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Abstract
Cancer clinical trials have been based on low accrual rates. Barriers to recruitment of minority
populations affect the generalizability and impact of trial findings for those populations. The authors
undertook a mixed-methods approach to understanding levels of awareness and experiences with
cancer clinical trials. A survey was administered to new cancer patients and their caretakers (family,
close friends, or other social support) at outpatient oncology clinics. Field observations of the trial
accrual process also were conducted by employing the grounded theory approach in qualitative
methods. Comparison of survey results for Asian-American respondents and non-Asian respondents
indicated that Asians were less likely to have heard the term “clinical trial” and were more likely to
define a clinical trial as “an experiment” or “a test procedure in a clinic” than non-Asians. Asians
were more likely to have employer-based insurance and to report understanding issues related to cost
reimbursement. Asians were less likely to have been involved in or to know someone in a trial and
reported less willingness than white respondents to consider trial participation. Qualitative
observations suggested that Asians who presented for a potential trial were interested in the
availability of a novel cancer therapy but were not eligible for available trials. Multiple strategies
will be necessary to enhance awareness of and experience with accrual to cancer clinical trials for
Asians, including richer understanding and increased involvement of Asians in cancer clinical trials
and greater attention to the location and diversity of the Asian population in structuring study centers
and evaluating trial results.
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Clinical trials are designed to evaluate the safety, efficacy, and effectiveness of novel anticancer
agents or approaches. Unfortunately, patient accrual into all phases clinical of trials has been
low, accounting for only about 2.5% of all new cancer patients.1 It has been suggested that the
relative proportions of Latinos, African Americans, and Asians may be even lower than the
national averages,2,3 particularly for older patients and for specific types of clinical trials.1
Barriers to recruitment of minority populations affect the generalizability, impact, and use of
cancer clinical trial findings.2,4–6 When a population of potential participants is excluded from
research or is involved only in small numbers, scientists and clinicians find it necessary to
extrapolate the results of research from other populations—a risky enterprise— or to forego
treatment of these individuals and populations altogether.7 To provide state-of-the-art therapy
for all patients, attention to differential group access and participation in research is warranted.
1,2,8,9

A history of research10,11 and clinical atrocities12–16 reflects a time of virtually unchecked
experimentation on certain groups, either 1) without even the most basic attempts to inform
individuals about what would be done to them and to obtain their consent or 2) by achieving
consent through active deception of individuals.10 General disparities in access to and delivery
of healthcare further increase the gap in patients’ willingness to participate in and their overall
understanding of clinical trials research. However, even in situations that controlled for access
to care, delivery of care, and severity of illness, disparities have been documented in the use
of available services between whites and non-whites.17,18 The history of both research
atrocities and clinical atrocities, as well as general disparities in healthcare for nonwhite
populations, suggest that there is a need for direct attention to areas in which differences in
levels of awareness, types of experiences, and potential understanding and communications
may impact the accrual of underrepresented populations.3

Adding to the variation in perceptions, it has been shown that patient concerns about insurance
denial are a primary barrier to trial participation.19,20 To our knowledge, only 14 states to
date, including California, have responded to public concerns about cost reimbursement for
clinical trial participation. A 2002 California law (SB37) mandated that Californians with
cancer who are accepted onto any phase of a federally approved clinical trial of an
investigational drug, device, or procedure can rely on reimbursement from their third-party
insurers for services they would have received for standard cancer treatment.21 Although
efforts requiring third-party payers to assume costs related to clinical trials are encouraging, it
remains unclear whether awareness of clinical trials and the new California law will enhance
accrual to early-phase clinical trials and will help to reduce disparities in access to novel cancer
therapies.

We have undertaken a mixed-methods, descriptive approach to understanding both the level
of awareness and the experience of recruitment for Asian Americans in the University of
California–Davis Cancer Center (UCDCC) greater Sacramento area. In this report, we compare
our findings for Asian Americans with those for whites and other ethnic groups and discuss
differences in levels of awareness and potential experiences with cancer clinical trials.

MATERIALS AND METHODS
The current study involved both macro-level survey and micro-observational level approaches
to understanding awareness and the experience of recruitment to cancer clinical trials. All
phases of this study were approved by the UCD Institutional Review Board (IRB).

Data Collection
Survey design and methods—To begin to understand the overall level of awareness of
cancer clinical trials, we developed a self-administered survey for cancer patients and their
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caretakers (family, close friends, or other social support) in the UCDCC Sacramento catchment
area. The UCDCC catchment area has a population of > 4.5 million individuals in a 9-county
area (Amador, El Dorado, Placer, Sacramento, San Joaquin, Solano, Sutter, Yolo, and Yuba
Counties).

The first phase of our project involved gaining a better understanding of cancer patients and/
or their social supporters/caretakers’ understanding of cancer clinical trials and trial
reimbursement, including awareness of the new California law on reimbursement. In an effort
to advance diverse patient participation, UCD investigators created partnerships with the
Association of Northern California Oncologists (ANCO), the Veterans’ Administration of
Northern California, and the Cancer Information Service. The group held monthly steering
committee meetings to direct the course of survey design and distribution as well as to give
direction regarding the face validity and feasibility of the instrument.

Our “awareness survey” targeted English-speaking cancer patients and their caretakers who
were seen for the first time in an oncology-based clinic within the UCDCC catchment area.
The survey instrument was assessed for face validity and was pilot-tested for readability and
comprehension by 10 cancer patients who were seen at the UCDCC and at the Sutter Cancer
Center, an ANCO affiliate. Feedback from the pilot test demonstrated the operational feasibility
of the self-administered instrument. Survey data collection was conducted through our
partnership network, which was organized to gather baseline data on clinical trial and SB37
awareness by way of convenience sampling. Our objective was to obtain 1000 completed
surveys during our data collection period (October 2003 through April 2004).

Surveys were distributed and collected by designated site coordinators during patients’ visits
to oncology clinics and were mailed by coordinators to UCDCC every four weeks for data
entry. Data sets were prepared by the programmer and were transmitted with codebooks for
each data set to the Division of Biostatistics through a secure file transfer protocol. Each
respondent was assigned a unique study identification number, and data sets contained no
personal identifiers.

Field observation methods—Our investigation also included microlevel data collection
on the processes involved in trial accrual and participation in those processes. Methods of
qualitative investigation were used to “observe” the process of patient recruitment to clinical
trials at the UCDCC by immersion in the recruitment process and detailed notes, which
described elements and individuals important to the conduct of specific behaviors associated
with the process.22,23 Observations of clinical trial accrual were made with the approval of
the UCD IRB and permission of the principal investigators and clinical coordinators for
UCDCC cancer clinical trials. Ethnic identity and other personal identifiers, such as gender,
age, and occupation, were collected based on patient or physician reports, not from patient
medical records.

All cancer patients who potentially were eligible for a cancer clinical trial and their caretakers
were sampled purposefully for observation. Purposive sampling included specific selection of
situations and elements for study24 based on general hypotheses about situations (e.g., the
Phase I consent process will differ from Phase III; situations that involve family members differ
from situations that do not involve family members; treatment regimens and dosing schedules
vary widely among protocols) and variation in the population (e.g., differences in
demographics and tumor type). The objective of purposive sampling was to obtain
representation from the diversity of recruitment processes and potential clinical trial
participants. All individuals involved in the situations that were selected for observation
provided verbal consent to have the visit observed.
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The lead author (D.A.P.) described each clinical encounter, which was observed in detail, and
dictated descriptions of each encounter into an audiotape recorder immediately after the
observation. Dictated field observations were transcribed immediately for qualitative analysis.
All transcripts were reviewed for accuracy by the lead author. The method of “grounded theory”
emphasized review of data as soon as the first observations were made and the use of knowledge
from each prior observation to inform questions that are brought to subsequent observations.
23 Transcribed documents were entered by two research assistants (N.H. and L.S.) into a
qualitative software program for consistent analytic comparison and systematic analysis.25

Data Analysis
Survey analysis—Analyses of the survey data were carried out by faculty and staff of the
Division of Biostatistics using SAS, S-Plus, and SUDAAN software. Cancer patient and
caregiver responses were pooled, and frequencies were calculated to represent levels of
awareness. Herein, we summarize the results from the “Awareness Survey,” including
descriptive differences between white respondents, Asian respondents, and respondents from
other racial/ethnic groups.

Qualitative analyses—Data analysis consisted of review of complete transcripts for all
dictated field observations (initial coding), development of a list of redundant themes and
thematic categories (thematic identification and organization), and systematic assignment of
coding categories across all transcripts (focused coding).26,27 The lead author (D.A.P.) and
research assistants (N.H. and L.S.) met on several occasions to discuss emergent themes and
patterns and to reach consensus on their categorization. The team performed a systematic
content analysis of the transcripts to ensure abstraction of all data indicative of each theme.
The review included assessment of positive and negative examples of the same phenomena
(where evidenced in the data) and critical discussion with the entire project team until consensus
was reached on the salient and clinically relevant processes of the accrual experience. Emergent
coding categories were assigned consistently to each transcript using a qualitative software
program.25 The lead author used the software program not only to index but also to search
across categories for recurring patterns and themes in the data using the method of constant
comparison between categories.28

RESULTS
Table 1 shows the representation of newly diagnosed patients with cancer and patient
enrollment in clinical trials by patient race/ethnicity. Similar to their representation in the nine-
county catchment area, patients with newly diagnosed cancer who were seen at UCDCC were
more likely to be white than non-white. Asians (5.3%) had the lowest proportion of patients
who presented with newly diagnosed cancer compared with whites (81.9%) or individuals of
other ethnicities (12.8%) (detailed data for African Americans, Latinos, or other ethnic groups
were aggregated and are not displayed in Table 1). With the exception of Asian patients, who
showed a 2.2% gap in accrual to trials compared with new patients, whites and patients of other
ethnicities showed proportional increases of 1.1% and 0.7%, respectively, in the number of
patients entered into clinical trials.

Survey Responses
Participant demographics—In total, 1187 respondents from the UCDCC catchment area
completed the survey. Approximately 6% of the respondents described their race/ethnicity as
Asian; 74.6% were white, and 17.1% described themselves as another racial/ethnic category.
Demographic characteristics of the survey respondents are presented in Table 2.
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Most respondents reported some college or a college degree, and nearly 25% reported a high
school diploma or its equivalent, and 8% reported only some high school. Just greater than
20% of those who completed the survey reported earning < $25,000 annually. Nearly 25% of
the sample claimed to have earned between $25,000 and $49,999 yearly, and 14% reported
annual earnings ≥ $100,000. All survey respondents were asked to specify their insurance
source. Forty-five percent claimed that their employer or their spouse’s employer was their
insurance payer. One-third of all respondents specified Medicare or Medi-Cal as their insurance
payer. Fourteen percent reported that they paid out-of-pocket for medical care, whereas 3%
claimed to have no insurance payer.

Asian respondents showed a greater frequency of college degrees (34%) and employer-
sponsored insurance (59%) than whites (19% and 47%, respectively) or other ethnic groups
(15% and 33%, respectively). Furthermore, Asians reported that they were enrolled on
Medicare or Medi-Cal (19%) with less frequency than whites (33%) or responders of other
ethnicities (41%). Members of ethnic groups other than white or Asian more frequently had
only some high school education (18%), earning < $25,000 annually (45%), and more
frequently reported being uninsured compared with whites (5% and 16%, respectively) or
Asian Americans (6% and 19%, respectively). Asian Americans also described themselves as
a “family member or other support person” with greater frequency (61%) compared with whites
(45%) or respondents from other ethnic groups (51%).

Awareness survey—Responses to the Awareness Survey are summarized in Table 3. A
general overview of the survey results and relevant comparisons will be provided in a separate
report. Our current investigation of clinical trial awareness involved two components: 1)
understanding of what a clinical trial is, and 2) understanding of how clinical trials may be
reimbursed. Fifty-eight percent of Asian respondents reported that they had heard the term
“clinical trial,” compared with 75% of whites and 49% of survey respondents who reported
other racial/ethnic identities. A greater proportion of Asian respondents (34%) and respondents
of other ethnicities (39%) than white respondents (20%) stated that they had never heard the
term “clinical trial.” Furthermore, respondents who were not white or Asian more frequently
had uncertainty about the term “clinical trial” (11%) compared with whites (5%) or Asians
(8%). When they were asked to define a clinical trial, Asian Americans were most likely to
describe a clinical trial as “an experiment” or “test or procedure in clinic” (73%) compared
with whites (57%) or respondents of other ethnicities (51%).

To examine knowledge of reimbursement for clinical trial costs, survey participants were asked
to express their overall level of agreement with a statement about payers and, then, about the
existence of a new California law, SB37. Asian Americans agreed the most frequently (i.e.,
correct responses) with the statement, “in a clinical trial, the sponsor pays for the new drug
being tested; all other costs are billed to your insurance company.” Knowledge of the new
California law was nearly equivalent for white and Asian survey respondents, with greater than
one-half of all respondents (62% overall; 65% of whites, 61% of Asians, and 54% of other
ethnicities) reporting uncertainty about the law’s existence.

A greater proportion of white respondents described having been in a trial or having known
someone who has been in a trial (21%) compared with Asians (10%) and respondents of other
ethnicities (11%). Asian respondents were more likely to say that they did not know anyone
in a trial or had not been in a clinical trial (75%) compared with whites (63%) or respondents
of other ethnicities (67%). Overall, Asians reported less willingness to consider participation
in a trial (i.e., “very likely to consider a trial”; 15%) compared with respondents who were
identified as white (39%) or other race/ethnicities (28%). Overall, non-white respondents stated
with greater frequency that they were “not likely” to participate in a clinical trial (21% of Asians
and 24% of others) compared with white respondents (13%).
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Field Observations
In total, 56 hours of observational field research over a 9-month period were conducted at the
UCDCC Out-patient Oncology Clinic. In accordance with IRB approval, all patients and family
members gave their verbal consent for the visit to be observed immediately prior to the visit.
Observations included 59 unique patients with 9 different types of cancer (lung cancer was the
most common type). Patients ranged in age from 19–85 years (mean age, approximately 63
yrs), and 75% of the patients observed were male. Racial/ethnic identification was announced
by patients or physicians during the interaction and (in accordance with human subjects review)
was not obtained through medical records. Fifty-nine percent of the patients observed were
white; 5% were Asian; 14% were African American, Latino, or Native American; and 22%
were not identified for race/ethnicity.

Visit interactions were sampled purposively, according to visit characteristics that we
hypothesized were elements in clinical trial accrual (e.g., patient demographics, cancer type
and stage, family member present). Systematic content analysis of the content of 76 unique
observations of interactions between physicians, clinical research associates, cancer patients,
and patients’ family members resulted in identification of 5 stages in the trial accrual process:
1) presenting of potential participants, 2) informing participants about trial and therapies, 3)
identifying criteria for participation, 4) specifying parameters for the trial, and 5) administering
therapies and monitoring. Our observations included potential recruitment to clinical trials of
four Asian Americans. Excerpts of field notes from these observations are provided below to
illustrate the experience of potential trial accrual for Asians. Specific patient names and
institutional identifiers (with the exception of UCDCC) have been omitted or changed to protect
the confidentiality of the individuals and institutions involved in the interactions.

Presentation of potential participants—The presentation of potential participants
involved the process by which patients were recommended or elected to establish a relationship
with the cancer center. The following excerpts from field notes describe the context in which
two characteristic patients presented for trial consideration.

One of the medical residents described a Korean male in his mid-30s who presented
with AJCC Stage IV cancer. The man was completing a doctoral program at a nearby
university. Although he recently enrolled in a hospice, he decided that he wanted to
pursue “more aggressive therapies and treatments,” according to the resident’s report
(Field Observation 1).

Asian patients who presented for trial consideration made direct requests to be considered for
trial participation; some even identified a particular trial for which they wanted to be
considered, as evidenced in the following example.

When we entered the examination room, we met a Filipino man—a local physician
in his late-40s. He was with his wife, who claimed that she had been “doing all of the
driving,” because symptoms from the metastases in his brain produced sudden
dizziness. During the early stages of his lung cancer, the man received care at another
university cancer center in the area. When they no longer had anything to help him,
he did his own research. The reason for his visit was clear: “[Texas] Cancer Center
told me they have a protocol for me, but I would like to stay in this area if you have
something here” (Field Observation 7).

Three of the four observations of Asian patients who presented for consideration were patients
who were diagnosed with late-stage, metastatic cancers. On average, the age of Asian patients
was younger (late 40s to early 50s) than the mean age of other participants we observed
(approximately 63 yrs).
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Information about trial and therapies—Frequently, patient self-referral was coupled
with direct requests for information about trials and therapies. Because the Filipino physician
who was a patient (described above; Field Observation 7) was not eligible for trials like the
Texas Center-sponsored trial due to his advanced disease, his direct quest for what might be
available prompted the attending oncologist to inform him about potential UCDCC trials.

In another observation, a Chinese woman presented to the oncology clinic seeking clarity about
a trial in which she currently was enrolled at another site. The following provides an excerpt
of the oncologists’ consideration of her query about trial participation at the non-UCDCC site:

The attending oncologist counseled a resident on how to discuss trial participation
with a middle-aged Chinese woman who had asymptomatic nonsmall cell lung cancer:
“There is a lot of evidence in the literature that [what is involved in the trial described
by the patient] is not effective in lung cancer patients… It is not always good to treat
patients just for the sake of treating them. Saying ‘no’ is a lot harder than saying
‘yes’” (Field Observation 9).

In each of the four observations that involved clinical trial participation and Asian patients,
physicians discussed the specific trials available at UCDCC and those for which the patient
reasonably may have been eligible.

Identifying criteria for participation—After information about potential trials and
therapies was presented to the patient, oncologists worked with the patient to characterize
parameters of the illness that would allow them to assess adequately his potential eligibility.
Discussions of reasonable eligibility typically occurred in consultation with another physician
and, later, with the patient and family member.

(Interaction continued from Field Observation 7: the Filipino physician.) The
attending oncologist asked the resident about the status of the man’s central nervous
system. The resident noted that there were still “multiple metastases” but that “he
actually performed relatively well on some of the function tests.” Because he was still
a “practicing physician,” “still ambulatory,” and “not confused,” both the attending
oncologist and the resident agreed to rate his performance status (an indicator
frequently used as a parameter for trial eligibility) relatively high.***

In the examination room, the attending oncologist described in detail some of the
protocols that may be available for the patient’s lung cancer, providing there was no
interference from the brain metastases (Field Observation 7).

Due to the advanced disease in the Asian patients we observed, identifying adequate markers
of eligibility for a trial was problematic. If patients, such as the Filipino physician who was a
patient, met the functional criteria for trial accrual, then their disease stage or progression often
was too advanced for trial consideration. The instance of the physician patient provides further
exemplification of this point:

(Interaction continued from Field Observation 7.) The attending oncologist explained
to the resident that most protocols exclude patients with brain metastases. “Most
people with brain met[astase]s actually die of the brain met[astase]s, so we don’t get
to see [the effect of the therapeutic agent being tested in the trial]” (Field Observation
7).

Specifying parameters for the trial—Separate from but also linked to broader trial
eligibility criteria, such as the absence of brain metastases, were those criteria to be considered
for recommendation of a particular patient to a specific trial. Further examination of the
observation of the Filipino physician is instructive.
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(Interaction continued from Field Observation 7.) The patient recently had a magnetic
resonance image and inquired whether its results, in addition to his good functional
status, would make him eligible for one of the trials the attending oncologist had
described. The oncologist explained that “it was difficult to read the recent scan…
perhaps there was still some swelling in the brain from the most recent radiation
treatments.” The attending oncologist explained that, if another magnetic resonance
image showed there were no brain lesions, “we may, in fact, be able to find some
available protocol. Right now, we don’t have any protocols for people with brain
metastases” (Field Observation 7).

Each clinical trial required special attention to parameters that defined both patient eligibility
status (identifying criteria for participation) and tumor-related or experimental factors that
permitted the conduct of a successful trial (specifying parameters of the trial). Because the
patient recently had been treated with radiation for his brain lesions, the attending oncologist
considered the patient’s plea for further consideration by having the extent of his disease
reassessed.

Despite the detailed character of trial discussion, three of the four Asian patients we observed
were ineligible for trial participation due to their advanced disease. In contrast to the 55 other
patients we observed, the mean age of Asian patients was younger at presentation for trial
consideration. None of the four Asian patients we observed were eligible for a UCDCC trial;
thus, no Asian patients were witnessed in the fifth stage of administering therapies and
monitoring.

DISCUSSION
We undertook a mixed-methods approach to understanding levels of awareness and
experiences with cancer clinical trials. We assessed Asian-American knowledge of clinical
trials and their purpose as well as understandings of cost reimbursement for participation in
cancer clinical trials through a brief survey of new cancer patients who presented in outpatient
oncology clinics in a nine-county area around Sacramento. In addition, we conducted field
observations of our local process of recruitment to clinical trials in the UCDCC Outpatient
Oncology Clinic over a 9-month period to better understand the Asian-American experience
of trial accrual.

The results of our survey indicated that Asian respondents were less likely to know the term
“clinical trial” or know someone in a trial, a finding also presented by others who have studied
Asian Americans’ understandings of clinical trials.29,30 Asian respondents in our study,
however, were more likely to have an understanding of clinical trial participation
reimbursement factors than other individuals we surveyed. Reimbursement issues have been
described previously as major barriers to clinical trial enrollment.19,20 Although Asian
Americans in our study showed a higher frequency of understanding reimbursement-related
issues, they were less likely than other respondents to have participated in or to know someone
who had participated in a clinical trial. Furthermore, our survey found that Asian respondents
were less willing to consider participation in a cancer clinical trial than other respondents. Our
qualitative observations suggested that Asian patients who presented for cancer clinical trials
presented at a younger age, on average, than other patients who presented for trials; made direct
requests about participation in a clinical trial; and were unlikely to meet the parameters for trial
participation due to advanced disease.

A metaanalysis of Asian accrual to National Cancer Institute (NCI)-sponsored clinical trials
found that, when they do participate in trials, on average, Asians are younger than the mean
age of participants.1 In large part, age differences may be linked with acculturation, including
linguistic and education-based factors. Perspectives about cancer are framed by factors linked
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to culture, including acculturation (e.g., language, folk beliefs),31–34 family relationships,
35–37 and perspectives about uncertainty.29,32,33,37 Normative understandings given by
cultural values establish a set of organized rules for making and expressing choices that reduce
uncertainty.33,38,39 Cultural factors also affect beliefs about who should make medical
decisions.34,35

To our knowledge, the current study is the first of its kind to employ a mixed-methods approach
to understanding awareness of cancer clinical trials, trial reimbursement issues, and the
qualitative experiences of recruitment processes for Asian Americans. However, this study has
several limitations. First, our survey findings were derived from a sample of respondents who
were not selected randomly; therefore, our data suffer from biases of convenience sampling
and participant self-selection. Second, our observations and survey results reflect a single
institution and its catchment area. Although ours is a large, NCI-designated institution in an
area with great ethnic diversity, our findings can be generalized only to institutions and
geographic areas similar to UCD and Sacramento.40 Third, our survey was conducted in
English, and we did not disaggregate results for individuals of various Asian ethnicities. Asian
respondents for our study were likely to be highly educated and to have employer-sponsored
insurance. Other researchers have discussed the significance of a bimodal distribution in
socioeconomic resources in the Asian population based principally on levels of acculturation.
1 Because our aggregated data do not allow us to account for the range of educational, linguistic,
and socioeconomic diversity that exists in the Asian population more generally, it is unlikely
that our findings reflect or are highly generalizable to the greater Asian community in the
Sacramento area or elsewhere.

A recent study of awareness among Asians showed that general awareness of cancer
information services was low, with an increased level of awareness among those with higher
levels of education and health insurance.30 Our findings on familiarity with “clinical trials”
mirrored those from other studies,29,30 showing that Asian Americans have a limited
understanding of and experience with cancer clinical trials. Our comparative results for Asian
Americans versus non-Asians regarding trial reimbursement may be overestimated due to the
level of education and insurance status reported by Asians who completed our survey. It is
noteworthy that our study included only individuals who had access to care and individuals
with linkages to oncologists and cancer centers, which means that we likely underestimated
the range of individuals with disease who may be eligible for trial participation. Overestimation
of awareness and underestimation of eligibility are problems suffered by studies that are unable
to capture populations with limited access or no access to care. Although the number of
qualitative observations for Asian patient recruitment was small, the Asian patients observed
were proportional to the Asians who participated in clinical trials at our center.

Multiple strategies are necessary to enhance awareness of and experience with accrual to cancer
clinical trials for Asians. First, greater description of the content of awareness and its specific
contexts among the Asian population is warranted, particularly among Asians with less access
to care who may be not only less acculturated but also more distrustful of Western medicine
and clinical research.41 Informational and educational campaigns at the community level
directed by members of the community, in fact, may be a necessary starting point for clarifying
misconceptions and for heightening awareness among Asians who lack information about
cancer treatment and trials. Second, researchers have noted a critical need for facilitating
avenues for healthcare professionals to interact with patients in a culturally acceptable manner,
so that they can optimize the roles of patients in evaluation, diagnosis, and treatment.3,32,42
Optimizing the role of Asian-American patients in clinical trials requires the inclusion of family
members in the decision-making processes43 and the involvement of Asian-American
physicians in the design and conduct of clinical trials.1,44 Third, suggestions to ensure
clinically relevant trial findings in addition to more comprehensive recruitment of diverse
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Asian populations in the accrual process include locating trial study centers in areas with high
Asian-American population density3 and disaggregating trials and their results for ethnically
diverse groups, such as Asians, to garner more meaningful trial effects.1,35,43,44 Finally, it
will be necessary to elicit greater information regarding attitudes toward accurate knowledge
about clinical trials and participation in cancer clinical trials for more effective outreach and
education among Asian Americans.

References
1. Alexander GA, Chu KC, Ho RCS. Representation of Asian Americans in clinical cancer trials. Ann

Epidemiol 2000;10:S61–S67. [PubMed: 11189094]
2. Guiliano AR, Mokuau N, Hughes C, et al. Participation of minorities in cancer research: the influence

of structural, cultural, linguistic factors. Ann Epidemiol 2000;10:S22–S34. [PubMed: 11189089]
3. Shaver AL, Brown ML. Racial and ethnic disparities in the receipt of cancer treatment. J Natl Cancer

Inst 2002;94:334–357. [PubMed: 11880473]
4. Pinto HA, McCaskil-Stevens W, Wolfe P, Marcus AC. Physician perspectives on increasing minorities

in cancer clinical trials: an Eastern Cooperative Oncology Group (ECOG) initiative. Ann Epidemiol
2000;10:S78–S84. [PubMed: 11189096]

5. Underwood SM. Minorities, women, and clinical cancer research: the charge, promise, and challenge.
Ann Epidemiol 2000;10:S3–S12. [PubMed: 11189090]

6. Kagawa-Singer M. Improving the validity and generalizability of studies with underserved U.S.
populations: expanding the research paradigm. Ann Epidemiol 2000;10:S92–S103. [PubMed:
11189098]

7. Cotton P. Examples abound of gaps in medical knowledge because of groups excluded from scientific
study. JAMA 1990;263:1051–1055. [PubMed: 2299771]

8. McDonald CJ. The American Cancer Society addressing disparities and disproportionate burden of
cancer. Cancer 2001;91:S195–S198.

9. Fouad MN, Partridge E, Green BL, et al. Minority recruitment in clinical trials: a conference at
Tuskegee, researchers and the community. Ann Epidemiol 2000;10:S35–S40. [PubMed: 11189091]

10. Faden, RR.; Beauchamp, TL. A history and theory of informed consent. New York: Oxford University
Press; 1986.

11. Jones, JH. Bad blood. New York: Free Press; 1981.
12. Schloendorff v. Society of New York Hospitals, 211 N.Y. 125, 105 N.E. 92 (1914).
13. Natanson v. Kline, 186 Kan. 393, 350 P.2d 1093, opinion on denial of motion for rehearing, 187 Kan.

186, 354 P.2d 670 (1960).
14. Canterbury v. Spence, 464 F.2d 772 (D.C. Cir. 1972).
15. Waltz JR, Scheuneman TW. “Informed consent to therapy.” 64 Northwestern Univ. L. Rev. 628, 640

(1970).
16. Truman v. Thomas, 165 Cal. Rptr. 308, 611 P.2d 902 (California 1980).
17. Smedley, BD.; Stith, AY.; Nelson, AR., editors. Unequal treatment: confronting racial and ethnic

disparities in health care. Washington, DC: National Academies Press; 2003.
18. Bach PB, Cramer LD, Warren JL, Begg CB. Racial differences in the treatment of early-stage lung

cancer. N Engl J Med 1999;341:1198–1205. [PubMed: 10519898]
19. Lara PN Jr, Higdon R, Lim N, et al. A prospective evaluation of cancer clinical trial accrual patterns:

identifying potential barriers to enrollment. J Clin Oncol 2001;19:1728–1733. [PubMed: 11251003]
20. Comis, RL.; Aldige, CR.; Stovall, EL.; Krebs, LU.; Risher, PJ.; Taylor, HJ. A quantitative survey of

public attitudes towards cancer clinical trials. [[accessed August 30, 2002]]. Available at URL:
http://www.cancertrialshelp.org/cnccg_info/news.html

21. California State Senate Insurance Committee. Health insurance coverage for clinical trials. [[accessed
October 18, 2004].]. Available at URL:
http://info.sen.ca.gov/pub/01-02/bill/sen/sb_0001-0050/sb_37_bill_20010810_chaptered.html

22. Denzin, NK.; Lincoln, YS., editors. Handbook of qualitative research. 2nd ed. Thousand Oaks, CA:
Sage Publications; 2000.

Paterniti et al. Page 10

Cancer. Author manuscript; available in PMC 2007 March 7.

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

http://www.cancertrialshelp.org/cnccg_info/news.html
http://info.sen.ca.gov/pub/01-02/bill/sen/sb_0001-0050/sb_37_bill_20010810_chaptered.html


23. Glaser, BG.; Strauss, AL. The discovery of grounded theory: strategies for qualitative research.
Chicago: Aldine; 1967.

24. Tashakkori, A.; Teddlie, C. Mixed methodology: combining qualitative and quantitative approaches.
Thousand Oaks, CA: Sage Publications; 1998.

25. QSR International. Nonnumerical unstructured data—indexing, searching, and theorizing
(NUD*IST4). Victoria, Australia. Developed by Scolari-Sage Publications Ltd., 1997.

26. Lofland, J.; Lofland, LH. Analyzing social settings: a guide to qualitative observation and analysis.
3rd ed. Belmont, CA: Wadsworth; 1995.

27. Strauss, A.; Corbin, J. Basics of qualitative research: grounded theory procedures and techniques.
Thousand Oaks, CA: Sage Publications; 1990.

28. Charmaz, K. Grounded theory: objectivist and constructivist methods. In: Denzin, N.; Lincoln, Y.,
editors. Handbook of qualitative research. 2nd ed. Thousand Oaks, CA: Sage Publications; 2000. p.
509-535.

29. Robertson NL. Clinical trial participation. Viewpoints from racial/ethnic groups. Cancer 1994;74(9
Suppl):2687–2691. [PubMed: 7954287]

30. Ma GX, Fleisher L. Awareness of cancer information among Asian Americans. J Community Health
2003;28:115–130. [PubMed: 12705313]

31. Westermeyer J. Folk medicine in Laos: a comparison between two ethnic groups. Soc Sci Med
1988;27:769–778. [PubMed: 3227377]

32. Cora-Bramble, D.; Williams, L. Explaining illness to Latinos: cultural foundations and messages. In:
Whaley, BB., editor. Explaining illness: research, theory, and strategies. Mahwah, NJ: Lawrence
Erlbaum Associates (LEA) Publishers; 2000. p. 259-281.

33. Trumbo CW. Heuristic-systematic information processing and risk judgment. Risk Anal
1999;19:391–400. [PubMed: 10765412]

34. Balcazar H, Castro FG, Krull JL. Cancer risk reduction in Mexican American women: the role of
acculturation, education, and health risk behaviors. Health Educ Q 1995;22:61–84. [PubMed:
7721602]

35. Abe-Kim J, Takeuchi D, Hwang WC. Predictors of help seeking for emotional distress among Chinese
Americans: family matters. J Consult Clin Psychol 2002;70:1186–1190. [PubMed: 12362969]

36. Blackhall LJ, Murphy ST, Frank G, Michel V, Azen S. Ethnicity and attitudes toward patient
autonomy. JAMA 1995;274:820–825. [PubMed: 7650806]

37. Kar, SB.; Alcalay, R. Health communication: a multicultural perspective. Thousand Oaks, CA: Sage
Publications; 2001.

38. Kim S, Klingle RS, Sharkey WF, Park HS, Smith DH, Cai D. A test of a cultural model of patients’
motivation for verbal communication in patient-doctor interactions. Communication Monogr
2000;67:262–283.

39. Thompson, TL. The nature and language of illness explanations. In: Whaley, BB., editor. Explaining
illness: research, theory, and strategies. Mahwah, NJ: Lawrence Erlbaum Associates (LEA)
Publishers; 2000. p. 259-281.

40. U.S. Census Bureau. Quickfacts. [[accessed October 29, 2004].]. Available at URL:
http://quickfacts.census.gov.html

41. Gomez SL, Clarke CA, Glaser SL. Cancer survival in the US racial/ethnic groups: heterogeneity
among Asian ethnic subgroups. Arch Intern Med 2003;163:631–632. [PubMed: 12622614]

42. Ishida DN. Making inroads on cancer prevention and control with Asian Americans. Semin Oncol
Nurs 2001:220–228. [PubMed: 11523488]

43. Miller M. Asian-American women: how should they be represented in clinical trials? J Natl Cancer
Inst 1998;90:1698–1699. [PubMed: 9827522]

44. Ho R. Disparities in cancer treatment outcomes among Asian Americans: implications for the Asian
American Network for Cancer Awareness, Research, and Training. Asian Am Pac Isl J Health
2000;8:39–42. [PubMed: 11567510]

Paterniti et al. Page 11

Cancer. Author manuscript; available in PMC 2007 March 7.

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

http://quickfacts.census.gov.html


N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

Paterniti et al. Page 12
TA

B
LE

 1
N

ew
 C

an
ce

r D
ia

gn
os

es
 a

nd
 P

ar
tic

ip
at

io
n 

in
 C

lin
ic

al
 T

ria
ls

, 1
99

9–
20

03

N
o.

 o
f p

at
ie

nt
s (

%
)

D
em

og
ra

ph
ic

 c
ha

ra
ct

er
is

tic
s

N
ew

 c
an

ce
r 

di
ag

no
se

s, 
19

99
–2

00
3

E
nt

ry
 in

to
 tr

ia
ls

, 1
99

9–
20

03
C

at
ch

m
en

t a
re

a 
de

m
og

ra
ph

ic
s 2

00
0a

R
ac

e/
et

hn
ic

ity
 

W
hi

te
80

48
 (8

1.
9)

15
11

 (8
3.

0)
1,

93
3,

88
5 

(6
6.

0)
 

A
si

an
52

0 
(5

.3
)

63
 (3

.5
)

28
9,

16
1 

(1
0.

0)
 

O
th

er
12

55
 (1

2.
8)

25
2 

(1
3.

5)
73

0,
61

9 
(2

4.
0)

To
ta

l
98

23
 (1

00
.0

)
18

26
 (1

00
.0

)
2,

92
9,

12
6 

(1
00

.0
)

a Se
e 

U
.S

. C
en

su
s B

ur
ea

u,
 2

00
44

0

Cancer. Author manuscript; available in PMC 2007 March 7.



N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

Paterniti et al. Page 13
TA

B
LE

 2
D

em
og

ra
ph

ic
 C

ha
ra

ct
er

is
tic

s

R
ac

e/
et

hn
ic

ity
: N

o.
 (%

)

V
ar

ia
bl

e
W

hi
te

A
si

an
O

th
er

N
ot

 r
ep

or
te

d
T

ot
al

P 
va

lu
e

Ed
uc

at
io

n
< 

0.
00

01
 

So
m

e 
hi

gh
 sc

ho
ol

 o
r l

es
s

50
 (5

)
4 

(6
)

37
 (1

8)
0 

(0
)

91
 (8

)
 

H
ig

h 
sc

ho
ol

 o
r G

ED
19

2 
(2

2)
8 

(1
2)

51
 (2

5)
3 

(1
0)

25
4 

(2
2)

 
So

m
e 

co
lle

ge
 o

r A
A

33
6 

(3
8)

18
 (2

7)
69

 (3
4)

3 
(1

0)
42

6 
(3

7)
 

C
ol

le
ge

 g
ra

du
at

e
16

8 
(1

9)
23

 (3
4)

31
 (1

5)
6 

(1
9)

22
8 

(1
8)

 
Po

st
gr

ad
ua

te
13

4 
(1

5)
12

 (1
8)

13
 (7

)
7 

(2
2)

16
6 

(1
3)

 
N

ot
 re

po
rte

d
6 

(1
)

2 
(3

)
2 

(1
)

12
 (3

9)
22

 (2
)

In
co

m
e

< 
0.

00
01

 
U

nd
er

 $
25

,0
00

13
9 

(1
6)

13
 (1

9)
92

 (4
5)

1 
(3

)
24

5 
(2

1)
 

$2
5,

00
0-

49
,9

99
21

8 
(2

5)
15

 (2
2)

45
 (2

2)
8 

(2
6)

28
6 

(2
4)

 
$5

0,
00

0-
74

,9
99

18
9 

(2
1)

8 
(1

2)
24

 (1
2)

2 
(6

)
22

3 
(1

9)
 

$7
5,

00
0-

99
,9

99
78

 (9
)

6 
(9

)
10

 (5
)

5 
(1

6)
99

 (8
)

 
≥ 

$1
00

,0
00

13
5 

(1
5)

11
 (1

7)
13

 (7
)

3 
(1

0)
16

2 
(1

4)
 

D
ec

lin
e 

to
 st

at
e

12
7 

(1
4)

14
 (2

1)
19

 (9
)

12
 (3

9)
17

2 
(1

4)
In

su
ra

nc
e 

pa
ye

ra
 

Em
pl

oy
er

28
8 

(3
2)

29
 (4

3)
57

 (2
8)

8 
(2

6)
38

2 
(3

2)
0.

06
85

 
M

ed
ic

ar
e

23
8 

(2
7)

8 
(1

2)
30

 (1
5)

7 
(2

3)
28

3 
(2

4)
< 

0.
00

01
 

Sp
ou

se
 e

m
pl

oy
er

13
4 

(1
5)

11
 (1

6)
10

 (5
)

3 
(1

0)
15

8 
(1

3)
0.

00
05

 
Se

lf/
sp

ou
se

13
1 

(1
4)

4 
(6

)
24

 (1
2)

5 
(1

6)
16

4 
(1

4)
0.

08
83

 
M

ed
i-C

al
53

 (6
)

5 
(7

)
53

 (2
6)

1 
(3

)
11

2 
(9

)
< 

0.
00

01
 

N
o 

in
su

ra
nc

e
24

 (2
)

2 
(3

)
12

 (6
)

0 
(0

)
38

 (3
)

0.
06

90
 

M
ili

ta
ry

/V
A

 b
en

ef
its

29
 (3

)
1 

(1
)

6 
(3

)
1 

(3
)

37
 (3

)
0.

71
35

 
D

o 
no

t k
no

w
8 

(1
)

3 
(4

)
11

 (5
)

0 
(0

)
22

 (2
)

< 
0.

00
01

A
t t

od
ay

’s
 c

lin
ic

 v
is

it 
yo

u 
ar

e:
0.

01
94

 
C

an
ce

r p
at

ie
nt

47
1 

(5
3)

23
(3

4)
94

 (4
6)

8 
(2

6)
59

6 
(5

2)
 

Fa
m

ily
 (s

up
po

rt 
pe

rs
on

)
39

7 
(4

5)
41

 (6
1)

10
3 

(5
1)

18
 (5

8)
55

9 
(4

6)
 

N
ot

 re
po

rte
d

18
 (2

)
3 

(5
)

6 
(3

)
5 

(1
6)

32
 (2

)
To

ta
l

88
6 

(7
4.

6)
67

 (5
.6

)
20

3 
(1

7.
1)

31
 (2

.6
)

11
87

 (1
00

)

G
ED

: g
en

er
al

 e
du

ca
tio

n 
de

gr
ee

; A
A

: A
ss

oc
ia

te
 o

f A
rts

; V
A

: V
et

er
an

s A
dm

in
is

tra
tio

n.

a Pa
rti

ci
pa

nt
s w

er
e 

al
lo

w
ed

 to
 st

at
e 

m
or

e 
th

an
 o

ne
 so

ur
ce

 o
f m

ed
ic

al
 in

su
ra

nc
e.

Cancer. Author manuscript; available in PMC 2007 March 7.



N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

Paterniti et al. Page 14
TA

B
LE

 3
A

w
ar

en
es

s S
ur

ve
y 

R
es

po
ns

es

R
ac

e/
et

hn
ic

ity
 N

o.
 (%

)

Su
rv

ey
 q

ue
st

io
n

W
hi

te
A

si
an

O
th

er
N

ot
 r

ep
or

te
d

T
ot

al
P 

va
lu

e

H
ea

rd
 te

rm
 “

cl
in

ic
al

 tr
ia

l”
< 

0.
00

01
 

Y
es

66
2 

(7
5)

39
 (5

8)
10

0 
(4

9)
22

 (7
1)

82
3 

(6
9)

 
N

o
17

8 
(2

0)
23

 (3
4)

78
 (3

9)
5 

(1
6)

28
4 

(2
4)

 
N

ot
 su

re
42

 (5
)

5 
(8

)
23

 (1
1)

1 
(3

)
71

 (6
)

 
N

o 
re

sp
on

se
4 

(0
)

—
2 

(1
)

3 
(1

0)
9 

(1
)

A
 c

lin
ic

al
 tr

ia
l i

s (
al

l t
ha

t a
pp

ly
):

 
N

ew
 d

ru
g 

tre
at

m
en

t
71

0 
(8

0)
45

 (6
7)

11
3 

(5
6)

18
 (5

8)
88

6 
(7

5)
< 

0.
00

01
 

A
n 

ex
pe

rim
en

t
27

7 
(3

1)
25

 (3
7)

58
 (2

8)
9 

(2
9)

36
9 

(3
1)

0.
40

22
 

Te
st

 o
r p

ro
ce

du
re

 in
 c

lin
ic

23
0 

(2
6)

24
 (3

6)
46

 (2
3)

7 
(2

3)
30

7 
(2

6)
0.

10
33

 
C

an
ce

r t
re

at
m

en
t

13
3 

(1
5)

12
 (1

8)
34

 (1
7)

6 
(1

9)
18

5 
(1

6)
0.

70
44

 
Le

ga
l o

r c
ou

rt 
ca

se
17

 (2
)

2 
(3

)
4 

(2
)

1 
(3

)
24

 (2
)

0.
83

37
“A

 c
lin

ic
al

 tr
ia

l t
es

ts
 h

ow
 sa

fe
 a

nd
 u

se
fu

l a
 n

ew
dr

ug
 is

 a
ga

in
st

 c
an

ce
r a

nd
 o

th
er

 d
is

ea
se

s”
< 

0.
00

01

 
A

gr
ee

 (c
or

re
ct

)
67

3 
(7

6)
46

 (6
9)

12
2 

(6
0)

20
 (6

5)
86

1 
(7

3)
 

D
is

ag
re

e 
(in

co
rr

ec
t)

25
 (3

)
3 

(4
)

7 
(3

)
1 

(3
)

36
 (3

)
 

U
ns

ur
e

18
4 

(2
0)

14
 (2

1)
71

 (3
5)

6 
(1

9)
27

5 
(2

3)
 

N
o 

re
sp

on
se

4 
(1

)
4 

(6
)

3 
(2

)
4 

(1
3)

15
 (1

)
“I

n 
a 

cl
in

ic
al

 tr
ia

l, 
th

e 
sp

on
so

r p
ay

s f
or

 th
e 

ne
w

dr
ug

 b
ei

ng
 te

st
ed

”
0.

08
23

 
A

gr
ee

 (c
or

re
ct

)
29

1 
(3

3)
23

 (3
4)

68
 (3

3)
6 

(1
9)

38
8(

33
)

 
D

is
ag

re
e 

(in
co

rr
ec

t)
16

5 
(1

9)
8 

(1
2)

42
 (2

1)
4 

(1
3)

21
9 

(1
8)

 
U

ns
ur

e
41

9 
(4

7)
32

 (4
8)

89
 (4

4)
15

 (4
9)

55
5 

(4
7)

 
N

o 
re

sp
on

se
11

 (1
)

4 
(6

)
4 

(2
)

6 
(1

9)
25

 (2
)

“T
he

re
 is

 a
 n

ew
 C

al
ifo

rn
ia

 la
w

 th
at

 m
ak

es
 h

ea
lth

in
su

re
rs

 p
ay

 m
os

t o
f t

he
 c

os
ts

 fo
r c

an
ce

r p
at

ie
nt

s
in

 c
lin

ic
al

 tr
ia

ls
”

0.
00

34

 
A

gr
ee

 (c
or

re
ct

)
15

3 
(1

7)
13

 (1
9)

55
 (2

7)
5 

(1
6)

22
6 

(1
9)

 
D

is
ag

re
e 

(in
co

rr
ec

t)
15

0 
(1

7)
9 

(1
4)

33
 (1

6)
4 

(1
3)

19
6 

(1
7)

 
U

ns
ur

e
57

1 
(6

5)
41

 (6
1)

11
0 

(5
4)

16
 (5

2)
73

8 
(6

2)
 

N
o 

re
sp

on
se

12
 (1

)
4 

(6
)

5 
(3

)
6 

(1
9)

27
 (2

)
K

no
w

 so
m

eo
ne

 o
r h

av
e 

be
en

 in
 a

 tr
ia

l
0.

00
07

 
Y

es
18

5 
(2

1)
7 

(1
0)

22
 (1

1)
5 

(1
6)

21
9 

(1
8)

 
N

o
56

2 
(6

3)
50

 (7
5)

13
5 

(6
7)

19
 (6

1)
76

6 
(6

5)
 

U
ns

ur
e

13
4 

(1
5)

8 
(1

2)
42

 (2
0)

1 
(3

)
18

5 
(1

6)
 

N
o 

re
sp

on
se

5 
(1

)
2 

(3
)

4 
(2

)
6 

(2
0)

17
 (1

)
W

ill
in

gn
es

s t
o 

co
ns

id
er

 a
 tr

ia
l

< 
0.

00
01

 
V

er
y 

lik
el

y
34

8 
(3

9)
10

 (1
5)

58
 (2

8)
8 

(2
6)

42
4 

(3
6)

 
So

m
ew

ha
t l

ik
el

y
40

0 
(4

5)
35

 (5
2)

87
 (4

3)
13

 (4
2)

53
5 

(4
5)

 
N

ot
 li

ke
ly

11
6 

(1
3)

14
 (2

1)
48

 (2
4)

4 
(1

3)
18

2 
(1

5)
 

N
o 

re
sp

on
se

22
 (3

)
8 

(1
2)

10
 (5

)
6 

(1
9)

46
 (4

)
To

ta
l

88
6 

(7
4.

6)
67

 (5
.6

)
20

3 
(1

7.
1)

31
 (2

.6
)

11
87

 (1
00

)

Cancer. Author manuscript; available in PMC 2007 March 7.


