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Informing patients before the start of antineoplastic treatment is important due to the anxiety and uncertainty felt
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Results show that the information was well remembered, patients were glad to bring a relative, two consultations

with time for deliberation were well-received and that nnhnnte viewed written information ag an -mwﬂap‘t

reinforcement. Overall, information provided was posmvely evaluated. Detailed information allowed patients to
understand and participate in treatment decisions, thereby reducing their pretherapy anxiety. These results

support expansion of the structured information programme to include all patients about to begin long-term

cancer therapy.
Eur ¥ Cancer, Vol. 29A, No. 16, pp. 2235-2238, 1993.

INTRODUCTION
INFORMING PATIENTS before they begin a complex, antineoplastic
treatment is an increasingly important aspect of patient care.
Today, cancer treatment often takes place in the context of a
clinical trial, so the primary information must serve several

purposes.

THeatle: sha tmfinmntinm alnceld cndecan cantinmecd Fonlic oo ~F
°liauy, UIC 1UUILIIAUULL JUUUIA ICUULTE Pauciily 1CCLIES Ul

anxiety and uncertainty towards treatment and disease. There
are many myths about cancer and the admittedly serious side-
effects of treatment with chemo- or radiotherapy, which amplify
the anxiety about treatment to almost unbearable proportions.
To reduce these fears there is a need for understandable, factual
information about the disease and its treatment [1]

SC\-Ulluly, ine uuuuuauuu auuuxu pruvxuc pducﬂl.b Wlth a.‘li
details about the clinical trial essential for them to make an
autonomous decision regarding participation. The Helsinki
IT Declaration provides the clinician with guidelines on the
information patients should receive before consenting to enter a
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trial [2]. These ethical rules are the result of a process which
started in the early 1930s, when the first regulations were passed
addressing the rights of volunteers in clinical trials [3, 4], and
which were later detailed in the Helsinki I and II Declarations
[5, 6]. Accompanying this development has been a growing
public demand for more information about results from diagnos-
tic mvcaugauuua, standard treatments, and especially partici-
pation in clinical trials, as well as an increased respect for the
autonomy of the individual patient.

If this required consent is to be truly “informed”, factual
information must be given in such a way as to allow the patient
to transform the information into knowledge making him or her
capable of self-determination, and thereby competent to give a
valid informed consent. In a randomised study, comparing total
disclosure and individual approach, it was found that total
disclosure gave a better understanding of treatment and trial
condmons, but also a higher degree of anxiety [7].

In a previous study at our Department of Oncology, we found
several factors which reduced the likelihood of obtaining valid
informed consent: (a) an unstructured manner of giving the
information used by the doctor, (b) iack of time to consider
the information before giving consent, and (c) anxiety and

rvousness of the patients. Rased upon this analysis [8, 9], we
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changed our information procedure into a structured pro-
gramme, and as a consequence of this new approach, we set
up an evaluation study to measure the effectiveness of the
information programme. The results are reported in this paper.

PATIENTS AND METHODS

The treatment of primary breast cancer in Denmark is organ-
ised by the Danish Breast Cancer Cooperative Group, which
conducts nationwide clinical trials. In 1990, three new clinical
trials were initiated dealing with adjuvant treatment of primary
breast cancer in women up to the age of 70. The design is seen
in Table 1.

At the Department of Oncology in Odense, the women are
informed according to the following programme: (1) a written
invitation is issued suggesting the patient to bring a relative or a
friend to the first consultation. (2) An initial consultation is held
at which the doctor presents detailed information about disease,
standard treatment and significant facts about the trial and
the therapies involved. Written information emphasising and
reinforcing key points is handed out. Afterwards, a nurse who is
present throughout the consultation shows the patient around
the ward and answers any questions which arise. (3) The patient
is given time—from 2 to 7 days—to ponder the information
received before the next consuitation. (4) A second consultation
is held in which the information is reviewed, patient’s questions
are answered, and first at this point, the informed consent is
given. (5) A contact person at the ward is assigned, to whom
the patient may refer any questions which might arise about
treatment, trial and the ward.

If the women decide not to participate in the clinical trial,
they are offered the standard treatment of the department.

To evaluate this programme, all women informed about the
trials in a 6-month period and who came to the oncology
department for chemotherapy or routine follow-up 3 months
after the information was given were approached regarding the
information they had received. By interviewing the women at

Table 1. Patients’ decision about trial participation in relation to
protocol

Patients’ decision

Yes No Total

DBCG 89b: chemotherapy (9 x CMF) 2 1 3
vs. castration for premenopausal

women with oestrogen receptor-

positive tumours

DBCG 89¢: hormone treatment, TAM 10 15 25
1year vs. TAM 2 years vs. TAM 1/2

year plus MEG 1/2 year for

postmenopausal women with either

oestrogen receptor-positive or

unknown tumours

DBCG 89d: chemotherapy (9 x CMF 6 0 6
+ pamidronate) vs. chemotherapy (9 X

CEF =+ pamidronate) for women with

oestrogen receptor-negative tumours

Total 18 16 34

C, cyclophosphamide; E, epirubicin; F, 5-fluorouracil; M,
methotrexate; TAM, tamoxifen; MEG, megestrolacetate.
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Table 2. Patients’ opinion on the time for consideration, depending
on their decision to participate

Participation
Yes No
The time was sufficient 12 11
The time was too long 0 0
Would prefer to start immediately 3 5
Did start treatment after first consultation 3 0
Total 18 16

this stage, the patients could compare the received information
with their own experience of the treatment. Participants received
verbal and written information about the present study which
was approved by the Regional Scientific Ethical Committee. 36
women were asked to participate. 34 women, between 33 and 66
years of age, agreed to be interviewed (94%). The 2 women who
rejected participation were not asked for their reasons.

Data were collected by one structured interview with 36
questions, grouped within the following broad topic areas: (1)
what patients remembered of the information given during
the primary consultation at the department 3 months earlier.
Patients were asked to relate the headlines of the information,
and the interviewer used a check list similar to that used at
the primary information. (2) What parts of the information
programme patients had used. (3) How patients evaluated the
information. (4) When and how they made their decision
regarding participation in the trial. (5) What emotions patients
experienced regarding the decision about participation in the
clinical trial.

Interviews were tape-recorded and lasted between 20 and
45 min. They were conducted by two researchers attached to
the department who had not participated in the information
procedure. Responses were categorised and coded for further
analyses by the researchers, and cross-rating was carried out.

RESULTS
Of the 34 women, 18 (53%) agreed to participate in one of the
three adjuvant trials (Table 1). There was no difference in age
between those who agreed to participate and those who did not.

Patients’ ability to remember the information

Patients were generally capable of remembering the given
information 3 months after it had been received (Fig. 1). Infor-
mation on side-effects was the information which all patients
remembered best (good to reasonable). This was especially the
case for side-effects attached to that specific treatment which the
patient actually received, regardless of whether the patient
experienced the side-effects or not.

Patients’ ability to remember the information was indepen-
dent of the decision about participation in the clinical trial,
although there was a tendency towards remembering more facts
about the trial if they had agreed to participate.

Use of the informational programme

Of the 34 patients, 28 acted upon the departmental recommen-
dation, and brought a close relative to the initial consultation. In
the group which did not participate in a trial, significantly
more women brought a relative, 16/16 versus 12/18 patients
(P = 0.027). Among the women not bringing a relative, several
regretted that decision.
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Fig. 1. Patients’ ability to remember the given information (n = 34).

One main goal of the information programme was to offer
each patient two consultations, thereby allowing time for con-
sideration (Table 2). The majority of the women made use of
this time to discuss the information with their families. Several
asked their GP or a person with some relationship to the health
system for their opinion about the trial. However, most of the
women emphasised that, although they sought advice, the
decision was their own.

The time between the two consultations also allowed the
patients to study the written information in detail, and only 2 of
the 34 patients had not read the information. In 29 cases, other
people—family or friends—had also read the information. The
readibility of the information was judged to be fairly good by the
patients, and no one thought that two A4 pages was too much to
read.

It was the intention that the nurse who attended the infor-
mation sessions should function as a contact person for the
patient to the department, but only 1/5 of the patients used this
person. In the interviews, several women emphasised that in
case of problems, it was often more convenient talking to the
doctor or to the nurse who provided treatment on that particular
day.

Patient decisions

At the second consultation, all patients had made their
decision (Table 3).

The two main reasons given for participating in the trial was
the wish to support science or the hope of receiving a more
effective treatment through the experimental regimen (Table 4).
The main reason for not entering the trials was the fear of the

Table 3. Time when patients made their decision about participation

Participation

Yes No Total
Before first consultation 4 2 6
At the first consultation 3 6 9
At home between the two consultations 11 8 19
At the second consultation 0 0 ¢
Total 18 16 34
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Table 4. Main reasons for patient decisions about participation in
the trial

Patients’ decision

Yes No

Support science

Disliked trials

Hope for better treatment
Wanted maximal treatment
Wanted minimal treatment
Side-effects

Other
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specific side-effects in the experimental arm of DBCG 89d,
which had significantly more side-effects, with more severe
nausea to be expected and risk of a negative effect upon the
myocardium.

Patient evaluation of the information

Generally, patients evaluated the information provided as
very good or good. Only 3 patients found the information
unsatisfactory. These 3 patients were informed about the DBCG
89c¢ trial, where the differences between treatments are slightest
and the side-effects comparable. 4 patients informed about
the DBCG 89d trial felt they had too much information. No
relationship between patient satisfaction with the information
and their decision was found.

Patients provided another measurement of the programme’s
educational success by stating whether their experiences of
treatment were as anticipated, in the light of the given infor-
mation. Half of the patients reported that it was as they expected,
while 25% found it less strain than anticipated and 25% more
strain. These findings were independent of trial participation.

Patient attitudes towards decision about trial participation

Patients generally view the detailed information as very posi-
tive. It was a main factor in reducing uncertainty and anxiety
before starting treatment (Table 5). Several patients emphasised
that the concrete knowledge about disease and treatment made
it easier to cope with the disease and treatment situation. Only 2
patients felt that the information, especially about the trial,
increased their anxiety; both felt the process would have been
easier had the doctors chosen the treatment or, if trials were
necessary, that the randomisation had been made without their
knowledge. About 50% of the patients felt it difficult or
unpleasant to decide about entering the trial, but most of the
patients who felt this way were afterwards satisfied, having made
the decision by themselves.

Only 5 of the 34 patients had a negative attitude towards trials

Table 5. Effect of detatled information
upon patients’ uncertainty and anxiety

Reduced uncertainty 26
No change 3
Increased anxiety 2
Unknown 3

Total 34
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as such, the rest stating that they would consider participating
in another trial. None of the patients felt that the staff were
pressing them to participate in the trial.

DISCUSSION

The information programme evaluated here appears to reduce
the anxiety felt by the patients and fulfil the legal obligation.
Patients were able to recall much of the received information 3
months later. Not surprisingly, patients paid most attention to
facts concerning themselves—the actual treatment schedule
and the side-effects connected to their treatment. Indeed, the
treatment itself would have reminded them of what they had
been told. Yet, patient learning was not entirely empirical as
they were also aware of possible side-effects not experienced
during treatment.

One cannot ascertain whether the verbal information by itself
was sufficient. The patient might have learned something from
the written information and from information received after the
treatment was begun. Nevertheless, even assuming that the
knowledge the patients have today is by no means better than
that which they had when they made their decision, it is still
likely that our information programme succeeded in informing
patients to a level where they could make a qualified “informed”
choice among different treatment options. That structured and
detailed information leads to a better understanding by the
patients is in accordance with previous findings [7].

Although most patients used the opportunity to bring a
relative to the information consultation, it is notable that some
patients needed our invitation to feel sure to do so. Being together
with a relative made them feel more secure because the other
person could support them emotionally. Additionally, the infor-
mation could be discussed at home, and the accompanying person
could help them to inform other family members, thereby sparing
the patient the strain of telling the same story again and again.

Having two consultations was seen as positive by the patients,
and only a few were afraid that the resulting slight delay would
have any negative influence upon their potential to be cured.
The patients we interviewed emphasised that, although they
searched for a second opinion, the decision was their own, and
they had to face the consequences themselves. A few patients
were determined to start treatment at the first consultation.
They felt well prepared for immediate decision making because
they knew about the possible trial participation before they came
to the first consultation.

Many patients gave altruistic reasons, such as the desire to
support development of new and better treatments, for entering
the clinical trial. Often, this “help others” mentality was com-
bined with a hope for better personal treatment by receiving the
experimental arm. Fears of specific side-effects were the main
reason to decline trial participation; most of these women were
willing to consider trial participation in other situations. Only a
few of the patients rejected clinical triais as such. These findings
agree with results from other studies of cancer patients [10] and
from a study of patients with heart diseases {11].

The patient interviews revealed that when doctors give infor-
mation in a well-structured way, it is easier for the patients to
maintain a broad perspective. For the doctors it is easier to be
sure they have delivered all essential information. While the
verbal exchange was the most important source of information,
patients found the written information to be a valuable reinforce-
ment and an additional source of information, and a simple way
of informing family members. Although it is often claimed that
written information should be as short as possible, our results,
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as well as previous findings, show that patients are willing to
read more information. The key factors are that information
sheets be written in easy-to-understand language, with clear
typography and format {12].

Making the choice about trial participation was seen as
difficult; the women felt that this choice gave them a responsi-
bility for the treatment. This could be a problem in the future if
they have a recurrence. Some patients speculated they would
blame themselves for their choice at that time. However, most
realised that it was important to take this responsibility; they
found it better to be fully informed and to face the problems at
this stage of the disease.

It has been argued elsewhere that full information about
clinical trials would depreciate the patients’ relationship to the
doctors [13,14]. From this study, it appears that patients are
willing to accept that doctors do not know which of two specific
treatments will be the best for the patient. Far from undermining
patient confidence, a doctor’s candor and openness preserves
patient trust and willingness to rely on him in any matter
concerning the disease.

The other purpose of the programme was to reduce the
uncertainty and anxiety experienced by the patient. Most pati-
ents felt that the detailed information made it easier to cope with
the situation, and thereby reduced their uncertainty. Likewise,
diffuse and often unfocused anxiety was changed to a more
concrete fear of specific side-effects. Because lack of knowledge
provides a breeding ground for much frightening specuiation,
detailed information, including written information, at the start
of every cancer treatment will be invaluable to the patient at all
times, not only when the treatment is part of a clinical trial.

1. Molleman E, Krabbendam PJ, Annyas AA, Koops HS, Sleijfer
DT, Vermey A. The significance of the doctor—patient relationship
in coping with cancer. Soc Sci Med 1984, 18, 475-480.

. Riis P. Heisinki-Deklaration II. Ugeskr Leger 1976, 138, 443—444.

. Howard-Jones N. Human experimentation in historical and ethical
perspectives. Soc Sci Med 1982, 16, 1429-1448.

. Reichs-Gesundheitsblatt, 1931, 6, 174-175. Berlin.

. Reiser SJ, Dyck AJ, Curran WJ. Ethics in Medicine. Historical
Perspectives and Contemporary Concern. Cambridge, Massachusetts,
U.S.A., MIT Press, 1977.

6. Levine R}, Cowan DH. Ethical considerations in clinical trials. Clin
Pharmacol Ther 1979, 25, 728-741.

7. Simes R]J, Tattersall MH, Coates AS, Raghavan D, Solomon H],
Smartt H. Randomised comparison of procedures for obtaining
informed consent in clinical trials of treatment for cancer. Br Med ¥
Clin Res 1986, 25, 1065-1068.

8. Jensen AB. Mundtlig information ved kliniske forsgg p4 en onkolog-
isk afdeling. Ugeskr Leger 1990, 152, 3599-3603.

9. Jensen AB. Hvordan sikres en tilstrekkelig information ved kliniske
forsag pid en onkologisk afdeling? Ugeskr Leger 1990, 152,
3594-3596.

10. Jack WJL, Chetty U, Rodger A. Recruitment to a prospective
conservation trial: why are so few patients randomised? Br Med ¥
1990, 301, 83-85.

11. Mattson ME, Curb DJ, McArdle R. Participation in a clinical trial:
the patients’ point of view. Control Clin Trials 1985, 6, 156-167.

12. White DR, Muss HB, Michielutte R, er al. Informed consent:
patient information forms in chemotherapy trials. Am ¥ Clin Oncol
1984, 7, 183-190.

13. Zelen M. Strategy and alternate randomized design in cancer clinical
trials. Cancer Treat Rep 1982, 66, 1095-1100.

14. Taylor KM, Kelner M. Informed consent. The physicians perspec-
tive. Soc Sct Med 1987, 24, 135-143.

Acknowledgements—This study was supported by a grant from Odense
University Hospital, Research Fund, and the Danish Cancer Society.
Thanks to Professor Daniel Andersen, Department of Surgery, Odense
University Hospital for fruitful discussions during the preparation of the
mansucript.

w N

W



