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Abstract

We investigated whether a short course in communication skills for physicians would improve the quality of informed
consent in a randomized clinical adjuvant trial on breast cancer. In this prospective, case-controlled intervention study,
physicians and research nurses who introduced the cancer treatment trial to patients at three of the participating hospitals
first attended a one-day communication skills course. The quality of informed consent was then evaluated by addressing a
standardized questionnaire, QulC, to trial patients at the three intervention hospitals and at control hospitals. Response rate
was 90.0% (n=288). Of the patients treated by the intervention group, 73% were very satisfied with the information
received compared with 56% of those of the control group (p =0.003). The patients of the intervention group considered
the time given for making their decision sufficient more often than those of the controls (98% vs. 90%, p =0.004). The
patients of the intervention group recalled more often than those of the controls that the physician had also offered other
therapeutic options than the trial treatment (91% vs. 97%, p = 0.032). They also understood the main aim of the study
better than the patients of the controls (89% vs. 78%, p = 0.030). In conclusion, a short communication skills course for the

trial physicians and nurses improved the quality of informed consent and patient satisfaction in the trial.

Conducting randomized clinical trials demands
strict adherence to ethical rules that are intended
to protect the subjects who are participating in the
study. There is international agreement about the
basic elements of information to be given in con-
nection with a clinical trial [1]. When deciding to
participate the patient signs a form of informed
consent; however, it has become apparent that
consent is not always as informed as it should be
[2,3]. The patient may have failed to understand
relevant aspects of the trial despite reading and
signing the consent form and discussing the trial
with the doctor or other trial personnel [4—14].
Many clinical trials that evaluate systemic cancer
treatments enrol patients shortly after primary sur-
gery. A physician informing a cancer patient about
the possibility of participating in such a trial of
adjuvant therapy faces a demanding task. The
patient has recently fallen ill with a serious disease

and needs emotional support as well as information
about prognosis and treatment. Many patients find it
difficult to retain information about a clinical study
in such a vulnerable situation.

Various methods have been used to improve
patient information, such as having a research nurse
ensure that the patient has understood the informa-
tion, improving the readability of written informa-
tion, using questionnaires to evaluate the attitudes of
the patients toward clinical trials and their need for
information before meeting with the doctor, and
developing an educational training package for
physicians about the disclosure of patient informa-
tion to patients [8,11,15-17].

Training in communication has been shown to
improve the communication skills of physicians in
their usual consultations with patients [18-20].
Here we describe results of an intervention study
designed to investigate whether a short course in
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communication skills for physicians and research
nurses improves the quality of informed consent and
the satisfaction of patients who enrolled in a rando-
mized clinical trial of adjuvant treatment for breast
cancer.

Methods

The present study was done within a trial of adjuvant
treatment in breast cancer, known as FINHER [21].
Both studies were approved by an ethical committee.

In the FINHER trial breast cancer patients 65
years of age or younger were randomized into two
chemotherapy arms. Patients with tumours that had
amplification of the HER2 oncogene were further-
more randomized to receive the monoclonal anti-
body, trastuzumab, or to the control group. In terms
of the patient information, these treatments with
their rather complicated information are a challen-
ging situation like many clinical trials today.

The study participants were given both oral and
written information, and they signed an informed
consent prior to randomization. The written infor-
mation included a description of the main patient
selection criteria, the study treatments, expected
adverse events, safety examinations performed dur-
ing the study, alternative treatment options, the
randomization procedure, investigator contact infor-
mation, data protection, and statement of the
medical authorities having a legal right to inspect
the study data.

Patient information study

The structure of the patient information study is
shown in Figure 1. All the main hospitals that had
recruited patients to the FINHER trial were invited
and agreed to participate in the present study. Half
of the hospitals were assigned randomly to the
intervention group while the rest formed the control
group. An additional hospital was randomly invited
to the control group so that the total number of
patients recruited to the FINHER trial was similar
for the intervention and control groups. The physi-
cian, who introduced the trial to the patients, and
the research nurse, from each of the intervention
group hospitals were invited to participate in a one-
day training course in communication. These doc-
tors and nurses also took care of the patients after
the randomization of the patients in the trial.

The intervention group included representatives
of the oncology departments of Helsinki and Turku
University Central Hospitals and the Central Hospi-
tal of Central Finland. The control group came from
Tampere and Oulu University Hospitals and the
Central Hospitals of South Karelia and Satakunta.

Communication skills training

The intervention group participated in communica-
tions skills training lasting for one evening and one
morning. The facilitators were teachers experienced
in training physicians in communications skills, an
oncologist and an oncologist-psychotherapist (PH).
The training began with a three-hour evening lecture
on theory covering the psychological reaction to
somatic disease, interviewing techniques and the
patient’s needs when receiving information about a
clinical trial. Research data on the uneven quality of
informed consent were presented. The next morning
the participants applied the theory in role-play as
described by Maguire and Faulkner [22]. The
physicians rehearsed how to communicate informa-
tion about the FINHER study with the nurses acting
as patients. The participants were given feedback for
their performance. They also had the opportunity to
share their earlier experiences in communicating
information about the FINHER study.

The participants received the article “Information
in the context of clinical trial” and the checklist
“What the patient should know when signing con-
sent” [4,23]. Members of the control group were
not trained in disclosing patient information, but
they were aware that their performance would be
evaluated.

Both the intervention and the control group
physicians were sent a brief background question-
naire covering demographic characteristics, earlier
experience in conducting clinical trials or participa-
tion in communication skills training. The physi-
cians and nurses of the intervention group also
received a form for reporting what they had learned
in the training and whether some aspects would have
warranted more attention. They were also asked to
give feedback to the facilitators.

Questionnaires

Three and half months after the randomization a
research nurse gave each patient (n =320) a ques-
tionnaire addressing the quality of information
given about the trial and the communication skills
of the physicians who had introduced the trial to
them. The questionnaires were distributed to the
patients entering the trial between September 2001
and December 2003. They contained the Quality
of Informed Consent (QulC) questionnaire trans-
lated into Finnish [24]. QulC is a standardized
questionnaire for evaluating the quality of informed
consent. Part A assesses objectively the patient’s
understanding of the clinical trial (20 questions).
Part B evaluates how the patient herself rates
her understanding (14 questions). The question-
naire addresses all aspects of informed consent as
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Comparison

149 questionnaires returned

]

160 questionnaires delivered
to the patients randomised by
the intervention group doctors

17

Communication skills training to the
doctors and nurses introducing the
trial to the patients

T

Intervention group: representatives
from 3 hospitals participating in the
FINHER trial

139 questionnaires returned

]

160 questionnaires delivered to the
patients randomised by the control
group doctors

11

No training in disclosing patient

information

Control group:
representatives from 4 hospitals
participating in the FINHER trial

T

1 more hospital invited to have
similar number of patients in the
intervention and control group

T

6 hospitals randomized

2 hospitals declined

8 hospitals participating in the
FINHER trial invited

Figure 1. The structure of the patient information study.

defined by international regulations. It also covers
general misconceptions about clinical trials. We
complemented the QulC with 15 questions from
a questionnaire that we had used in a previous
study [4]. These questions covered demographic
characteristics, details about the decision to parti-
cipate and the patient’s experience of the clinical
trial. The questionnaires were completed anon-
ymously and returned to the researchers in prepaid
envelopes.

Analysis of the results and statistical methods

The analysis was performed 30 months after the
training when 90.0% (n =288) of all questionnaires
had been returned: 93.1% (n =149) of the interven-
tion and 86.9% (n=139) of the control group.
Differences in distributions between the two groups
were analysed using the % test and t-test. P <0.05
was considered the limit for statistical significance.
All p-values were 2-sided.

Results

The four physicians in the control group were older
(ages 47, 51, 52 and 55) compared to the three
physicians in the intervention group (ages 33, 42, and
49). Further, all control group physicians had earlier
experience in conducting clinical trial, and two of
them also of communication skills training. The
corresponding numbers in the intervention group
were two and one. The patients of the intervention
and control groups did not differ significantly for
demographic characteristics (Table I).

The patients’ satisfaction with the discussion about the
clinical trial

The majority of patients in both groups were very
satisfied with the discussion about the clinical trial,
with higher numbers in the intervention group
(73%) than the control group (56%) expressing
such satisfaction (Table II).
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Table I. Demographic characteristics of patients randomized by
physicians of the intervention and control groups.

Intervention group
patients

Control group
patients

Age of the patient
Education n (%) n (%)

50.6 years 50.2 years

Secondary school 21 (14.5) 30 (21.7)

Vocational school 27 (18.6) 27 (19.6)

Post-secondary 52 (35.9) 59 (42.8)

school

University degree 32 (22.1) 16 (11.6)

Other 13 (9.0) 6 (4.3)
Marital status

Married or living 107 (71.8) 102 (73.4)

with a partner

Single 16 (10.7) 9 (6.5)

Divorced 25 (16.8) 21 (15.1)

Widow 1 (0.7) 7 (5.0)

Almost all patients, i.e. 92% in the intervention
and 86% of control group (p = 0.28), reported that
they had received enough information for making
their decision. Patients in the intervention group
considered the time given for making their decision
sufficient, while 10% of those in the control group
thought it was too short. Patients in both groups
believed that they had made their decision indepen-
dently (94% vs. 89%).

Sixty-four percent in the intervention group and
59% in the control group found that their experience
of the treatment had corresponded to the prior
information. In the intervention and control groups
16% and 20% had expected the side effects to be
worse, and 18% and 20% less severe as compared
with the information received (p =0.74), respec-
tively. Compared with the patients in the control
group (91%), more patients in the intervention
group (97%, p = 0.03) responded that the physician
had offered other alternatives to the trial treatment
(Table II).

Understanding the information about the clinical trial

The majority of the patients (95% vs. 92%, p=
0.85) felt that they had understood all aspects of

the trial well or rather well. However, questions
about the details of the trial revealed that patients in
both groups had misconceptions (Table IIT). Patients
in the intervention group understood the main aim
of the study, the comparison of two treatments,
better than those in the control group (p =0.03).
About 20% of the patients thought that the aim was
to find the highest possible dose for the new drug,
although the study purpose was to compare che-
motherapy regimens and not doses. About 25% of
the intervention group and about 30% of the control
group thought that the treatments were standard for
their type of cancer. Almost 50% of the patients
thought that the trial treatment had been shown
most effective for their cancer type and that partici-
pation did not involve incremental risks or adverse
effects compared with standard treatments. Of the
intervention group 29% considered that participa-
tion would benefit them medically; the correspond-
ing figure for the control group was 36% (p = 0.28).
Half of the patients did not know that the medical
records of those participating in clinical trials are
available to medical authorities.

Almost all patients (96%) knew that treatments
were allocated randomly, and there was no differ-
ence between the groups.

Physicians’ experience of the training

The physicians and nurses who participated in the
course on communication skills gave feedback anon-
ymously. All had found the training very useful. Four
of six suggested that the training could have con-
tinued for longer or included another session of role-
play. The participants commented positively on the
small size of the group, the secure and calm atmo-
sphere and the good preparation of cases for role-play.

Discussion and conclusion
Discussion

Along with the development of new therapies,
clinical trials are becoming increasingly complex.
Earlier studies suggest that patients have miscon-
ceptions about many important aspects of the trials

Table II. Statistically significant differences in the patients’ views and awareness of information given in the intervention and control groups.

Intervention group

Control group

patients (n =149)% patients (n =139)% p-value
Very satisfied with the way information was disclosed T 73.3 55.8 0.003
Time given for consideration sufficient 98.0 89.9 0.004
The physician offered other therapeutic options 5 97.3 90.6 0.032
Awareness of the aim of the study % 89.1 77.7 0.030

T add hoc items for this study.
* QuIC [24].
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Table III. Participants’ views on the information given. Selected questions on the quality of informed consent which revealed

misconceptions (QulC, part A) [24].

Intervention group patients’

Control group patients’

responses (n =149)% (n) responses (n =139)% (n)

disagree

unsure agree disagree  unsure agree

The treatment being researched in my clinical trial has been
proven to be the best treatment for my type of cancer

Compared with standard treatments for my type of cancer,
my clinical trial does not carry any additional risks or
discomforts

There may not be direct medical benefit to me from my
participation in this clinical trial

All the treatments and procedures in my clinical trial are
standard for my type of cancer

In my clinical trial, one of the researches’ major purposes is
to compare the effects (good and bad) of two or more
different ways of treating patients with my type of cancer, in
order to see which is better

Because I am participating in a clinical trial, it is possible that
the study sponsor, various government agencies, or others
who are not directly involved in my care, could review my
medical records

12.3 (18) 40.4 (59) 47.3 (69)

19.2 (28) 37.0 (54) 43.8 (64)

28.6 (42) 42.2 (62) 29.3 (43)

2.0 (3)

26.5 (39) 21.1 31) 52.4 (77)

5.8 (8) 45.7 (63) 48.6 (67)

17.3 (24) 38.8 (54) 43.9 (61)

36.2 (50) 41.3 (57) 22.5 (31)

48.6 (71) 26.7 (39) 24.7 (36) 44.5 (61) 24.8 (34) 30.7 (42)

8.8 (13) 89.1 (131) 2.9 (4) 19.4 (27) 77.7 (139)*

26.3 (36) 28.5 (39) 45.3 (62)

*p =0.030 between the intervention group patients and control group patients, all other differences ns.

[4—11]. Since training in communication skills has
been shown to improve physicians’ ability to interact
with their patients, we hypothesized that training
focused on disclosing information about clinical
trials would improve the quality of informed consent
[18-20].

In the present study the patients of the interven-
tion group were significantly more satisfied with
interaction with their physician than those of the
control group. In the study of Fleissig, where patient
satisfaction was measured in the context of a clinical
trial, investigators attempted to improve interaction
by asking the patients to fill in a form addressing
their need for information and attitudes toward
clinical trials [17]. Providing such information to
the physicians may not have been sufficient to
modify their behaviour and there was no difference
in patient satisfaction. Communication skills train-
ing with live role-play that enables instant feedback
and exchange of ideas appears to be more efficient.
In a study by Jenkins with interactive rehearsal, the
skills of the participants were analysed by videotap-
ing their performance before and after the training
with an actor portraying a patient [17]; this inter-
vention did lead to improved competence when
communicating about randomised clinical trials.

Patients of our intervention group were better
aware of the main objective of the study than those of
the control group. They considered the time given
for decision making sufficient significantly more
often and remembered that physicians had presented
treatment alternatives more often than those of
the control group; however, misconceptions about

patient safety and the probability of improved
efficacy were found in both groups. “Therapeutic
misconception” which helps the patient to adjust to
his illness and treatment has been described [25,26].
Half of the patients in our study believed that the
trial drugs provided the proven best treatment. In a
study by Joffe the corresponding figure was 29%
[12]. In practice, none of the adjuvant therapies used
in our study was standard care in Finland at the
time, although they included effective drugs for
treatment of breast cancer. Similarly, many patients
in Joffe’s study (70%) failed to realize that the
treatment was non-standard. The fact that patients
made their positive interpretation concerning the
trial treatment was probably due to the information
presented in the written patient material. This
information emphasized that all drugs used in the
trial were very effective. Almost half of the patients
thought that participation did not involve incremen-
tal risks or adverse effects. In Joffe’s study this figure
was 63%. One third of patients believed that
participation would bring them personal medical
benefit. The hope of personal gain has been found to
motivate participation in other studies [13,15], and
often the patients have not comprehended that the
main aim of clinical trials is to benefit future
patients. According to some studies, patients who
participate in clinical study have better outcome than
those who do not participate, but there are insuffi-
cient data to conclude that enrolment in clinical
trials leads to improved outcomes in patients with
cancer [27].
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Half of the patients did not know that participa-
tion might reduce the confidentiality of medical
records. A similar result has been obtained earlier
[15]. Although stated in the consent form, it is likely
that researchers do not emphasise this, as it is not
necessarily considered as important as other issues
related to the trial.

The number of doctors in the present study was
small because the number of doctors who enrolled
patients to the national clinical trial was limited. One
doctor was responsible for informing the patient in
each participating hospital. This is a weakness of the
present study, which can not be compensated with
the high number of patients. The small number of
doctors created differences in the background fac-
tors between the intervention and control group.
The doctors in the control group were older and all
had experience in informing patients of the possibi-
lity to participate in a clinical trial. Two of them had
received some education in communication skills
compared to one in the intervention group. This
might actually lead to the differences in our study
being underestimates. However, with so few doctors,
the opposite might also be possible. The younger
doctors in the intervention group might have had
personal aptness in communication skills and this
had lead to better results in the intervention group
without training. However, the experience of the
facilitators of the communication training did not
indicate this possibility.

The patients of the intervention and control
groups did not differ statistically significantly in their
demographic characteristics. However, there were
slightly more university graduates in the intervention
group, which might have affected so that the
information was better understood in this group [4].

The responses to many of the questions did not
differ significantly between the intervention and
control groups. This might be due in part to the
fact that the control group physicians were aware
that their performance would be evaluated. For
example, almost all patients understood the meaning
of randomization compared to studies by Simes and
Aaronson in which the intervention group was better
aware of allotment than the control group [8,11].
Most significant differences were received in the
appreciation of the information. It is likely that
presenting our earlier research results on this topic
had already improved the standard of information
given in the context of clinical trials in Finland.
On the other hand, on the basis of the misunder-
standings of the information, which are shown in
Table III, there is still room for further improvement
in the patients’ actual understanding.

Would paying more attention to difficult issues
further improve the quality of informed consent and

would an extra session of communication skills
training have any effect are the subjects of further
study. Razavi et al. found that a short follow-up
session after communication skills training improved
the communication of physicians and subsequent
patient satisfaction significantly, although this study
was not undertaken in the context of a clinical trial
[20]. In our study, communication skills training was
brief and it is possible that additional role-play
practice would have further improved the results.
An English and an Australian group have produced
education training packages for improving the com-
munication skills of physicians in the context of
clinical trials [17,28]. The first one has already been
shown to improve the participants’ skills compared
with baseline performance.

Compared with other measures to improve the
quality of informed consent, training physicians in
communications skills offers some advantages.
Training may make the physician generally more
interested in disclosure of patient information.
Research results also suggest that patients are more
satisfied with information about the study and
participate more often in clinical trials if the physi-
cian has good communication skills and the infor-
mation is given in a patient-centred manner [29].
Furthermore, training offers physicians an opportu-
nity to share problems that they have encountered
and relieve the emotional burden caused by their
work. Physicians conducting research should be
supported in their demanding task.

Conclusion and practice implications

The patients’ actual understanding of the clinical
trial information is not optimal. A short commu-
nication skills course for physicians engaged in a
clinical trial about disclosing patient information
improved the quality of informed consent and
patient satisfaction. This kind of training should be
further improved and included in the clinical trial
planning process.
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