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Perspectives of Patients With Schizophrenia 
and Psychiatrists Regarding

Ethically Important Aspects of Research Participation

Laura Weiss Roberts, M.D., Teddy D. Warner, Ph.D., and Janet L. Brody, Ph.D.

Objective: Significant controversy surrounds the ethics of psychiatric research. Never-
theless, few data have been gathered to improve our understanding of how individuals with
serious mental illness and psychiatrists view ethically important aspects of biomedical re-
search participation. Method: The authors assessed views of clinically diagnosed patients
with schizophrenia from three sites by means of structured interviews and views of psychi-
atrists at two sites with written surveys regarding attitudes affecting motivation to partici-
pate in biomedical research, attitudes related to autonomy and influences on participation
decisions, and attitudes toward the inclusion of vulnerable populations in research. The
schizophrenia patients were asked to indicate their personal views; the psychiatrists were
asked to provide their personal views and to predict schizophrenia patients’ views. Re-
sponses were compared by using repeated measures multivariate analysis of variance.
Results: Sixty-three patients with schizophrenia and 73 psychiatry faculty and residents
participated. Overall, responses to 23 rated attitudes revealed remarkably similar rank or-
ders and several areas of agreement between patients and psychiatrists. Both groups
strongly supported schizophrenia research and autonomous decision making by partici-
pants. They saw helping others and helping science as important reasons for protocol par-
ticipation. Patients endorsed the feeling of hope associated with research involvement, a
perspective underestimated by psychiatrists. Psychiatrists also underestimated the pa-
tients’ acceptance of physician, investigator, and family influences on participation deci-
sions. Psychiatrists agreed more strongly than patients that vulnerable populations should
be included in research. Conclusions: This study helps to characterize previously ne-
glected attitudes of psychiatric patients and clinicians toward ethically important aspects of
biomedical research participation. Schizophrenia patients offered highly discerning views,
and interesting similarities and differences emerged in comparing responses of patients
and psychiatrists. 

(Am J Psychiatry 2000; 157:67–74)

Under what circumstances is it ethical for individu-
als suffering from schizophrenia and other serious men-
tal illnesses to participate in clinical research? This sin-
gle question has recently occasioned tremendous
controversy (1–7). Opponents of psychiatric research
argue that current safeguards, such as institutional re-
view and informed consent, are not sufficient to protect
mentally ill participants from scientific exploitation (8,
9). Proponents, however, speak of the great need to im-
prove our understanding of mental illnesses, the imme-
diate and future benefits of protocol involvement, and
the injustice and disrespect associated with scientific
neglect of vulnerable populations (1–6).

Although the bioethics and biomedical research lit-
eratures are extensive, little empirical work on the eth-
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ics of psychiatric research has been conducted (3, 7,
10–14). What data exist relate primarily to informed
consent—the philosophical and legal doctrine upon
which ethical experimentation is based (3, 5, 7, 10,
15–19). The doctrine of informed consent derives
from the fundamental concept of respect for persons,
and it requires that all individuals truly understand
and freely make choices about intrusions on their bod-
ies and minds, including acceptance of medical treat-
ments or personal involvement in biomedical experi-
mentation (17, 20, 21). Informed consent studies
comparing individuals diagnosed with mental illnesses
(e.g., schizophrenia and depressive disorders) to indi-
viduals with medical illnesses (e.g., cardiac disease)
have demonstrated that those with psychiatric disor-
ders have greater difficulty with consent decision
making both in clinical care and research (3, 7, 15).
Moreover, the severity of symptoms and cognitive def-
icits associated specifically with schizophrenia and
with Alzheimer’s disease has been shown to adversely
affect capacity for informed consent (3). There is rea-
son for optimism, however, because preliminary data
clearly suggest that efforts to treat psychiatric pa-
tients’ symptoms and to enhance information disclo-
sure procedures do lead to significant improvements
in clinical care and research consent (3, 7). Findings
also suggest that attributes of the research context, in-
volvement of alternative decision makers, underlying
values of patients, and the nature and quality of the
investigator-participant relationship may greatly in-
fluence informed consent decisions of individuals with
mental illness (3, 11, 12, 18). Many other important
ethical factors in psychiatric research remain unstud-
ied and poorly understood (1, 3, 7, 11, 18).

Investigators, federal policymakers, bioethicists, and
scientific leaders have contributed thoughtfully and
passionately to the national discussion of challenging
ethics problems in psychiatric research (1, 5, 6, 22,
23). Curiously absent from these deliberations, how-
ever, have been the views of schizophrenia patients
whose lives may be greatly affected by involvement in
experimental protocols. Similarly, we found no data
regarding the views of psychiatrists who care for indi-
viduals with mental illness and are instrumental in re-
ferring their patients to protocols. To address this gap,
we examined the perspectives of schizophrenia pa-
tients and psychiatrists regarding ethically important
aspects of clinical research participation in key do-
mains. We hypothesized that schizophrenia patients
would express measurable and meaningful views with
respect to 1) attitudes affecting motivation to partici-
pate in biomedical research, 2) acceptability of clini-
cians’ and family members’ influence on patients’ pro-
tocol enrollment decisions, and 3) the inclusion of
vulnerable groups in biomedical research. We further
hypothesized that psychiatrists’ personal views, their
predictions regarding schizophrenia patients’ views,
and schizophrenia patients’ actual views would differ
in a discernible pattern.

METHOD

Eighty-four patients with a clinical diagnosis of schizophrenia
(i.e., chronically mentally ill individuals who were candidates for
psychiatric protocol referral) were invited to participate in a struc-
tured interview for our study. Patients were recruited from the Uni-
versity of New Mexico Mental Health Center, the Albuquerque Vet-
erans Administration (VA) Medical Center, and Johns Hopkins
University. Patients were classified as “protocol” if they had ever
participated in a biomedical research study (on the basis of patient
report and chart verification), and they were classified as “nonpro-
tocol” if there was no history of past participation. By design, we re-
cruited half protocol and half nonprotocol patients for our study. All
88 attending psychiatric faculty and resident psychiatrists at the Uni-
versity of New Mexico and the Albuquerque VA Medical Center
were asked to complete a written survey.

Study instruments were developed in part on the basis of the
Structured Interview Study from the President’s Commission investi-
gation of the human radiation experiments (18) and the clinical case
vignettes of Sachs et al. (24). The interview instrument for patients
was extensively pilot-tested and assessed background information,
attitudes about biomedical research, and reactions to vignettes de-
scribing biomedical research studies. Protocol patients responded to
questions about their personal research experiences, and nonproto-
col patients were asked parallel questions to predict how they would
respond to features of a biomedical protocol. Response formats in-
cluded categorical, 5-point Likert ratings, and narratives. Patients
were shown large, clearly labeled rating scales as a visual aid. An 11-
page written survey asked psychiatrists to indicate their personal at-
titudes on the same questions asked of patients, and they were also
asked to predict responses of “schizophrenia patients in general.”

The institutional review board at each site approved the study. All
inpatients and outpatients diagnosed with schizophrenia were eligi-
ble for participation, but only those assessed by their psychiatrists as
capable of decision making and sufficiently stable to tolerate a “min-
imal risk” 1–2 hour interview were identified as potential partici-
pants. They were then invited to participate by a trained interviewer
(25), who explained the purpose and procedure of the study and ob-
tained verbal and written informed consent. Recruitment occurred
continuously until the established group size was obtained. Patient
participants were given $25 for their effort. Psychiatrist participants
received written and verbal information regarding the study. All psy-
chiatrists and psychiatric trainees at the University of New Mexico
and the Albuquerque VA Medical Center were sent the written sur-
vey with no compensation. Three mailings were performed to
achieve a high response rate.

Data presented here are responses to 23 Likert-scaled attitude
items and participant background information. The views of pa-
tients were compared to personal views of psychiatrists and to psy-
chiatrists’ predictions of patient views with two sets of orthogonal
repeated measures multivariate analyses of variance (MANOVAs).
Attitude items were a repeated measures factor, and rater (patient
personal view, psychiatrist personal view, or psychiatrist prediction
of patients) was a between-subjects factor. Initial models tested a va-
riety of other factors, such as protocol status, site, status of psychia-
trist as attending or resident, and various patient and physician char-
acteristics, for effects, but all were excluded from reported analyses
to increase statistical power because they produced nonsignificant
results.

Conceptual understanding and exploratory factor analyses orga-
nized the 23 attitudes into three sets: 1) attitudes affecting motiva-
tion to participate in biomedical research (eight items), 2) attitudes
related to the influences on research participation decisions (seven
items), and 3) attitudes related to the participation of vulnerable
populations in research (eight items). Five of the eight attitudes af-
fecting motivation to participate in research (items 1, 3, 20, 21, 23),
all of the eight attitudes related to influence on decisions, and all of
the seven attitudes related to vulnerable populations each produced
coherent factors with respective alpha coefficients of 0.58, 0.74, and
0.73 as estimates of reliability. Individual items for each set were
subjected separately as repeated measures to two MANOVA models
that compared patients’ views to psychiatrists’ views or patients’
views to psychiatrists’ predictions. Means were contrasted with
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Fisher’s least significant difference (p<0.05) only if the overall F test
for an effect was significant for a given model.

RESULTS

Characteristics of Respondents

Patient participants (N=63, participation rate=75%)
(table 1) averaged almost 43 years of age (range=21–
64), and most (68%) were men. On average, they had
participated in 2.4 protocols. Roughly 44% (N=28)
were currently involved in a clinical protocol, and an
additional 7% had been in the past. Of those who had
ever participated, 16% had declined participation at
least once. Of those who, before our study, had never
participated, 28% had refused participation.

All had been psychiatric inpatients (median admis-
sions=6), and 48% were hospitalized during this study.
All were currently prescribed a psychotropic medica-
tion (92%, an antipsychotic; 44%, side effect medica-
tion; 37%, a benzodiazepine; 26%, an antidepressant;
and 12%, another mood stabilizer). Their most recent
General Adaptive Functioning scores ranged from 20
to 70 (mean=37, SD=12). In rating their own problems
with their mental health in the past 3 months, roughly
one-fifth rated each point on a 5-point scale (1=none,
5=a lot; mean=3.20, SD=1.44). Most (67%) reported
hearing voices in the past 3 months (5-point scale: 1=
never, 5=all the time; mean=2.78, SD=1.57), and most
(79%) also indicated feeling frightened in the past 3
months (same scale; mean=2.90, SD=1.40). Only 67%
reported believing that they actually had schizophrenia,
although 95% said that they had been told this diagno-
sis by a doctor. No significant differences were found
on these variables in comparing the protocol and non-
protocol groups. Although patient reports of hearing
voices, experiencing fear, and experiencing problems
with mental health over the past 3 months were inter-
correlated (mean r=0.36, N=63, p<0.005), none of
these symptom reports or other clinical characteristics
consistently predicted the attitudes reported here.

Seventy-three physician participants (83% response
rate) completed written surveys (table 1). All had re-
ceived M.D. degrees, and two also possessed a Ph.D.
Most were faculty attending physicians (N=47, 85%
response rate), and others were in the psychiatry resi-
dency program (N=26, 74% response rate). Men rep-
resented 60% of respondents. They averaged 41 years
of age and 10 years of clinical work experience. They
typically spent 75% (median) of their time in clinical
activities, with 46% overall (67% of faculty) spending
at least 10% of their time on research. Over half re-
ported formal ethics training (51%), but few had
served on patient care ethics committees (18%) or an
institutional review board (12%). Most (53%) re-
ported encountering difficult ethical problems in clini-
cal work, although relatively few (11%) reported such
problems in research.

Attitudes Affecting Motivation to Participate in Biomedical
Research

The eight attitudes (table 2) related to motivation to
participate in research were rated differently (attitude
main effects in both MANOVAs: F>67, df=7, 119, p<
0.0001). Patients strongly supported the importance of
research about schizophrenia, helping other people as
a reason to participate, helping science as a reason to
participate, and gaining a sense of hope through par-
ticipation. Moderate support was shown for helping
other people in the future, for many benefits gained

TABLE 1. Characteristics of Schizophrenia Patients and Psy-
chiatrists Participating in a Survey of Attitudes Regarding Eth-
ically Important Aspects of Research Participationa

Group and Characteristic N %

Patients (N=63)
Male gender 43 68
Marital status

Married 4 6
Single 41 65
Divorced or widowed 18 29

Ethnicity
White 29 46
Hispanic 17 27
Black 15 24
Native American 1 2

Religion
Catholic 26 41
Protestant 35 56
Other 2 3

Site
University of New Mexico 22 35
Albuquerque VA Medical Center 23 37
Johns Hopkins University 18 29

Psychiatric inpatient
Ever 63 100
Current 30 48

Protocol involvement
Ever 32 51
Current 28 44
Declined at least once in past 14 22

Psychiatrists (N=73)
Male gender 44 60
Marital status

Married 47 64
Single 14 19
Divorced or widowed 12 16

Ethnicity
White 60 82
Hispanic 4 6
Black 4 6
Native American 2 3

Religion
Catholic 23 32
Jewish 17 23
Protestant 4 6
Other 29 40

Role
Faculty attending physician 47 64
Resident 26 36

Ethics experiences
Ethics training 37 51
Ethics committee service 13 18
Institutional review board service 9 12
Encountered difficult ethical problems in clinical care 39 53
Encountered difficult ethical problems in research 8 11

a Patient participation rate=75%; psychiatrist response rate=83%.
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from participation, and for worrying about privacy
when participating. Finally, most patients expressed
opposition to the statement that people should take
part in research even it might be dangerous.

A repeated measures MANOVA compared patient
attitudes to those predicted for them by psychiatrists.
The main effect for rater (F=20.35, df=1, 125, p<
0.0001) showed that on average, across attitudes, pa-
tients supported research participation more than psy-
chiatrists predicted. Both main effects were qualified by
the interaction of attitude by rater (F=8.99, df=7, 119,
p<0.0001), revealing that psychiatrists underestimated
patients’ support for the five most highly rated attitudes
and the lowest rated item. There was a large effect for
the average underestimation (Cohen’s d=0.70) (26).

A second repeated measures MANOVA compared
patient attitudes to personal views of psychiatrists. The
absence of a main effect for rater (F=0.08, df=1, 127,
p<0.78) showed that patients and psychiatrists offered
similar responses, on average, to attitude items. The in-
teraction of rater by attitude (F=4.97, df=7, 121, p<
0.001) revealed that psychiatrists expressed greater
support for the statements that research about schizo-
phrenia is very important and that there are many ben-
efits for psychiatric patients who participate in re-
search. Psychiatrists expressed less support than did
the patients for believing that participating in research
gives psychiatric patients a sense of hope (mean d=
0.38, a moderate effect).

Attitudes Related to Influences on Decisions to Participate
in Research

These seven attitudes (table 3) were also rated differ-
ently (attitude main effects in both MANOVAs: F>114,
df=7, 119, p<0.0001). Patients strongly supported the
statement that people with schizophrenia should be al-
lowed to make up their own minds about taking part in

research. Slight support was shown for the statement
that people should take part in research if their doctors
ask them to. The statement that people should take part
in research if their families ask them to was rated neu-
trally. Patients expressed weak opposition to the state-
ments that it is all right for research doctors to make
the decision if people are too sick to decide whether to
be in research, that it is all right for patients’ regular
doctors to make the decision if people are too sick to
decide, and that it is all right for patients’ families to
make the decision if people are too sick to decide. Fi-
nally, patients strongly opposed the statement that it is
all right for people to take part in research even if they
do not want to.

A repeated measures MANOVA compared patient
attitudes to those predicted for them by psychiatrists.
The main effect for rater (F=6.88, df=1, 126, p=0.01)
revealed that on average, patients agreed more with
the attitudes than was predicted by psychiatrists. Main
effects were qualified by the interaction of attitude by
rater (F=2.81, df=6, 121, p<0.02), which indicated
that psychiatrists inaccurately predicted patients’ atti-
tudes to doctors’ influences on patients’ decisions but
were accurate in assessing patients’ views about per-
sonal and family influence in participation decisions
(mean d=0.62).

A second repeated measures MANOVA compared
patient attitudes to the personal views of psychiatrists.
The main effect for rater (F=29.96, df=1, 127, p<
0.0001) indicated that patients’ and psychiatrists’ per-
sonal attitudes, on average, differed significantly. The
interaction of rater by attitude (F=4.97, df=7, 121, p<
0.001) revealed that psychiatrists and patients did
agree on the statement that it is all right for families to
decide about patients’ research participation if they are
too sick to decide. Psychiatrists were more supportive
of schizophrenia patients being allowed to make up
their own minds about research participation than

TABLE 2. Ratings by 63 Schizophrenia Patients and 73 Psychiatrists of Attitudes Affecting Motivation to Participate in Researcha

Rating

Psychiatrists

Patients’
Personal View

Prediction of 
Patient’s View Personal View

Attitude Mean SD Mean SD Mean SD

1. Research about schizophrenia is very important 4.66a,b 0.91 3.94a 0.87 4.93b 0.31
20. Helping other people is an important reason to participate in research 4.57a 0.92 3.93a 0.93 4.42 0.86
21. Helping science is an important reason to participate in research 4.30a 1.22 3.24a 1.02 4.13 1.00

5. Participating in research gives psychiatric patients a sense of hope 4.27a,b 1.00 3.70a 0.85 3.89b 0.75
3. People should be in research that might help other people in the future, even 

if it does not help them personally at the time 3.90a 1.39 3.08a 1.04 4.04 0.99
23. There are many benefits for psychiatric patients who participate in research 3.67b 1.32 3.77 0.81 4.16b 0.82

4. People who participate in research worry about their privacy 3.48 1.38 3.88 0.99 3.86 0.96
8. People should take part in research even if it might be dangerous 2.03a 1.31 1.62a 0.75 1.68 0.92

a All items required responses on a 5-point scale (1=strongly disagree, 5=strongly agree). Two orthogonal repeated measures MANOVAs
compared patients’ views to psychiatrists’ personal views and those they predicted for patients. Consistent effects were found across both
analyses for the main effect of attitude (p<0.0001) and the interaction of attitude and rater (p<0.001 in all cases). However, the main effect
of rater was significant only for comparing psychiatrists’ predictions with patient attitudes (p<0.001), not for comparing patient attitudes
with psychiatrists’ personal views (p<0.78). Fisher’s least significant differences were computed to allow contrasts of individual means.
Means in different columns but within the same row that share the same subscript (a or b) are significantly different (p<0.05). Means within
single columns differing by 0.33 (patients’ personal views) or 0.31 (psychiatrists’ predictions and psychiatrists’ personal views) are signif-
icantly different by Fisher’s least significant difference test (p<0.05).
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were the patients themselves. Psychiatrists were also
more opposed than patients to people taking part in re-
search against their wishes (mean d=0.30). Psychia-
trists were more opposed than patients to the influence
of others on patients’ decisions (mean d=0.99, a very
large effect).

Attitudes Related to the Participation of Potentially
Vulnerable Populations in Research

Patients rated these eight attitudes (table 4) very dif-
ferently (attitude main effects in both MANOVAs:
F>84, df=7, 120, p<0.0001). The most strongly sup-
ported statements were that it is all right for women
and for very poor people to take part in research. Pa-
tients showed more moderate support for the state-
ments that is all right for voluntary psychiatric hospital
patients, senior citizens, and extremely sick or dying
people to take part in research and that it is important
that more women and ethnic minorities become in-
volved in research. Patients expressed moderate oppo-
sition to the statement that it is all right for children to
take part in research and greatest opposition to the
statement about involuntary psychiatric hospital pa-
tients taking part in research.

A repeated measures MANOVA compared patient
attitudes concerning vulnerable populations to atti-
tudes predicted for them by psychiatrists. The absence
of a main effect for rater (F=0.09, df=1, 126, p<0.77)
revealed that on average, psychiatrists accurately pre-
dicted patients’ attitudes. An interaction of attitude by
rater (F=5.79, df=7, 120, p<0.0001) was found, how-
ever, indicating that psychiatrists were not accurate in
predicting certain attitudes (e.g., patients’ support for
women taking part in research and patients’ opposi-
tion to involuntary psychiatric hospital patients taking

part [mean d=0.71]) but were very accurate in predict-
ing the other attitudes.

A second repeated measures MANOVA compared
patient attitudes to the personal views of psychiatrists.
A main effect for rater (F=17.45, df=1, 129, p<
0.0001) revealed that on average, psychiatrists offered
greater agreement than did patients for the statements
about vulnerable populations taking part in research.
Yet, the interaction of rater by attitude (F=9.55, df=7,
123, p<0.0001) showed that psychiatrists opposed
more strongly (d=0.87) than patients the statement
that it is all right for involuntary psychiatric patients
to participate in research. For the other attitudes, psy-
chiatrists were much more supportive than patients
(mean d=0.61).

DISCUSSION

This study documents the previously neglected per-
spectives of schizophrenia patients and of psychiatrists
regarding several ethically important aspects of bio-
medical research participation. Overall, the patients
and the clinicians in our study strongly endorsed
schizophrenia research. They clearly indicated that
helping science and helping others were compelling
reasons for research participation. Individuals with
schizophrenia, furthermore, saw research participation
as offering psychiatric patients a sense of hope—a per-
spective that was not fully predicted by psychiatrists.
The schizophrenia patients and the clinicians both val-
ued autonomous decision making in research partici-
pation, but the patients were much more accepting
than were psychiatrists regarding the influence of phy-
sician-investigators, personal physicians, and family
members on such decisions. Both patients and clini-
cians opposed participation in dangerous research, and

TABLE 3. Ratings by 63 Schizophrenia Patients and 73 Psychiatrists of Attitudes Related to Influences on Decisions to Participate
in Researcha

Rating

Psychiatrists

Patients’
Personal View

Prediction of
Patient’s View

Personal 
View

Attitude Mean SD Mean SD Mean SD

2. People with schizophrenia should be allowed to make up their own minds about 
taking part 4.52b 1.03 4.76 0.57 4.83b 0.47

6. People should take part in research if their doctors ask them to 3.44a,b 1.35 2.83a 1.09 1.96b 0.90
7. People should take part in research if their families ask them to 3.06b 1.56 2.71 0.99 1.93b 0.92

18. If people are too sick to say whether they want to be in research, it is OK for their 
research doctors to make the decision 2.62a,b 1.60 1.85a 0.95 1.38b 0.79

19. If people are too sick to say whether they want to be in research, it is OK for their 
regular doctors to make the decision 2.56a,b 1.60 2.03a 1.01 1.56b 0.91

17. If people are too sick to say whether they want to be in research, it is OK for their 
families to make the decision 2.31 1.50 2.24 1.02 2.51 1.36

14. It is OK for people to take part in research even if they do not want to 1.66b 1.15 1.41 0.79 1.29b 0.75
a All items required responses on a 5-point scale (1=strongly disagree, 5=strongly agree). Given the same approach described in table 2,

consistent effects were found for the main effect of attitude (p<0.0001 in both cases), the main effect of rater (p<0.01 in both cases), and
the interaction of attitude and rater (p<0.02 in both cases). Fisher’s least significant differences were computed to allow comparison of
individual means. Means in different columns but within the same row that share the same subscript (a or b) are significantly different (p<
0.05). Means within single columns differing by 0.37 (patients’ personal views) or 0.35 (psychiatrists’ predictions and psychiatrists’ per-
sonal views) are significantly different by Fisher’s least significant difference test (p<0.05).
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they also did not support participation by those who
were unwilling or who were undergoing involuntary
treatment. Finally, psychiatric patients and clinicians
agreed that it was important for more women and mi-
norities to become involved in research. Overall,
though, psychiatrists showed much stronger support
than did our participants with schizophrenia regarding
the inclusion of what have been defined historically as
potentially vulnerable groups. In this section, we
briefly explore the interpretations, implications, and
limitations of our findings.

Schizophrenia Patients as Discerning Individuals

The feasibility of this study is itself a critical finding.
When asked, schizophrenia patients were able to offer
substantive and discerning perspectives on important
issues that bear on the ethical conduct of biomedical
research. These attitudes were measurable, and they
were often surprisingly similar to the views expressed
by psychiatrists. In addition, a fifth of our study group
reported having previously refused research participa-
tion, and a fourth of those approached for this study
declined, indicating both the ability and willingness of
people with schizophrenia to exercise personal auton-
omy related to research enrollment. It is noteworthy
that these findings are not attributable to selection of
only the healthiest of schizophrenia patients—al-
though all of our participants were judged by their cli-
nicians to be capable of decision making, nearly half of
the participants in our study had symptoms severe
enough to be voluntary inpatients at the time of our in-
terview, and all required psychotropic medication. In-
deed, all had been psychiatric inpatients at some point
in the past, typically with multiple hospitalizations. In
sum, the people with schizophrenia in this study exhib-
ited considerable strengths and sophistication despite
their having a serious mental illness and despite the
complexity of the issues presented.

Although this study is preliminary in nature, the fea-
sibility of this work has two implications for psychiat-
ric research. First, since our study’s patient participants
were able to express clear views on biomedical re-
search, it is possible that other psychiatric patients’
abilities to appreciate subtle aspects of research partici-
pation decisions may be greater than is often recog-
nized. If this is true, assertions of the absolute vulnera-
bility of people with mental illness and negative
assessments of capacity for informed consent should
not be based solely on the presence of a diagnosed men-
tal disorder (1, 3). This conclusion is consistent with
preliminary work showing, for instance, that efforts to
address symptom severity and additional efforts re-
lated to the dialogue, procedures, relationships, and
context of the informed consent process may help to
reverse decision-making limitations of some individu-
als (1–4, 7, 12, 14, 24). Although this may, on the sur-
face, appear to suggest the need for a more burden-
some consent process, one potential benefit may be the
ability to include, in an ethically sound manner, some
individuals who might otherwise be presumed incapa-
ble of providing informed consent for relatively elabo-
rate or risky research protocols. Second, the fact that
we know little about the perspectives of psychiatric re-
search participants is apparently not due to their in-
ability or unwillingness to express themselves. Further
inquiry to explore the experiences, preferences, and
concerns of people with mental illness is imperative so
that they may have greater voice in the conduct of psy-
chiatric research in the future; this would fulfill the
first ethical principle governing human experimenta-
tion—respect for persons (17).

Values of Schizophrenia Patients and Psychiatrists

Specific values underlying biomedical research were
endorsed by both schizophrenia patients and psychia-
trists (17, 20, 21, 27). A clear commitment to science

TABLE 4. Ratings by 63 Schizophrenia Patients and 73 Psychiatrists of Attitudes Related to Potentially Vulnerable Populations
Who May Participate in Researcha

Rating

Psychiatrists

Patients’
Personal View

Prediction of 
Patient’s View

Personal
View

Attitude Mean SD Mean SD Mean SD

13. It is OK for women to take part in research 4.27a,b 1.10 4.89a 0.43 4.89b 0.43
11. It is OK for very poor people to take part in research 4.07b 1.17 4.00 0.95 4.44b 0.82
15. It is OK for people who are voluntarily in psychiatric hospitals to take part in research 3.93b 1.41 4.01 0.96 4.62b 0.74
22. It is important that more women and ethnic minorities become involved in research 3.85 1.34b 3.63 0.96 4.52 0.93b
10. It is OK for senior citizens to take part in research 3.71b 1.29 3.74 0.90 4.58b 0.76
12. It is OK for extremely sick or dying people to take part in research 3.61 1.52b 3.54 1.11 4.22 1.02b

9. It is OK for children to take part in research 2.85b 1.56 2.84 0.98 3.69b 1.24
16. It is OK for people who are involuntarily in psychiatric hospitals to take part in research 2.22a,b 1.50 1.42a 0.87 1.26b 0.69
a All items required responses on a 5-point scale (1=strongly disagree, 5=strongly agree). Given the same approach described in table 2,

consistent effects were found for the main effect of attitude (p<0.0001 in both cases) and the interaction of attitude and rater (p<0.0001 in
both cases). However, the main effect of rater was found only for comparing psychiatrists’ predictions of patients’ attitudes (p<0.0001), not
for comparing psychiatrists’ personal views with patients’ attitudes (p<0.77). Fisher’s least significant differences were computed to allow
contrasts of individual means. Means in different columns but within the same row that share the same subscript (a or b) are significantly
different (p<0.05). Means within single columns differing by 0.39 (patients’ personal views) or 0.36 (psychiatrists’ predictions and psychi-
atrists’ personal views) are significantly different by Fisher’s least significant difference test (p<0.05).
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(item 1) and an affirmation of autonomy (items 2, 6, 7,
9, and 14–19) were found in participant responses.
Similarly, altruism was seen as an important motivation
for research involvement by both patients and clini-
cians (items 3, 20, and 21). An orientation toward be-
neficence, the duty to “do good” and help patient well-
being, was seen in psychiatrists’ endorsement of the
benefits of protocol involvement (item 23) and in the
patients’ belief that research participation provides “a
sense of hope” to psychiatric patients (item 5). Nonma-
leficence, the duty to “do no harm,” and paternalism, a
principle linked to beneficence, nonmaleficence, and
autonomy, were seen in concern about dangerous re-
search, the inclusion of more highly vulnerable popula-
tions, substitute decision making, and involvement of
the extremely sick or dying in research (items 8–13, 15–
19, and 22). Concern for justice was reflected in sup-
port for the inclusion of understudied groups in re-
search and other related attitudes (items 10, 11, 13,
and 22). Participants’ concern about privacy was es-
sentially neutral (item 4). With respect to fidelity, de-
fined as faithfulness to the well-being and interests of
the patient, respondents were also relatively neutral on
the items exploring the desired level of influence of
doctors on research enrollment decisions (items 18 and
19). The absence of a difference in responses regarding
the personal doctor and the research doctor as a substi-
tute decision maker may reveal trust in mental health
professionals generally, but it may also indicate a lim-
ited understanding of the potential role conflicts of the
clinical investigator (28).

That schizophrenia patients and psychiatrists share
many common values is an important constructive
finding of this study. The confluence of values in sup-
port of science, autonomy, and altruism, however, may
also create a heretofore unrecognized motivational
“vulnerability” predisposing psychiatric patients, as
with other special populations (3, 7, 29, 30, 31), to en-
roll in research that is not in their best interests. This is
a challenging issue requiring careful study.

Comparing Perspectives of Schizophrenia Patients and
Psychiatrists

Like the psychiatrists we surveyed, we predicted that
the perspectives of psychiatric patients and clinicians
would generally differ. And, also like the psychiatrists
we studied, we were only partly correct. Indeed, strik-
ing agreement existed in many of the responses of
schizophrenia patients and psychiatrists, and the over-
all rank orders assigned to items were nearly identical,
as reflected in table 2, table 3, and table 4. Neverthe-
less, three different patterns did emerge in comparative
analyses of the three attitude domains we examined.
First, with respect to attitudes toward research partici-
pation, the personal views of psychiatrists quite closely
resembled those of schizophrenia patients, and yet psy-
chiatrists often were inaccurate in their predictions of
patients’ motivations to enroll in clinical research. In
the second domain, fairly dramatic differences existed

between the personal views of schizophrenia patients
and psychiatrists on most items concerning influences
on research participation decisions. Although they of-
ten appreciated that differences existed, psychiatrists
often underestimated the degree to which they dis-
agreed with schizophrenia patients’ views. Finally,
when schizophrenia patients and psychiatrists were
asked about participation of various vulnerable groups
in clinical research, their attitudes differed in degree on
every item. Yet, the psychiatrists’ assessments of pa-
tients’ views were remarkably accurate on most items
in this domain.

The presence of these different patterns points to the
necessity of exploring, not presuming, the perspectives
held by individual patients with respect to clinical re-
search. To consider just one example, psychiatrists’
personal views and their predictions of patients’ views
were strongly weighted toward personal autonomy.
Schizophrenia patients did, in fact, endorse autonomy,
but they expressed greater acceptance of physicians’
and families’ influence on personal decision making.
This difference merits careful consideration. On a
practical level, physicians may not think to include
family members in research participation decisions.
Perhaps more important, however, physicians may not
fully appreciate how influential their recommenda-
tions may be to prospective protocol participants. For-
tunately, our findings also suggest that there may be
more common ground between mental health profes-
sionals and patients than is presumed.

Limitations

This study provides empirical evidence to help clar-
ify issues that have triggered great controversy in both
society and science. However, it measured self-re-
ported attitudes, not actual decisions or behaviors,
with a new instrument in a new area of inquiry. Our se-
lection and recruitment processes were designed to
mirror those of biomedical research protocols; we
sought to capture perspectives of potential recruits for
schizophrenia studies on the basis of a clinically
documented diagnosis but did not include a formal di-
agnostic interview or a standard measure of symptom
severity. In addition, we excluded individuals of ques-
tionable decisional capacity whose perspectives it
would be valuable to understand. Similarly, we do not
know how the patients who refused to participate in
our study would have responded to the attitudinal
items. Psychiatrists in our group were from a uni-
versity setting and had limited research involvement
overall. Other, more community- or research-oriented
psychiatrists might have responded differently. Site dif-
ferences were not found in our results, however, sup-
porting generalizability of our data. Finally, psychia-
trists’ predictions related to people with schizophrenia
generally and do not necessarily indicate accuracy or
inaccuracy in assessments of individual patients. For
these reasons, we offer our findings as a modest initial
effort in an underdeveloped area of research.
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CONCLUSIONS

The discussion of biomedical research ethics may be
enriched by a greater understanding of the personal
perspectives of the people who are most intimately af-
fected by human experimentation: individuals whose
illnesses and suffering make biomedical research a so-
cietal imperative. In this study, the schizophrenia pa-
tients we interviewed revealed meaningful views of
biomedical research participation that have important
ethical implications, and they were able to articulate
these views when asked. Further, a number of core val-
ues were recognized and shared by schizophrenia pa-
tients and psychiatrists—most notably, belief in the im-
portance of science, in the desire to help others, and in
autonomous decision making. Nevertheless, differ-
ences in perspectives also exist between patients and
clinicians. The process of identifying these similarities
and differences promises to help inform clinical re-
search practices of investigators and to enhance the ex-
periences of study participants who give so generously
of themselves in the course of science.
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