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Research ethics committees at work: the
experience of one multi-location study
Alison E While King's College, London

Abstract
Objectives - To report the outcome of applications to
43 research ethics committees.
Setting - Four regional health authorities in England.
Findings - The research ethics committees varied
considerably in their practices. The time lapse until
notification of the outcome of the approval rangedfrom
just under one week to 23 weeks with a mean of 8-6
weeks. Four research ethics committees failed to notify
the research team ofan outcome of their request for
approval.
Conclusion - A national research ethics committee is
needed to review national and multi-location research
studies in the light of the fragmented and variable
practice of local research ethics committees.

Background
The Department of Health' issued a memorandum
which required every district health authority to
establish a research ethics committee whose role
according to Kennedy2 included reviewing all
research projects in terms of ethical considerations.
Prior to the Department of Health' memorandum,
Gilbert et alP had noted considerable diversity in the
practice of research ethics committees, not only in
their composition but also in the methods they
employed. This finding was similar to that of a large
postal survey conducted by Nicholson4 whose
particular concern related to research involving
children and a small survey of Wessex.' Ginzler et
al6 also found great variation in the practices of 23
research ethics committees with the time for the
processing of applications ranging from three to 32
weeks with a mean of 11-5 weeks. A larger study of
241 research ethics committees7 found great differ-
ences in their composition and in the sub-sample of
28 committees, there appeared to be considerable
variation in their methods of operation. For
example, the poor representation of the lay pers-
pective was particularly noted by Neuberger and
had also been considered a serious shortcoming by
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Herxheimer8 who accused research ethics commit-
tees of only reviewing research from the perspective
of the research, to the exclusion of the patient.
Further, Neuberger9 has drawn attention to the
reluctance of some research ethics committees to
regard social research as an acceptable approach to
inquiry. Indeed, Oakley'" has asserted that research
ethics committees are unsympathetic to social
research and may act "as 'censors of research'. . .
when research methods, designs and topics do not
seem to fit the standard medical format".10
Hemminki and Kojo-Austin" have reported this as
a particular problem for multidisciplinary research.
The difficulty of gaining ethical approval through a
number of research ethics committees simul-
taneously for multi-centred trials has also been
extensively acknowledged3 10 12 and was the subject
of a British Medical7Jurnal editorial."'

Method
The research project focused upon the needs and
provisions for families caring for children who might
be expected to die during childhood and was funded
by the Department of Health. The study involved
interviews with a small number of parents in each
health authority in four selected regional authorities
using a modified OPCS Disability Survey'4 inter-
view schedule. The parents recruited themselves to
the study through advertisements in voluntary group
newsletters and thus contacted the research team to
initiate recruitment. Representatives of the statutory
and voluntary sector care providers were also inter-
viewed voluntarily in selected health authorities. A
letter was written with guidance from an ethicist and
sent to research ethics committees seeking their
advice as to whether the study required formal
ethical approval since no patients (in this case,
children) would be interviewed and all the normal
ethical safeguards would be adhered to.
Interestingly, the original OPCS Disability Survey14
did not seek ethical approval. The letters were
addressed to the individual who had been identified
as the correspondent for the local research ethics
committee through a telephone survey of the 43
district health authorities. As far as possible the
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Table 1 The outcome ofgroup A mailing

Ethics Tine elapsing before notification
committee Contents of total ?nailings of outcome in days

Al 11 copies ofEC form, 11 information letters, 11 consent forms; 1 protocol and 2 letters.
(Attendance at committee requested) 100

A2 1 protocol and 2 letters. (No approval needed) 9
A3 2 letters 93
A4 12 copies of EC form, 12 information letters, 12 consent forms, 12 protocols and 2 letters. 65

EC forms had to be signed by local doctor of consultant status
A5 1 protocol, 1 interview schedule, 1 information letter, 1 consent form and 2 letters 91
A6 1 letter. (No full review required) 41
A7 9 copies of EC form, 9 information letters, 9 consent forms, 9 protocols, 2 interview schedules

and 2 letters. Attendance at EC requested 87
A8 1 letter. (No approval needed) 22
A9 1 letter. (No formal review required) 32
AIO 1 protocol, 1 information letter, 1 interview schedule and 2 letters 63
All 1 letter. (No aproval needed) 65
A12 1 protocol, 1 information letter, 1 consent form and 2 letters 77
A13 1 letter. (No approval needed) 6
A14 1 letter. (No formal review required) 30
A15 1 letter. (No formal review required; EC meeting held in 34 days but notification 66 days later) 100
A16 8 copies of EC form, 8 information letters, 8 consent forms, 1 interview schedule and 4 letters 161
A17 2 letters No response

individual or his/her secretary was spoken to in the approval ranged from just under one week to
order to confirm that the correct person had been twenty-three weeks with a mean of 8-6 weeks (the
identified, together with the address for correspon- non-response of A17, B21, B25 and B26 commit-
dence. The mailing took place in two groups: Group tees excluded). The outcome of the original letter to
A on 11 May 1993 and Group B on 26 May 1993. the research ethics committees varied considerably,

with some committees stating that no approval was
needed while others required formal applications to
be made either through completion of a specified

Findings form or through formal correspondence which
The time lapse until notification of the outcome of included a research proposal and other requested
the approval process together with the contents of material and information. The cost of the approval
the correspondence are set out in figures 1 and 2. process in terms of paper and photocopying there-
The time lapse until notification of the outcome of fore ranged from the cost of one letter to £107.55 for

Table 2 The outcome ofgroup B mailing

Ethics Time elapsing before notification
committee Contents of total nailings of outcomne in days

B1 1 letter 43
B2 12 copies of EC form, 12 information letters, 12 consent forms; 12 protocols, 12 interview

schedules and 3 letters. (EC attendance requested) 106
B3 Interview schedule and 2 letters 54
B4 16 copies ofEC form, 16 information letters, 16consent forms and 3 letters. Telephone

discussion in lieu of attendance at EC meeting 63
B5 15 copies ofEC form, 15 information letters, 15 consent forms, 3 protocols and 2 letters.

Named sponsor in health authority needed 77
B6 1 letter 35
B7 1 letter. Chairman's action. (Confirmation by EC after 48 days) 16
B8 1 letter 30
B9 1 letter 33
BlO 2 letters 41
Bll 1 letter 36
B12 1 protocol and 2 letters 43
B13 10 copies of EC form, 10 information letters, 10 consent forms, 10 protocols and 2 letters 123
B 14 12 copies of EC form, 12 information letters, 12 consent forms, 1 protocol, 1 interview schedule

and 2 letters 37
B 15 17 copies of EC foprm, 17 consent forms, 1 interview schedule and 2 letters 104
B 16 16 copies of EC form, 16 information letters, 16 consent forms, 4 protocols, 1 interview schedule

and 2 letters 116
B17 2 letters 48
B18 1 letter 50
B19 2 letters 35
B20 1 letter 13
B21 3 letters and 1 telephone call No outcome notified
B22 11 copies of EC form, 11 information letters, 11 consent forms and 4 letters 118
B23 1 letter 29
B24 8 copies of EC form, 1 protocol, 1 interview schedule and 2 letters 51
B25 2 letters No response
B26 2 letters No response
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2,151 sheets of paper for B2 committee (this
excluded the costs of typing, postage and packag-
ing). Considerable time was expended completing
various forms, since each form was different, and
writing letters answering specific questions raised by
the different committees. No outcome was notified
regarding four applications despite confirmation that
correspondence was addressed correctly. In the case
of A17, B25 and B26 non-response to the initial
letter was followed up by telephone call after 54
days to confirm the local research ethics committee
chairman and his/her address and preferred arrange-
ments for correspondence. A second letter was then
posted, which included a copy of the original letter
and requested an urgent response from the commit-
tee regarding the need for, and procedure for
seeking, formal ethical approval. Committee B21
entered into considerable correspondence with the
research team, which extended over 82 days, notifi-
cation of the views of the research ethics committee
was expected but failed to be received after a further
28 days. A telephone call was therefore made to the
secretary of the committee, who assured the research
team that the chairman would communicate the
views of the committee in writing. No letter was ever
received.
The idiosyncratic requirements of the different

ethics committees was also noteworthy. For
example, one research ethics committee required
all ethics committee forms to be signed by a doctor
of consultant status working within the health
authority. Completion of this formal application
was achieved through a medical colleague based
in the researcher's institution persuading a
paediatrician contact to be helpful. Another
research ethics committee required the naming of a
sponsor within the health authority and in this case
a senior nurse was contacted and agreed to be
named. Two research ethics committees required
the naming of a local medical contact regarding the
research project and a further two requested that the
general practitioners of the families be contacted
prior to recruitment to the study, despite the fact
that parents initiated the contact with the research
team. Three research ethics committees requested
that the research team be available to attend their
meetings, however, telephone availability was
accepted in view of the geographical distances
involved.

Discussion
The gaining of ethical approval for this study
required considerable time and resources, neither of
which were fully expected. Further, while special
care needs to be exercised when undertaking
research in sensitive areas such as childhood death,
the research ethics committees were idiosyncratic in
their practices and did not always appear to follow
the published guidelines.' 15 In part this may have

reflected differential resources allocated to sustain-
ing the research ethics committees as well as
workload demands of the committee members and
historical precedent. None the less, it was clear that
some of the research ethics committees were poorly
managed, leaving the researchers unable to obtain
their views. It is noteworthy, however, that substan-
tial inconsistencies were found in the practice of
ethics committees in the United States (Institutional
Review Boards) even when presented with the same
research proposal.'6

While this study did not investigate ethics com-
mittee membership, Benson'6 and Neuberger9 have
noted the different memberships of ethics commit-
tees and in consequence the variability of their prac-
tices reflecting this. Further, Cartwright and Seale,'7
Neuberger9 and Oakley'0 have drawn attention to
the particular difficulties faced by social research in
gaining acceptance among research ethics commit-
tees. Cartwright and Seale'7 reported enormous
difficulties at the early stages of their study investi-
gating the last year of people's lives: "Our experience
with ethical committees shows that standards and
criteria vary between committees. It has not given us
any confidence in the system or led us to feel that
committees necessarily make the decisions on either
rational or ethical grounds". '7 Similarly, Oakley'8
documented the difficulties that she encountered
in gaining ethical approval for the Social Support
and Pregnancy Outcome Study and she cautioned
that: "these committees ought to have paid more
scrupulous and systematic attention to their
business" although she conceded that her study ben-
efited from "irregular means" in gaining ethical
approval.

Conclusion
The maintenance of high ethical standards in
research is clearly desirable and to this end the
Royal College of Physicians'5 and the Department
of Health' have published clear guidelines regard-
ing the role of research ethics committees in the
United Kingdom in monitoring research involving
human subjects. However, while it is inevitable that
there will be some diversity in the practice of
research ethics committees, reflecting local needs,
this study has identified a worrying variability in
their practices. Indeed, the multi-location study
researcher continues to face a confusing situation
despite the introduction of guidelines' 1' and the
subsequent King's Fund Report.9 The present
system is fragmented and will potentially discour-
age worthwhile national and multi-location studies
in view of the high costs of gaining approval and
disrupted timetables caused by unpredictable
delays. Requests for protocol amendments have
also been reported which in some cases have led to
considerable difficulties for multi-location
studies.'9 The adoption of a common application
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form may be a helpful adjunct, however, the vari-
ability of views espoused by different research
ethics committees will continue to challenge the
successful execution of national and multi-location
studies. The case for the establishment of a national
research ethics committee for the review of national
and multi-location studies now needs urgent con-
sideration.
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News and notes

Call for abstracts

The 11th annual conference of the European
Society for Philosophy of Medicine and Health
Care - theme: "Research in health care - philo-
sophical, ethical and historical aspects" will be
held from August 21-23, 1997, in Padova,
Italy.

Please send abstracts (max 500 words as well on

diskette in Word Perfect or Dos/Sc) before March 1,
1997 to Professor dr Henk ten Have, secretariat
ESPMH, Dept of Ethics, Philosophy and History of
Medicine, Faculty of Medical Sciences, Catholic
University of Nijmegen, PO Box 9101, 6500 HB
Nijmegen, the Netherlands. Fax: 024-3540254, from
abroad: ++31-24-3540254.


