, for example, accompanying the commu­
nication of results of BRCA1/2 genotyping.23 Investigators 
therefore may be hesitant to disclose research results if they 
doubt their own ability, or that of their participants, to un­
derstand and interpret research results. However, these prob­
lems can be addressed. If the investigator is unable to in­
terpret results in the context of the study goals, he or she 
should be willing to explain this uncertainty to partici­
pants. Furthermore, if requested individual results are to be 
meaningful and useful to participants’ personal decision mak­
ing, they must be disclosed in a manner that is as under­
standable as possible. Investigators should rely on plain lan­
guage24  and use established counseling methods to 
communicate complicated or uncertain results requested by 
participants. 

Some object that the costs and burdens of disclosing study 
results to participants, including contacting participants and 
maintaining trained counselors on staff, will tax already 
strained research budgets and make future studies more dif­
ficult.25 This is an important concern but should not obvi­
ate investigators’ obligation, based on respect for persons, 
to communicate requested individual results to partici­
pants. The actual costs of disclosure are likely to be small 
for most studies. For example, ancillary counselors may only 
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be needed to communicate information relevant to spe­
cialty health care or reproductive decisions and will not be 
needed for the disclosure of most research results. Addi­
tionally, providing requested results to participants will make 
the process of research more transparent and may increase 
participants’ willingness to enroll, thereby facilitating fu­
ture studies. 

Conclusions 

Respect for participants in research underlies the respon­
sibilities of investigators to communicate the aggregate con­
clusions of clinical research to participants. As investiga­
tors increasingly provide these results to participants, they 
are likely to receive more requests from participants for in-
dividual-level results. Respect for research participants re­
quires investigators to meet these requests in all but a few 
circumstances, and the burden is on the investigators to jus­
tify nondisclosure. Additionally, information that can be pre­
dicted to be meaningful to participants should be identi­
fied by investigators and IRBs in the design phase of the study 
and highlighted to participants during the informed con­
sent process or after the completion of the study, as appro­
priate. Adoption of these guidelines is likely to expand re­
spectful communication between investigators and 
participants in research, enhance the transparency of clini­
cal research, and improve public perception of the biomedi­
cal research enterprise. 
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