MANAGERIAL

Organizational Barriers to Physician Participation
in Cancer Clinical Trials

Carol P. Somkin, PhD; Andrea Altschuler, PhD; Lynn Ackerson, PhD; Ann M. Geiger, PhD;
Sarah M. Greene, MPH; Judy Mouchawar, MD, MPH; Joan Holup, MA; Louis
Fehrenbacher, MD; Andrew Nelson, MPH; Andrew Glass, MD; Jonathan Polikoff, MD;
Sigrid Tishler, MD; Carolyn Schmidt, RN; Terry Field, DSc;
and Edward Wagner, MD, MPH

Objective: To assess barriers to physician participation in can-
cer clinical trials among oncologists, oncology leaders, and health
plan leaders.

Study Design: Mail survey-of 221 oncologists combined with
semistructured telephone interviews with oncology and plan lead-
ers at 10 integrated healthcare systems.

Methods: The survey instrument examined physicians’ involve-
ment in clinical trials; their perception of the value of trials to them,
their patients, and their organization; and the presence of infra-
structure support for trials and-associated resource constraints. The
interviews investigated similar issues from the leaders’ perspective.
We used linear regression to model trial enrollment and standard
qualitative techniques to analyze theinterviews.

Results: Oncologists estimated they enrolled 7% of patients in
trials. They expressed extremely favorable attitudes toward trials as
a source of high-quality patient care and a benefit to themselves
professionally. While positive attitudes ‘toward trials were com-
mon, and were significant bivariate predictors of enrollment, orga-
nizational factors were the predominant predictors in multivariate
analysis. The best combination of factors independently predicting
enrollment related to organizational support for trials, subspecialty
of the oncologist, and limitations of trial eligibility.requirements.

Conclusions: To increase trial participation, there is a critical
need for infrastructure to support trials, especially additional sup-
port staff and research nurses. In addition, there is a need for bet-
ter intra-organizational communication and consideration of the
impact of trial design on internal health plan resources. This
research supports the need to continue a national dialogue about
the broadly defined benefits and costs of clinical trials to patients,
physicians, and health plans.

(Am ] Manag Care. 2005;11:413-421)

articipation in a clinical trial affords access to the
latest investigational interventions and close
monitoring of care, yet only a small proportion of
eligible adult cancer patients are offered the opportuni-
ty to participate, and fewer actually enroll. As few as 2%
to 3% of adult cancer patients are enrolled in clinical tri-
als in the United States,''? and enrollment often is not
representative of the general population.’>%13-2
Historically, the majority of participants in cancer
clinical trials have come from academic settings.'?%
Little research on barriers to accrual has been conduct-

ed in nonacademic environments such as integrated
healthcare systems, despite their potential to recruit
sizable and representative samples of patients for can-
cer clinical trials.*° Although Kaluzny and colleagues
have examined ways that alliances between organiza-
tions affect enrollment in cancer clinical trials,*** fac-
tors internal to individual healthcare systems that may
act as barriers to or facilitators of trial enrollment have
rarely been examined. To address this gap, our study
examined attitudes and beliefs of oncologists working in
integrated care systems, as well as the attitudes and
beliefs of their respective oncology and health plan
leaders, about the role and importance of cancer clin-
ical trials. We also investigated predictors of accrual
in this environment.

METHODS

This study was a project of the Cancer Research
Network, a consortium of 11 health plans funded by the
National Cancer Institute (NCI). Cancer Research
Network plans include the Fallon/Meyers Primary Care
Institute; the Group Health™ Cooperative; Harvard
Pilgrim Health Care/Harvard Vanguard; the Health-
Partners Research Foundation; the Henry Ford Health
System; and Kaiser Permanente in Colorado, Hawaii,
Northern 'California, Georgia, the Northwest, and
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Southern California. These plans, which provide com-
prehensive healthcare for approximately 9 million
enrollees across the United States, are nonprofit,
integrated care systems that have independent
research departments committed to public-domain
research.”® An oncologist and a researcher from 10
plans collaborated on this study. The institutional
review boards of all participating plans approved the
research.

Data were collected using a mailed survey to oncolo-
gists and semistructured, qualitative interviews with
oncology leaders and health plan leaders conducted by
local site investigators and 2 of the Kaiser Permanente
Northern California researchers. The interviews were
designed to describe the different organizational
arrangements pertaining to clinical trials within inte-
grated care systems and explore how these may facili-
tate or constrain trial activity.

The survey sample included the universe of adult
oncology subspecialists (n = 221) at the 10 plans.
Eligibility criteria included employment in the health
plan for at least 1 year and at least half-time clinical
practice. Surveys were returned anonymously to allay
physicians’ concerns about confidentiality. To make
the survey anonymous and still allow follow-up with
nonrespondents, oncologists separately mailed back a
postcard when they returned the survey, indicating
that they had completed the survey. If they did not
complete the survey, Kaiser Permanente Northern
California staff sent them a reminder letter and anoth-
er survey and postcard.*!

The survey instrument assessed physicians’ involve-
ment in clinical trials; their perception of the value of
trials to them, their patients, and their organization;
and the presence of infrastructure support for trials and
associated resource constraints. (Contact the corre-
spoinding author for a description of the survey ques-
tions.) Questions were based in part on an unpublished
survey of oncologists conducted by the American
Society of Clinical Oncologists.**> All perception ques-
tions used 5-point response scales ranging from highly
negative to highly positive (eg, “strongly disagree” to
“strongly agree,” “a major barrier” to “not a barrier at
all,” “not at all helpful” to “very helpful”). The primary
outcome measure was the self-reported percentage of
each oncologist’s patients enrolled in clinical trials in
the prior 6 months.

The qualitative interviews with health plan and
oncology leaders considered organizational affiliations
with clinical-trial programs, physician involvement in
clinical trials, resources, and the value of clinical-trial
enrollment. For reasons of confidentiality, we did not
tape-record interviews. Rather, interviewers took notes

during the interviews, and then shared what they had
recorded with each respondent for verification. We ana-
lyzed interview data using standard qualitative tech-
niques,** wherein we coded and categorized themes
for comparison and analysis. Oncologists from the study
team reviewed interpretations for accuracy and validity.

We hypothesized that higher self-reported trial
enrollment would be associated with more favorable
attitudes toward trials, fewer perceived barriers, and
greater infrastructure support. All hypothesis tests were
2 sided, and an alpha level of 5% was used unless other-
wise stated. We used linear regression to model adult
enrollment. When building models, we accounted for
possible clustering or correlation within health plans
using generalized estimating equation models. First, we
built models including only 1 possible variable at a
time. Then, using the variables that were significant at
P < .20, we constructed a stepwise multivariate model.
At each step, the variable that best improved the fit of
the current model was included.

RESULTS

Description of Sample

Out of a total eligible survey sample of 221, 90%
responded. Twenty-six percent of the respondents were
female, and 62% were medical oncologists. Eighty-three
percent worked in a group-model or staff-model plan.
On average, oncologists estimated that they enrolled 7%
of their patients in clinical trials (Table 1). We inter-
viewed 9 pairs of oncology and health plan leaders from
participating health plans. We were not able to inter-
view leaders from the tenth plan because of administra-
tive changes occurring at this plan during the research.
Leader interviews showed that the health plans in our
sample were diverse in terms of size and organizational
complexity, as well as organizational commitment to
and support for clinical trials. Although the health plans
all were multisite organizations, some had their oncolo-
gy practice centralized at 1 clinic, while others had mul-
tiple clinics. Three were members of local Community
Clinical Oncology Programs; 2 either were affiliated
with or were themselves cancer centers; and 5 were
cooperative group members.

Attitudes Toward Clinical Trials

Overall, oncologists expressed highly favorable atti-
tudes toward clinical trials (Table 2). Sixty-three per-
cent of adult oncologists agreed that clinical trials
were their first treatment choice for therapy if avail-
able. Almost 90% agreed that clinical trials provided
high-quality care. About three quarters believed that
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clinical trials were an appropriate use of
resources in a community setting, and most
oncologists derived professional value from par-
ticipating in trials. However, almost 25% of
oncologists reported that their patients were
not interested in clinical trials and that most
patients had comorbid conditions that preclud-
ed trial participation.

The opinions of the health plan leaders
about whether clinical trials provide high-qual-
ity care were more diverse than those of the
practicing oncologists and the oncology lead-
ers. Although 8 oncology leaders saw trial par-
ticipation as key to high-quality care, 1 leader
was fairly emphatic that he had not seen data
supporting the notion that care received in a
trial is of higher quality than treatment
received under standard regimens. In contrast,
health plan leaders were almost evenly divided
on this issue. For example, although 1 health
plan leader viewed trial participation as a
benchmark of quality cancer care, another said
he would not consistently agree with this
proposition. He pointed out that care under a
clinical trial could be futile or worse (as in the
case of bone marrow transplants for breast can-
cer) since, by definition, the efficacy of the
treatments tested cannot be fully known in
advance of trial results.

Leaders’ opinions about the value of clinical
trials to their organization varied greatly. Three
health plan leaders viewed trial participation as
an organizational goal or value, while only 2
oncology leaders perceived that to be so in their
plan. Responses of health plan and oncology
leaders were congruent on this issue in only 3
pairs, indicating that at the majority of plans,
the oncology leader and the health plan leader
were not aware of each other’s views on the
value of trials to their organization (Table 3). As
expected, the congruent positive responses
came from the health plan with a very strong,
well-funded clinical-trials program, while the
congruent negative responses came from the

Table 1. Respondent and Practice Characteristics (N = 198)

Characteristic Value
Mean = SD
Age, y 482 +7.8
Years in practice 149 + 8.3
Years in health plan 12.0+7.8
No. (%)
Female 51 (25.7)
Subspecialty
Gynecologic oncology 17 (8.6)
Medical oncology 122 (61.6)
Radiation oncology 18 (9.1)
Surgical oncology 25 (12.6)
Other* 16 (8.1)
Practice setting
Group/staff-model health plan 164 (82.8)
Multispecialty group 27 (13.6)
Specialty group 6 (3.1
Other 1(0.5)
Health plan
Fallon/Meyers Primary Care 3(1.5)
Group Health Cooperative of Puget Sound 7 (3.5)
Harvard Pilgrim Health Care/Harvard Vanguard 6 (3.0)
HealthPartners Research Foundation 8 (4.0)
Henry Ford Health System 34 (17.2)
Kaiser Permanente Colorado 5(2.5)
Kaiser Permanente Hawaii 4 (2.0)
Kaiser Permanente Northern California 67 (33.8)
Kaiser Permanente Northwest 9 (4.6)
Kaiser Permanente Southern California 55 (27.8)
Mean (SD) Median
Estimated percentage of patients enrolled in 6.7 (10.0) 4
clinical trials in past 6 months
Estimated percentage of patients eligible 23.1 (16.9) 20

for any available clinical trials in past 6 months

Estimated number of oncology patients
treated in past 6 months

355.5(592.5) 200

*Other category includes the following subspecialties: hematology/oncology (7), uro-

logic oncology (5), and neurologic oncology (4).

plan with the least supportive environment for trial par-
ticipation. In the case of matched equivocal answers,
the oncology leader believed that providing clinical tri-
als was an organizational goal of the physician group,
but that it was highly problematic for the insurance side
of the organization. The health plan leader’s view was
that trials were highly appropriate for some patients,
but he was concerned with the proliferation of poorly
designed trials.

Predictors of Self-reported Clinical
Trial Enrollment

Table 4 shows the bivariate correlates of clinical-trial
enrollment. The majority of favorable measures of atti-
tudes toward trials, as well as perceived barriers and
experienced infrastructure, were associated in the
bivariate analysis with adult trial enrollment. For exam-
ple, every 1-unit increase in physicians’ belief that clin-
ical trials provide high-quality care (eg, from “agree” to
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Table 2. Respondent Attitudes and Infrastructure Support for Oncologists (N = 198)

Survey Response Percentage
Attitude toward clinical trials Disagree No Opinion Agree
Improve patient care in general 4 2 94
Are a reasonable choice for most eligible patients 14 9 77
Provide high-quality care 5 8 87
Often benefit enrolled patients 12 5 83
Are the first choice for therapy if available 24 12 63
Are an appropriate use of resources 16 8 77
Participation helps keep me current 6 6 89
Barriers to trial Disagree No Opinion Agree
Have needed support staff 64 6 30
Information easily available 26 4 70
Have time to deal with trials 65 7 28
My patients interested in trials 22 12 66
Most patients do not have comorbid conditions 23 8 69
A Large
Barrier Somewhat a Barrier  Not a Barrier
Lack of support staff for enrollment 63 11 26
Lack of support staff for data management 53 11 36
Lack of dedicated time for research 68 10 22
Effort and time to learn about trial eligibility and treatment 59 18 23
Effort and time for informed consent 56 15 29
Reduced time for other patients 54 16 30
Loss of continuity of care 29 15 56
Limitations of eligibility criteria 42 28 30
Lack of information about trials 29 19 52
Inadequate money from sponsor 20 19 61
Somewhat
Infrastructure support Not Helpful Helpful Very Helpful
Data managers helpful 48 9 43
Nurses helpful 45 18 37
Physician colleagues helpful 36 21 43
Pharmacists helpful 59 12 29
Clerical staff helpful 48 18 15
Medical school helpful 89 6 5
Research department helpful 39 12 49
Community Clinical Oncology Program helpful 71 11 19
Never Sometimes Frequently
Nurses assisted to identify patients 65 12 23
Computer databases identified patients 74 10 16
Postings in department identified patients 64 16 20
Briefings by chair identified patients 71 11 18
416 THE AMERICAN JOURNAL OF MANAGED CARE JULY 2005
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“strongly agree” or from “disagree
strongly” to “disagree”) was associ-
ated with an increase of 3 percent-

Table 3. Congruence Between Health Plan and Oncology Leader
Views on Organizational Value of Clinical Trials

age points in the percentage of
patients enrolled in clinical trials.
Neither age, sex, years in prac-

Health Plan Leader

tice, years working at their plan, or
practice setting was significantly
related to enrollment (data not
shown). Subspecialty had a signifi-
cant effect on the level of enroll-

Oncology Leader High Value Equivocal Value Low Value
High value 1 1
Equivocal value 1 3
Low value 2 1

ment. Compared with medical

oncologists, gynecologic and radiation oncologists were
less likely to enroll patients in trials; while surgical
oncologists were somewhat more likely, and other sub-
specialists were significantly more likely, to enroll
patients in trials.

To examine which domains were most strongly asso-
ciated with trial enrollment, we conducted a multivari-
ate stepwise analysis (Table 5). Only 5 of the items
included in Table 4 were independently associated with
trial accrual and 3 of these pertained to infrastructure.
Positively related to enrollment were the perception
that nurses were helpful in supporting trial participa-
tion, briefings by the department chair, and subspe-
cialty. Lack of support staff to assist in patient
enrollment and limitations of eligibility requirements
negatively impacted enrollment. None of the measures
of attitudes and values associated with enrollment in
the bivariate analysis remained significant in the mul-
tivariate analysis.

Since 62% of our sample came from Kaiser Per-
manente Northern and Southern California, we com-
pared the survey responses of those 2 plans with the
others. There were no differences except on those vari-
ables related to resources: plans that reported greater
resources also had higher accrual (data not shown).

Infrastructure and Support for Clinical Trials
Varying levels of infrastructure support for clinical
trials were perceived by the oncologists surveyed and
confirmed by the oncology and health plan leaders.
About two thirds of practicing oncologists surveyed
reported the lack of needed infrastructure to conduct
trials. The number of open trials at different sites during
2001, in part related to the level of supporting infra-
structure, ranged from 2 to 188 in the 7 plans for which
data were available. At 6 plans, oncologists, or a sub-
committee of oncologists, met regularly to evaluate
which trials their group should offer to patients. The
plan with the least trial enrollment, as determined by
averaging oncologists’ survey responses by health plan,
had no nonphysician staff to support clinical trial par-

ticipation. At this plan, oncologists were responsible for
everything from introducing trials to patients to prepar-
ing institutional review board applications. At the other
end of the staffing continuum, 1 oncology leader report-
ed that his clinical-trial program did have sufficient staff
at that time to cover their extensive research activity.
This plan had case managers, institutional review board
staff, and data managers. The other 7 sites fell some-
where in the middle.

At all plans, oncologists were notified about new pro-
tocols at least monthly, by hard copy and electronic
communication. Most sites relied on one-on-one patient
contact for recruitment. Two oncology leaders dis-
cussed recruiting patients via patient databases, and a
third described his health plan’s external Web site, on
which all available trials were listed and by which
patients could self-refer to trials.

Because financial decisions are directly related to the
availability of infrastructure to support clinical-trial
enrollment, we discussed financial/resource issues with
health plan leaders. Eight health plan leaders addressed
this issue, and 6 emphasized the importance of trials
being cost neutral, or at least not being a significant
drain that affects other patients’ care. While supporting
clinical trials in theory, several health plan leaders felt
that oncologists’ participation in trials was a resource
issue because there were not sufficient full-time-equiva-
lent oncologists to maintain normal clinical operations
and full trial participation. As an oncology leader from
a plan with very low trial participation said, individuals
and payers were purchasing health insurance to support
healthcare, not research. In contrast to this negative
view of the financial impact of trials, both the oncology
leader and the health plan leader at another site
described their organization’s recent commitment of
major funding to support cancer clinical trials.

Health plan leaders also discussed the need for NCI
to provide a fuller proportion of the actual costs associ-
ated with clinical trials. One leader estimated that coop-
erative group support for trials covers approximately
60% of trials’ costs, meaning that local institutions
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Table 4. Bivariate Predictors of Adult Enrollment in Clinical Trials

Variable (Range of Values) No. Coefficient* P
Subspecialty (0,1) 188 <.001
Gynecologic oncology -0.12
Radiation oncology -1.09
Surgical oncology 1.91
Other' 8.34
Medical oncology Reference
Clinical trials . . . (1-5)
Improve patient care in general 180 2.55 .009
Provide high-quality care 180 3.15 <.001
Often benefit enrolled patients 180 2.50 .001
First choice of therapy if available 177 1.66 .006
Participation in trials helps me keep current (1-5) 180 3.04 <.001
My patient population not interested in trials (1-5) 180 2.24 <.001
Information about trials easily available to me (1-5) 180 2.17 <.001
I have support staff to deal with trials (1-5) 178 2.52 <.001
Postings in my department assist me in identifying 182 1.62 .002
eligible patients (1-5)
Briefings by my department chair assist me in 179 1.69 .002
identifying eligible patients (1-5)
Physician colleagues helpful in supporting 186 1.56 <.001
trial participation (1-5)
Nurses helpful in supporting trial participation (1-5) 186 2.42 <.001
Pharmacists helpful in supporting trial 187 2.00 <.001
participation (1-5)
Data managers helpful in supporting trial 186 1.42 <.001
participation (1-5)
Research department helpful in supporting trial 182 1.45 <.001
participation (1-5)
Barriers to enrolling patients...(1-5 where 1 equals
“a major barrier” and 5 equals “not a barrier”)
Effort and time to learn about trial eligibility 180 2.59 <.001
and treatment
Effort and time to obtain informed consent 180 1.93 .001
Lack of information about trials 180 1.95 .001
Lack of support staff to assist in patient enrollment 180 2.59 <.001
Lack of support staff to assist in maintaining 180 2.12 <.001
patient data
Limitations of eligibility criteria for 178 1.63 0.01
enrolling patients
Reduced time for other patients 179 2.23 <.001
Lack of dedicated time for research 180 1.92 <.001

*For each 1-unit increase in a variable, the coefficient for that variable indicates the expected change in the physi-

cian’s enrollment percentage. For example, if one oncologist answered “Clinical trials improve patient care in gener-
al” with a 2 and another with a 3, the second oncologist would have an expected enrollment rate of 2.5 percentage
oints higher than the first one.
ther category includes the following subspecialties: hematology/oncology (7), urologic oncology (5), and neurolog-

P

O

ic oncology (4).

absorb the remaining
costs. Another leader
pointed out that when
participating plans
absorb these costs, they
are essentially a private
institution contributing
to the public good. As
such, he felt it would be
beneficial to give more
credit to participating
institutions, allowing
for both internal and
external  acknowledg-
ment of health plans’
and other private organi-
zations’ contributions
to federally sponsored
research.

Two health plan lead-
ers discussed the
benefits of better com-
munication within plans
and with NCI. One leader
at a multisite plan men-
tioned that his organiza-
tion could have better
communication among
physicians about the real
cost of clinical research.
He reported that while
some physicians in lead-
ership roles may see tri-
als as a drain of
resources, he did not
believe they typically
were, especially consid-
ering the small percent-
age of the plan’s overall
clinical activity that clin-
ical trials represent. In
addition, another plan
leader welcomed the
opportunity to partici-
pate upstream with sci-
entific leadership in the
design of trials. He noted,
for example, that imaging
studies are complex, are
hard on patients, and
require significant re-
sources. If researchers
are removed from daily
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Table 5. Multivariate Predictors of Adult Enrollment in Clinical Trials (N = 168)

Multivariate

Variable Coefficient* P

Nurses helpful in supporting trial participation (1-5) 1.02 .04

Lack of support staff to assist in patient enrollment (1-5 where 1 equals 2.19 <.001
“a major barrier” and 5 equals “not a barrier”)

Limitations of eligibility criteria for enrolling patients (1-5 where 1 equals 1.68 .005
“a major barrier” and 5 equals “not a barrier”)

Subspecialty (0-1)
Gynecologic 1.88 45
Radiation 1.62 .53
Surgical 5.60 011
Other' 9.48 <.001
Medical Reference

Briefings by department chair (1-5) 1.24 .021

*For each 1-unit increase in a variable, the coefficient for that variable indicates the expected change in the physician’s enrollment percentage. For example,
if one oncologist answered “Lack of support staff to assist in patient enrollment not a barrier” with a 2 and another with a 3, the second oncologist would
have an expected enrollment rate of 2.2 percentage points higher than the first one, controlling for other variables in the model.

Other category includes the following subspecialties: hematology/oncology (7), urologic oncology (5), and neurologic oncology (4).

operations and are not aware of these issues, it is easy
to think that 4 computerized-tomography scans a year
are no more difficult than 3. In reality, it is much easier
to have 3 scans a year than 4, both for the patient and
the institution.

DISCUSSION

This is the first study of which we are aware to
empirically assess physician and intra- organizational
barriers to conducting clinical trials in integrated care
systems. These barriers are important to address
because such plans provide a fertile ground for con-
ducting clinical research.>® We found that oncologists
generally reported extremely favorable attitudes
toward trials, both as a source of high-quality patient
care and as a benefit to themselves professionally.
However, while positive attitudes toward trials were
common and were significant bivariate predictors of
enrollment, organizational factors were the predomi-
nant independent predictors of increased trial enroll-
ment when multiple variables were taken into account.
Thus, of the many bivariate correlates of enrollment,
the combination of factors that independently best pre-
dicted adult enrollment related to organizational sup-
port for trials (from nurses, support staff, and
department chair briefings); the subspecialty of the
oncologist (perhaps an indicator of lower patient load);

and a characteristic of the trials themselves (limitations
of eligibility requirements).

Interviews with oncology and health plan leaders
demonstrated the importance of understanding the per-
spectives of both the health plan and the practicing
oncologists when planning clinical-trial protocols. Health
plan leaders generally take a broader view of the impact
of clinical trials on the healthcare operations than do
oncologists. Oncologists see the resource burden of trials
largely in terms of the need for additional support staff to
accomplish the multiple tasks associated with enrolling
and following study patients. Health plan leaders view
trials in terms of the financial cost of additional tests and
protocols, as well as being concerned that additional
research requirements might decrease access to medical
services for patients not in trials. Previous studies that
have assessed the costs of clinical trials have compared
treatment costs of patients in trials with those not in tri-
als and have concluded that participation in clinical tri-
als does not result in substantial increases in the direct
costs of medical care.*®* It is important that future
studies also measure the research infrastructure costs of
conducting trials*”** as well as the “cost” of decreased
access to care for patients not in trials.

Our study identified several ways that better com-
munication between individuals in different parts of
healthcare organizations could improve the process of
building clinical-trial programs in community-based
health plans. For example, in 2 of 9 cases the health
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plan leader considered clinical trials as an organization-
al goal or value, while the oncology leader was not aware
of this priority. In another case the health plan leader
did not view clinical trials as an organizational goal,
while the oncology leader perceived that it was. Our
interviews also identified the need for better communi-
cation planwide about the actual financial and human
costs of conducting clinical trials, as suggested by the
health plan leader who noted that some physician lead-
ers saw trials as a much greater drain on resources than
they actually were, given the small percentage of over-
all clinical activity they represented.

A number of factors make integrated care systems
ideal environments in which to conduct clinical trials,
such as their large populations, sophisticated computer-
ized data systems, and commitment to public-domain
research and evidence-based decision making. These
factors are counterbalanced to some extent by the belief
expressed by several leaders in our study that the pri-
mary function of healthcare organizations is the deliv-
ery of medical care rather than pursuit of research. Still,
the majority of practicing oncologists did not share the
view that clinical trials are an inappropriate use of
resources in their setting. The somewhat discordant
views of oncologists and health plan leaders reflect the
tension, present in clinical research generally, about
whether the main reason for enrolling individual
patients in clinical trials is to improve treatment for
future patients or to ensure that current patients
receive state-of-the-art treatment.*>! Thus, this
research points to the need to continue a national dia-
logue about the broadly defined benefits and costs of
clinical trials to patients, physicians, and health plans.

This study has several strengths in addition to its 90%
survey response rate. The combination of quantitative
and qualitative data provides a more comprehensive pic-
ture of the opportunities and constraints regarding clini-
cal-trial enrollment than has been presented before. Data
collected from individuals at multiple levels of responsi-
bility in the organization deepen our appreciation of the
need to consider various perspectives in order to increase
trial participation. The leader interviews demonstrate the
range of opinions across plans and highlight the variabil-
ity in structural factors that may affect trial accrual.
Though our study was limited to integrated care systems,
the participating plans are among the highest-accruing
sites to many clinical trials via a variety of institutional
affiliations with Community Clinical Oncology Programs,
cooperative groups, and cancer centers. This research
also adds an intra-organizational element to the organi-
zational literature on clinical trials.>*7

A limitation of the study concerns our use of self-
report to measure our outcome variable: enrollment in

clinical trials. Our desire for a high response rate neces-
sitated that the surveys be returned anonymously, pre-
cluding the possibility of directly validating respondents’
self-report. Furthermore, all sites do not include trial
enrollment statistics in their administrative data.
However, we used 2 methods to indirectly validate self-
report. Using administrative data at 3 plans for oncology
consultations and trial accrual, we found the ratio of self-
reported enrollment to actual enrollment varied from 1
(ie, no overestimation of accrual) to 2. Alternatively,
using the number of new cancer patients diagnosed in
2001 at 7 of the 10 plans as a proxy for the number of
oncology patients treated, we found that oncologists
overestimated their enrollment by a factor of 2.5.

Although it is well known that in surveys physicians
tend to overestimate their actual practice, > the
extent of overestimation in our study is comparable to
that in a study of physicians in the Eastern Oncology
Group, who overestimated their accrual by a factor of
3.4.32 While oncologists may have overestimated their
accrual, there is no reason to believe that subspecialists
overestimated differentially.® In addition, the purpose
of our study was to better understand factors associated
with enrollment rather than to accurately measure the
level of enrollment.

Inasmuch as our analyses are based on cross-section-
al data, one should interpret the causal direction cau-
tiously. It is likely that clinical-trial enrollment in
integrated care systems is the product of the interaction
between practicing oncologists’ beliefs and values, and
support from medical leadership. Leadership proximate
to the practicing oncologist can shape the degree of clin-
ical-trial participation through supportive managerial
functions, including time and space allocations and indi-
vidual recognition, while the more distant health plan
leaders’ influence is predominantly exerted through con-
trol over research infrastructure resources. For a clinical-
trial program to flourish in an integrated care setting, our
study illustrates the importance not only of strong inter-
est among oncologists, but also of substantial support by
health plan leadership to subsidize infrastructure.
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