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Objective: The purpose of this project was to engage a diverse group of
stakeholders (N538) to help establish priorities to guide patient-
centered outcomes research (PCOR) in serious mental illness. Methods:
Three meetings, two Web-based and one on site, were held to generate
and prioritize an initial list of topics. Topics were then sorted and orga-
nized into common themes. Results: About 140 topics were identified and
sorted into 21 main themes, ranked by priority. Three of the top four
themes focused on how research was conducted, particularly the need to
develop consensus measurement and outcomes definitions; improving
infrastructure for research, longitudinal studies, and new data sets and
investigators; and developing PCOR methodology. Stakeholders also
identified a need to focus on service delivery, treatment settings, and
structure of the delivery of care. Conclusions: Engagement by a broad
group of stakeholders in a transparent process resulted in the identifi-
cation of priority areas for PCOR. Stakeholders clearly indicated a need
to fundamentally change how research on serious mental illness is con-
ducted and a critical need for the development of methodology and in-
frastructure. Most current PCOR has been focused on relatively
short-term outcomes, but real world, long-term studies providing guid-
ance for treatment over the lifetime of a serious mental illness are
needed. (Psychiatric Services 63:1125–1130, 2012; doi: 10.1176/appi.
ps.201100369)

Serious mental illness is the
second-leading cause of disabil-
ity in the United States among

persons ages 15 to 44 (1) and ac-
counts for between 5,000 and 10,000
disability-adjusted life years lost world-
wide per year per one million pop-
ulation. In 2002, the costs of serious
mental illness were estimated to exceed
$100 billion in health care expendi-
tures, $193 billion in lost earnings, and
$24.3 billion in disability benefits, for
a total of over $317 billion (2).

Serious mental illness represents
the largest diagnostic category for
people receiving Supplemental Secu-
rity Income and Social Security Dis-
ability Insurance payments.More than
30% of the U.S. population suffers
from a mental illness each year (3). Of
this group, 22% of mental illnesses are
classified as serious, 37% as moderate,
and 40% as mild (4). In sum, about
17.8 million people (5.8% of the U.S.
population) live with serious mental
illness in any given year.

The results of three large compar-
ative effectiveness trials have been
sobering, arguably highlighting the
limitations of our current ability to help
many patients afflicted with serious
mental illnesses, such as schizophre-
nia, bipolar disorder, and depression
(3,5,6). Reports from the Schizophre-
nia Patient Outcomes Research Team
underscore that even when effective
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treatments are available, implementa-
tion and uptake are suboptimal (7).
The Agency for Healthcare Re-

search and Quality (AHRQ) supports
a variety of patient-centered outcomes
research (PCOR) activities through
its Effective Health Care (EHC) pro-
gram (8). To contribute to AHRQ’s
agenda for PCOR activities related to
mental health, we engaged a broad
and representative group of stake-
holders to discuss issues related to
serious mental illness in a series of
three meetings called an Issues Ex-
ploration Forum (IEF). This article
is a summary of a report prepared
for AHRQ about the results of the
IEF (9).
The IEF’s overarching purpose was

to engage a diverse group of stake-
holders to help establish priorities to
guide PCOR in mental health, an area
with significant unmet need despite
available interventions. Conducting
PCOR is likely to have an impact on
reducing variation and uncertainty in
clinical practice and outcomes, meth-
odological and conceptual uncertainty,
and disease burden. The IEF also
sought to identify knowledge gaps and
to generate and prioritize topics for
future PCOR, including topics for
evidence synthesis (systematic reviews).
The IEF process was limited to

adults with serious mental illness who
had psychotic or mood disorders be-
cause these disorders account for a
majority of serious mental illnesses
and because the forum’s time and
resources were limited. [A figure il-
lustrating the overlap of serious mental
illness with mood and psychotic dis-
orders is available online as a data
supplement to this article.] Alcohol-
and substance-related, developmental,
anxiety, and personality disorders were
excluded unless they co-occurred with
a psychotic or mood disorder.
Several working definitions of seri-

ous mental illness, severe mental
illness, or severe and persistent men-
tal illness have been used (10–18). We
used the following criteria: adults ages
18 or older who had currently or at
any time during the past year a di-
agnosable mental, behavioral, or emo-
tional disorder of sufficient duration
to meet DSM-IV diagnostic criteria
(or ICD-9 equivalent) and functional
impairment that substantially inter-

fered with or limited one or more
major life activities (9,18).

Methods
We sought a broad array of stake-
holder opinions to minimize bias and
ensure that diverse perspectives were
reflected. Stakeholders represented
a cross-section of patients, family mem-
bers, consumers, advocates, practicing
clinicians, members of professional
societies, policy makers, public and
private payers, representatives of
federal agencies, researchers, andmeth-
odologists. Once confirmed, partic-
ipants were offered an orientation on
AHRQ and the EHC program by
using a Web-hosted presentation.

Topic generation

To generate topics, three meet-
ings were held; the first and third
meetings were held by conference
call with Web-hosted presentations,
and the second was an all-day, in-
person meeting at AHRQ. A profes-
sional facilitator was used during all
meetings.

At the first meeting, participants
provided feedback in the areas re-
lated to research on serious mental
illness that they identified as having
greatest interest. We invited partic-
ipants to continue the discussion and
submit research ideas by e-mail,
phone, or an online forum hosted by
AHRQ. The suggestions by partici-
pants were grouped into three main
themes: patient-centered care—
improving outcomes that matter to
patients; conceptual frameworks for
research; and reducing disparities for
subpopulations.

The objectives of the second, in-
person meeting were to discuss broad
issues in serious mental illness, iden-
tify gaps, and generate and prioritize
research topics that can address these
issues and gaps. Participants were
preassigned to one of three work
groups corresponding to the three
main themes identified at the first
meeting. Each work group reviewed
a list of previously submitted topics
in its theme and generated addi-
tional topic ideas through facilitated
group discussion. The work groups
presented brief overviews of their
discussions to the full stakeholder
group. All topic ideas were recorded

and displayed in the meeting room.
Following a facilitated discussion by
the full group, participants used a
rolling feedback process to offer
amendments.

Topic prioritization

After final review and discussion,
a nominal group process was used to
identify initial priorities. Stakeholders
used stickers to indicate the topics that
should be given highest priority for
research. Participants were allotted
20 stickers and allowed to place up
to five stickers on any one topic idea.

Identification of common themes

Following the in-person meeting, we
sorted and organized the topics gen-
erated by the work groups by theme.
Some topics were generated by more
than one work group. After the topics
were qualitatively assessed by teams
of investigators, we organized them
into common topic themes.

The objectives of the final meeting
were to review the prioritized topic
themes, gather feedback on the pro-
cess used, and get a preliminary sense
of which topics were appropriate for
evidence synthesis, evidence genera-
tion, and other research activities and
products.

Results
The first Web-based meeting and
related discussion, attended by 38
stakeholders, yielded 82 topics and
ideas. These topics and ideas formed
the basis for the three small-group
discussions during the in-person
meeting. The 33 stakeholders partici-
pating in the second meeting gener-
ated about 80 additional topics and
ideas.

During initial prioritization, stake-
holders assigned at least one sticker to
nearly half of the topics and 12 or
more stickers to 15 topics. After
eliminating duplicate topics and ideas,
the result was roughly 140 topics
subsumed within 21 main themes.
Table 1 lists the 21 themes prioritized
by total number of stickers assigned
during the second meeting.

During the final meeting, the
stakeholders identified 11 of the
21 prioritized themes as potentially
appropriate for evidence synthesis
(Table 1). [Additional description of
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the main themes and related topics
and ideas is available online as a data
supplement to this article.]

Discussion
This article describes priorities to guide
PCOR for people with serious mental
illness. Although this project aimed to
contribute to the AHRQ’s agenda for
PCOR activities related to mental
health, it was also intended to reach
a broad audience, including others who

are conducting, funding, or utilizing
PCOR. With the recent establishment
of the PCOR Institute, a research
organization dedicated to the support
and promotion of comparative clinical
effectiveness research (19), there has
been a growing focus on the establish-
ment of future PCOR priorities.

One of the three main themes of
the forum was patient-centered care
—improving outcomes that matter to
patients—and one of the final 21

priorities (priority 7) focused on
strategies to personalize or individu-
alize treatment. This priority included
comparing strategies to individualize
psychotropic medication treatment
and identifying variations in response
and predictors of response or toler-
ance that could inform the treatment
of specific groups, for example, by
age, race or ethnicity, culture, com-
mon comorbidities, biomarkers, or
genomics. It also included targeting

Table 1

Themes of patient-centered outcomes research (PCOR) prioritized by 38 stakeholders, by work groupa

Work groupb

Priority Theme
Stakeholder
votes (N)

Framework
for research

Patient-
centered
care

Reducing
disparities

Appropriate
for evidence
synthesis

1 Measurement and outcomes need
consensus definitions

49 ✓ ✓

2 Development of infrastructure for
research: longitudinal studies, new
investigators, and data sets

47 ✓ ✓ ✓

3 Service delivery, treatment settings, and
structuring the delivery of care

44 ✓

4 Development of PCOR methodology 40 ✓
5 Identify disparities and reasons for

disparities and reevaluate the
framework for researching disparities

40 ✓ ✓

6 Role of the therapeutic relationship 40 ✓ ✓
7 Strategies to personalize or individualize

treatment
39 ✓

8 Treatment approaches to avoid early
mortality and morbidity

34 ✓ ✓

9 Role of the psychiatric hospital, lengths of
stay, and transition support services
after discharge

29 ✓ ✓

10 Retooling universities and education 27 ✓
11 Strategies to increase adherence to

evidence-based guidelines and
treatment regimens

27 ✓ ✓

12 Correctional programs and interventions
for people involved with the criminal
justice system

26 ✓ ✓

13 Interventions for people with comorbid
medical illness or substance abuse

26 ✓

14 Prevention, early identification,
trajectories, and developmental
perspective

25 ✓ ✓

15 Dissemination and implementation 23 ✓ ✓
16 Reducing barriers and improving access 13 ✓
17 Mental health policy 11 ✓
18 Modifiable factors: tobacco, exercise, and

nutrition
10 ✓ ✓

19 Alternatives to force or involuntary
approaches

9 ✓

20 Providing housing or social support 9 ✓
21 Strategies to reduce stigma, prejudice,

and discrimination
3 ✓ ✓

a Stakeholders were allotted 20 votes (stickers) and allowed to place up to five stickers on a theme; 33 stakeholders participated in the voting.
b A check mark indicates that the work group generated the topic.
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specific interventions to individuals’
goals and wishes or integrating de-
cision analysis into comparative effec-
tiveness trials.

Approach to clinical research

On the basis of multiple prior initia-
tives (20–24), we anticipated that
stakeholders would prioritize head-
to-head comparisons of available
evidence-based interventions, faster
dissemination of these findings into
clinical practice, and studies, particu-
larly with patient-centered outcomes,
to fill literature gaps. Instead, three of
the top four priorities focused on how
research was conducted, namely de-
veloping consensus measurement and
outcomes definitions; improving in-
frastructure for research, including
longitudinal studies, new data sets,
and new investigators; and developing
PCOR methodology.
Related to measurement and out-

comes (priority 1), stakeholders em-
phasized the need to develop
assessment tools and metrics for use
in a chronic care model to replace the
current inadequate metrics, which are
based on an acute-care model. This
process includes identifying priority
outcomes for consumers, defining
more appropriate outcomes criteria,
and improving the standardization
and consistency of documentation.
Stakeholders identified steps to

further develop PCOR methodology
(priority 4), including using methods
that adjust for confounding during
follow-up; making greater use of
performance-based measures for im-
proved validity and reliability; explor-
ing and expanding new and different
study designs and data analysis strat-
egies, for example, illness trajectories,
propensity scores, and time series;
using longer-term studies; using re-
search design strategies to optimize
long-term follow-up while avoiding
attrition bias and confounding; boost-
ing consumer and patient involve-
ment; developing a taxonomy to
define and describe psychosocial and
psychotherapeutic interventions; and
integrating biological and psychoso-
cial research.
These findings highlighted a feeling

expressed by many stakeholders—
a need to fundamentally change the
way research on serious mental ill-

ness is conducted by improving re-
search methodology and required
infrastructure to conduct meaningful
and informative real-world studies of
treatment over the lifetime of a serious
mental illness. Many individuals with
serious mental illness are initially di-
agnosed in their twenties, or younger,
and live most of their lives with con-
siderable disabilities. Consequently,
the current treatment model may
need to shift to be more consistent
with a chronic illness model of care.
This shift has occurred with certain
medical illnesses, with some benefits
reported (25).

Stakeholders emphasized the value
of the therapeutic relationship in the
treatment of chronic mental illness
and the need for further PCOR to
clearly consider or further evaluate
this relationship (priority 6). A good
therapeutic relationship is critical for
many aspects of successful treatment
and is consistent with a chronic illness
model of care. Stakeholders empha-
sized that the therapeutic alliance
explains a large degree of variance in
psychotherapy treatment outcomes
and should be assessed in evaluating
these outcomes. This could include
comparing the effectiveness of psy-
chotherapy versus usual care on long-
term functional outcomes, such as
a continuous therapeutic relationship
with a coach, therapist, or other
clinician. Stakeholders also supported
research assessing the features of
health professionals that support the
development of a continuous healing
relationship and factors associated
with better patient outcomes.

Evidence-based interventions,

knowledge gaps

Service delivery, treatment settings,
and the structure of delivery of care
were identified as a high priority
(priority 3), which seems to follow
a trend. Close to half of all mental
health topics in Initial National Pri-
orities for Comparative Effectiveness
Research (CER) (26), a report by the
Institute of Medicine, were related to
systems and delivery of care. Further,
the Federal Coordinating Council for
CER (27) concluded that “the em-
phasis on pharmacologic treatments
has meant fewer resources for other
interventions, including behavioral,

procedures, prevention, and delivery
system interventions that can have
major impacts on health outcomes.”

Stakeholders described the need to
use treatment settings and service
delivery systems in experiments to
compare the effectiveness of differ-
ent systems for structuring the de-
livery of care, such as psychiatric
medical homes versus usual care;
variations across settings, systems,
and states that affect disparities for
specific groups, for example, rural
residents or members of racial and
ethnic minority groups; state-to-
state or smaller-area comparisons;
public or various models of private
insurance; group versus individual
practice models; separate versus in-
tegrated care; delivery tools, such
as prior authorization, and their
impacts; and methods to support
care of specific racial and ethnic
groups.

Comparisons of treatment ap-
proaches to avoid early morbidity
and mortality were highlighted (pri-
ority 8). A point of emphasis at the in-
person meeting was that something
must be done to improve the early
mortality of people with serious men-
tal illness (28,29). For example, this
effort could include research on in-
tegrating mental health care and
primary care (30), improving con-
sumer self-care, or combining inte-
gration of mental health and primary
care and self-care. It could also in-
clude comparing various types of
integrated care, such as colocating
mental health care providers in pri-
mary care versus colocating primary
care providers in mental health treat-
ment settings; various approaches to
improving communication between
primary care and mental health care
providers; use of medications alone
versus medications plus psychoso-
cial treatments; various versions of
assertive community treatment; use
of older, less expensive psychotropic
medications versus newer medica-
tions; combinations of psychotropic
medications; bundled programs of
antipsychotic medications and various
psychosocial interventions; and inter-
ventions to educate patients and their
families about potential harms of
medications.
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Comparisons of strategies to in-
crease adherence to evidence-based
guidelines and treatment regimens
(priority 11), including the role of
electronic medical records and de-
cision support, were also identified. A
related priority (priority 15), perhaps,
is work to compare the effectiveness
of strategies to disseminate and im-
plement research findings, which has
received little attention (31,32). This
includes comparing strategies to ad-
vance the use of evidence-based prac-
tices and new discoveries in community
practice.

Priority populations

Stakeholders identified two popula-
tions as priority targets for PCOR—
people with serious mental illness
and comorbid medical illness or sub-
stance use disorders and people with
serious mental illness in the criminal
justice system (priorities 12 and 13).
A need for research focused on
specific ethnic and racial communi-
ties and a need to identify and explain
the reasons for disparities related to
access, systems issues, institutional
racism, and lack of services among
people with limited English skills
(priority 5) highlight additional tar-
gets for PCOR.

Limitations

Resource constraints limited the
number and scope of participants.
Similarly, although the most pro-
ductive part of the process was the
in-person meeting, resources lim-
ited face-to-face interaction to a sin-
gle meeting.
Many participants were not initially

familiar with the EHC program and
PCOR and required the context pro-
vided by the optional orientation
sessions about the EHC program
and PCOR and about how PCOR
might benefit them. This critical step
allowed participants, especially those
who were not clinicians or research-
ers, to participate fully. At the end of
the process, most participants in-
dicated a basic understanding of
PCOR and the EHC program and a
willingness to continue participating
in similar processes. Consequently, in-
vestigators and individual stakeholders
are working together to advance priority

topics for consideration in the EHC
program.

Conclusions
Stakeholders with a variety of de-
cisional needs identified their priori-
ties and preferences, clearly indicating
a need to change the way research
on serious mental illness is con-
ducted. Most current PCOR involv-
ing patients with serious mental
illness has been limited to relatively
short-term outcomes and provides
little guidance for long-term treat-
ment over a person’s lifetime. There
is a critical need for well-designed,
long-term studies and creative alter-
native strategies that better define
the course and effective treatment
of chronic mental illness. To meet
this challenge, new research meth-
odologies and infrastructure must be
developed, including the identifica-
tion and assessment of long-term
outcomes important to individuals.
Only then can evidence-based deci-
sions be made about how to integrate
pharmacologic and psychosocial
treatment approaches over the life-
times of those with serious mental
illness.
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