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The aim of this study was to test an instrument which might be useful for doctors in explaining the

randomisation procedure to an individual patient. The sample comprised 323 patients with cancer

attending for out-patient appointments and/or chemotherapy treatment in two major cancer centres

in the U.K. 315 patients completed a self-report questionnaireÐThe Attitudes to Randomised Trials

Questionnaire (ARTQ). The results show that the majority of subjects 287 (91.1%) believe that patients

should be asked to take part in medical research, but only 242 (76.8%) would be prepared to take part

in a study comparing two treatments. If treatment was randomised, only 141 (44.8%) would agree to

participate. When given further information about the randomisation procedure, 119 (68.4%) of the

174 (55.2%) who initially said `no' to randomisation or who were unsure, would change their minds

and take part in a trial. The ARTQ discriminated between three categories of patient with the follow-

ing prevailing attitudes: (a) those who seem comfortable with the concept of randomisation; (b) those

with some concerns, who with fuller explanation are prepared to consider randomisation; and (c)

those ®rmly against randomisation and participation in trials whatever information is provided. Prior

knowledge of patients' attitudes might assist communication about trials and encourage more doctors

to approach eligible patients. # 1998 Elsevier Science Ltd. All rights reserved.
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INTRODUCTION

Although large numbers of patients are eligible to partici-

pate, accrual in clinical trials of cancer therapy is very low [1].

This impedes the introduction and evaluation of new treat-

ments. Recruitment diYculties arise from, and are exacer-

bated by, a variety of issues, which include the changing

pressures on delivery of healthcare [2], concern about ethical

and medico-legal issues [3], and attitudes of both patients

[4, 5] and doctors [6±8]. Patients may decline entry into ran-

domised clinical trials because of uncertainty about personal

bene®t [5], concerns as to whether or not the best available

treatment would be given (although it has been shown that

trial participation leads to better outcomes [9]) and over-

estimation of the likely therapeutic bene®ts of standard

therapy [10]. Poor understanding about the value of clinical

trials speci®cally, and experiments in medicine in general,

produces suspicion and confusion among the general popu-

lation [11, 12].

Considerable ignorance exists about the meaning of rando-

misation. Many patients are worried about the process, pre-

ferring the doctor, whom they trust, to make treatment

decisions rather than leaving them to a computer and the play

of chance [13]. One study reported that 63% of patients refused

entry into a trial because of their aversion to randomisation [5].

Even if a patient does agree to participate in a clinical trial, there

is evidence that this consent is not always as informed or edu-

cated as it ought to be [14]. Many patients do not even recall

that they are receiving experimental treatment [15±17].

There is evidence that most patients are generally altruistic

and are willing participants in clinical trials if they are

approached. Slevin and colleagues [18] reported that the

most important aspects of trial participation, as ranked by

patients, were: the likelihood of being treated by a doctor

with a specialist interest in cancer, having progress closely

monitored and contributing to research knowledge that ben-

e®ts humanity. When patients were asked if they would take

part in a research trial 42% said that they would, 10% said

that they would not and 48% were uncertain. This study did

not examine the speci®c question of randomisation.
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There has been little study of the diVering needs of patients

for information, either in its amount or content. Patients can

suVer from too much being said, as well as too little [19, 20].

Whatever a trial protocol may suggest, it is clear that many

doctors make intuitive decisions about the disclosure of dif-

ferent sorts of information to individual patients about prog-

nosis and therapeutic bene®ts expected from diVerent

treatment arms. They argue that adapting the information

giving is done in the patient's best interests [21]. Despite the

importance of the topic and the contentious debates in the

literature [22, 23], this whole area is not well-informed by

empirical studies. A more rational basis for determining how

much and what sort of information needs to be given to an

individual patient who is eligible for entry into a clinical trial is

required [24] and cancer patients' preferences for diVerent

sorts of information have been published [25, 26].

The reluctance of clinicians to enter eligible patients into

clinical trials may be a more limiting factor than patient

reluctance to participate [8, 27, 28]. Barriers include practice

constraints within the system of healthcare delivery [2], but

inadequate training in communication skills contributes to

diYculties when explaining randomisation. Giving complex

information and obtaining informed consent were acknowl-

edged by 178 senior oncologists attending communication

skills courses to be their primary problem areas [29]. Some

doctors perceive con¯icts between the role of clinician and

scientist [7, 8] and many express anxiety about the impact

that the necessary disclosure of uncertainty might have on the

doctor±patient relationship [6, 8, 27]. In a recently published

survey of cancer clinicians' attitudes to clinical trials, a wide

range of factors that in¯uenced the willingness of doctors to

approach eligible patients were identi®ed. Doctors have

idiosyncratic criteria, not only for disclosure of information,

but also for deciding who they should approach about trial

entry [8].

The present study was carried out to determine the atti-

tudes of cancer patients to the concept of randomisation, and

to ascertain whether, for those patients expressing unease,

their attitude would be modi®ed after further explanation.

The longer term aim was to develop an instrument which

might subsequently be useful for doctors in explaining ran-

domisation to an individual patient.

MATERIALS AND METHODS

Questionnaire

The seven-item Attitudes to Randomised Trials Ques-

tionnaire (ARTQ) was constructed by three of the authors

using information from the literature and comments made by

colleagues and patients about their attitudes to trials and

randomisation. When we were satis®ed that the ARTQ was

as brief as possible and had suYcient face validity to measure

the concepts of interest, that is a positive or negative inclina-

tion toward (a) medical research in general, (b) a personal

willingness to be involved in research and (c) research invol-

ving randomisation, we distributed it to approximately 50

people with and without cancer. People were asked to make

comments about any confusing wording or terminology and

the instrument was slightly modi®ed before being piloted on a

further sample of approximately 50 patients in oncology out-

patient clinics at University College Hospitals, London to

check its comprehensibility, ease of administration and

acceptability to patients. The ®nal version of the ques-

tionnaire used is shown in Table 1.

In this paper, we report the results of a survey of a diVerent

sample of 323 patients with cancer. The aim was to deter-

mine prevailing attitudes to randomisation in clinical trials

with the intention of incorporating this information into a

future intervention trial to encourage more clinicians to

approach eligible patients and to increase satisfaction of both

patients and clinicians with the consultation.

Sample

The questionnaire was given to a consecutive sample of

323 patients with cancer attending clinics at two major cancer

centres, University College Hospitals and the Royal Marsden.

An information lea¯et informed patients that they were being

asked to help with the development of a questionnaire to be

used in a future study about doctor±patient communication.

315 patients completed the ARTQ, unassisted. 6 patients

refused to participate and 2 patients were unable to complete

questionnaires due to poor eyesight. 100 (31.7%) patients

had previous experience of having been in a trial, 194

(61.6%) were trial naive; information about the trial experi-

ence of 21 (6.7%) was unavailable. The range of cancer sites

of patients is shown in Table 2 and the age and sex distribu-

tion in Table 3. These patients represent a broad cross-sec-

tion of unselected patients attending several clinics in the two

centres. The distribution of cancers was somewhat unusual,

with an excess of bone and testicular cancer, re¯ecting the

specialised nature of some of the clinics. This also meant that

a large number of patients were less than 45 years of age. The

sample comprised patients who had relapsed and those who

had not. Some were attending for their ®rst appointment at

an oncology clinic, others for routine follow-up visits and

prechemotherapy consultations. It was not necessary for

patients to be eligible for trial entry themselves when

approached to take part in the study. The data collected were

analysed using a standard SPSS package.

RESULTS

The responses to Questions 1±3 of those patients who were

known to have had previous trial experience (100), those who

were known to be trial naive (194), and for the total group

(315), are shown in Figure 1. Overall, 287 (91.1%) patients

said yes to the question `Do you think that patients should be

asked to take part in medical research?', 8 (2.5%) said no and

20 (6.3%) did not know (Figure 1).

Patients were given the information `Suppose that you

were asked to take part in a research study comparing two

treatments, both of which were suitable for your illness' and

were then asked `Would you be prepared to take part in a

study comparing diVerent treatments?', 242 (76.8%) said

that they would, 26 (8.3%) said no and 47 (14.9%) did not

know (Figure 1b).

Next, patients were told `Usually the only scienti®c way to

compare one treatment with another is for the choice between

the two to be made randomly, rather like tossing a coin', then

asked `Would you take part in a study where treatment was

chosen at random?'. 141 (44.8%) would agree, 92 (29.2%)

would not and 82 (26%) did not know (Figure 1c).

There were no statistically signi®cant diVerences between

the responses of men and women, nor between the diVerent

age groups. However, more of the patients without previous

clinical trial experience (i.e. 72/194) would not agree to par-

ticipate in a randomised trial (w2 = 18.8, df = 2, P = 0.00008);

Table 4).
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Questions 4±7 were completed by most of the 174 patients

who answered either `no' or `do not know' to Question 3

(Table 5). When given the information that `The random

choice would be made between two treatments, either of

which would be suitable for your case. Your doctor and

experts in the ®eld don't know for sure if one treatment is

better than the other, or if they are both the same, that's why

they want to do the study', 115 (66%) of the previous dis-

senters and those not sure said they would now feel encour-

aged to take part. Knowledge that `In a random choice study

if the treatment you were receiving did not suit you for any

reason you could always leave the study. Your doctor would

then give you whatever other treatment might be appropriate

for you' would encourage 125 (73.1%) to participate.

Table 1. The Attitudes to Randomised Trials Questionnaire (ARTQ)

Patient Attitudes to Trials Questionnaire

CONFIDENTIAL ID.........

Please tick one of the boxes

(1) Do you think that patients should be asked to take part in medical research? Yes

&
No

&
Do Not Know

&

Suppose that you were asked to take part in a research study comparing two treatments, both of which were suitable for your illness.

(2) Would you be prepared to take part in a study comparing diVerent treatments? Yes

&
No

&
Do Not Know

&

Usually the only scienti®c way to compare one treatment with another is for the choice between the two to be made randomly, rather like

tossing a coin.

(3) Would you be prepared to take part in a study where treatment was chosen at

random?

Yes

&
No

&
Do Not Know

&

...................................................................................................................................................................................................................

CONFIDENTIAL ID..........

You answered ``No'' or ``Do not know'' to Question 3, so we would now like to ask you a bit more about this. (Please tick one of the boxes)

In a randomised study a choice would be made between two treatments, either of which would be suitable for you. Your doctor and experts

in the ®eld do not know for sure if one treatment is better than the other, or if they are both the same, that's why they want to do the study.

(4) Would knowing that encourage you to take part? Yes

&
No

&
Do Not Know

&

In a random choice study, if the treatment you were receiving did not suit you for any reason you could always leave the study. Your doctor

would then give you whatever other treatment might be appropriate for you.

(5) Would that encourage you to take part? Yes

&
No

&
Do Not Know

&

Before you agreed to enter a random choice study the doctor would tell you all about the two treatments being compared, before you were

allocated one or the other.

(6) Would that encourage you to take part? Yes

&
No

&
Do Not Know

&

If you knew that the following were taken into account

(a) that either treatment was completely suitable;

(b) that you could leave the study if the treatment did not suit you;

(c) that there is plenty of information before the random choice was made;

(7) Would all these things together mean that you would change your mind and agree

to take part?

Yes

&
No

&
Do Not Know

&

We would like to know if there is any other information you would like to have before making a decision on whether to take part in a study.

...................................................................................................................................................................................................................

...................................................................................................................................................................................................................

Thank you very much for your help

Table 2. Summary of patients by cancer site (n = 315)

Site n (%)

Bone 29 (9.2)

Breast 70 (22.2)

Cervix 12 (3.8)

Colorectal 10 (3.2)

Lung 15 (4.8)

Haematological 17 (5.4)

Ovary 12 (3.8)

Prostate 61 (19.4)

Testicular 66 (21.0)

Other 23 (7.3)

Table 3. Summary of patients by age group and sex (n = 307, 8

missing cases)

Male Female

Age group (years) n (%) n (%)

< 25 15 (8.6) 4 (3.0)

25±44 63 (36.0) 26 (19.7)

45±64 36 (20.6) 72 (54.5)

> 65 61 (34.9) 30 (22.7)

1556 L.J. Fallow®eld et al.



Awareness that `Before randomisation the doctor would tell

you all about the two treatments being compared before you

were allocated one or the other' would encourage 132

(76.3%) to take part.

Patients were then asked if the knowledge that (a) either

treatment was completely suitable, (b) that they could leave

the study if the treatment did not suit and (c) plenty of

information would be given about both treatments before the

random choice was made, would make them change their

minds and take part in a trial. 119 (68.8%) of the previous

dissenters and those uncertain would change their minds.

In conclusion, 260/315 (82.5%) patients would agree to

take part in a randomised clinical trial, 21/315 (6.6%) were

uncertain and 33/315 (10.5%) would not participate, what-

ever information was provided. In contrast to Questions 1±3,

there were no apparent diVerences in responses to Questions

4±7 between those patients with previous trial experience and

those without. It is recognised, however, that the numbers are

too small in these subgroup analyses and con®dence intervals

too wide for adequate statistics and satisfactory conclusions

to be drawn.

DISCUSSION

Our results show that of the total population of 315

patients, 141 (44.8%) would agree to take part in a rando-

mised trial, 92 (29.2%) would not and 82 (26%) were

uncertain. When further explanation about the implication of

the trial was given in the form of three statements to the 174

patients who refused or did not know, 119 (68.4%) changed

their minds and agreed and 55 (31.6%) would not or

Figure 1. The responses of patients to (a) Question 1, (b) Question 2 and (c) Question 3 of the Attitudes to Randomised Trials
Questionnaire (ARTQ).
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remained uncertain. Thus, of the total population, 260

(82.5%) would agree to take part in a randomised clinical

trial, 21 (6.6%) were unsure and 33 (10.5%) would not par-

ticipate whatever information was provided.

Although the population is not completely typical of cancer

in general, we have no reason to suppose that these ®ndings

would not be generalisable to other populations of patients, at

least in the U.K. Previous trial participation appeared to

in¯uence willingness to participate in further randomised

trials. The diVerence was not great, and may re¯ect greater

familiarity with and less concern about the concept of rando-

misation. It is of course unclear how much information the

previously trial experienced had been given. Nor is it known

whether or not those who had been involved in a trial before,

but who now said `no' to Question 3, would be reluctant to

participate because of a bad experience or because they had

never understood the experimental nature of their previous

treatment.

The ARTQ, therefore, discriminated between three cate-

gories of patients: (a) those who appear comfortable with the

general concept of randomisation; (b) those who are worried

initially, but do not have ®xed views and after a fuller expla-

nation seem prepared to consider randomisation; (c) those

who are ®rmly against participation in randomised trials

whatever information is given. The ARTQ does not have a

score as such, but is a useful tool that allows the clinician to

see at a glance where the patients' primary areas of diYculty

may lie. This might prove to be useful information, if

known in advance. Patients who were entirely comfortable

with randomisation would be identi®ed and the doctor could

move on to explanations more speci®c to the trial. They

would also know which patients were unlikely to accept trial

entry whatever information was given. Indeed it might be

considered as unethical to attempt to dissuade such patients

from a clearly expressed refusal to randomisation. Other

patients will require particular, and more speci®c, details and

explanations and the doctor would be able to devote more

time to these areas. Some randomised trials, especially those

with a major diVerence in policy, are diYcult to explain to

patients independent of the issue of randomisation. The

ARTQ will not help with this aspect, but may nonetheless

assist a diYcult discussion by clarifying whether the patient

has problems with the concept of accepting experimental

therapy in general or of randomisation in particular.

Some patients, who had doubts initially about trial parti-

cipation, took the opportunity to write further questions and

concerns on their questionnaires, providing the clinician

potentially with additional opportunities to tailor information

giving appropriately to the individual. Ethicists might argue

that all patients should always receive the same information,

but in practice this rarely happens [30]. We stress that we are

not advocating the withholding of information about rando-

misation, or refusing to provide patients with suYcient infor-

mation lea¯ets or access to further discussion; we simply

hope that we are providing, via the ARTQ, a more logical

basis for identifying patients for whom diVerent levels of

information may be desired.

Previous work has demonstrated that the Patient Pre-

ference for Information Questionnaire discriminates quickly

and easily the amount of information patients require about

their cancer and its treatment in general [25, 26]. The eYcacy

and utility of this instrument, together with the ARTQ, in

helping doctors feel more comfortable about approaching

eligible patients and in improving patient satisfaction with the

consultation when trials are discussed, should now be com-

pared with the standard methods of discussion in order to

determine its usefulness.

Table 4. Contingency table showing responses to Question 3,

according to previous trial experience (21 missing cases)

Responses Trial experienced (n = 100) Trial naõÈve (n = 194)

Yes 55 (55%) 80 (41.2%)

No 13 (13%) 72 (37.1%)

Do not know 32 (32%) 42 (21.6%)

Table 5. Responses n (%) to Questions 4±7 by patients (n = 174) who said no or who were uncertain to question 3

Question Yes No Do not know

Question 4

In a randomised study a choice would be made between two treatments, either of which would

be suitable for you. Your doctor and experts in the ®eld do not know for sure if one treatment

is better than the other, or if they are both the same, that's why they want to do the study.

Would knowing that encourage you to take part?* 115 (66.9) 26 (15.1) 31 (18)

Question 5

In a random choice study, if the treatment you were receiving did not suit you for any reason you

could always leave the study. Your doctor would then give you whatever other treatment might

be appropriate for you.

Would knowing that encourage you to take part?y 125 (73.1) 27 (15.8) 19 (11.1)

Question 6

Before you agreed to enter a random choice study the doctor would tell you all about the two

treatments being compared, before being allocated to one or other.

Would knowing that encourage you to take part?z 132 (76.3) 23 (13.3) 18 (10.4)

Question 7

If you knew that the following were taken into account: (a) that either treatment was completely

suitable; (b) that you could leave the study if the treatment did not suit you; (c) that there is

plenty of information before the random choice is made

Would all these things together mean that you would change your mind and agree to take part?z 119 (68.8) 33 (19.1) 21 (12.1)

*2 patients omitted; y3 patients omitted; z1 patient omitted.
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