Medical ethics

Local research ethics committees

Widely differing responses te a national gyrvey protocol

ABSTRACT?The diversity in responses of local
research ethics committees (I,RECg) is illustrated with
reference to consideration of the protocols for a

national survey of physical activity, fitness and health
in healthy volunteers. The survey included a question_
naire administered in the home, followed by a physical
appraisal carried out in a mobile laboratory. The study
was eventually approved by the 30 local committees to
which it was gubmitted, but there was marked variation
in the type of enquiries received and the Special
arrangements requested. At one extreme, some com-
mittees approved the study before seeing the detailed
ethical gubmission; at the other extreme, suggested
expensive and time-consuming alterations to the stan-
dard procedures. our experience reveals a lack of uni-
formity in the operation ©f LRECs, serious eppugh to
delay and even inhibit useful regearch, and = failure of
some committees to adhere to guidelines suggested by

the Royal College ©f Physicians @nd the Department of
Health.

A recent survey of a sample of local research ethics

committees (LRECs) highlighted the diversity in their
membership and demands [1]. The {djvergity in
responses of local committees is also illustrated in
cases where multicentre trials receive approval from
some but not all the committees to which they make
submissions [2,3]- This variation is likely to be in part
the result of lack of guidance on functions and proce-
dures when the committees were first established.
Although recently = profusion °f guidelines has been
issued to committees, there is no way of monitoring

how far this gyjdance has been implemented [4].
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This article reviews the experience of a national sur-
vey of physical activity, fitness and health during the
process of consultation with 30 LRECs. It should be
noted that submission to the committees was made
prior to the release of the Department of Health draft

guidelines for LRECs [5]. Although the study wes
eventually approved by @ll committees, the yariety of

response is illustrated py the gpecial arrangements
requested by seme committees and the different issues

raised. In some cages, these arrangements led to signif-

icant expenses for the survey, which would have pre-

vented the study from going ahead had they been
requested in all areas.

Description of the survey and submission

The national survey of physical activity, fitness and

health was a two-phase survey carried out in 30 parlia-
mentary constituencies across England. # random

sample of 200 addresses was taken from the electoral
register in each of the selected constituencies, and a
letter introducing the survey was sent to each address
prior to 2 personal visit from an interviewer.

The first phase of the survey consisted of a struc-
tured interview carried out in the respondent's home.
The questions concerned levels of phygical activity,
both pagt and pregent, =s Well as general health,
lifestyle, attitudes to health and physical activity, and
demographic information.

After the interview, respondents were asked if they
would be willing to take part in the second phase of
the survey, = physical appraisal. The appraisal of those
respondents WHO agreed to take part was carried out
in a mobile laboratory located in the grounds of a
nearby hospital, With = telephone conmnected to the
hospital switchboard and, if needed, medical cover by
the hospital emergency resuscitation team.

A series of tests was carried out, involving anthropo—
metric measures, Shoulder flexipility, lung function,

hand-grip 2”4 quadriceps strength, lower limb poyer,
and blood pressure. There was also a cardio-respir-

atory exercise test which involved walking on a
motorised treadmill, with the workload increased at
one-minute intervals by small increases in either the
speed °* the gradient of the treadmill. The test was
submaximal and involved walking only, meot running. It
was stopped when the subjects reached 85% of their
predicted maximal heart rate, or earlier if they
expressed any discomfort ox gignificant ECG abnor-

malities were detected. The survey methods are

described in moxre detail in the project report [6].
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The survey e commissioned by the Health Educa-

tion aythority and the gportg Council, and funding
was provided by these agencies in conjunction With the
Department of Health and Allied Dunbar Assurance
pic.

A comprehensive submissio
pared following the guidelines suggested by tP€ Royal
College °f Physicians [7]. This covered the ohjectives,
background and description ©f the survey methods.

The principal investigators were named, and copies ©f
consent forms and information given t° gubjects

n to LRECS was pre-

included. There was also a section on the arrange-
ments for public liability insurance. The survey

| 1abili i ?
arranged public liability cover yp to = maximum of 22
million, but there were no arrangements for 'no-fault'

compensation, except at one site. A list of the contents
of the submission is given in Table 1.

Because the cardio-respiratory exercise test was like-
1y to receive the closest scrutiny, both the method of
performing the test and the criteria for its discontinua-
tion were given in considerable detail. The precau-
tions to ensure the safety and comfort of gybjects at all
times were made explicit, and are shown in Table 2.
These included an zge Cut-off for the physical
appraisal at 74 years (older subjects could take parg in
a modified battery of tests at home), the involvement
of medical pergonnel in the screening ©f 3l respon-
dents who reported contraindications to physical activ-
ity from a gimple screening questionnaire, and the
provision of medical supervision during the tests for
2l subjects aged 60 years or over- (A Tfull copy Of the
30-page submission is available from the authors on

request) .
Although there is no national ethics committee, the

Table 1. contents of the ethical submission.

Purpose ©f the survey
Subjects
Objectives

Background
Personnel

Local research ethics committees

advice of three national bodies was sought before mak-
ing our submission to local committees. The chairman
of the medical ethics committee of the British Medical
Association took action under his delegated powers o
support the submission. The Department of Health

(as joint funders of the gyryey) and the poyal College
of physicians were also consulted.

Contacting local ethics committees

The initial approach in each area was made to the
director of public health of the health district of each
of the 30 selected constituencies. A standard letter was
sent from the survey director of the field operations
director asking for help in contacting the LREC. 1In
some cases the director of public health put us in
direct contact with the chairman of the local commit-
tee; in others, all enquiries were handled throygh the
director or a nominated representative. Initial
enquiries were ysually a@ddressed to the field gpeys-
tions director, but were passed o= to the research offi-
cer with responsibility for medical liaison if they raised
issues best dealt with from a medical standpoint. The

submission was accompanied by a covering letter

acknowledging that the cardio-respiratory exercise test
was likely to receive the closest scrutiny, and it high-

lighted the particular precautions taken to ensure the
safety and comfort of the subjects throughout this test.
Outcome of the submission

None of the 30 committees rejected the proposal out-
right. However, seme of them gyggested significant

Consent, ethical approval, informing district health gythority and family health service authority

Procedures, including considerations of hazards
Schedule

Precautions

Information for subjects and informed consent
Insurance

References

Appendices: 1+ Managemen
2. Screening questionnaire.

t structure and members of the scientific advisory board.

3. Introductory letter, information for subjects and consent forms.

4. Emergency and resuscitation equipment held in the mobile laboratory.

The document totalled 15 A4 pages plus appendices.
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Table 2. Precautions and points to note regarding safety for the treadmill test.

The treadmill test is based on yalking, = familiar form of physical activity.

The test is conducted at an intensity less than maximal, and an alternative low level protocol will be used when required.
Heart rate and ECG waveform are monitored prior to and throughout all tests.

The subject or the administrator may stop the test at any time if adverse symptoms °F undue stress are apparent.

The treadmill has sturdy easily grasped handrails and front support bar at lower chest height. The subjects are instructed
how to dismount in an gmergency. TWO emergency stop Puttons for use py the gyhject are strategically placed.

The administrator is always in close attendance to give immediate gypport to the subject if necessary. Resuscitation equip-
ment is to hand. All test administrators are trained in exhaled air resuscitation, closed chest cardiac massage and recogni-

tion of serious cardiac arrhythmias. In agddition, the testing always takes place o= 2 hospital site, and the mobile laboratory
has a telephone connection to the hospital switchboard with access to the emergency resuscitation team.

The risk of injury by tripping and/or falling on the treadmill is minimised by rehearsal and close supervision while the
degree of such injury is also minimised by having the subject walk rather than run.

Subjects are excluded if they are taking medication which affects heart rate response t° physical activity, have locomotion
problems, respiratory disorders, angina, claudication, excessive anyiety, poor metor co-ordination, or give 2 history of
recent or current cardiovascular disease, hypertension, physical activity-induced asthma, symptomatic arthritis of the

knees or hips, ©r epilepsy.

alterations to the standard prOtOCOl. The outcome cat-
egories are summarised in Table 3.

Four committees approved the study without seeing
the full submission document. They based their deci-
sion on background material sent by us to the director
of public health. This included a broad description of
the gyrvey, but gave
screening subjects for the tests or the information and
consent forms, although there was a brief description
of the grrangements for ensuring the gafety of sub-

jects.
Another 11 committees granted approval after see-

no details about the methods of

ing the full submission document without further cor-
respondence With the gyryey team. It was not glyays
made explicit whether the submission had gone t° the
full committee or whether chairman's action had been
taken, although the latter is known to have been the

case in at least one district.

Eight of the remaining committees granted

approval for the study after their enquiries had been
satisfactorily answered. Five of them made enquiries

Table 3. Summary of outcome of submission to 30 local
research ethics committees.

No. of
Outcome LRECs
Approval before full submission 4
Unreserved approval after full submission 11
Approval after full submission and
satisfactory response t© enquiries 8
Approval only after amendments to protocol 7
Total 30

LREC - local research ethics committee

regarding the insurance situation and the 11ab111ty of
the health authority. The survey obtained legal advice

from the Department of Health to confirm that any

hospital employees Who answered an emergency call
on behalf of the survey would be covered by National
Health Service (NHS) indemnity arrangements which

came into operation in January 1990 (two months
before the start of the fieldwork). Five enquired about

the information given to subjects, and 11 wanted fur-
ther details on grrangements £ following up any SUP-
jects who showed condition0, that might need medical
attention. The remaining seven committees recom-
mended alterations to our standard protocol before
giving their approval.

Three committees requested the presence of a doc-
tor in the mobile laboratory at all times when exercise

testing wa= taking place, notwithstanding the back-up
support of the hospital emergency services. At another

site, this requirement applied t° evenings and week-
ends only, when it was felt that it would be more diffi-

cult to obtain help from the hospital.

Two committees asked us to alter the wording of the
consent form for Subjects. In one instance, a para-
graph was added to draw the subjects' attention specif—
ica]_]_y to the fact that no claim for injury °r damage t°

person ©* property ¢ould be hrought unless pegli-
gence could be proved; in the other, the change was
an additional sentence encouraging subjects t© allow

the survey t° report their results to their general prac-
titioners. One LREC would not give approval until 'no-

fault' insurance cover was arranged for all subjects
who underwent the exertional tests (the treadmill test
and the test of lower limb power) . This cost ?22,500.00
for that single survey site.

The committees also varied in whether or not they
wanted a member of the research team to attend the
meeting at which the submission was considered.
Three committees requested this?which could
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involve a full day's travel just to be present for 10-15
minutes at the meeting.

One committee also asked us to change the advance
letter sent to each household before the interview to
make it explicit that the subjects need not take part in
the survey. However, this request reached us only after
the introductory letter had already been distributed.
As far as we know, this was the only condition we failed
to meet.

Five of the committees consulted fell within 'teach-
ing districts'. Two of them gpproved the survey with-
out seeing the full submission, one made enquiries of
the survey personnel, @nd two requested amendments
to the protocol.

Discussion

The diversity of responses of LRECs is illustrated by
the differing outcomes of a submission for a nation-

wide survey t° 30 committees. The responses ranged
from giving approval before the committee had seen

the full submission to withholding approval until Sig-
nificant and costly alterations had been made to the
submitted protocol. The committees which gave
approval without seeing the submission could not have

adhered to the gyidelines produced by the Depart-
ment of Health and the Royal College of physicians,
since they had not received sufficient detail to make
judgements either on precautions taken or om proce-
dures for Obtaining informed consent [4,6]. With
wider circulation of these guidelines, it is less likely
that committees will be prepared t° take decisions in
the absence of such information.

Although we do not believe that the alterations
requested by some LRECs in any way affected the data
collected at different gites, they were time-consuming
and costly. The requests made by the committees
could not have been predicted at the stage of planning
and costing the survey?but the survey might met have
been able to continue if some of the extra expense
incurred as a result of meeting the requests t° provide
additional medical supervision of exercise tests had
not been met by the Department of Health part of the

way through the survey.

Several external factors may

sideration of our submission. The introduction of

have affected the con-

NHS indemnity introduced some confusion regarding
the personal cover held by several NHS employees
when asked to proyide emergency sover for the gurvey.
The confusion was compounded because the gyrvey
was not specifically under the aegis of the NHS,

despite sponsorship by the Department of Health and
the Health Education pythority. Discussions concern-

ing indemnity c°ver may have slowed the progress of
the submission at some sites. LRECS may also have felt

under increased gerytiny following the draft guidelines
on the operation of local ethics committees circulated

by the Department of Health in October 1989 and also
the peeting convened py the Royal College ©Ff Physi-
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cians in February 1990 to discuss the operation ©f

local ethics committees. There were also instances
may have influenced commit-
tees were identified. For example, in one district the

hospital w== expecting litigation over the sudden
death of a local MP.

where local events which

The impression from the enquiries received was that
most committees were oriented towards reviewing clin-
ical research on patients, and were not familiar with
the concept of 'minimal rigk', as explained in the
Royal College ©f Physicians' guidelines o» research on
healthy volunteers [8], When standard application
forms were issued by LRECs, their format and wording
were geared t° applications for clinical trials rather

than for epidemiological research. Although all com-
mittees had medical representation, some of them had

little or no experience of social gyryvey research. It
seemed sometimes that the expertise to evaluate the
risk attached to Specified levels of relative exertion was
not available to committees. Many of the pOil’ltS raised
were common to several committees, and the process
of answering individual committees?and often indi-

vidual members?was very time—consuming.

In we recommend that where approval

summary,
for a multicentre gtydy s sought from several IRECs,
direct contact with the chairmen of the committees
should be established as socon as poggible. # readily
accessible list of chairmen of local committees would
be useful in this respect. (Such =a list is available from
the Publications Department 3¢ the Royal College ©of

Physicians.) We also feel that g]lthough = degree ©f

diversity in regponses t°© ethical issues is inevitable, and

indeed p5y even be desirable, the range ©f responses
experienced during this survey was so wide that there
is the pOSSibility that useful, and ethical, research
could be inhibited. We would gypport the establish-
ment of a national phody to monitor the work of LRECS

and improve networking between them.
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