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Contemporary Themes

Responsibility in the use of personal medical information
for research: principles and guide to practice

STATEMENT BY THE MEDICAL RESEARCH COUNCIL

In 1972 the Medical Research Council set out its views on the
conditions under which information about identified patients
may be obtained and used for research.' Since then investi-
gators supported by the council have observed these con-

ditions; no breaches of medical confidence or instances of
harm or distress to patients have come to the notice of the
council's standing committee on the use of medical information
for research. The statement has also been of value to others
engaged in clinical and epidemiological research in the United
Kingdom. Where ethical uncertainty has arisen, reference to the
principles has suggested the correct procedure and facilitated
the investigations.
Although this record is reassuring, there has recently been an

increase in public concern about the possible misuse of confi-
dential personal information, and medical information is rightly
included in the consideration of data protection. In view of this
and the marked increase in the use of computers and other
techniques of information processing in medical research, the
council consider it timely to review and reissue their statement.
The purpose of this statement is to set out the principles and

standard of practice which the council believes should be
expected of those whose research work is based on personal
health and medical information whether derived from medical
records* or obtained directly from cooperating patients or other
persons. Particular issues concerning investigations on patients
and other persons are discussed in a report from the Royal
College of Physicians,2 which should also be consulted.
The council's intention is that the guidance should be followed

by workers supported by the council-however, the principles
are believed to be generally valid for all medical and related
research. In offering this guidance the council recognises there
is a common law duty of care to protect the individual from
harm: this duty of care includes protection of the confidentiality
of personal medical information as well as protection of the
physical and mental health of the patient or other person. Any
breach of that duty could result in recourse to legal action by the
patient or other person concerned. The council's advice offers
no relief from that duty of care or from the consequences of
failing in it. The council's purpose is to give to those who pursue
medical research under its aegis such guidance as will, if carefully
followed, best ensure the protection from harm of patients and
other persons who are the subject of the research. Two themes

* In this document medical records comprise all recorded information
relating to individuals made in the context of (a) health and medical care; (b)
medical research; (c) other circumstances in which information is given to a

doctor in his professional capacity.

run through the whole of this document-a concern to avoid
causing harm or distress to any individual or his family and a

concern to respect the doctor-patient relationship.

Discussion

THE USE OF MEDICAL INFORMATION IN RESEARCH

A doctor has a duty to build on the knowledge he gains from
treating patients; this duty includes the development of his
personal skills and experience and ranges further through the
transmission of his knowledge to colleagues and students to its
wider dissemination by, for example, publication in professional
journals. Often, individual experience is not enough and medical
advance depends on pooling the experience of many doctors.

For at least a century clinical and epidemiological research
studies have been based on the systematic collection and
analysis of medical information on groups of people: such studies
have advanced our knowledge of the causes, nature, course, and
outcome of many diseases, and have been invaluable in improving
methods of detecting, treating, and preventing illness.

Clinical and epidemiological studies may take several forms.
Some are based entirely on information abstracted from
records; these may rely on a single record or may make use of
medical or other records (such as birth or death certificates,
occupational or social services records) made at different times
and in different places about the same individuals. Some
require a combination of previously recorded data with new

information which can be obtained only from direct contact with
patients or their relatives. Other studies use information
obtained from people who are not patients.
Advances made in this way are so important that the council

believes that, provided every practicable step has been taken to
safeguard confidentiality and to ensure that no disadvantage,
harm, distress, or embarrassment is suffered by any individual
as a consequence, there should be no impediment to the use of
personal medical information in research.

INFORMATION PROCESSING

The progress of medical research has benefited from the
rapid development of information processing* techniques in the
past 10 years. Their use has increased the amount of personal
medical information which can be recorded and held and
also the efficiency and ease with which it can be searched
and retrieved, rearranged, copied, and transmitted to users.

* Information processing is largely concerned with computing and data
processing techniques; it includes the use of media for mechanised informa-
tion handling such as telecommunications, magnetic sound recording, video
recording, microfilm, and microfiche.

Prepared by the council's standing committee on the use of medical informa-
tion for research (see Appendix).
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Analyses of complex data which formerly required months or
years to complete may now be executed rapidly and repeatedly.
Investigations which previously would have been impracticable
because of their scale are now possible. Medical information
collected over a long period can be searched systematically to
study disease processes which may be due to factors acting over
many years or to incidents which occurred in the distant past,
or which may have their origins in genetic constitution or in
early childhood. Improved understanding of disease, which may
lead to control and prevention, depends on assembling the
sequence of recorded events in the lives of a large number of
patients from their individual histories. A number of collections
of data derived from personal medical records have already been
compiled, and analysis is beginning to yield illuminating new
information of value to research and to the health services. The
potential benefits to the health of the individual and the com-
munity may not be fully implemented if, in the interests of data
protection generally, inappropriate restrictions are imposed on
medical research workers.
The council therefore believes that the continued application

and use of information processing in medical research is essential
to progress.
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medical custodian.* Consideration has been given to the question
of whether it also requires the explicit consent of the patient.
Such a requirement would, on occasion, be likely to vitiate
studies which depend on the completeness of samples of informa-
tion on patients as, for a variety of reasons, it would not be
practicable to seek the consent of each and every patient.
Sometimes many thousands of records are involved. Frequently,
records must be included on patients who are unavailable or
untraceable because of changes of abode, migration, or death.
In some research, obtaining consent may itself cause needless
anxiety.
The council therefore considers that, subject to scrupulous

safeguards about confidentiality, information about patients can
properly be available for medical research without their explicit
consent, as it has been in the past. Some health authorities now
give patients a document telling them that information recorded
in their medical notes may be entered in computer files and used,
in confidence, for medical purposes other than their immediate
care, including research. The council commends this helpful
practice.

Principles

ETHICAL COMMITTEE APPROVAL
MEDICAL CONFIDENTIALITY

It is fundamental to the relationship of trust between the
patient and the doctor responsible for care that the confidentiality
of information given to the doctor in the course of consultation
and treatment should be respected. In exactly the same profes-
sional spirit the transfer of confidential medical information
between members of the medical profession is a necessary and
accepted practice, for example in the case of ill persons in
hospital. Indeed, in modern medical practice, the doctor can
seldom be the sole confidant, since effective care involves others,
both medical and non-medical, technical and clerical, who
provide services and manage the health care institutions.
Nevertheless, responsibility for the actions of the whole clinical
team rests with the doctor responsible for the care of the patient.
Where it is necessary to transfer medical information to others
not directly concerned with patient care, for whatever purpose,
it is vital that the doctor responsible, and through him the
patient, should have complete trust that no breach of confidence
will arise and the use of the information will be confined to the
purpose for which it was transferred.

Therefore, where the research involves patients or medical
records, a named medically qualified person (designated medical
director) should be appointed to handle and control medical
records and related matters. When a medically qualified person
is not available, a suitable named person should be chosen for
this role. The person who is appointed should seek the prior
consent of the responsible doctor to the use of medical records for
research, giving an undertaking that there will be no disclosure
beyond that required to fulfil the specified research purposes.
The director may direct non-medical specialists and staff such

as clerks, secretaries, technical assistants, and data processors
who need to have access to the information in order to carry out
the research, and they must also give an undertaking to respect
confidentiality (see below). All research workers (whether
medically qualified or not) have a special responsibility to
exercise adequate control over their information processing
activities to ensure that medical confidentiality is maintained.
The council emphasises two conditions that must be met: no
harm or distress should ensue for the individual and his family,
and the doctor-patient relationship should in no way be impaired.

CONSENT TO USE PERSONAL MEDICAL INFORMATION

As stated above, the transfer of information from medical
records for the purpose of research requires the consent of the

Local ethical committee approval is required for research that
involves people, whether or not they are patients in the context
of the study. If it is not considered reasonably practicable or it is
inadvisable to seek their consent, the ethical committee should
be informed of this in the research protocol. Advice on the
compositon of an ethical committee has been given by the Royal
College of Physicians 1973.2 For national studies, a view should
be sought from the BMA central ethical committee or from the
MRC standing committee on the use of medical information
for research.

ACCESS TO PERSONAL MEDICAL INFORMATION

(a) Access to identified personal medical records already in
existence requires the consent of the medical custodian (see
above).

(b) Transfer of medical records between processing systems
should be in the form of unidentifiable or indirectly identifiablet
records or statistics wherever possible.

(c) Codes of practice and other ethical rules of professional
organisations, health authorities, and other institutions should
be observed.

(d) Where there is doubt about the correct ethical procedure
or where the interests of the research seem to be in conflict with
those of the patient, the overriding consideration should be that
no harm or distress should ensue for the patient or his family
through the acquisition and use of information for the conduct
of the research.

CONFIDENTIALITY IN HANDLING PERSONAL MEDICAL INFORMATION

The confidentiality of all named or identifiable personal
medical information must be strictly maintained. A named
doctor, who is a medical practitioner on the Medical Register of

* The "custodian" of medical records used in clinical practice is normally
the doctor currently responsible for the patient's care and welfare. This is
not necessarily the doctor who first treated the patient and the medical
record may contain information contributed by several doctors. Medical
records held for research purposes or in information processing systems are
in the custody of the medically qualified member or authorised director of
research. The doctor who provides information for a study or a system is
referred to as the "originator."

t Indirectly identifiable records are those containing record or other personal
numbers but no names, addresses, or other means of direct identification of
individuals.
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the General Medical Council (or, for research involving dental
records, a dental practitioner on the Dental Register of the
General Dental Council), must take responsibility for the
custody of personal medical information and for its security and
proper use. In the rare case where a medical or dental practitioner
is not available a suitable named person should be chosen for
this role (see above).
The medical or dental practitioner or director is responsible

for ensuring that all staff who handle research data adhere to
rules for maintaining strict confidentiality of personal informa-
tion. All staff who handle research data should be required to
sign a declaration of confidentiality with respect to personal
information as part of their contract of employment.

CONTACT WITH PATIENTS AND SUBJECTS TO OBTAIN INFORMATION

Patients-A medically qualified director must be appointed.
The prior approval of the appropriate local ethical committee is
needed. In a particularly difficult or controversial situation
a view may be sought from the standing committee.
Where the direct participation of patients is required the

doctor responsible for the care of the patient should be informed
before an approach is made.
Subjects*-The doctor responsible need not be informed

unless the research study involves physical examination and
investigation or other procedures about which the doctor should
be told.
The true consent2 of patients and subjects to direct participa-

tion in research should always be obtained. In the special case
where the research might be rendered invalid if its precise
nature and objectives were made known, a general description
should be given. The right of a patient or subject to refuse to
participate without giving reasons must be respected.

Publication of results

The results of investigations should be presented in such a way
that identification or partial identification of individuals or
groups is not possible. The use of patient's initials in publica-
tions of case data is to be avoided, and particular attention must
be given to this point when using computer data obtained either
by photographing a visual display unit or from paper print out-
for example, in the preparation of slides.

Procedures for the conduct of research

The precise arrangements for the conduct of research will vary
with the type and design of each study. A detailed procedure
should be worked out in advance in the light of the general
principles set out above and written into the study protocol,
which should have the prior approval of the local ethical
committee. Situations commonly encountered in research are
covered in the following paragraphs with guidance on the ethical
points.

RESEARCH BASED SOLELY ON MEDICAL RECORDS

Research which involves no more than the examination and
analysis of a single medical record for each individual requires
the consent of the responsible doctor or medical custodian. The
patient's express consent need not be obtained (see above).

Consent may sometimes be obtained from the medical
custodian to have access to the records of a particular group of
patients; nevertheless research workers should normally obtain
* A subject is any individual participating in research who is not a patient in
the context of the matter under investigation. A subject may be selected
because he is a relative of a patient, or he mav be selected by a method which
has no reference to his health care status.

consent in respect of each individual. Copying or transcribing
information from medical records should be restricted to those
parts necessary for the research.

RESEARCH WHICH INVOLVES CONTACT WITH PATIENTS IDENTIFIED
FROM MEDICAL RECORDS

A medical director who wishes to approach patients identi-
fied in medical records to seek additional information should
explain the nature of the research and the procedures to
be carried out to the patient's doctor, whose advice and co-
operation may be sought about an approach to the patient. The
doctor may prefer to make the initial approach himself or he may
suggest that the patient be approached directly by the medical
director. Whoever makes the approach should explain how or
why the patient has been selected for the study. Where it is
proposed to visit a patient at home, advance notice should be
given explaining the purpose of the visit, the procedures in
which the patient is invited to participate, and naming the
investigator. The agreement of the patient's general practitioner
should be mentioned and the patient should be advised that if he
or she does not wish to cooperate an interviewer will not call; in
any case it should be stressed that the patient is free to withdraw
from the study at any stage. Patients in hospital or attending
clinics may be approached directly (given the consent of the
doctor) with an explanation of the research. In all cases the
patient should be given time to make a decision and a record of
the decision kept.

Studies which involve physical examination, investigation,
and invasive procedures require to be planned and executed with
particular care. The consent of the patient is essential and it is
advisable to notify the responsible doctor. Ethical considerations
and responsibility in the conduct of clinical research investiga-
tions are discussed in a report from the Royal College of Physi-
cians,2 which should be studied by those considering such
research.

RESEARCH WHICH INVOLVES CHILDREN AND MENTALLY
INCAPACITATED OR COMATOSE PATIENTS

The position of children, mentally incapacitated individuals,
and comatose patients, who may not be able to give true consent,
presents particular difficulty.

Medical investigators have a special responsibility to ensure
that children, mentally incapacitated individuals, and comatose
patients are fully protected from harm or distress. Where it is
intended to approach such individuals identified from medical
records in order to seek additional information, the nature of
the inquiry should be made clear to them so far as possible
and, where appropriate, prior permission obtained from
parents or guardians, from doctors acting in respect of certain
detained patients, and from any other relevant authorities.

RESEARCH WHICH INVOLVES SUBJECTS IDENTIFIED NOT FROM
MEDICAL RECORDS BUT IN SOME OTHER WAY

Subjects (who are not patients in the context of the study) are
entitled to the same protection from harm or embarrassment as
patients; their consent to participate is necessary but not that of
the responsible doctor. Local ethical committee approval is
required and any other organisation or authority which might
be involved should be notified. Situations most commonly
encountered are referred to below.

Relatives of patients-Medical investigators may wish to
interview or examine relatives of patients-for example, in
studies involving genetic or familial aspects of disease. If the
relative has been identified through contact with a patient it is
helpful if the patient is willing to introduce the medical investi-
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gator. Where the information about the family has been obtained
from medical records an approach to the relative should be made
in the same way as to a patient. The method by which he or she
has been identified should be explained and information about
the research given. Field workers should be aware of the likely
sensitivity of studies of medical conditions with a genetic or
familial basis and satisfy themselves that anxiety on the part of a
relative is allayed by discussion.

Healthy "control" participants-Where information about a
normal "healthy" group is required for comparison with a group
of patients, volunteers are commonly recruited from health
service staff, students, or the community. In such instances it
may be wise to notify the health authority, occupational health
service, student medical service, the local medical committee, or
other bodies as appropriate, before the research investigation
takes place.

Surveys of the apparently well population-Surveys may be
made of "total" populations or of "samples" selected from
public records, such as the electoral roll. A direct approach-
for example, by postal questionnaire or visit and interview-to
members of the public selected in this way does not require
consent of the doctor or of any local medical body. Nevertheless,
it is sensible to notify the local general practitioners and local
medical committee beforehand when carrying out a survey in an
area. In population surveys it should be sufficient to obtain the
consent of the individual to simple investigative procedures. Care
should be taken to respect the confidentiality of information
obtained from members of the public who may not necessarily
wish the information to be passed to the general practitioner.
The right of people to elect not to take part in surveys must be
respected and an unreasonable number of repeat invitations
avoided.

Follow up of individuals exposed to a potential hazard-In
certain circumstances it may be necessary to carry out a "follow
up" survey-for instance, when identifiable individuals have
been exposed to a potentially toxic substance or other possible
hazard but when the evidence of hazard is not strong enough to
justify raising anxiety: such a situation may, for example, arise
in connection with exposure to an industrial process. Prior to
such a survey, discussion should take place in confidence with
representatives of the personnel involved-that is, their pro-
fessional organisation or trade union-and with management
and, where possible, with individuals concerned and with the
occupational health service. An undertaking must be given that
the result will be made known as soon as firm evidence one way
or the other has been obtained.

Other situations where the need for a survey might arise are
in studies of the long term consequence of previous morbidity
or exposure to diagnostic, prophylactic, or therapeutic pro-
cedures.

Data security in information processing

It is common practice to enter medical research data into
information processing media and machines for storage,
reference, and analysis. Data are often in the form of individual
medical records and, although there is no essential difference
between these and conventional records held on paper, the
research worker has a special responsibility to ensure the safety
and proper use of data. The medical investigator should seek
expert advice on precautions which ought to be taken to protect
research data. In the following paragraphs the main features of
information processing systems which ought to be considered in
relation to data protection are noted.

COMPUTER SYSTEMS

The increasing use of microcomputers in medical research is
likely to change arrangements for the security of information

1123

held on them. Where the data storage medium can be removed
from the machine-for example, a floppy disc-normal measures
for the safe keeping of records by the responsible research worker
can be used. If a limited number of users working in collabora-
tion share a microcomputer with mass storage facilities normal
arrangements to ensure the physical security of access to the
machine should be adequate.

Medical information about named individuals should not be
stored in multipurpose installations unless the security arrange-
ments are entirely satisfactory. Such matters as the range and
types of user, the degree of access permitted either directly or via
terminals, the off line storage arrangements, the attitude of
operating staff and management to security issues, and the
security features of the operating system should be taken into
account. The range and likelihood of possible breaches of
security, both accidental and deliberate, should be examined and
appropriate precautions taken against those for which the risk is
considered unacceptable. Precautions are likely to include both
elementary measures such as non-printing passwords to private
files and clearance of on line files after use, and more complex
procedures such as enciphering data files and separation of
identifying from substantive data. Adequate technical advice
should always be taken. With such precautions it should be
possible to achieve a higher level of security than is practicable
for paper or other legible types of record.

DATA TRANSFER

Movement of medical information between sites or between
machines should be controlled so as to minimise the risk of loss,
corruption, or illicit surveillance. Records on paper, punched
cards, film, and magnetic media should be securely packaged,
clearly labelled, and transported by reliable carriers. Trans-
mission over telephone networks from terminals, though in
theory subject to risk of wire tapping, in practice carries negli-
gible risk other than breakdown and can be made very secure by
separate transmission of identifiers. Transmission between
computers by telecommunication links does not present a special
risk to security provided that access to files on the machines is
secure.

INFORMATION STORAGE MEDIA

Careful regard to confidentiality should be maintained in all
manipulations of paper and film containing medical records.
Constant vigilance is necessary to ensure that records are not left
out unattended and are always locked away when not in use.
Nominal lists are frequently used and should be subject to the
strictest safeguards. No more copies should be made than are
essential, and periodic review with destruction of unwanted
material by shredding and/or burning is recommended. Clear
labelling and up to date indexing of magnetic media such as
tapes and discs should be integral to information processing, and
access to libraries should be strictly controlled. It may be
desirable to require separate locked storage of those media
containing identifiable medical records in libraries serving several
types of user. Erasure of such records from computer storage
media accessible to other users should be mandatory. Complete
erasure should be carried out before final disposal.

Conclusion

This statement does not attempt to anticipate every situation
that may arise in a rapidly developing field of medicine. The
council will continue to review it in the light of experience
obtained by research workers, clinicians, and committees. In
this way the continued development and progress of medical
research within the context of approved ethical standards and
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conduct of those concerned, and continued public trust, can
be ensured.
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Appendix

The council has established a standing committee on the use of
medical information for research with the following terms of refer-

ence: (a) to establish, interpret, and review provisions governing access
to and collection and use of confidential medical research data and
their security, in accordance with the principles determined by the
council in their statement, "Responsibility in the use of medical
information for research: principles and guide to practice," and to
consider questions concerning interpretation of this statement; (b) to
advise MRC staff and those who receive grants or other support from
the council on access to and collection and use of confidential medical
research data and its security.
The committee is responsible to the council and includes repre-

sentatives of the public and the medical profession. Any matters within
the committee's remit should be addressed to the Head of Secretariat,
Medical Research Council, 20 Park Crescent, London WIN 4AL
(telephone 01 636 5422).

What might be the cause of a woman in her 30s persistently developing nasal
congestion in the late evening regardless ofwhere she is?

Nasal obstruction of this nature, in the absence ofan obvious allergen such as
cosmetics, is due to temporary vasomotor imbalance. The vasomotor nerve
supply to the nasal mucosa is derived from the autonomic nervous system,
and changes in autonomic balance may reduce nasal airway patency in some
individuals. This may occur after drinking alcohol, eating certain foods, or
being exposed to irritating vapours. Psychogenic factors such as anxiety,
tension, or excitement have also been implicated in susceptible subjects.
Patients should be referred to an ear, nose, and throat department to exclude
the possibility of other factors such as nasal polVpi.-A R WELCH, senior
registrar in otolaryngology, Newcastle upon Tyne.

Is there any effective treatment for gross lymphoedema after axillary clearance of
malignant lymph nodes? The primary site is unknown.

In most patients effective treatment can be given for gross lymphoedema of
the arm, effectiveness being defined as a beneficial effect offered by the
treatment. It is preferable to prevent gross oedema by avoiding certain
factors that may produce such a state. The most massive oedema of the arm
used to be caused by a combination of surgery and radiation therapy to the
axilla and to the skin flaps, particularly in the era of radical mastectomy with
subsequent radiotherapy. Some points of surgical technique may help to
prevent oedema, but the most important factor is the addition of radiation
treatment to the surgery. This added treatment should be avoided if at all
possible as potential lymphatic collateral pathways are destroyed by
radiation, whose effects may present early or, sometimes, later. Oedema of
the upper arm after surgery need not necessarily be lymphoedema. There
may be an appreciable venous obstructive element as well due to postopera-
tive thrombosis of the axillary vein or subsequent occlusion ofthe vein due to
perivenous fibrosis.' This effect may be accelerated after radiation treat-
ment. Thus lymphography and phlebography are necessary to assess
accurately the cause of the oedema.

Conservative treatment provides limited benefit, particularly if gross
lymphoedema has developed. The prevention and limitation of the oedema
require considerable cooperation from the patient. It is far better to treat
vigorously at the early stages ofdevelopment ofoedema by well fitting elastic
support devices combined with compression therapy, using such appliances
as the Lymphapress machine. When gross lymphoedema does not respond
to conservative treatment then surgery may be considered. The possibilities
are either excisional operations, removing the bulk of tissue at the cost of
lengthy scars, or the more recent development of microsurgical techniques
with direct anastomosis of lymphatics to veins in the arm. Investigation is
essential before surgery to ensure that there are suitable lymphatics and also
that the venous system is unobstructed. With massive enlargement of the
limb even excisional operations offer the patients the prospect of using the
limb, despite the drawbacks of lengthy scars. Reducing the bulk of the limb
also relieves pain, as the weight ofan enlarged arm may cause pain because of
traction on the brachial plexus.2 Microsurgical lymphovenous surgery
would have to be performed in a specialised unit but may offer up to a 60%
chance of success in reducing the oedema. Rarely, however, would it bring
the patient back to his or her preoperative state.34 Improvement would
certainly have to be complemented by conservative treatment such as
support and compression therapy. Finally, it is not unusual for the primary
site to be unknown. This may occur, for instance, with a tumour such as
melanoma, where spontaneous regression of a primary tumour is not

unknown. Presumably, however, in this instance there has been a long
interval between the initial treatment and the development of oedema;
otherwise with such an uncertain prognosis conservative treatment would be
preferable.-JOHN M EDWARDS, consultant surgeon, London.
1 Hughes JH, Patel AR. Swelling of the arm following radical mastectomy. BrJ Surg 1966;53:4-14.
2 Edwards JM. Surgery of the lymphatics. In: Gilroy Bevan P, ed. Reconstructive procedures in surgerv.

Oxford: Blackwell Scientific Publications, 1982.
3 Degni M. New technique of lymphaticovenous anastomosis. J7 Cardiovasc Surg (Torino) 1979;19:

577-80.
4 O'Brien BM, Shafiroff BB. Microlymphaticovenous and resectional surgery in obstructive

lymphoedema. WorldJ Surg 1979;3:3-15.

A healthy woman in her mid40s has had a copper 7 (Gravigard) device in situfor
five years. She is free of symptoms and still menstruates regularly. She wishes to
retain this device until her periods cease but would prefer not to have the present
device removed and a new one inserted unless she can be convinced that at her age it
is really necessary. Is it? Will the plastic 7, now possibly denuded of copper, be
adequate protection at this stage and what are the possible disadvantages of
leaving it in?

A recent study of the degradation of copper 7s showed that while the device
remains in the uterus the total amount of copper declines exponentially for
the first two years and then linearly.' A surface deposit that forms on the wire
begins to crack after about two years and thereafter copper is lost more
quickly. After about four years there is an increased tendency for the wire
itself to break. Even so, after four years of use about 70% of the copper
remains on the device, and fewer than 30% of devices have fractured wires.
Because of this steady degradation, the manufacturers recommend that the
copper 7 should be changed after two years, but this advice is probably
overcautious and many advisory bodies recommend three years. 2 None of
this advice, however, is based on clinical experience. More than 10 studies
have shown that devices such as the copper 7 effectively prevent pregnancy
for at least four years, and no study has shown an increase in pregnancy rates
with duration of use.'2 This paradox remains unexplained; perhaps the
copper requirements have been overestimated, or perhaps copper is
important only in the early months after insertion.' Most of these studies
have followed up patients for only four years: this may have been too short a
time to show an increasing pregnancy rate, or possibly after four years only
selected groups of relatively infertile women still remained in the studies.3
Although replacement of the copper 7 after three years is officially

recommended, removal and replacement are not without hazard, as
complication rates are higher in the first few months after insertion. After
the age of 35 female fertility declines,4 though this has to be balanced against
the fact that accidental pregnancy may be more of a disaster for the older
woman. I suggest that this patient should be told what the official
recommendation is, and told that, whereas many people believe that the
device may be effective for four or five years, failure rates beyond this time
are uncertain. If she still wants to retain her device in my view the evidence
in favour of replacement is not strong enough to justify insisting on its
removal. If she remains asymptomatic there are no disadvantges to leaving it
in until the menopause.-JAMES OWEN DRIFE, senior lecturer in obstetrics
and gynaecology, Leicester.

1 Chantler EN, Scott K, Filho CI, et al. Degradation of the copper-releasing intrauterine
contraceptive device and its significance. BrJ Obstet Gynaecol 1984;91:172-81.

2 Liskin L, Fox G. IUDs: an appropriate contraceptive for many women. Population Reports
1982;10:B-103-35.

3 Guillebaud J. Copper IUCDs and pregnancy. BritishJournal ofFamily Planning 1981;7:88-9.
4 DeCherney AH, Berkowitz GS. Female fecundity and age. N Engl3' Med 1982;306:424-6.
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