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Abstract
Objective—To describe the frequency, context and type of oncologists’ recommendations to
patients that they participate in a clinical trial and to analyze the relationship between
recommendations and patients’ decisions to participate.

Methods—Data included 38 video recorded outpatient interactions during which 15 oncologists
invited 38 patients to participate in clinical trials. We described the frequency, context, and type of
oncologists’ recommendations and analyzed the relationship between these factors and patient
decisions to participate and socio-demographic characteristics.

Results—Sixty-eight percent (n = 26) of the 38 interactions included an explicit recommendation.
Most recommendations were unprompted by patients and/or companions and were tailored to
individual patients. A significant relationship was found between recommendations and patients’
decisions to participate. Positive trends were found between receiving a recommendation and being
female and having higher education.

Conclusion—Oncologists routinely make recommendations to patients during the presentation of
clinical trials. These recommendations may influence patients’ decisions and may occur more
frequently with some demographic groups.

Practice Implications—Oncologists should be aware of the potential influence of their
recommendations when discussing clinical trials with patients.
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1. Introduction
Researchers and clinicians generally agree on several points regarding patient participation in
clinical trials: First, clinical trials are the primary mechanism for evaluating the safety and
efficacy of new cancer treatments and improving the standard of care [1]; second, meaningful
informed consent is a precondition for the ethical involvement of humans in clinical research
[1–3]; and third, physician communication during clinical encounters is an important factor in
patients’ decisions about whether to participate in a clinical trial [4–6].
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However, one aspect of physician communication and clinical trials has been the subject of
debate. At issue is a key controversy regarding informed consent—whether clinicians should
make explicit recommendations to patients about whether to accept the offer to participate in
a clinical trial. Some ethicists and scholars have suggested that clinician recommendations
(e.g., “I think this study would be good for you,”) may unduly influence patients, potentially
inhibiting patients’ right to make autonomous decisions [7,8], violating the principle of
equipoise [9], and contributing to therapeutic misconception [10–15]. Others argue that true
equipoise rarely exists [16] and therefore that physicians have a duty to provide their
recommendations so that patients can consider this information as they make informed
treatment decisions [17,18]. In fact, some advocates of recommendations suggest the failure
of clinicians to advise patients of their preference violates their duty to recommend the best
treatment [16] and amounts to coercion [19]. Accordingly, the potential conflict of interest
between the dual roles of clinician and investigator can be managed by carefully educating
patients on how research differs from usual patient care [8,11,20,21].

Research indicates that oncologists’ recommendations may indeed influence patients’ decision
to participate in a clinical trial [5,14,15,22]. However, existing empirical research to inform
this debate is lacking. That is, descriptive data documenting oncologists’ practice of
recommending clinical trials is limited to the frequency with which oncologists actively
encourage patients to take part in trials or suggest participation as an acceptable option during
the consent process [17,23]. More detailed information is needed regarding the nature of
oncologists’ recommendations and the extent to which oncologists’ recommendations are
related to patient decisions to participate in the recommended trial.

The purpose of this study was, therefore, to provide evidence of oncologists’ practice by
describing the frequency, context, and type of oncologists’ recommendations that occurred
during outpatient interactions in which patients were presented with the opportunity to
participate in a clinical trial. (Frequency refers to the proportion of interactions in which the
oncologist explicitly recommended participation; context refers to whether the observed
recommendations occurred in response to a direct request for a recommendation from a patient
or their companion; and type refers to whether recommendations were individualized to the
patient or general in nature.) Additionally, this study sought to extend current research by
examining the relationship between observed oncologist recommendations and (a) patient self-
reported decisions regarding participation in the trial and (b) patient socio-demographic
characteristics.

2. Methods
2.1 Setting and participants

Data for this study were taken from an archive of oncologist-patient/companion interactions
video recorded between April 2002 and March 2006 in multidisciplinary outpatient clinics at
two comprehensive cancer centers. Interactions were video recorded as part of a larger study
on strategic oncologist-patient/companion interactions and treatment decision-making [5,24].
Approval by the Human Investigations Committee at each data collection site was obtained as
part of the parent study. Participants for the larger study included patients (and companions,
if present) who were: (a) >18 years old; (b) able to speak and read English; and (c) visiting an
oncologist who was participating in the research. After signing consent and HIPAA release
forms, participants completed a self-report questionnaire about their personal history and
demographic characteristics. Oncologist-participant interactions were video recorded using a
remote-controlled digital video recording system with two shielded cameras placed in the
consult room. Digital processing technology allowed simultaneous recording of the physician,
patient, and companions via a split-screen format on a single monitor [25]. Patients participated
in follow-up telephone interviews approximately two weeks later in which they were asked
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about their perceptions of the interaction with the oncologist and their decision to participate
in the clinical trial that had been offered. For the current study, interactions were included if
(a) the oncologist offered the patient the opportunity to participate in a Phase II or III clinical
trial during the discussion, and (b) patients provided information about their treatment decision
during the follow-up interview. Video recorded interactions of 38 oncologist-patient visits from
the parent archive met the inclusion criteria for this study.

2.2 Procedures
Trained coders, including two first-year medical students, two research assistants, and one
author (SE), observed and analyzed video recorded interactions in two stages. In the first stage,
coders used Observer Video Pro 5.0® software (designed for observing and analyzing video
recorded data) to identify oncologist recommendations in favor of the clinical trial and note
whether the recommendation was provided in response to a patient or companion’s direct
request for a recommendation (e.g., “How do you feel about the study?”) Recommendations
were defined as “explicit verbal statements encouraging participation in the trial under
discussion” (e.g., “I personally feel that somebody like you should consider going on the study
quite strongly. I don’t see a downside to it”).

The second stage consisted of transcribing and classifying each recommendation. The first
author transcribed verbatim each recommendation along with a patient or companion request
for a recommendation, if present. Two members of the coding team read all transcripts of
recommendations by interaction and classified each interaction into one of two categories: (1)
those that included at least one recommendation targeted at the individual patient (e.g., “This
is a good trial for your situation”) or (2) those that included recommendations endorsing the
specific trial being offered or clinical trials in general, but not specific to the individual patient
(e.g., “I think this is a good trial and we will learn a lot from it”). Coders worked independently;
disagreements between coders were resolved by a third coder.

3. Results
3.1 Sample Characteristics

Table 1 summarizes socio-demographic characteristics of patients who completed
demographic questionnaires (n = 37).

Although information regarding the type of visit (e.g., new or return) and cancer type is not
available, patients were treated by 15 male oncologists who specialized in the following areas:
gastrointestinal (n = 14 patients); multiple myeloma (n = 4), chemoprevention following head
and neck cancer treatment (n = 4), thoracic (n = 11), gynecology (n = 1); 1 breast (n = 3); and
prostate (n = 1). Each of the 15 oncologists treated, on average, 2.3 patients, although one
oncologist accounted for 23.7% (n = 9) of the visits. Number of visits for the remaining 14
oncologists ranged from 1 to 4 with an average of 2.07 patient visits per oncologist.

3.2 Frequency, context, and type oncologist recommendations
Figure 1 represents the frequency, context, and type of recommendations as defined above.

Regarding frequency, 68 % (n = 26) of the 38 interactions were observed to include at least
one explicit oncologist recommendation in favor of trial participation. Among the 15
oncologists, 73% (n = 11) made an explicit recommendation in at least one interaction.
Regarding consistency of making recommendations, 60% (n = 9) of oncologists made
recommendations to all their patients; 27% (n = 4) did not make recommendations to any of
their patients, and 13% (n = 2) did not show a consistent pattern of recommendations to patients.
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(The oncologist accounting for 23.7% of the patient visits was one of the physicians who made
recommendations to some patients and not to others).

Regarding context, among the 26 interactions with a recommendation, recommendations in
77% (n = 20) of the interactions were unprompted by a patient or companion request, while
the remaining 23% (n = 6) included a recommendation that was directly preceded by a patient
or companion request. Requests consisted of statements such as: “So my best path would be
what?” or “If this were your sister or your wife, what would you do?”

Regarding type, 77% (n = 20) of the 26 interactions in which recommendations were made
included at least one recommendation targeted specifically at the individual patient. Examples
of individualized recommendations were: “The nice thing about the study that makes it perfect
for you is that it has drugs that are active against all of the possible sites where your cancer
may have come from,” or “I want you to go on the study because I think it’s giving you the
chance, the opportunity to try a drug that is not yet available on the market, that may have
benefits over and above chemotherapy.” Recommendations in the remaining interactions (n =
6, 23.1%) made reference only to patients in general (e.g., “I think this is a well-designed sort
of exciting trial” and “But compared to the usual chemotherapy, I think this is a reasonable
thing to try”).

3.3 Relationship between recommendations and decision to participate
Table 2 displays the relationship between oncologist recommendation and patient decisions
regarding participation as reported in the telephone follow-up interview.

A Fisher’s Exact Test showed a significant relationship (p = .045) between oncologists’
recommendations and patients’ decisions to participate. Among the 26 patients who received
a recommendation, 85% (n = 22) decided to participate in the trial. In comparison, among the
12 patients who did not receive a recommendation, 50% (n = 6) decided to participate.

Table 3 shows the relationship between the context of oncologists’ recommendations (i.e.,
prompted or unprompted) and patients’ decision to participate. Similarly, Table 4 shows the
relationship between the type of oncologist recommendation (i.e., individualized to the patient
or general). Fisher’s Exact Tests showed no significant relationships between context or type
of recommendation and patients’ decisions.

3.4 Relationship between recommendations and patient characteristics
Table 5 displays the relationship between oncologists’ recommendations and patients’ socio-
demographic characteristics.

Fisher’s Exact Tests showed trend relationships between being offered a treatment
recommendation and patient gender (p = .09) and between treatment recommendation and
patient education (p = .07). A post-hoc analysis of the data showed that women and people
with higher education received more recommendations than men and those with lower
education, respectively. Among the 26 patients who received a recommendation, 56% were
women and 44% men, and 24% had a high school education or less and 76% had more than a
high school education. Interestingly, levels of education across men and women were similar
(65% of men and 65% women reported education beyond high school). A Fisher’s Exact Test
of the relationship between gender and education was not significant, suggesting that the
influence of gender and education on treatment recommendations are independent effects.
Fisher’s Exact Tests and a t-test showed no significant relationships between race, marital
status, or age and receiving a treatment recommendation from the oncologist.
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4. Discussion and conclusion
4.1. Discussion

Explicitly recommending participation in a clinical trial to an individual patient has been
described by some authors as a controversial practice because of the potential to unduly
influence, and thereby inhibit, patients’ ability to make an informed, autonomous decision
[8,26]. The purpose of this study was to contribute empirical data to inform the debate by
describing the frequency, context, and type of oncologists’ recommendations during offers of
clinical trials and analyzing the extent to which recommendations are related to both patients’
decisions to participate and to patients’ socio-demographic characteristics.

Results showed that oncologists made explicit recommendations to patients during most
discussions in which clinical trials were offered. These results are consistent with previous
research showing that oncologists routinely engage in the practice of making recommendations
to patients as a part of clinical trial offers [15,17,22,23]. For example, Jenkins et al. [23]
analyzed the content of 82 audio-recorded interactions in which oncologists attempted to obtain
consent for a randomized controlled trial from patients and found that 29% (n = 24) of patients
were actively encouraged to take part in the trial. Similarly, Brown et al. investigated the extent
to which 10 Australian oncologists adhered to a set of ethical strategies for obtaining informed
consent (developed by the authors) in 59 consultations in which oncologists sought informed
consent from patients eligible for a phase II or III clinical trial. Results showed that 44% of the
oncologists explicitly stated that standard treatment would be acceptable, and 56% explicitly
stated that the clinical trial would be an acceptable treatment option [17,19]. Our findings and
previous research suggest that many oncologists hold similar beliefs to those who argue that
physician recommendations are based on preliminary evidence, training, and clinical
experience, and that clinicians’ duty is not only to educate their patients about the experimental
nature of clinical trials but also to offer their opinion as an expert [11,18,19,26].

Further, our findings demonstrated that most recommendations were not directly prompted by
patients’ (or companions’) requests for the oncologist’s opinion and that recommendations
generally referred directly to the individual patient rather than to a population of patients. For
example, one oncologist stated, “I think it’s a good idea for you to have further treatment and
I think this trial is worthwhile participating in.” Another spoke for his colleagues in stating,
“This morning we talked about your case and it was decided that we should recommend to you
a treatment protocol that involves hormones or hormones plus chemotherapy.” Given their
personalized nature, it is possible that individualized recommendations carry more persuasive
force than general statements endorsing clinical trial participation.

Although our study did not specifically investigate the impact of individual versus general
recommendations, results of the study did show a significant relationship between oncologists’
recommendations and patients’ decisions to participate in clinical trials. This finding is
consistent with research on social influence, which indicates that people are likely to comply
with requests of authority figures [27]. In fact, when patients in the current study were asked
during a follow-up phone interview about factors that played a role in treatment decisions, 45%
said that physician recommendations were a major factor, and another 35% said that physician
recommendations were somewhat of a factor. This finding also supports previous studies
demonstrating that physician behavior influences patient decisions regarding clinical trials
[5,6,14,15,22]. Daugherty et al [15] found that many patients who participated in Phase I
clinical trials were motivated by trust in their oncologist and in the institution. Similarly, Tu
et al. [22] found “recommendation by a trusted oncologist” to be one of the most frequently
cited factors in facilitating trial participation among Chinese-American female cancer patients.
Given that findings from this study empirically demonstrate a pervasive practice of making
recommendations, further research is needed to investigate whether there is a causal
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relationship between recommendations, and particularly individualized versus general
recommendations, and decisions to participate.

Finally, our findings show a trend for oncologists to be more likely to make recommendations
to women and to those with higher education. One caveat is that the trend toward a gender bias
may have been an indirect effect of having more breast and gynecologic studies open for accrual
during the period of our data collection. Nevertheless, increasing participation by cancer
patients representative of the diverse American population has been identified as a national
research goal, in light of evidence demonstrating the under-representation of specific
populations in cancer clinical trials [4,28–31]. This study was limited to a small and rather
homogeneous sample, but even evidence of a trend toward recommending trials to some patient
subgroups and not others warrants extending this research to a more diverse population.

4. 2 Conclusion
Although the sample size is somewhat small, this study offers the strength of two research
methodologies (observational and self-report) to contribute empirical data to inform ethical
and practical considerations of oncologists’ communication behavior during the presentation
of clinical trials. Findings from this study demonstrate that, at least in the outpatient clinics of
comprehensive cancer centers, oncologists frequently recommend participation as part of the
process of presenting clinical trials to their patients, and that their recommendations are
frequently tailored to individual patients. Results demonstrate that oncologists’
recommendations may indeed influence patients’ treatment decisions, and further, may occur
more frequently with specific populations. Although practice may not drive policy, an
understanding of the persuasive power of physicians heightens the need for careful and
informed debate among ethicists, clinicians, medical scientists, and patients. Further research
with larger and more diverse samples will likely permit analysis of recommendations in a
variety of settings, by type and stage of cancer and by type of clinical trial in an effort to better
understand both oncologists’ practice and the implications of recommending trials to patients.

4.3 Practice Implications
Despite their eagerness to improve cancer care through recruiting patients to clinical trials,
oncologists must be cognizant of the potential influence of their recommendations on patient
decisions to participate. This and future research on the communication practice of discussing
clinical trials brings us closer to our goal of increasing the participation of patients in oncology
clinical trials, while protecting patients by upholding the ethical informed consent process that
is so critical to the participation of humans in research.
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Figure 1.
Frequency (presence), context (prompted by patient/companion request) and type
(individualized or general) of oncologist recommendations
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Table 1
Patient Characteristics

Completed demographic questionnaire n = 37
Mean age (years) 55.19,

SD=10.6
Sex:
 Male
 Female

20 (54%)
17 (46%)

Race/ethnicity:
 White, Non-Hispanic
 Black
Other

27 (73%)
6 (16%)
4 (11%)

Marital Status
 Married
 Other

23 (62%)
14 (38%)

Education:
 High school or less
 Technical or trade school
Some college or greater

13 (35%)
5 (14%)

19 (51%)

Brought at least one companion to the visit
Came alone

28 (76%)
9 (24%)

Patient Educ Couns. Author manuscript; available in PMC 2009 January 1.



N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

Eggly et al. Page 11

Table 2
Oncologist recommendation and patient decision to participate in the trial

Decided to participate
(n = 28)

Decided not to participate or undecided
(n = 10)

Recommendation 22 4
No recommendation 6 6
p = .045 (Fisher’s Exact Test)
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Table 3
Prompted recommendation and patient decision to participate in the trial

Decided to participate
(n =22)

Decided not to participate or undecided
(n = 4)

Prompted Recommendation 6 0
Unprompted recommendation 16 4
p = .54 (Fisher’s Exact Test)

Patient Educ Couns. Author manuscript; available in PMC 2009 January 1.



N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

Eggly et al. Page 13

Table 4
Individualized recommendation and patient decision to participate in the trial

Decided to participate
(n = 22)

Decided not to participate or undecided
(n = 4)

Individualized 17 3
General 5 1
p = 1.0 (Fisher’s Exact Test)
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Table 5
Oncologist recommendation and patient socio-demographic characteristics

Recommendation
(n = 25)

No recommendation
(n = 12)

Mean age (years) 56.16, SD = 9.97 53.17, SD = 12.01
Sex
 Male
Female

11
14

9
3

Race/Ethnicity
 White, non-Hispanic
 Black
Other

19
5
1

8
2
2

Marital Status
 Married
Other

15
10

8
4

Education
 ≤High school
≥More than high school

6
19

7
5

Companion in interaction
Came alone

19
6

9
3
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