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TABLE iII-Annual numbers and types of accidents

1973 1974 1975 1976 1977 1978 1979 1980

Architectural glass 0 1 3 3 3 3 13 4
Other glass 1 4 4 1 4 3 7 8
Total No of glass injuries 1 5 7 4 7 6 20 12
Lacerations from other

causes 1 0 1 4 1 1 6 4

Total No of accidents 2 5 8 8 8 7 26 16

glass, would almost certainly have been safer than the ordinary
patterned or annealed glass that is used at present. Recent
developments, such as plastic film, are also likely to be safer.

Current building practice is governed by the BSI Code of
Practice 152, which is very unsatisfactory. The allowable
thickness of glass is determined by area, and there is no specifi-
cation for the use of safety glass in houses, except in bathrooms
and showers, or in balustrades. The code states, "Juvenile
behaviour differs from that of adults, and buildings designed
for the former should be subjected to accordingly higher
standards of safety," but this appears to assume that children
do not live or play in houses. The low proportion of injuries
occurring in public buildings or schools may be attributed to a
combination of three factors: (1) children spend less time in
these places than they do at home; (2) they are under better
control and play less rumbustiously in public places; and (3) the
higher standards of safety already required in public places are
of some value.
What needs to be done ? Because people go in and out by

doors, movement near doors is likely to be commoner than near
windows. A moving 10-year-old boy weighing 30 kg carries much
greater kinetic energy than a toddler weighing 15 kg and accounts
for the preponderance of injuries in school children. It is totally
inadequate to suggest that a push bar or wooden rail at "lock-
rail" height gives sufficient protection. The only answer is to
use safety glass in all glass doors, whether the glass is full length
or above or below lock-rail height. This should apply to French
windows and patio doors as well. The danger from windows is
mainly from glass in the lower part of full-length windows, and
all glass below lock-rail height should be safety glass. If glass
above lock-rail height is a separate sheet it can be annealed.
The BSI should be strongly urged to implement these recom-
mendations in their current review.
The wider use of plastic or waxed cartons will reduce the risk

of injury from bottles and drinking glasses, though the economic
complexities of replacing bottles and bottling plants and the
recycling of materials will need to be considered.

I am grateful to the Audio-Visual Centre, University of Newcastle
upon Tyne, for the photographs.
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Ethics in Medicine

Experience at a clinical research ethical review committee
ETHICAL COMMITTEE, UNIVERSITY COLLEGE HOSPITAL*

Several descriptions ofthe constitution, functions, and experience
of clinical research ethical review committees have been
published.'-3 These and the occasional meetings of the chairmen
of ethical committees convened by the Royal College of
Physicians have been useful in sharing experience and so
helping to develop policies.
The committee on the ethics of clinical investigations of

University College Hospital and of the faculty of clinical sciences
of University College London, was set up in 1969, and we
express some opinions about its functions to provoke discussion.

Membership

There are seven medical members, one of whom is a general
practitioner; one nurse; and two lay members, one of whom is
a lawyer. The lay members, who have no other associations
with our institutions, play a prominent part, and their interaction
with the medical and nursing members has been invaluable.

*Members of ethical committee: S L Cohen, physician; C G Clark (vice-
chairman), professor of surgery; A L Diamond, director, Institute of
Advanced Legal Studies; D A W Edwards, physician; M Engledow, nursing
officer; D V I Fairweather, professor of obstetrics and gynaecology; D R
Laurence (chairman), professor of pharmacology and therapeutics; M
Modell, senior lecturer in general practice; Rt Hon Kenneth Robinson;
and J H Wyllie, professor of surgical studies.

The lawyer does not advise solely on legal issues, but his views
on matters affecting consent and liability have been particularly
useful.

Functions

We have accepted the aims set out by the committee of
Northwick Park Hospital and the Clinical Research Centre2 and
their belief that ethical review cannot be separated from scientific
quality, but we have not established a scientific advisory group.
We are well aware that we cannot judge the scientific quality of
all proposals, and we have occasionally used outside advisers or
asked an applicant to consult further. Most university and other
scientific centres will have the skills available, but many hospitals
may not have people with all of the necessary skills for judging
all of the projects that come to the ethical committee. Referral
to remote advisers is likely to be cumbersome and time con-
suming but may be essential at times.

Mandatory review

All research projects affecting human subjects must be
submitted to our ethical committee. We do not think that
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optional submission, which is said to occur in some institutions,
can be justified. The legitimate concern of the public and the
profession that led to the setting up of ethical review committees
cannot be satisfied by anything less than mandatory review. The
committee has no sanction against those who ignore it, but if
such cases come to light the chairman of the hospital central
medical committee and the dean of the faculty of clinical
sciences would be informed. If any accident or complaint were

to result from a research project that had been deliberately
withheld from ethical review or which had proceeded against the
wishes of the committee the investigator would be in an

extremely difficult position.

Information required

Early applications often omitted essential information, and
the committee now works initially from standard forms of
application.

(a) (i) State the title of the proposed project.
(ii) Give an outline of the proposed project.

(b) State the intended value of the project.
(c) Specify the number and type of patients or other subjects likely

to be involved.
(d) State the likely duration of the project and where it will be

undertaken.
(e) Specify the procedures to be involved.
(f) State the potential hazards, if any, and the precautions to be

taken to meet them.
(g) State the procedures which may cause discomfort or distress

and the degree of discomfort or distress likely to be entailed by the
subject.

(h) State the personal experience of the applicant in the field of
investigation concerned.

(i) State the manner in which the subject's consent will be obtained.
(j) Include any other relevant matter: for instance, letters to subjects,

payments, etc.
NB The committee expects to receive notification of any adverse or

unforeseen circumstances arising out of this study.

For paediatric projects the following additional information is
required.

(a) In what way, if any, can the proposed investigation be expected
to benefit the individual patient on whom it is to be performed ?

(b) Is parental agreement to be obtained ?
(c) In the case of an investigation which cannot be expected to

benefit the individual patient:
(i) Are the hazards judged to be negligible ?

(ii) In what form will parental agreement be obtained ?
(d) When two or more methods of treatment are Leing compared, is

any one of them already known to be superior to any of the others ?

For studies on patients the approval of the consultant
responsible for their overall care is required.
Where fetal material is employed a slightly different form is

used to comply with the regulations.4
The committee issues general guidelines to applicants with

the object of minimising difficulties and delo .s resulting from
the use of too-technical language, confusion o er the regulatory
status of a new drug, product liability, consent, etc. Despite this,
applications are often so terse and technical that it is not only
the non-medical members who have difficulty in evaluating the
proposed study.

Mode of working

The application is sent by post to all members. Minor points
are cleared up by members talking to each other or the applicant,
or both. If major points are raised the committee meets for
discussion with the applicant. When members are away it is
agreed that approval requires at least one of the lay members or

the general practitioner.
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Individual applications often raise wider issues, and it is
valuable for the committee to discuss these so that they may

formulate policy. Conducting review by post has the advantage
of speed but the disadvantage that mutual exchanges between
committee members are infrequent; if, however, all applications
were dealt with at meetings the committee would have to meet
monthly to deal with the 60-70 applications each year.

Follow-up of approved projects is desirable, and we use an

annual questionnaire. This has not proved satisfactory, and we

would like to devise a better system.

Welfare of patients and healthy volunteers

When considering trials of new drugs (before the grant of a

product licence) ethical review committees have up to now had
the assurance that all data obtained in animals (and in man, if
any) had been scrutinised by an independent body of experts
(the Committee on Safety of Medicines). A clinical trial
certificate issued by the licensing authority on the advice of the
Committee on Safety of Medicines gave confidence that
scientific studies, including pharmacology, toxicology, and
product quality, had been adequately done, although it was
always clear that it was not a warrant for the ethical quality of
the proposed trials.

Recently the licensing authority has announced that many

new drugs may go forward for clinical trial without such
independent expert scrutiny.5 Instead, the company, after
lodging a summary of its scientific work with the medicines
division of the DHSS and having met various conditions, will
be exempt from the previous requirement to hold a clinical trial
certificate.
Although the licensing authority does not consider that this

change puts any extra responsibility on ethical review commit-
tees, the latter will no longer have independent assurance of
scientific quality, nor are they constituted to conduct detailed
reviews of specialised biological data. The licensing authority
does not demand that projects be put before ethical review
committees but it does require to be told of refusal to approve a
trial.
An important question, and one to which we have long given

attention, is how best to ensure the welfare of patients who may
be adversely affected by participation in premarketing trials.
Legal liability towards patients depends on proof of negligent
acts or omissions, but we do not think that this affords sufficient
protection. Increasingly, pharmaceutical companies are agreeing
informally to accept strict liability-that is, liability in the
absence of fault or negligence-for any injury, whether the study
is conducted under a clinical trial certificate or under the exemp-
tion procedure mentioned above, though some are reluctant to
put this in writing. We think that it should be normal practice
for companies formally to accept strict liability in premarketing
studies, and any exception would require explicit justification,
although it has been said-wrongly in our view-that ethical
review committees have no legal right to require pharmaceutical
companies to accept more than liability under the general law.
There is increasing pressure for this protection, and we believe
committees may have a duty to withhold consent to studies
where it is unreasonably refused.

In the case of healthy volunteers sponsored by a pharma-
ceutical company, we require a contract accepting strict liability,
such as that recommended by the committee set up by the
Association of the British Pharmaceutical Industry.6 The
principal aspects are acceptance by the company of strict
liability plus a simple procedure for arbitration of any dispute.

Liability for injury in other types of research, including post-
marketing trials of drugs and also research not using drugs, has
not yet been settled beyond the possibility of an ex gratia
payment; and the problem will need to be solved on a national
scale, preferably along the lines recommended by a Ciba
Foundation study group.7

BRITISH MEDICAL JOURNAL VOLUME 283
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Consent

All applicants are required to state in writing how consent
will be obtained, although written consent is not always required.
Sometimes a simple verbal request or proposal is sufficient; at
other times the subject should formally sign a document (agreed
with the committee). We may request that there should be a
witness who can independently confirm that the subject has
understood what he has been told, and that consent was free and
informed. This procedure is used particularly in the elderly.
The account of consent published from Northwick Park
Hospital2 is particularly useful. On rare occasions, after close
scrutiny, we have agreed that it is not in the interest of the
subject that formal consent should be sought.
Most subjects participating in medical research projects are

not covered by any national or institutional accident insurance
and can expect compensation only if negligence is proved. We
do not require investigators to tell subjects that they will have
to rely on an ex gratia payment for compensation if accidental
injury occurs. A distinguished lawyer in Canada has written8
that where there is no arrangement for full compensation
against accidental injury the subject "should be made aware of
that fact before being allowed to volunteer for that research. A
subject not so aware may appear to have given less than adequately
informed consent." One health authority in Britain, after being
reminded of a DHSS recommendation that ex gratia payments
should be considered if volunteers should suffer accidental
injury during non-therapeutic investigations, has made such a
payment9; this recommendation appears not to apply to patients
who volunteer for therapeutic investigations. The Royal
Commission on Civil Liability and Compensation for Personal
Injury10 considered it wrong that volunteers (patient or healthy)
should have to rely on ex gratia compensation in the event of
injury.

Volunteers

The view has been expressed that patients are not to be
considered as volunteers, especially in relation to drug trials,

because they are in a special position owing to their illness
and degree of understanding, the possibility of personal health
gain, and their dependence on the doctor. We do not believe that
these factors are so fundamental that they remove the voluntary
element from participation. We consider that patients who
consent to enter a research study from which they may or may
not benefit should be regarded as volunteers. Confusion would
be avoided if the terms "healthy (non-patient) volunteer" and
"patient volunteer" were used.

Volunteer subjects cannot always be expected to participate
in research without reward. We require to know if money is to
be paid, and how much, and do not consider that payment has
any effect on the legal position of subjects. We have agreed to
payments to both healthy and patient volunteers.
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Clinical curio: cold in the jaw

It began in the winter of 1979. I had spent an afternoon in the garden
cutting down and tidying but not exerting myself unduly. There was
a gusty cold wind, and the temperature was in the 40s Fahrenheit.
One hour after ceasing work while sitting in a warm room reading

I noticed a dull ache in my upper teeth. It reminded me of the anginal
pain I had suffered some years previously after a mild coronary
thrombosis. At first I considered that it must be angina but could not
explain the long latent period of an hour between exercise and the
onset of the pain. Slowly the pain extended to my lower jaw and the
areas just behind the angle of the jaw. It was unpleasant, making it
impossible to concentrate, but bearable and after three hours it passed
off as suddenly as it had come on.

Several similar attacks occurred in the next few months and all had
in common exposure to low temperature and some muscular effort,
sufficient to increase the need to breath deeply through my nose.
There was one exception. I had an uncomfortable journey to London
after standing, on a frosty day, for 10 minutes on a cold station
platform.

But every time there was a latent period between the exposure to
cold and the onset of pain of 45-60 minutes, and the pain lasted two
to three hours. There has been no attempt at treatment, but I have
been taking a beta blocker for many years.

Last autumn we acquired a puppy, who needed exercise, and a large
garden still needed attention but by now I was afraid that if I took
exercise on a cold day I would suffer for it. That cold was the essential
component was supported by freedom from attacks during a month's
stay in Australia, when the temperature never fell below 55°F. The

pain has never come on except under the conditions I have described.
I had the impression that if I could avoid cold air entering my

nose the attacks could be prevented, and experiments with a scarf
over my nose and even holding a handkerchief to my nose on cold
days confirmed my views. My wife knitted me a Balaclava helmet that
covered my nose, and I found, happily, that I could garden in the cold
once more. There was one big disadvantage when taking the dog for
a walk-the Yorkshire Ripper was still at large, and I expected that
sooner or later I should be arrested as a suspicious character.

I am still somewhat embarrassed by appearing in public on what
may well be a summer day wearing a woolly Balaclava covering my
face. The critical temperature appears to be 45-50°F, and this June
has been deceptive. I cut the hedge yesterday without wearing my
helmet for the sun was out but the shade temperature was 46°F, and
I spent a wretched evening with pain extending over the whole lower
face and down into my neck.

I have discussed my symptoms with cardiological and neurological
friends who have been unable to explain the latent period between
cold air entering the nose and the onset of the transient neuralgia. I
have also been unable to find any medical reference to it.
The stimulus for describing this disorder is that I recently men-

tioned it to a friend who had suffered a coronary thrombosis some
years ago and found that he had been worried by pain that began some
time after walking in a cold wind. Again, his latent interval was nearly
an hour. I wonder if there are many sufferers from this complaint.
Have they all had coronary thromboses and are they labelled just
neurotic ? I can recommend a woolly nose protector.-I B SNEDDON,
honorary consultant dermatologist, Sheffield.
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