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Brief Report

Influence of Ethical Safeguards on Research Participation: 
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Objective: Several safeguards have been developed to protect
research volunteers, but little is known about how the people
involved in this research—the stakeholders—view these efforts
to assure participant rights and well-being. The authors’ goal
was to examine these perspectives.

Method: As part of a larger study, 60 people with schizophre-
nia and 69 psychiatrists rated the protectiveness and influence
on patients’ willingness to participate in research of five safe-
guards: informed consent, alternative decision makers, institu-
tional review boards, data safety monitoring boards, and confi-
dentiality measures.

Results: All safeguards were perceived by both the participants
with schizophrenia and by the psychiatrists as protective: on a
scale of 1–5 on which 1=not protective at all and 5=very much
protects, the mean scores ranged from 3.54 to 4.07. Four of the
five safeguards were perceived by both the people with schizo-
phrenia and by the psychiatrists as positively influencing patients’
participation decisions. On a scale of 1–5 on which 1=much less
willing and 5=much more willing to participate, the mean scores
for these four safeguards ranged from 3.86 to 4.30. The mean
score for the safeguard of an alternative decision maker, however,
was 3.09. The ratings of protectiveness made by both the people
with schizophrenia and the psychiatrists were correlated with
their ratings of patients’ willingness to participate in studies.

Conclusions: Ethical commitment to research volunteers is ex-
pressed in safeguards. These efforts appear to be viewed posi-
tively by key stakeholders and may influence research partici-
pation decision making.

(Am J Psychiatry 2004; 161:2309–2311)

The principles of respect for individuals, beneficence,
and justice together serve as the ethical foundation for se-
rious illness research involving human volunteers (1).
Over the past three decades, these principles have found
their real-world translation in the safeguard practices of
investigators and institutions (2). Informed consent pro-
cedures, inclusion of alternative decision makers, review
by institutional review boards and, more recently, by data
safety monitoring boards, and confidentiality safeguards
represent five of the most salient ethical practices that
have been developed.

In the United States, extraordinary effort is committed to
the implementation of these safeguards, especially in
higher-risk protocols or in studies requiring enrollment of
subjects with greater potential vulnerability in the research
situation (2–6). It is hoped that these safeguards will help
assure the rights and well-being of people with serious
mental illness, who may have very severe symptoms or
fluctuating decision-making abilities and who are at risk
for stigma, poverty, institutionalization, and limited access
to care (2–7). Little is known, however, about how key stake-
holders view these safeguards regarding their protective-
ness or effect on decision making regarding research par-
ticipation. Our goal was to explore these perspectives.

Method

For this institutional-review-board-approved, NIMH-funded
study, we developed a questionnaire including 298 quantitative

scaled questions and six qualitative items for people with schizo-
phrenia. The instrument assessed views of ethically important
considerations in mental illness research and related areas. People
with schizophrenia were recruited by community outreach or
physician referral. Diagnosis was confirmed by chart review. A
trained interviewer administered the survey by reading each ques-
tion and recording responses. Most participants completed the
survey in 2.5 to 3 hours, which sometimes occurred over more
than one session to minimize fatigue.

For the portion of the study presented in this report, we care-
fully described five safeguard activities in simple, neutral, and
straightforward terms. The participant was asked to evaluate the
protectiveness of the activities and to indicate the influence of
the activities on their willingness to participate in a research
protocol.

An abbreviated written questionnaire was developed for psy-
chiatrists. They were asked to evaluate the protectiveness of the
activities and to predict their influence on patients’ willingness
to participate in research. All faculty and resident psychiatrists at
the University of New Mexico School of Medicine (N=105) were
invited to participate; 69 (66%) did so.

Data were confidentially encoded. All participants received $30.

The 5-point rating scale responses were subjected to repeated-
measures multivariate analysis of variance (MANOVA) with rater
group (people with schizophrenia versus psychiatrists) and gen-
der as between-subjects independent variables. The demographic
composition of rater groups was compared by using Pearson’s
chi-square analysis. Repeated-measures dependent variables
were correlated for each safeguard within rater groups by using
Pearson’s correlations (r). Effect size was reported as Cohen’s d
(the standardized difference between means).
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Results

Forty-eight (80%) of the 60 participants with schizo-
phrenia were men and 54 (90%) were unmarried. Their
mean age was 44.3 years (SD=10.7). The majority (N=36
[60%]) were white, and 13 (22%) were of Hispanic origin.
Scores on the Brief Symptom Inventory (8) ranged from 0
to 3.77; mean=1.37 for global severity; mean=1.57 for psy-
choticism, mean=1.55 for paranoid ideation, mean=1.49
for anxiety, mean=1.46 for depression, and mean=1.43 for
interpersonal sensitivity. All participants had adequate
reading and auditory comprehension for our project as
measured by the Woodcock Reading Mastery Test (9) and
the Boston Diagnostic Aphasia Examination (10).

Thirty-eight (55%) of the 69 participating psychiatrists
were men and 49 (71%) were married or living with a part-
ner; their mean age was 42.4 (SD=10.9). The psychiatrists
and patients differed significantly in gender composition
(χ2=8.97, df=1, p<0.01), marital status (χ2=50.09, df=1,
p<0.001), and ethnicity (χ2=17.58, df=1, p<0.001).

People with schizophrenia and psychiatrists rated the
protection of the five safeguard activities on a scale of 1=
not protective at all to 5=very much protects (Figure 1). All
five were perceived as protective (means ranged from 3.54
to 4.07). Confidentiality protection, institutional review
boards, informed consent, and data and safety monitoring
boards were rated as more protective (means ranged from
3.82 to 4.07) than alternative decision makers (mean=3.54)

(F=4.27, df=4, 122, p<0.01, for safeguard item main effect;
maximum Cohen’s d=0.45).

Psychiatrists rated strict confidentiality as more protec-
tive than other safeguards (mean=4.16 versus means rang-
ing from 3.62 to 3.88) (simple effect, least significant differ-
ence p<0.05; maximum d=0.52). People with schizophrenia
rated alternative decision makers as less protective than
other safeguards (mean=3.46 versus means ranging from
3.88 to 4.14) (simple effect, least significant difference
p<0.05, maximum d=0.53). Perceived protectiveness did
not differ by gender (MANOVA main effect p<0.15) or by
rater group (MANOVA main effect p<0.79).

People with schizophrenia rated the influence of the
safeguards on their willingness to volunteer for research
on a 5-point scale on which 1=much less willing, 3=no in-
fluence, and 5=much more willing, and psychiatrists pre-
dicted the influence of these safeguards on patients’
willingness to volunteer (Figure 1). Patients rated four of
the activities as increasing their willingness to participate
in research (means ranged from 3.86 to 4.30), but they
rated alternative decision makers as having no influence
(mean=3.09) (F=25.38, df=4, 122, p<0.0001, for item effect;
maximum d=1.13). Psychiatrists’ ratings matched those of
the people with schizophrenia (i.e., there was no rater ef-
fect, MANOVA p<0.89). Ratings did not differ by gender
(MANOVA main effect p<0.71).

Perceived protectiveness was correlated with influence
on willingness to participate in research for both rater
groups, more strongly for people with schizophrenia (mean

FIGURE 1. Ratings of Research Safeguards by People With Schizophrenia and Psychiatrists

a There was a significant main effect for safeguard (p<0.01) but not for rater (person with schizophrenia or psychiatrist) (p<0.79) in the re-
peated-measures multivariate analysis of variance (MANOVA) using safeguard as a repeated measure and rater and gender as independent
variables.

b There was a significant main effect for safeguard (p<0.0001) but not for rater (person with schizophrenia or psychiatrist) (p<0.89) in the re-
peated-measures MANOVA.
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r=0.61, N=60, range=0.51–0.76, all p<0.001) than for psychi-
atrists (mean r=0.35, N=69, range=0.24–0.48, all p<0.05).

Discussion

Understanding the perspectives of individuals with seri-
ous mental illness is an important commitment for men-
tal illness researchers who seek to uphold ethical princi-
ples in their work. Efforts to safeguard the rights and well-
being of research volunteers represent the concrete ex-
pression of these principles in everyday protocol prac-
tices. In this small but novel project, we found that people
with schizophrenia and psychiatrists both saw all five
safeguard efforts as protective and that they perceived
four of the five as influencing patients’ decision making
regarding research participation.

We wish to highlight four points, all of which may be
seen as “double-edged.” First, our data suggest that safe-
guard efforts inspire the confidence of prospective re-
search volunteers and that accurate information about
safeguards may facilitate protocol recruitment. Further
empirical work is needed, however, to demonstrate that
our participants’ beliefs about the effectiveness of safe-
guards are not misplaced (3, 4, 6, 11). Second, safeguard
activities are fully dependent on the judgment, knowl-
edge, and skills of the individuals who enact them. It is of
concern that psychiatric researchers and their staff may
have little preparation for the ethically sensitive aspects of
their work (12, 13). Third, in this study, alternative deci-
sion makers were seen by people with schizophrenia as
only mildly protective and as not influential. Psychiatrists
had the same view. Because proposed policies regarding
mental illness research rely on the inclusion of alternative
decision makers, however, we must learn about the situa-
tions in which alternative decision makers will be seen as
acceptable and valuable by participants (4, 7). Finally, this
project relies on self-report data, and the findings may not
generalize to other groups. We hope that this early work
with key stakeholders will inspire further study of safe-
guard practices in mental illness research.
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