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A mulicentre population research study was undertaken, involving cthical approval
from 28 local research cthics commitrees, The major problems encountered were delays,
which fell into three categories: requests o complete separate application forms, delay
in processing applications and additional requests for paticnt and consultant consent, We
examine these sources of delay in the context of the recently pubhished Doll guidelines
for local tescarch ethics commillees. Our findings reveal that there is not only an
absenee of adequate guidelings for multicentre rescarch stedies but that the new
auidelines for local research cthics committees fail o distinguish between patient
rescarch and the population study.

Introduoction

Attention has recently been drawn to the inadequacy of the Department of Health's
1991 revised guidelines for local research ethics committees (LRECS) both generally
and with specific reference to the multicentre research trial. 2% We undertook a
multicentre research study just prior to the publication of the revised guidelines. The
problems encountered in obtaining ethical approval are examined in the context of
the extent to which the new guidelines will resolve these issues.

Methods

The Thames Cancer Registry Project involved the analysis of data from 23 non-teach-
ing hospital and five teaching hospital districts in South West and South East Thames
Regions in 1991, The aim of the study was to describe and evaluate differences in
treatment and survival in colo-rectal cancer in the South Thames Districts between
19582 and 1988,

Twenty-eight district ethics committees were sent the study protocol (a retrospect-
ive case-note study) which included the statement that data analysis would ensure
patient and consultant ancnymity and would not involve patient contact or interven-
tion,
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Results

Conditions of approval

Of the 28 districts. 19 requested completion of separate application forms in addition
to the original protocol and questionnaire. Of the 28 districts, three granted approval
without formal application to the ethical committee; in a further three, chairman’s
action was granted. Of the 22 applications which went before an ethics committec. 11
districts gave approval with no conditions, while nine districts gave approval subject
to consultant’s permission being sought prior o secessing Lhe notes, one district was
prepared to grant cthical approval after a sale clinical representative had given
permission, and one chair of the cthics commiltee insisted that we obtain permission
from every consultant whose notes We wished to review before ethical commities

consideration would be given.
Three districts requested that the researchers attend the LREC mectings before

ethical permission could be given.

Time to approval

Most distriets Teplied within three months, but three took more than three months to
reply from the time of sending in additional information. The mean approval time
was 11.9 weeks (Figure 1).

Teaching hospitals
All five teaching hospitals replied within three months of initial contact and three did
not require ethics committee approval.
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Figure1 Length of fime from request for application form to obtaining written cthical
approval (n = 28)
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Diespite the assurance that there would be no patient contact in the study there were
three inappropriate requests, two from teaching hospitals and one from a non-teach-
ing hospital. The requests were: all patients should be given a copy of the patient
information sheet; a requirement °‘to report to this committee at once any adverse
experience affecting subjects’ and, third, ‘all trials, unless there are exceptional
circumstances [should] include written consent”.

Discussion

Delay and the 1991 DoH guidelines

This study supports the findings of Ginzler ef al. that no clear universal policies or
standards for health services research operate in LRECS.® This is reflected in the
wide variation in responses which contributed to three types of delay being identified:
requests o complete separate application forms. delay in processing applications and
finally additional requests for patient and consultant.

The new guidelines do little to resolve these problems. Since the DoH guidelines
make no recommendations for & standard application form nor with respect to the
timing of ethics committes meetings it is unlikely that these two sources of delay will
be eliminated.

As for delay due to patient and consultant consent, if local LRECS apply the new
DoH guidelines ‘wherever possible consent should be sought from the health
professional responsible for the relevant aspect of the subject’s care’ to all research
projects, the delay experienced by multicentre population research studies will be
perpetuated. This is likely to be exacerbated by the 1991 DoH guidelines on patients’
consent, which recommends that patients should give their comsent before their
records are released to research workers carrying out epidemiological rescarch unless
‘the LREC is satisfied that the value of the project outweighs, in the public interest,
the principle that individual consent should be obtained'.

FPaiient versus population research

A major problem for the multicentre research study is the failure of the new
guidelines to distinguish between the clinical trial and population research. This
comtrasts with the Royal College of Physicians guidelines for medical ethics which
state that ‘ethical review is not required for studies ... of ... quality control or
medical audit such as the aggregation or analysis of information for the purpose of
monitoring the provision and effectiveness of health care services or for enquiries
designied to establish indices of morbidity or mortality in various fields of practice, so
long as patients cannot be identified’.”

A clinical study involves research on individuals, so that the subject is always
directly affeeted by the proposed interventions. In contrast, population research does
not usually invelve patient interventions, neither does it intrude upen the doctor—
patient relationship, nor does it have any direct application for the individual patient.
Most retrospective case-note studies fall into the latter category.

The failure to distinguish between population and patient research may be a legacy
of LRECS, which were originally established to consider clinical studies with the
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primary aim of safeguarding patients’ interests. The protection of the patient-doctor
relationship forms the basis of obtaining the permission of the doctor primarily in
charge of the patients, Health services research and population research is a relatively
new development in the history of cthics committees.

A narional ethics comrlines

The Dol has attempted to get round the problem of multicentre rescarch by
suggesting that one local research ethics committes (LREC) could consider protocels
on behalf of them all. This raises many problems including the nomination of the
LREC, its funding #and coordination, and cooperation with other LRECS.

In view of the emerging consensus in the hiterature for a national ethics committee,
why has the DoH sidestepped a possible solution, despite the obvious advan-
tages?BHIGILI2 A central committee would improve the public visibility of medical
ethics and could ensure that local ethics commiitees’ judgements were not covert or
concealed.” It could ensurc a national forum for strategy and public debate.
Currently the general public are dependent on ad hoc reports of controversial
issues.!* A central ethics committee could act as an honest broker between research-
ers and committees and take into account their differences and difficultics. Finally, a
national cthics committee could also ensure monitoring and proper accountability of
LRECs to the public.

The DoH now recommends that LRECs should publish an annual report: in the
absence of monitoring and audit this is likely to remain a process activity and will not
shape policies,

Fthics and the internal market

It is a curious anomaly that the guidelines do not make passing reference to the NHS
changes. Since LRECS are staffed by volunteers and mect on a voluntary basis could
it be that the government feels uncomfortable about imposing regulations on a free
sood? The establishment of a national ethics committee could have significant
resource implications which would include information and monitoring systems tfor
policy making and research and perhaps, too, a requirement to fund LREs1

Conelusion

This study illustrates the absence of clear guidelines for the multicentre research
application and in particular the failure to distinguish between patient and population
research. The tevised 1991 Department of Health guoidelines contain no clear
recommendations for the three main sources of delay, completing different applica-
tion forms, processing, and obtaining consultant and patient consent. The implication
from this study is that delay will continue to be a serious problem for researchers.
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