








Male patients had a more positive attitude towards self participa
tion in RCTs. The estimated score was 1.3 (SE 0.6) points higher in 
male patients (p<0.02). 

Attitude towards children's participation in RCTs were signifi
cantly affected by sex and school education. Female patients scored 
an estimated 2.4 (SE 0.6) points lower than male patients (p<0.001) 
and compared to those with 12 years of education or more the estim
ated scores were 2.8 (SE 0.7) and 2.4 (SE 0.6) lower in patients with 
less than eight years and 8-11 years respectively (p<0.001). 

The attitude towards RCTs was more positive for those with longer 
schooling. Compared to those with a school education of 12 years or 
more the estimated scores were 2.2 (SE 0.5) and 1.4 (SE 0.4) points 
lower in those patients with less than 8 years and 8-11 years of school
ing respectively (p<0.00 I). 

RELATION BETWEEN KNOWLEDGE AND ATTITUDE 
There was a weak but significant Persons correlation (r• 0.38, p 
<0.001) between the number of correct answers in the knowledge 
questionnaire and the total attitude score. 

DISCUSSION 
The present study shows that approximately 75% of Danish outpa
tients are aware of their fundamental rights regarding inclusion in and 
withdrawal from a clinical trial and the same proportion of the pa
tients answered correctly to the question about placebo. However, it 
is less comforting to find that only around 50% answered correctly 
to the question about written informed consent and that less than half 
of the patients knew about the fundamentals ofRCTs. 

This study was conducted among outpatients since they might re
present a target population for future information campaigns making 
it relevant to examine the baseline knowledge in this population. 
Further, we did not wish to bother hospitalized patients with a num
ber of general questions not relevant for their current disease. The 
study population was recruited from four departments and make up 
a group of outpatients that according to demographics is comparable 
with the total outpatient population at the hospital. Due to logistics it 
was not possible to include patients on a consecutive basis. Although 
the study nurse approached as many patients as possible, the chosen 
procedure entailed that a number of patients were not approached. 
Out of the patients approached, 258 (approx. 35%) declined parti
cipation. In order to investigate the possibility of selection bias, thor
ough information about all patients would have been expedient. Age 
and gender of all declining patients were registered, and did not dif
fer significantly from patients who agreed to participate in the study. 
Furthermore, 128 patients spontaneously stated their reasons for de
clining participation. The reason most frequently given was lack of 
time. We have found no obvious reason as to why patients who agreed 
to participate would be dissimilar to those declining participation. 

It was our intention that the knowledge questionnaire should en
circle major issues of RCTs without missing important aspects. The 
questionnaire was constructed in order to generate a knowledge scale, 
on which a score would provide a valid reflection of the knowledge 
ofall patients regard less of their demographic characteristics and I eve I 
of knowledge. In order to accomplish this, all questions and alterna
tive answers were changed and adjusted in a process involving com
munication professionals, psychologists and other health care profes
sionals. The process involved repeated pilot tests among healthy vo
lunteers, students and employees at our institution. It is important that 
questions are understood by everybody, and answers unequivocally 
correct. Alternative answers must sound plausible, but remain incor
rect. One question did not fit the Rasch analysis and was excluded. 

In the one way ANO VA a number of significant associations be
tween demographic variables and knowledge score was observed. 
However, in a multivariate analysis only age group and duration of 
education proved to be independent 'predictors' of higher knowledge 
scores. It is interesting to find that patient experience (number of ad
missions to hospital, duration of treatment, chronic disease) was not 
associated with better knowledge about RCTs. This is probably due 
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to the fact that only a minority of the patients had previously par
ticipated in clinical research, that only 6.5% had participated in a 
RCT, and that there is no tradition for educating patients in the more 
general aspects of clinical research. 

Research about information has focused upon information given 
to patients with a specific disease or condition or upon information 
given when recruiting patients to a specific RCT (9-1 I). The present 
study highlights the problem that many patients lack the fundamental 
knowledge enabling them to profit from specific information. This 
suggests that efforts should be devoted to increase general knowledge 
about the fundamentals of clinical research, before providing detailed 
specific information when recruiting patients for RCTs. The latter 
point of view is in agreement with the finding that patients felt more 
comfortable when given thorough as compared to condensed infonn
ation (16-1 9). 

An important part of the present study was to obtain information 
about patient attitudes towards clinical research and RCTs. The 
Danish news media may give the impression that patients have a scep
tical attitude towards clinical research and that they do not trust re
searchers. This contrasts with observations that many hospitalized 
patients have a positive attitude towards clinical research (20), and 
that 82% of the public considers RCTs morally acceptable (21). 
Alternatively, in a government paid health care system patients might 
be less likely to reveal a negative attitude out of fear that th is might 
compromise their care and treatment. The present findings show that 
Danish outpatients have a generally positive attitude when given the 
opportunity to state it in a situation with no immediate impact on their 
current medical treatment. 

Overall there was a weak positive correlation between knowledge 
score and attitude score. Knowledgeable outpatients had a more pos
itive attitude. This leads one to speculate that a negative attitude may 
be rooted in poor knowledge and that it might be possible to induce 
a more positive attitude towards clinical research by increasing the 
knowledge of individuals. 

The psychometric analysis showed that three of the empirical 
attitude categories (' children', 'RCTs in general' and 'self participa
tion in RCTs') could be regarded as dimensions with a high degree 
ofinter-item correlation. Further analyses relating these three attitude 
categories to demographic variables showed that male outpatients as 
compared to female outpatients had a more positive attitude towards 
clinical research involving children and towards their own participa
tion in clinical research. These findings are also the main reason why 
male patients had a more positive attitude towards clinical research 
based on total score. The finding that males are more positive about 
participating in clinical trials is in agreement with previous results 
showing that male patients are more willing to be enrolled in a spe
cific RCT (22). Patients with longer education had a significantly mo
re positive attitude towards RCTs as compared to those with shorter 
duration of education. This finding probably parallels the finding that 
patients with longer education are the more knowledgeable. 

In conclusion, among Danish outpatients knowledge about RCTs 
is better in younger age groups and in individuals with longer edu
cation. Overall, better knowledge was associated with a more posit
ive attitude towards clinical research. The question is whether it is 
possible by simple means to increase knowledge about clinical re
search and whether an increase in knowledge may positively affect 
the attitude towards clinical research in individual patients. 
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ABSTRACT 
The objective of the Ph.D. project was to identify risk fac tors for de
mentia and the main subtypes, Alzheimer's d isease (AD) and vas
cular dementia (VD), defined according to internationally accepted 
diagnostic criteria in an epidemiological follow-up study based on 
incident cases of dementia. 

The study was part of "Dementia among elderly in Odense", a 
population-based epidemiological study ofa randomly drawn sample 
from the Central Person Register, consisting of 523 7 persons living 
in the municipality of Odense, Denmark, and with an age between 
65 years and 84 years. The study was conducted at the Centre for 
Dementia Research, Odense University Hospital and Odense Uni
versity. 

A two phase diagnostic procedure was applied which consisted of 
a screening with CAMCOG, an internationally accepted screening 
instrument, aiming at identifying non-demented participants. The 
second phase consisted ofCAMDEX (The Cambridge Examination 
for Mental Disorders of the Elderly) and neuropsychological tests 
aiming at identifying demented participants. AD was diagnosed ac
cording to the NINCDS-ADRDA criteria for probable AD. VD and 
dementia of other types were diagnosed according to the DSM-IIIR 
criteria. To secure the diagnosis, clinically demented participants 
were further examined with a blood sample and a CT scan. During 
the screening the participants were interviewed about possible risk 
factors for dementia. The risk factors were chosen on basis of the res
ults of a previous meta-analysis of earlier retrospective case-control 
studies. 

A total of2452 persons, including 145 incident cases of dementia, 
were eligible for the risk factor analyses. To estimate the risk, a lo
gistic regression model which controlled for gender, age, and pre
morbid intellectual level was applied. The odds ratios were inter
preted as the relative risk comparing participants with the risk factor 
present to participants without the risk factor. 

One of the results to be mentioned is that family history of de
mentia did not increase the risk of AD, while high maternal age was 
associated with increased risk. A history of depression or Parkinson's 
disease increased the risk of dementing disease. Diabetes mellitus in
creased the risk of VD for the 65-74 year-olds in the sample while 
the risk d id not increase for the 75-84 year-olds. Finally, head trauma 
and smoking increased the risk of developing dementia. 
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