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Abstract
Objective To compare the incidence of venous
thromboembolism among women taking combined
oral contraceptives before and after the October 1995
pill scare.
Design Analysis of General Practice Research
Database.
Setting United Kingdom, January 1993 to December
1998.
Subjects Women aged 15-49 taking combined oral
contraceptives.
Main outcome measures Incidence of venous
thromboembolism.
Results Use of so called “third generation” combined
oral contraceptives fell from 53% during January
1993 to October 1995 to 14% during November 1995
to December 1998. There was no significant change in
the incidence of venous thromboembolism between
the two periods after age was adjusted for (incidence
ratio 1.04, 95% confidence interval 0.78 to 1.39).
Conclusions The findings are not compatible with the
assertion that third generation oral contraceptives are
associated with a twofold increase in risk of venous
thromboembolism compared with older
progestogens.

Introduction
In October 1995 the UK Committee on Safety of
Medicines advised that combined oral contraceptives
containing either gestodene or desogestrel were
associated with twice the risk of venous thrombo-
embolism compared with older products.1 The advice
was based on their interpretation of three, then
unpublished, studies.2–4 No confidence intervals were
given for their estimate of the increase in risk. After
the announcement, a large proportion of women tak-
ing these so called “third generation” combined oral
contraceptives either discontinued use or changed to
other formulations. In 1999 the Medicines Control
Agency revised the estimate down to a 1.7-fold
increase in risk.5 The rationale for the newer estimate
was not included in its statement. Since 1995 several
other studies and analyses have been published. Some
of these support the hypothesis that there is a signifi-
cant increase in risk associated with the newer
progestogens,6–8 whereas others have found no
difference.9–13 Two of the studies used the UK General
Practice Research Database.3 13 Since the 1995 pill
scare a further three years of data have been accumu-
lated on this database. We used these data to quantify
the change in use of combined oral contraceptives
and the effect on the incidence of idiopathic venous

thromboembolism among women taking oral
contraceptives.

Methods
The General Practice Research Database comprises
anonymous clinical data from general practices in the
United Kingdom and has been described elsewhere.14

It is updated regularly. This investigation is restricted to
the 304 practices that contributed data continuously
throughout the study period (January 1993 to Decem-
ber 1998).

The study population consisted of women aged 15
to 49 who had taken combined oral contraceptives at
any time within the study period. The population
exposure to combined oral contraceptives was
calculated from the number of 28 day cycles prescribed
and ascribing use to each month within the study
period. Cycles that were unused because of switching
between products and cycles that would have been
used outside the study period were discounted. Poten-
tial cases of idiopathic venous thromboembolism were
identified by searching the database for women with a
diagnosis of any deep venous thrombosis or pulmo-
nary embolism. Women were included as cases only if
they had evidence of treatment with oral anticoagu-
lants (or had died from the event) and had a prescrip-
tion for combined oral contraceptives current on the
day that the thromboembolism was first detected. We
excluded women who had evidence of previous venous
thromboembolism or who, in the six weeks before the
thromboemblolism, were pregnant, had lower limb
fractures, or had surgery requiring immobilisation in
the six weeks before the thromboembolism. Other
exclusion criteria were malignancy, congenital heart
disease, exposure to other sex hormones, less than six
months of research standard data before the event, or
drug overdose associated with the event. The methods
and case identification are described fully else-
where.14 15

The data were partitioned into exposures and
events occurring between January 1993 and October
1995 (period 1) and those between November 1995
and December 1998 (period 2). We compared the
overall use of combined oral contraceptives and the
rates of idiopathic venous thromboembolism among
women exposed to combined oral contraceptives in
the two periods. We calculated the change in the num-
bers of cases of venous thromboembolism between the
two periods that would have been expected had the
risk of third generation formulations been twice that of
the older formulations containing less than 50 ìg oes-
trogen. The expected number of cases was standard-
ised for year of age by using the data on overall use
from the two periods.
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Results
Between periods 1 and 2 the overall use of combined
oral contraceptives fell by 14.1% among women aged
15-19 and by 11.7% among women aged 20-24. The
smallest change was among women aged over 30. The
percentage of prescribed combined oral contracep-
tives that contained either gestodene or desogestrel fell
from 53.4% to 14.0% (table 1). The figure shows the
number of cases of venous thromboembolism identi-
fied during each month from January 1993 to Decem-
ber 1998. There was no immediate increase in the
numbers of cases after the announcement from the
Committee on Safety of Medicines. The crude
incidence of idiopathic venous thromboembolism
remained stable between the two periods; the crude
rate ratio was 1.09 (95% confidence interval 0.81 to
1.46), and the ratio adjusted for year of age by the
Mantel-Haenszel method was 1.04 (0.78 to 1.39).16

Table 2 shows the rates of venous thromboembolism
among women exposed to combined oral contracep-
tives and incidence ratios before and after October
1995 stratified by age.

The age standardised number of cases expected in
period 2 based on the assertion that desogestrel and
gestodene were associated with twice the risk of venous
thromboembolism was calculated to be 69.3. The
observed number of cases was 97, 1.4 times (95% con-
fidence interval 1.14 to 1.71) that expected.

Conclusions
The rate of venous thromboembolism among women
taking oral contraceptives throughout the study period
is consistent with that found in most other studies.17 If
oral contraceptives containing gestodene or des-
ogestrel had twice the risk of venous thromboembo-
lism compared with older formulations, a reduction in
their use would be expected to reduce the incidence of
idiopathic venous thromboembolism. We found no
such change. No evidence of a difference was seen in
any of the age groups. Moreover, there was a substan-
tial excess of cases compared with the number that
would have been expected if third generation oral con-
traceptives doubled the risk of venous thromboembo-
lism.

The detection rate could have increased because
the 1995 “pill scare” alerted doctors to the probability
of venous thromboembolism among women taking
oral contraceptives. If this had happened, however, the
number of cases would be expected to rise immediately
after the 1995 announcement. No such increase was
apparent.
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Table 1 Incidence of venous thromboembolism and use of combined oral
contraceptives before and after October 1995

Jan 1993-Oct
1995 (period 1)

Nov 1995-Dec
1998 (period 2)

Observed population aged 15-49 (1000s woman years) 1516 1677

Exposed population aged 15-49 (1000s woman years) 260.9 258.8

No of cases of venous thromboembolism 90 97

Oral contraceptive years per 100 woman years 17.2 15.4

% of oral contraceptives containing gestodene or desogestrel 53.4 14.0

No of venous thromboembolisms/100 000 exposed woman years* 34.5 37.5 (35.9†)

*Exposed to combined oral contraceptives.
†Rate standardised to age distribution of period 1.
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Number of cases of venous thromboembolism by month of occurrence, January
1993-December 1998

Table 2 Rates of venous thrombolism per 100 000 woman years of exposure to
combined oral contraceptives according to age, before and after October 1995

Age (years)

Rate of venous thromboembolism

Rate ratio (95% CI)
Age adjusted ratio*

(95% CI)
Jan 1993-Oct

1995
Nov 1995-Dec

1998

15-24 22.59 21.56 0.95 (0.51 to 1.79) 0.96 (0.54 to 1.71)

25-34 41.26 41.40 1.00 (0.67 to 1.51) 0.99 (0.67 to 1.96)

35-49 48.39 65.34 1.35 (0.68 to 2.75) 1.31 (0.68 to 2.50)

*Adjusted by year of age.

What is already known on this topic

Third generation combined oral contraceptives
containing desogestrel or gestodene have been
reported to carry increased risk of venous
thromboembolism

Since this was reported in October 1995, the use
of third generation oral contraceptives has fallen
from 53% to 14% of total use

What this study adds

The change in patterns of use had no effect on the
incidence of venous thromboembolism among
women taking combined oral contraceptives

The findings are not consistent with third
generation oral contraceptives doubling the risk of
venous thromboembolism
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Qualitative interview study of communication between
parents and children about maternal breast cancer
Jacqueline Barnes, Leanda Kroll, Olive Burke, Joanna Lee, Alison Jones, Alan Stein

Abstract
Objective To examine parents’ communication with
their children about the diagnosis and initial
treatment of breast cancer in the mother.
Design Qualitative interview study within cross
sectional cohort.
Setting Two breast cancer treatment centres.
Participants 32 women with stage I or stage II breast
cancer with a total of 56 school aged children.
Main outcome measures Semistructured interview
regarding timing and extent of communication with
children about the diagnosis and initial treatment of
the mother’s illness, reasons for talking to children or
withholding information, and help available and
requested from health professionals.
Results Women were most likely to begin talking to
their children after their diagnosis had been
confirmed by biopsy, but a minority waited until after
surgery or said nothing at all. Family discussion did
not necessarily include mention of cancer. There was
considerable consistency in the reasons given for
either discussing or not discussing the diagnosis. The
most common reason for not communicating was
avoidance of children’s questions and particularly
those about death. While most mothers experienced
helpful discussion with a doctor concerning their
illness, few were offered help with talking to children;
many would have liked help, particularly the
opportunity for both parents to talk to a health
professional with experience in understanding and
talking to children.
Conclusions Parents diagnosed with cancer or other
serious illnesses should be offered help to think about
whether, what, and how to tell their children and
about what children can understand, especially as they

may well be struggling themselves to come to terms
with their illness.

Introduction
In the past 10 years there has been increased acknowl-
edgement of the importance of doctors’ communica-
tion with patients concerning the diagnosis of cancer.
A recent editorial in the BMJ highlighted the difficulties
many doctors have in communicating such news.1 If it
is difficult for doctors, however, it is likely to be even
more difficult for parents with newly diagnosed cancer
to tell their children, while at the same time dealing
with their own feelings and coming to terms with the
implications themselves.2

There is evidence that good doctor-patient
communication about the diagnosis and shared
decision making over treatment is important and has a
protective effect on patients’ psychological adjust-
ment.3 Little attention, however, has been paid to
whether, what, and how children should be told about
their parent’s diagnosis. This responsibility has been
left largely to parents unaided.

The little research that has been conducted on this
issue suggests that when children are told of the diag-
nosis their anxiety levels are lower and communication
within the family is improved,4 although factors such as
the child’s age have not been studied in detail. In addi-
tion, a large study in the United States has shown that
in families where a mother has cancer, parents are
often not aware of the extent of psychological
symptomatology and distress of their children.5 No
study to date has examined the timing, nature, and
extent of communication between parents with cancer
and their children or studied why parents do or do not
talk to their children about such difficult and important
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