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W elcome to the
second edition
of Heart Protec-

tion News, the newsletter for
people taking part in this, one
of the largest ever, studies of
cholesterol-lowering treat-
ment and vitamin supple-
ments.

By far the most important
news is that recruitment for the
study has now been completed.
On April 8th at 9:50 a.m. the
20,000th person was ran-
domised into the study by Sis-
ter Renee Stuart, the senior
nurse running the HPS clinic at
Queen Margaret Hospital in
Dunfermline, Scotland.  Sister
Stuart reported how pleased she
was when the staff at the coor-
dinating centre in Oxford told

Stuart on the left and reception-
ist Joanne Albrock on the right.

Since that date in April,
some additional people have
joined to bring the final total to
20,536.  Of course, this is just
the beginning.  Our task for the
next 4 years or so is to try to
keep track of every single per-
son who agreed to participate
and to monitor what happens in
terms of any heart problems,
operations, or other serious ail-
ments, and other reasons for
going into hospital.  This is why
we need your help by attend-
ing your local clinic regularly
if at all possible, and reporting
to the study nurses any signifi-
cant medical events that have
occurred since you were last
seen.

“Patients” or “People”

WHAT ARE THE REASONS FOR
BEING IN THE STUDY?

You will remember that everyone taking part in the Heart Protection
Study must be considered to be at above average risk of heart
problems.  The diagram below shows some details about the people
who have now joined the study.  As you can see, there is overlap of
the 3 main groups included in the study, with many people having
more than one reason (e.g. about 2,000 have both coronary heart
disease and diabetes).  You will also see that, of the 6,000 people
with diabetes, approximately 4,000 have so far not had any heart
problems; and about 3,000 have  no evidence of either coronary heart
disease or other vascular disease.  So, for these people, the study is
about seeing whether the treatments may protect them against
developing heart problems - what is known as “primary prevention”.
Similarly, about half of the 9000 people who have had strokes or
other vascular disease have not yet got heart disease.

OVER 5,000 WOMEN VOLUNTEER

P revious studies of the treatment and prevention of heart disease
have usually involved mostly men since, in middle-age, heart
disease is much commoner in men than in women.  In general,

women are about 10 years older than men when they develop heart
disease, and the balance of risks and benefits of any treatments may
well be different. Consequently, in the Heart Protection Study, we
deliberately set out to invite and, hence, recruit a larger proportion of
women than in any other studies.  The 5,000 women in the Heart
Protection Study represent a very important  contribution towards
getting more information about whether the study treatments work
as well in women as in men.

We did, however, find that it was more difficult to get women to
join the study than men. For each 100 invitations sent to men, about
17 were both willing and eligible to enter the study. By contrast, for
each 100 invitations sent to women, the number who agreed to take
part was only about 9. Why do you think this might be?
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wherever possible, we refer to

“volunteers” or “people” in this

newsletter.

If you have any other suggestions

to make about the newsletter do

please let us know.  You can write

direct to the editor (see back page),

or ask your local clinic staff to pass

on your comments.

Some of you have told us that you

would prefer not to be called

“patients” when we talk about your

participation in the study.  Even

though most of you were patients at

some time in order to qualify for

being in the study, you may now be

very fit and well — and feeling far

from being a “patient”!  This is why,

her that the lady she was randomising, Mrs Alice Wilson, was the
20,000th person to join.  Mrs Wilson is pictured (above) receiv-
ing the thanks of Dr Donny MacLeod, the local consultant cardi-
ologist who is coordinating the study in Dunfermline, with Sister
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WHO IS BEHIND THE SCENES — WHAT IS “ROOM 13”?

OTHER GROUPS IN THE COORDINATING CENTRE

MEETINGS FOR VOLUNTEERS

Since our last newsletter, many clinics have arranged meetings for people taking part in the study — often including a spouse or friend as
well. Usually a speaker has been invited, who in many cases is the local doctor involved in the study, and sometimes one of the coordinating
team from Oxford has come along too.  There has normally been lively discussion after the talks, and we hope that you find this helpful and
informative (and fun!). For those of you who have not yet had the opportunity to attend one of these meetings, here are the answers to just
some of the questions that people taking part in the study have asked:

Three other groups work to keep the study on track: the administrative team, the laboratory staff and the
computer programmers. Until recently the administrative team was led by both Mrs Kathy Jayne and Ms
Jill Barton.  However Kathy (shown here standing) has recently left us to go ‘down under’ to help set up
and run a major international study in diabetes from Sydney, Australia.  (She will be greatly missed but
we hope to see her back in a few years!) The central laboratory is directed by Dr Linda Youngman, and
the computer programming  by Dr Sarah Parish, Dr Peter Harding and Mr Karl Wallendszus.  More
about all these in future editions.

QDoes it affect the study if I take other
vitamins, cod-liver oil, garlic, or other

products bought at the chemist or health food
shops?

AThe only vitamin we ask you not to take
large amounts of, in addition to the study

treatments, is vitamin E.  Most multi-vitamins
contain relatively small amounts of vitamin E
(approximately 30 mg), and so are OK to take.  .

QWhat about other drugs (e.g. antibiotics,
sleeping tablets, anti-depressants or arthritis

tablets) that my own doctor might prescribe?

AAlmost all other tablets and medicines are
quite safe when taken with study treatments.

When you come to the clinic you will be asked
whether you are taking some other medicines that
we are particularly interested in.    There is only
one, rarely prescribed, drug – used after transplants
and, occasionally, in other patients – called
cyclosporin or Sandimmun, which does interact
with study treatment. If you are prescribed it then
you  should stop your study tablets (but can still
continue the capsules).  Other medicines are fine,
but it is as well to remind your own, or any other
doctor, of your involvement in the study when you
are being prescribed new treatments.

QHow do we know if the blood tests show
anything abnormal?

AThe blood sample taken at each clinic visit
is used to measure one test of the function

of the liver called an ‘ALT’ and, if you have
recently had muscle pain, also one test for muscle
problems called a ‘CK’.  If either of these tests is
significantly abnormal you will receive a letter
from the coordinating centre asking you to come
back to have it checked again.  Usually the blood
tests will have gone back to normal, but if not
you may be asked to stop the study tablets either
temporarily or permanently.

QIs the cholesterol level monitored during
the study?

ANo.  It is not routinely measured, other than
at the beginning when the result is sent to

your own doctor.  The reason for not measuring it
after entry into the study is that for those people
allocated to the active simvastatin tablets the
cholesterol will be lower, whereas for those people
who are taking dummy tablets it will remain much
the same.  As you will remember, we don’t want
you or the clinic nurse or doctor to know whether
you are taking active or dummy treatment, so that
the study results are really reliable (see first
newsletter).  If, however, your own doctor
considers there is a good reason to measure your
cholesterol then he or she is always free to do so

In the coordinat-
ing centre of-
fices, based at

the Radcliffe Infir-
mary in Oxford,
there are about 20-
25 people beavering
away to make sure
that the study runs
smoothly on a day-
to-day basis.

Most of you, at some time or another, have had some reason to ring
the Freefone number, either to change an appointment or to seek ad-
vice about matters relating to the study. The telephone service is known
as “Room 13”. That name has been used for more than 15 years,
dating back to when the research unit started running its first heart
disease study, and the telephone service was housed in the 13th room
along a somewhat gloomy corridor.

In the current building the name has stuck.  Mrs Angela Radley and
Mrs Sue Knight (pictured here) lead a team of 4 staff who deal with
all the appointment changes and refer queries to the central adminis-
trative and medical staff.  The role of Room 13 is not only to handle
calls about the Heart Protection Study but also to provide a similar
service for about 20 other studies in which the unit is involved.  Some
of these studies are run directly by the unit, while some are run by

other groups in the
UK and around the
world. As well as han-
dling calls, the Room
13 staff also manage
much of the data for
the UK government
support-ed studies of
the treatment of
leukaemia in children
and adults.

QHow will we get to hear the results of the
study?

AWhen the study results are announced there
will be a press statement issued, and there

is likely to be some national publicity.  In addition
we plan to provide people taking part in the study
with the important findings either in a letter or in
a future edition of this newsletter. But don’t expect
much before the next century!

QAt the end of the study will we be told which
treatment we have been taking during the study?

AOne of the aims of the Heart Protection Study
is to assess the long-term safety of the

treatments being used.  In general, therefore, we would
prefer volunteers not to know which treatments they
had been taking during the study.  The reason for this
is that information about what happens to people
beyond the end of the study is likely to be most reliable
if people are not routinely told which study treatments
they were taking.  In other words if the study remains
“blind”. (But, of course, treatment after the end of the
study would be determined by each person’s own doctor
— and maybe influenced by the study results,
irrespective of the treatments received during the study.)

Q If I take lots of exercise, begin to eat a
healthier diet and stop smoking to reduce

my risk of heart problems, will it affect the
outcome of the study?

ANo.  We encourage everyone to try to adopt
a healthier lifestyle.  With such a large study

we anticipate that there will be similar numbers
of people in the different treatment groups who
will make life-style changes.



HEART PROTECTIONnews

5-a-day helps keep heart disease away

DO YOU HAVE PROBLEMS GETTING TO CLINICS?

We have thought long and hard about why it was harder to recruit women into

the study than men.  Perhaps it’s partly because the women being approached

tended to be somewhat older or were more likely to be busy at home.  There is also a

suggestion that even after agreeing to take part, women find it harder to keep attending

the study clinics and taking their study treatments.

If you would like to tell us why you think this is the case, or suggest ways in which

we could make it easier for you to take part, then please write to us (see back page

for details).

Ex-smokers
58%

Never
Smoked

24%

Current
18%

Encouraging news: Most of those
taking part in the study don’t smoke — but,
for those who do, remember it’s never too
late to stop!

This compares
with about 27%
of the UK adult
population who
currently smoke

W
e’ve all heard about eating an apple a day!  But
now there’s a new more detailed message,

which is  based on a lot of

research about the effects of fruit

and vegetables on

our health.

This

research not

only

confirms

that

vegetables

and fruit

are beneficial, but

also suggests that

we should try to eat

at least five portions

a day.  At present, the

average intake of

British people is only

about three portions a

day.  Raising this to

five a day might

help avoid

chronic diseases

like coronary heart disease,

and also some cancers.

So the new message is quite simple: every day, try to ensure that you eat at least five portions of vegetables and fruit -

that’s five altogether, mixed any way you like between fruit and vegetables, trying to make sure you get a good variety over time.  The only

vegetables which do not count in this simple rule are potatoes; they can be an important part of our diet, but they do not have the same type

of vitamin content as green and yellow vegetables, or as fruit.

Good habits are best started young

You can do your children and grandchildren a favour if you introduce them to the simple but important ‘5-a-day’ rule.  The British Heart

Foundation, one of the sponsors of the Heart Protection Study, has produced a kit (shown above) to encourage children to count how many

vegetable and fruit portions they eat each day; with the help of the friendly Artie Beat pictured here (see top right corner),  they can

fill up a weekly record book, and put tokens for each portion into special slots on a chart.  The chart has magnets on the back so

it will stick on the fridge.  These are available from The British Heart Foundation, 14 Fitzhardinge Street, London W1H

(and, although there is no set charge, a donation is suggested).

How do the Study vitamins fit in?

Fresh fruit and vegetables may be beneficial because they contain certain vitamins, known as “anti-oxidants”, that can prevent fats in the

blood from becoming so harmful. This is one of the reasons why anti-oxidant vitamins are being tested in the Heart Protection Study. But, we

do not know whether this is really the reason why eating fruit and vegetables is a good idea. Nor do we know whether the high doses of

vitamin E and vitamin C being tested in the study will protect against heart disease (or whether eating a healthy 5-a-day type diet is enough).

The results of the Heart Protection Study should tell us.
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SAFETY:  THE NEWS SO
FAR IS GOOD

To date, the average amount of time people
have spent taking part in the study is just over
1 year.  During that time we have gathered
important information on the short-term
safety of the treatments being compared, and
this is very reassuring.

It has been known for many years that
cholesterol-lowering treatments can affect the
liver blood tests (which is why we monitor
them), although only very rarely does this
make anyone unwell.  So far in the study there
have been only a very few more people with
abnormal liver tests in the active cholesterol-
lowering treatment group (only about 0.6
percent of them)  than in the group taking the
dummy tablets (about 0.3 percent).  This
suggests that most of the abnormalities seen
are not due to the tablets but are due to all the
other things that we know can affect the liver
tests (such as excessive alcohol intake,
infections and various other problems).

It is also well recognised that, very rarely,
cholesterol-lowering treatments can cause
muscle problems.  Once again, our early
information is very reassuring. So far, among
people recruited into the study there have been
only 4 cases of a serious muscle problem, and
there are exactly the same numbers (2 versus
2) among those taking the active and dummy
cholesterol-lowering treatments.

Even so, we need to be alert for problems.
So if you do experience unusual or severe
muscle pain, please contact your local study
nurse or alternatively ring the Freefone
number for advice (0800-585323).

NEWS FROM THE ANTIPODES

T he LIPID study is a large-scale
randomised cholesterol-lowering
study being conducted in Australia

and New Zealand.   (LIPID stands for Long-
term Intervention with Pravastatin in
Ischaemic Disease, and is also a play on the
word lipid, a general term describing the fats
in the blood). It involves about 9,000 men and
women with a previous heart attack or angina
who have been taking either the cholesterol-
lowering drug pravastatin or a matching
dummy for the last five years.  Pravastatin,
which is available in this country as Lipostat,
is similar to simvastatin, the cholesterol-
lowering drug being used in the Heart
Protection Study (although pravastatin is not
quite so potent).

It has recently been announced that over
the next six months the LIPID study will come
to an end because an overall benefit has been
seen in the people receiving cholesterol-
lowering treatment.  At present no other
information is available and we shall have to
wait until at least November before any more
details are likely to be available.

The types of people taking part in the LIPID
study  are similar to those who took part in the
already published Scandinavian Simvastatin
Survival Study (known as 4S and mentioned
in the HPS information leaflet) and the
American study called CARE (Cholesterol and
Recurrent Events Study).  In both of those
studies most of the participants were middle-
aged men who had a history of a heart attack
and the overall benefits of cholesterol-
lowering were clear.

The LIPID study may well confirm these
benefits, but it is not clear that it will be able
to provide much evidence about other
important groups of people, such as women,
the elderly, those who've not had a heart attack
and those with diabetes, for whom there is
particular uncertainty about the balance of
benefits and risks.  Only the Heart Protection
Study will be likely to really provide reliable
evidence for these groups (but nevertheless the
full LIPID results are awaited with interest).

FLYING HIGH

As many patients have discovered, life
after a serious heart operation these
days can often be very full and

active.  Geoff Webster, a volunteer at the
Queen Elizabeth Medical Centre at
Edgbaston, Birmingham, wrote to say how
taking to the air has helped him to get over
his heart operation and other health problems.
Since retiring, Geoff has suffered three heart
attacks, one a major one which was almost
fatal, two hip replacements, two burst ulcers
and a triple bypass operation. About five
weeks after the bypass, a neighbour
introduced him to a gliding club, and although
he had many years of experience in aviation
sports (he used to run a sky-diving club), he
was touched by the very warm welcome he
got from all the members.  This was
symbolised by Geoff being made an honorary
life member of the club.

Geoff has made over a hundred glider
flights and although he knows he will never

This newsletter is published by the MRC/BHF Heart Protection Study, Clinical Trial Service Unit,
Radcliffe Infirmary, Oxford.  Please send any comments to David Simpson, Editor, Heart Protection

News, FREEPOST (OF364), Harkness Building, Radcliffe Infirmary, Oxford OX2 6YZ.

fly solo – as he would not get the necessary
medical certificate – his gliding day, Sunday,
is the day he looks forward to all week.  Even
a mere five minutes in the air, he says, makes

the hundred mile round trip to the club
worthwhile.  The first time he arrived at the
club, still a little weak from his operation, a
woman pilot was about to leave in the tug,
the powered aircraft which tows gliders into
the air.  She promptly piled Geoff into the
back seat and took off before he had time to
say no.  He feels sure that this very positive
form of welcome, together with his
continuing flying career, has been the best
therapy for overcoming what he calls “these
little setbacks”.

A recent thrill for Geoff was being re-
united with a particular De Havilland Rapide,
a classic twin-engined bi-plane, which had
been owned by his sky-diving club.  When it
became too costly to repair, the club had sold
it to a father and son team who intended to
renovate it.  Now, years later, Geoff reports
that they have nearly finished and have done
a superb job, and he has been promised a
flight when the machine takes to the air again.

Thank you for telling us about your flying
exploits, Geoff; and long may you enjoy them.

SOME OTHER INFORMATION
ON THOSE TAKING PART IN HPS

Most people in the Heart Protection
Study had cholesterol levels at
their first clinic visit which were

below the British average (see figure below).
This was intentional because we want to find
out whether people at above-average risk of
heart disease benefit from cholesterol-
lowering therapy even if their cholesterol
levels are below average.

The study also set out to investigate these
treatments in older individuals than are
typically included in such studies. The figure
below shows that we have succeeded, with
about two thirds of participants over the age
of 60.
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