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Editorial

Mario Baruchello (mario.baruchello@tin.it)

Julian Tudor Hart: a Friend,
a Person, a Quality General
Practitioner

Last January 24, 2003 we were honoured to havaias o
guest for an unforgettable dinner in Verona dodtdian
Tudor Hart.

He has always been a cultural point of referenceoiw
researches and he has always let us cite him efeize

on our publications. His history deserves to beskmo

He was born in 1927 in England, he was a studesitdt
Cambridge from 1947 until 1952 and then at the
St.George’s Hyde Park Corner Hospital in London. He
chose to devote his life to take care of the pomal c
miners in an isolated and remote area of Wales: he
practiced in NHS surgery for over 30 years as a
epidemiologist and great clinic, working severahdi
with Archibald Cochrane.

He retired in 1997, and he has been working as a
medical-scientific editorialist and writer.

His editorial production consists of more than 120
original pieces focused on General Practice andhen
prevention of the cardiovascular diseases. He is a
member of the Medical Research Council, an instituti
famous for his primary care researches.

Great observer both of relationship dynamic and
phenomena of the population, he was able to desthid
shift of the health demand and the changes oftbevers

of medicine and of the single physician in the 186t
years.

Some of his works deserve to be quotédronary Heart
Disease Prevention in Primary Care: Seven Lessams f

3 decades(Fam. Practice, 1990)Save the General
Practice Record(BMJ, 1989); What Sort of Letter of
Letters do GPS want to receive from Hospital Spistta
(BMJ, 1989);Reduction of Blood Cholesterol Levels in

the Population: can it be done(@R Coll. Gen. Pract.,
1986); Twenty Five Years of Case Finding and Audit in a
Socially deprived Communi{3MJ, 1991).

The Medical College of Georgia (USA) has conferred
him the prestigious award calledtfe Curtis G. Hames
Research Award in Family Medicihand several other
awards. He contributed to give legitimacy and aatown

as scientific discipline to general practice and he
represented an example to imitate because of his
professional life spent to make life and socialditons

of his patients better.

In 1999 The University of Glasgow conferred him the
Degree in Medicinddonoris Causdor his improvement

of quality in general practice through studies aamtdd
such as the one on hypertension.

Politically active he confessed us that he nevéraged

his ideals of freedom and that he has also always
considered important his patients and the bio psyoid
social problems.

Concerning medical education he always stated ‘thig:
medical education began three times. What | leatnt
medical school was no use in the hospital. Whagtrit

in the hospital was no use in general practice”.

In the early Seventies, Hart, described the soedall
“inverse care law” which essentially states “the
availability of good medical care tends to varyarsely
with the need for it in the population served”.

Editorial

What's the use of research in primary care?

The importance of home visit

The machine which irons Parkinson

Von Willebrand’'s Disease and Menorrhagia in
women over 14 years - Descriptive research of 50
GPs

7 Audit study on the use of ACEIs and statins in
patients with risk of cardiovascular diseases

b wWNPEF

As a conclusion Hart has given us a precious dgaalo
about guidelines for better communication between
caregiver and patient:
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1. Make sure you have their attention

2. Speak at eye level and enunciate

3. Use simple, direct statements

4. Ask. Try not to tell

5. Move closer

6. Talk around difficulties and use gestures
7. Talk with, rather than about

8. Listen

9. Give yourself plenty of time

10. Try, try again

No one of all the friends at the restaurant tabl¢erona
will never forget the delicious Risotto with Amamwof
that night.
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WHAT'S THE USE OF
RESEARCH IN PRIMARY
CARE?

Julian Tudor Hart

GPs get involved in research for many differensoss.
Equally interesting are the many reasons why mést o
their colleagues don’t wish to get involved. Botiowgps,
researchers and anti-researchers, seem to be mwrhopt
their beliefs in the usefulness (or futility) ofsearch. So
this question of use is central.

I am not going to discuss its usefulness to otbetside
primary care. If University Departments or
pharmaceutical companies see value in primary care
research to promote either academic knowledge or
commercial profit, they may persuade GPs to maké th
populations available for research, or even to tade
some of it themselves, not because these GPs legre b
convinced it is useful for more effective practidmyt
because it will please the university or the conypan
Many GPs assist such projects even if they think the
research is probably trivial or futile, simply besa they
want to help their university, or get whatever mate
benefits may come from the companies. Their lack of
personal conviction is a major source of poor duali
data.

Let us now discuss what really matters, reseairitiatied
within primary care because we believe it will eeful

to us and to our patients, making our work moredtive
and our lives easier. Here we can start from ameve
simpler question: How can primary care for regester
populations ever operate effectively or efficientlighout
locally initiated research, at least of an elemgnkand?
Effective and efficient operation of primary canep as

a competitive business requires some local rese@bb

and where are my competitors? What sorts of cahelp
drive? Do they attend mass regularly, is this intgoar
among the most potentially profitable patients wun
here, and will it be OK if my wife goes without me?
These local questions need local answers. Withoermnt
the little business will not succeed. Of course,are no
longer concerned with consumer research of thad.kin
Our research now concerns intelligent planning of o
work so that it is no longer a passive response to
consumer demands, with our time shaped by competing
wants, but can start to become an intelligent nespdo
needs in our whole registered populations, preeiito
produce optimal health gains rather than to maxmis
clinical process. To organise our time intelliggmve
need intelligence, both in its intellectual andritgitary
sense; we need information about our local enethy, i
health, injuries and diseases in the populationserve,
and also about our available local allies, the eepee
and skills of the population itself.

The foundations for effective GP research are ilaithe
first five years of practice, when GPs are sinkthgir
first roots into the local population, before atial
records and information systems can reach thedeskl
quality required for published research. In thistfstage
you aim only to inform yourself and your own team
about the general outline, size and shape of vehately

or possible, and the main concerns you and youn tea
share with the local population. This means close
attention to every source of local gossip, takingre
opportunity to visit people’s homes and places ofky
with eyes and ears open and, for a while, mouth @&
aim | personally have never achieved, but | retirat) —

so that within five years you have a rounded amcbat
complete picture of your community, and a realistic
understanding of how much you still do not knowtehf
such preparatory work you should have the trustooir
population (an asset possessed by hardly any other
agency) and a basis for an accurately maintaingidtes

of people at risk, a denominator population: notrete
the official administrative list for which you apaid, but
the real people at risk for your care (whether arthey
consult), yourdenominator population.

Serious GP research of any kind dependsiwumerators

of health-related qualities, quantities or everfingd by
replicable criteria, placed over population denatons.
Without an accurately maintained denominator
population, with names, addresses and telephone
numbers maintained and revised weekly by infornmatio
from all sources — not just by administrative stotimd
snails, but by all available local sources of gosasind
friendly chat — no worthwhile research in primagyeis
possible. Worthwhile primary care research doestéxi
USA, even though it still has no health care system
any whole populations, but only in the few stalslands
somehow precariously maintained (usually by uniters
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departments) within the chaos of multiple competing
providers, all trying to find the profitable patterand to
avoid the unprofitable patients. In Britain andlytaall
GPs start with an immeasurable advantage, that they
already have registered lists, and that they fiillthe
most part control access to secondary care, sothbgt
can know what is happening to their patients. These
alone are not enough for good research, they mest b
supplemented by much finer local intelligence, the
basic core of information is already there. With
imaginatively selected and rigorously defined
numerators, and an accurately maintained population
denominator, an immense research output is possible
whose value increases exponentially with time. @& t
other hand, no amount of statistical sophisticatiam
compensate for an undefined or poorly defined
population denominator.

It takes five years to establish a robust denoromand

the popular trust necessary to make intelligent ofe
whichever numerators you, your team and your
population may choose to study. Why do it? Because
you, your team, and your patients want their haodkvio

be effective, less futile than in the past, when alle
worked hard, but mostly achieved little in termsheflth
gain: plenty of clinical process, but little heatihtcome.
Even with relatively small numbers, for common kteal
problems the figures you find will be significafitthey
relate to the completeness or effectiveness oficelin
processes, they will probably surprise you, or estst
they will surprise your team and your patients, @il
whom tend to be more optimistic than evidence can
justify. Eventually, they may also surprise yourcdb
admistrators and elected politicians, who know have

it is for anyone to base their argument on goodilloc
evidence. Locally researched information is an
enormously powerful political weapon, above all for
getting more and better resources for your team and
population. Is this just audit? Yes, but good atslithe
beginning of good research.

We GPs have the trust of our populations. We carupu

to people’s doors, bang twice, shout “Doctor!” as w
burst into their homes, and run upstairs to therdiad to
see a sick person, sure that we are welcome ahdatil
be bitten by a dog or reported to the police. Qfrse, if
we choose to sit in our offices believing that howssts
are no longer an efficient use of our valuable timve
shall lose this trust, but | assume my readersnateso
stupid. We know everybody's name, address and
telephone number, whether they are happy in thais|
and whether any of their close family has a life-
threatening iliness, knowledge we gained in thosst f
five years, and must assiduously maintain thereafte
How many politicians still have such trust or intita
knowledge? Allied with our patients in the sharedise

of better health and health services, we are anpally

terrifying political force, particularly if our adcacy is
supported by evidence from honest local research.

Research and practice intelligence are not an mgltio
luxury for a few doctors with time to spare, but a
necessity for effective and expanding primary care
everywhere. This research will be superior to chhi
research at any other level, because GPs haveter bet
appreciation of the active and intelligent roleygld by
participants. Just as patients need to become co-
producers, not consumers, when they participate in
research they should do so as informed people whose
intelligence is valued and used. A recent UK study
showed that 55% of organisers of double-blindgrtabk

no steps to inform participants of their allocatitm
treatment or placebo after trials ended, or onlg¢f tbem

if they were asked: 40% of these organisers ha&mev
even considered the possibility that participahtsusd be

so informed, and presumably the other 60% thought i
was not necessaryHospital and university researchers
who treat human participants as if they were |lafooya
rats will have to think again if they want to stay
business.

Hopefully researchers in primary care are well dhefa
them. We are in the right place at the right tinibe
future of most research into human biology lies imot
laboratories or hospitals, but in large multicerderdies

in the normal human habitat, where people normialey
and work: in primary care. Of course, these wilvdao

be initiated at the highest levels of universitynational
research units, but to maximise their output offulse
knowledge they will require intelligent participati by
GPs, primary care teams, and patient populatiols, a
with a far more critical and sceptical view of thigh
echelons of research than trial organisers have
experienced in the past. A great deal will depend o
pioneers like yourselves.

Julian Tudor Hart
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The importance of home visit

Alessandro Calderan - San Dona di Piave (VE) -
(alessandro@calderan.com)

In march 2002, a home nurse of the town | work in,
called me because she had noticed on the bellyef t
madam she used to bath, the presence of something

! di Blasi Z, Kaptchuk TJ, Weinman J, Kleijnen J.:
Informing participants of allocation to placebo tasl
closure: postal surveldMJ 2002; 325: 1329-31
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strange. In the afternoon | went and see the pmoble cell carcinoma will arise and for this reason pate
What | saw is depict in the picture below. Whattuy should be evaluated regularly.

diagnosis ? The differential diagnosis to consider is “livedo
reticularis” and the difference is that heat casohee the
latter situation.

Therapy consists only in avoiding exposure to teath
source. The long lasting cases maybe charactdristte
persistence of an hyperpigmentated area that sHhmeild
followed up to reveal a possible grow of a skincaan

*kkkkkkkkk

The machine which irons
Parkinson

Why to see the madam at home was so useful? Bmcaus
just entered the living room were she used to speost

of her time, | realised that temperature was tob hast
under the window there was a stove outputting aalrot
flow from its upper side. | asked the patient i& gfassed
any time of the day looking outside, close to the
window. As a respond she went to the window with he
belly just on the out flow of the stove and told that
she used to spend hours that way, every day.

That was it! The diagnosis was “eritema ab igne’skin
disease caused by absorption of infrared radiation.
Patients have an history of frequent exposure tdesio
heat, not enough to cause a thermal burn. At the
beginning the skin is slightly erythematous buteraf
recurrent exposures it develop the classic retted
hyperpigmentatich which may be red, blue or brown.
Since central heating became common, this kindlih
disorder in less frequent. In the past this mattass quite
common to see, especially on the inner thighs agd of
women who stood or sat in front of stoVes firesides.
Nowadays we can see it due to the use of wateiebot
or heating pads or infrared lamps.

Erythema ab igne has been occasionally reported as
consequence of prolonged exposure to a car heater.
Sometimes this condition can be the only mark of an
underlying cancer if patients treat the pain causethe
neoplasm by mean of heat. Occasionally working &ke
baker or a forger can cause this disease.

There are some, although few, possibility that frire
hyperpigmentated area a carcinoma can delelop
these rare cases a squamous cell carcinoma orlkeMer

Doctors are "invited" to always mainly contain tbest

of their work, the Hospitals and the Protected Rastes
see also the more common drugs denied, Regions rais
their guillotines anti-expense... and then we discahat

for Parkinson diseases these hellish machinegesé f

2 Dvoretzky I, Silverman NR. Reticular erythema toé t
L:)(\)/;er backArch Dermatol1991; 127: 405-406, 408- Instructions for the use: to remain within in féet 20’
: i 21

3 Meffert JL, Davis BM. Furniture-induced erythema ab tc\;vl;(t:c?o?ni?ébgélutel not auaranteed

igne.J Am Acad Dermatd?000; 34: 516-517 Cost: probably over ;’09 9 :

4 Freedberg IM, Eisen AZ, Wolff K, et dFitzpatrick's Refléth)ion' ba);ed on wHich Evidence?

Dermatology in General Medicinéth ed. New York: ' '

McGraw-Hill; 1999.
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(photography executed by a GP of the publishing
committee during a home visit to a patient with
Parkinson’s disease)
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Von Willebrand’s Disease and
Menorrhagia in women over 14
years - Descriptive research of 5(
GPs

—

Del Zotti Francesco(francesco.delzotti@tin.it)
Brizio Enzo (enzo.briziol@tin.it)

Frapporti Guglielmo (gfrappo@tin.it)

Marulli Carlo (marulli@advcom.it)

Schianchi Paolo(paolo.schianchi@millenet.it)

and GPs of the Netaudit List(www.netaudit.cjb.net)

Introduction

In this descriptive study the Netaudit List wantedest
new grounds. We started to go into deeper studies
concerning the relationship between the diagnos$is o
common and apparently ordinary disorders and the
possibility of screening rare and more “classicSedises:

in our case, the relationship between "ordinary"
menorrhagia on one side, and on the other,
hypothyroidism and one of the most frequent genetic
diseases, von Willebrand’s disease.

Through the study of von Willebrand’'s disease, we
wanted to evaluate our regular practice respeatltievel
test, the bleeding test, which on one side consirheing
present in the most accredited texts (also becthese
still isn’t an alternative | level test, even iktte are more
and more complex tests), on the other side, itd¢ade
disappearing from the list of quite a few Italian
laboratories, not for the loss of "evidence", batduse

of “internal” risks (HIV, hepatitis) for the labdhnicians.
TABLES 1 and 2 were used for the preliminary
definition of von Willebrand's disease and of the
problem of “menorrhagia ”

Objectives

a) Evaluate the prevalence of von Willebrand’s aésein
women over 14 years.

b) Evaluate the underestimation of the diseasehen t
patient's records both respect to expected results
(comparison with epidemiological data), and respect
the omissions of | level tests in the patient’sores, in
particular the Time of Bleeding

c) SECONDARY AIM: Study the relationship between a
spy symptom in women, menorrhagia, and the inébnat
to deepen the studies of two of the less known esaus
hypothyroidism and Von Willebrand's disease.

Methodology

The presence of von Willebrand’s disease, Menorehagi
Time of Bleeding tests and TSH were evaluated and p
in the file of 50 GP’s computerized patients resoNon
Willebrand’s disease is considered as classifiety on
“nominally” (if in the patient record there only the
diagnosis, without the appropriate Level | or listte
results), or with clear operative criteria accogdio the
points listed inTABLE 1

Results

Numbers: 50 GPs participated in the study with an
average of 735,3 women over 14 years per GP, for an
overall amount of 36.767 women over 14 years.

The GPs and the reference Laboratoryl16 GPS (32%)
referred that their reference laboratory does maotycof

the Time of Bleeding test.

The GPs and the request for a Time of Bleeding test
post-ASA: Only 1 GP out of 50 referred having
requested sometime the Time of Bleeding test &dter
dose test with ASA.

Number of von Willebrand cases with operative
criteria: 4 cases (4 GPS with one only case) with a
prevalence of

4/36767 equivalent each to 0,1 case each 1000 women
Number of von Willebrand cases with nominal
criteria: 7 cases, of which 5 GPS with only one case, and
1 GP with two cases. If we add up the von Willeldran
cases with diagnostic criteria and with only a “rmoafl’
diagnosis, we have 11 case out of 36767, equivadeat
prevalence 00,29 per 1000 womelver 14 years.

Number of requests of Time of Bleeding tests in all
the patient records of women over 14 years (fig. 130
GPs out of 50 never requested a Time of Bleedisig ke
average there is a number of 1,14 tests per GP; the
average increases to 6,8 Tests for 10 GPs thaireelcat
least 1 Time of Bleeding test.

404

]
- 1
s =2
| Num. of GPs M-
20 =6
10
g 1 ] . —
0 1 2 3-8 =G

Fig. 1: number of "Time of Bleeding”
in all case histories

Number of cases with Menorrhagia:we found a great
variability among the GPs, with a range betweemagkes
and

66; 11 GPs didn't have even one case of menorrhagia
their patient records. The average is of 8,6 cpeessP;
the average increases to 12,3 cases of menorrpagia
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GP, if you consider the GPs that have signallekbaxt
one case of menorrhagia.

Number of TSH tests the GPs that had recorded at least
1 case of menorrhagia had in their patient recends
average of 5,2 cases with at least 1 request fot fESt
(respect to the average of 12,3 cases of menoetgi
GP)

Number of Bleeding Time tests for Menorrhagia:the
average resulted being low: only 0,6 tests per GR at
least one case of menorrhagia; it is interestingdtice
that this data is significantly (p<0,001) and clgdower
than the requests for TSH tests in cases of meagiah

(fig. 2).

Fig. 2: Number of THS and Bleeding Time
women with at least one case of menorrhagia

5
4 -
3
2
14
0 ! b

TSH

Bleeding Time

Conclusions

This study which is apparently simple, encourageset
different questions. The first regards the prevedenf
von Willebrand’'s disease: we have fouadprevalence

10 times lower than the one referred in the most
accredited publications. The reasons for theserdifices
could be many:

a) in many cases GPs don't seem to know well the
disease (see the low requests for Time of Bleethsts
and the fact that they do not request the tests ABA)

b) during the study, we have discovered that many
laboratories do not carry out the Time of Bleedinfirst
Level test exam

c) as you may deduce by the great number of GRsltha
not have menorrhagia in their patient records anthb
even greater number of GPs that do not requesTthe

of Bleeding test ” in cases of menorrhagia, we oann
completely evaluate the clinical value of menorihag
alone (excessive passing on to gynaecologists#), d®
evocators of the possibilities of this disease

d) we don't have the habit of evaluating first degr
relatives

e) the Italian epidemiology may be different (lojvéiran
that of other countries in which epidemiological
researches were published regarding the disease
(Bonardi, 1999). Further than the topic of Von
Willebrand’s disease, this work has shown our
colleagues, in the Netaudit List, the training aesearch
potentials in the field of rare diseases, withia Hetting

of telematic groups of GPs.
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TABLE 1: Von Willebrand’s Disease

« Von Willebrand’s disease is one of the most common
hereditary diseases

- and according to the most accredited publications i
strikes from

+ 1% to 3% of the population (Krause, 2000;

« Lee 1999). A GP having the maximum number| of
patients, should expect to have among his pategnts
least 15 cases, of which half are women.

« The majority of these cases are tied to a dominant
autosomic distress.

« Generally it isn't a severe disease; but in sonsesa
it may show up for the first time with

« massive haemorrhages which can be life threatening.
In these cases, an early diagnosis, made many years
ahead, can determine a better prevention of these
haemorrhages: avoiding the use of ASA and risky
transfusions and the best use of ad hoc mogern
therapies.

Diagnostic definition

A) FAMILY CASE-HISTORY with the dominant

autosomic pattern

B) LABORATORY

| Level tests Prolonged Time of Bleeding, baseline |or

after stimulation with ASA (this is the test thatosh

correlates to clinical practice. It may be carrmd also

after 1-2 days of “stimulation” with ASA at smalbsks,

i.e. aspirin 100 mg for 2-3 days)

I level test:

[) reduced levels of di antigenic factor VIII or dfie

“RISTOCETIN” Cofactor
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II) reduced functional activity (Functional Testj the
VIII factor in some patients

In the Level Il tests, said multimeric factor vW#o(
Willebrand Factor) comprises | and Il tests.

At times, the PTT is altered (while the PT remaj

normal)

The platelets are NORMAL for quantity and/or funatio

Symptoms and signs

« Episodes of menorrhagia, epistaxis, gingi
haemorrhages; at times even more severe g4
intestinal haemorrhages.

« Post-surgical or teeth post-extraction bleeding

(we remind that in platelet disorders, haemorrhg

present themselves as petechia or purpura; inedssts

due to coagulation factors, haemorrhages are niidbed

time intra-articular or intra-muscular)

Therapy (Preparation for surgical

operations)

The Therapy must be planned only after consulthey

specialist and it comprises, according to the chffié

situations, Desmopressin Acetate, Tranexamic Acid

Time of Bleeding

From Burlina: “The Time of Bleeding test, if cortlgc

or dental

carried out, preserves, despite its simple featare

significant importance in the diagnosis of emerg
haemorrhages”

2 analytical methods:

a) Duke - Normal Values: 1-3 Minutes

b) Ivy - V.N. 5-7 minutes

Duke Technique deep puncture 3 mm in the earlo
with a sterile disposable lancet; then absorb f6r
seconds the drop with blotting paper.

Ivy Method: 3 small incisions on the volar face of t
forearm after having applied a constant pressuréQo
mm of Hg, by using the sphygmomanometer. Ever
seconds blood is absorbed with the blotting paper.

INS

val
stro-

ges

—

ng

he
f
y 3

TABLE 2: Menorrhagia
EPIDEMIOLOGY

It strikes 9-10% women.
According to some sources (Krause, 2000) 17%
women with menorrhagia and a normal pel

examination have a hereditary haemorrhage disteess;

among these approximately 2/3rds are affected by
Willebrand.

DEFINITION : An excessive quantity of menstrual flo
at more or less regular intervals, which most eftimes
goes on for many months-years. There could betaine
superimposition with metrorrhagia (Loss of bloodidg
intermenstrual periods)

Some indicators of menorrhagia:

Duration over 7 days

Passage of clots

Anaemia

CAUSES and DIFFERENTIAL DIAGNOSIS :
Besides Hypothyroidism and Von Willebrand’'s Dised
other diagnosis (that were considered exclusioteréai

of
Vis

VO

=

*** QQ - Vol 8 n 1%

by the Audit) are: uterine disorders (endometriosis
significant fiboroma, incorrect position of an IUR{c),
and illness such as Stein-Leventhal Syndrome ahelr ot
severe and rare causes (i.e. leukaemia)

List of the 50 participating GPs

AUGRUSO  Angelo, BALESTRAZZI Marina,
BARUCHELLO Mario, BATTAGGIA Alessandro,
BEVILACQUA Massimo, BONETTI Dario, BOVO
PAOLO, BRIZIO Enzo, CALISESI Romano,
CAMPANINI Angelo, CAROSINO Claudio,
CAVICCHI Gaetano, CAVONE Emanuele, CRESSONI
Maria Chiara, DALLA VIA Attilio, DE BARI Antonio,
DEL ZOTTI Francesco, DI PASQUALE Alessandro,
DOLCI Alberto, FIORETTA Anna, FRAPPORTI
Guglielmo, GIUNTI Giuliana, GRANZOTTO Stefano,
GRASSI Marco, IOVERNO Enrico, LAZZARI Giorgio,
LEONCINI Moreno, MARCHETTI Roberto, MAZZI
Marco, MEROLA Gennaro, NARGI Enzo, NEGRINI
Augusto, NOVELLA Guido, PAOLINI ltalo, PAROLIN
Orfeo, PASQUATO Paola, PIERANTONI Abramo,
PI1ZZILLO Carlo, QUATTROCCHI Piero, SANI Emilio,
SCHIANCHI Paolo, SIMIONI Giuliana, STRAMENGA
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Audit study on the use of ACEls
and statins in patients with risk
of cardiovascular diseases

Fusello Massimo* (maxifux@tin.it), Laurora Nicola
Renzo* (nrlaurora@inwind.it), Baruchello Mario**

(mario.baruchello@tin.it), Pierantoni Abramo**

(abramo.pierantoni@tin.it)y andMembers of the
Netaudit List (www.netaudit.cjb.net)

* GPs of the province of Venice

** GPs of the province of Vicenza

Background

In the last years there have been two main studies

on cardiovascular risk, HOPE and HPS, that have
sustained the value of statins and of some ACbitdrs

(in particular Ramipril) in subjects with a high
cardiovascular risk (Diabetes, Heart attack, Strake
peripheral arteriopathy). The first idea of our Audas

to evaluate how much our clinical records were oonf
with the considerable HOPE and HPS studies omstati
Ramipril and other ACE inhibitors, going further tre
judgment of “value” (“How much would it cost to gv
medication drugs to everybody? How much would our
patients risk without the medication drugs?”).Wesoal
wanted to complete our audit, with the analysiothier
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risk factors and of other basic drugs for patient
prevention (e.g: ASA) in order to better evaluabe t
eventual absence of statins and Ramipril.

Objectives and methods

In order to plan the objective, we preliminarily
interpolated the HOPE and HPS criteria (se€Tduge in
the footnotes).

These are the three steps of our trial:

a) For first, in patients of Age over 55 years, we
selectedall cardiovascular or diabetic patients (Type |
or II), following the international operative crite.

b) We then randomised for each GP a list equivaient
60% of the patients, up to a maximum of 25 patigets
participating GP. For each recruited patient, waluated
both the main risk factors, and the chronic therapi
undertaken during the last 12 months.

Materials and Methods

By means of a Self-Auditing meth@® GPs in General
Practice of the telematic Netaudit List examin&0.007
clinical records (average patients per GP: 1389,1 +
1,58). 25% of the GPs participating to the study imare
than 1500 patients; the number of patients selected
according to the extraction algorithm (all the eats
with a high risk of cardiovascular diseaskgible for
statins or Ramipril) was of 2.671 subjectswith an
extraction rate for 100 patients equivalent to 8,€.
95%: 5,18- 5,62]; the index denotes a great homeityen

in the proportion of patients having the clinical
conditions that were established for the study by t
different GPs. The average rate per 100 assistienfa

at risk and enrolled in the study results beinfedént (in

a statistically significant manner) per geographeaa

of the participating GPs (8% in central Italy, 5% i
northern Italy and 4% in southern Italy) and doesn’
result being different per dimension of the cityt@wn.

The randomized patients, for which a patient-record
was filled out, were897 (32,5% of the eligible
patients), sample that was significantly over the
minimum representative number established for the
survey. Of these patients, 44,6% was female and?65,
was male. The average age group was 71 years &ad 50
of these patients had an age comprised betweem®3 a
77 years. The distribution per age and gender ef th
patients reveals a high female prevalence thavés @5
and males between 55 and 75 years of age.

120
100
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60 1

40

20
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O Females
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<54 }

55-60
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>80

The prevalence of patients with determined pathekg
risk factors or undergoing therapies among thosg th
were selected (897) was as following:

* 22,5% for peripheral arteriopathy [IC95%: 19,9 515,
* 15,8% for stroke [IC95%: 13,5 - 18,4]

» 24,4% for heart attacks [IC95%: 21,7 - 27,4].

* 13,5% for microalbuminuria [IC95%: 11,1 - 15,6].

* 70,1% for high blood pressure [IC95%: 67 - 73,1].

* 71% for diabetes [IC95%: 67,9 - 73,9].

* 45,6% for high Cholesterol levels or low HDL levels
high LDL levels [IC95%: 42,3 - 48,9].

» 13,6% is the data for the smoking habit [IC95%51-1,
16,1].

Use of medication drugs

» 15,9% is the percentage of patients undergoinggyer
with Ramipril [IC95%: 13,6 - 18,5].

* 9% are in therapy with sartans [IC95%: 7,3 - 11,1].

* 34% are in therapy with another ACE [IC95%: 30,9 -
37.2].

» 29% are in therapy with statins [IC95%: 26,1 - 32,1

* 2,6% are in therapy only with fibrate drugs or mesi
[IC95%: 1,7 -3,9]

* 5,4% are in therapy with warfarin [IC95%: 4,0 -]7,1

*» 45,8% are in therapy with ASA [IC95%: 42,5 - 49,1]
Each one of these factors, on the basis of the
characteristics of the trial, are utilized to c#te the
prevalence in the general population of the pagient
assisted by the GPs:

* Arteriopathy: 12,1 per thousand [IC95%: 10,6 — 13,6

* Stroke: 8,4 [IC95%: 7,2 - 9,8]

» Heart attack: 13,0 [IC95%: 11,6 — 14,6]

* Diabetes: 37,9 [IC95%: 36,3 — 39,5]

» The number of patients affected by Hypertension,
Stroke, Heart attack, Peripheral Arteriopathy and
Microalbuminuriathat are not treated with ACE-I is
338 equivalent te13,4%.

» The number of patients affected by high Cholestero
levels, or low HDL levels or high LDL levels, Strek
Heart attack or Peripheral Arteriopathgt treated with
Statins is 380, equivalent t®1,2%
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 The number of patients affected by Stroke, Heart
attack or Peripheral Arteriopathyot treated with
antiaggregating drugs is72 (equivalent tdl6,9%).

Pathologies

A further analysis of thether pathologiespresent in the
patient record has supplied the following evidence:

» microalbuminuria is present in 13,1% of the cases,
absent in 40% and was not evaluated in 46,8% of the
cases

» hypercholesterolemia is present in 46% of the 890
selected cases, 44,6% does not present this pgsholo
while 9,4% has no data recorded in the patientrceco

Ipercholesterolemia

)

* In the group of 897 persons, 80,6% is represenyed b
non smokers (possible signal of a good counseitiage

by the GPs?), 13,6% smokes and 5,8% does not have t
data recorded in his clinical record.

O Not known
ENo
OYes

Smoke

OYes
B No
0O Not known

Therapies

» Of the 897 selected patients, 41% does not use IACE-
or ARBS, 15,9% takes Ramipril, 9% takes ARBS and
34% the other ACE-I.

ACEIls e ARBs

O Ramipril
B Another ACEI
OARBs

O Nor ACEI nor
ARB

 Evaluating the therapy with statins, this risk grauth

897 persons does not take any statine in 68,5%ef t
cases, Simvastatine is prescribed in 10,7% of éise<at
20 mg/die and in 5,2% of the cases at 40 mg/die,
Atorvastatine is utilized in 7,4% cases, Pravastain
4,8% cases, other statins in 0,9% cases, whileiskeof
ion-exchanging resins or fibrates is used in 2,6%he
cases.

Therapy

O Simva 20

B Simva 40
OPrava

O Atorva

B Other statines
O No statin

B Fibrates/resins

» Out of the 897 selected cases, 45,8% assumes ASA; n
antiaggregating drug has been prescribed in 37 &8¢
while ticlopidine reaches 7,8% and warfarin 5,4%hed
antiaggregating drug combinations among these are
assumed by 3,4% of the selected cases.

Antiaggregatings

OASA

B Coumadin
O Ticlopidine
O Others

B No one

Contingencies between pathologies and therapies
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The study regarding the eligibility to the treatrmevith
medication drugs supplied some discordant data, at
present, among the indications of thieial and
prescriptive behaviour of the GPs. Analysing the
therapies withACE-l in subjects at risk, 338 eligible
patients according to theial criteria do not assume
medications belonging to such category while the
possible “preventive” measures of this class iizeti
only by 8 patients.

Patients and ACEls

O Patients treated

@ Patients not
treated

O In health treated

O In health not
treated

Concerning the treatment wiStatins, 68% of this group

at risk made up of 897 patients (380 subjects) db n
assume them, even if there are indications for thee:

out of the 241 undergoing treatment (29%), only 21%
assume the statins with clear indications on the
prevention of CV distresses and only 5% assumes
Simvastatine at the doses indicated by the HP&ftia
these reasons (40 mg/die). You may also noticettieat
prescriptions of Atorvastatine surpass by 36% the
prescriptions of Pravastatine, even if first thedioation
drug is missing in the Italian ministerial indicats
(following the significant internationdtials): effect of a
good marketing campaign? Conditioning on the GPs
because of the price - inferior in atorvastatinespect to
evidence?). Only 19 patients (2%) assume statins,
without having the indications of a pathology
(prevention), and this is the possible consequerica
long boycotting of the use of these molecules imary
prevention. 42% does not assume statins even ri¢ tise
the indication to do so because of the risk factors

353 patients utilizeAntiaggregating drugs in presence

of the risk factors we considered; almost half lbé t
treatments take place with ASA, while 207 patieints
absence of pathology utilize this category of meatin
drugs; therefore, there is a 23% that utilizes tresma
preventive treatment and an 8 % that should bedrapy
and still isn’t.

Besides...

Only 32,5% of the patients extracted, have a filt has
been correctly filled out in all the fields thatVieabeen
established for this trial: this percentage seemé
insufficient, mainly if you consider that the paitiating
GPs in the Netaudit are usually volunteers, matitatnd

presumably careful to quality in their job. This
impression is corroborated also by data regarding
microalbuminuria, which has not been evaluated in
46,8% of the cases. Maybe a more accurate use af goo
data management software and of the protocols rekgy h
to compensate for these omissions. The data regardi
smoke is encouraging anyways: it wasn't recordelg on
in 9% of the cases and it shows that non-smoker#naat
high percentage (80%) of all subjects at risk.

Conclusions

The prescriptive behaviour of the GPs in the mbjaof

the cases does not coincide with the indicatioret th
comes from the evidence of the bigger trials, ppaity
concerning doses and typologies of statins and ACE
inhibitors more validated by the most accredited
literature Significantly more elevated is the prescription
of ASA.

Seen the elevated costs of chronic therapies wattns
and ACE, there is the need of a debate in the rakdic
profession and in the society, regarding the camnseces

of a further medicalization of the patients at rfgalhat is

the maximum number of drugs that the single patient
wants to tolerate to reduce the risk: 1, 3, 72).and on
the cost/benefits balance of an eventual developmin
these new therapies having an elevated cost itathe
number of population at risk
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TABLE 1: Criteria of the two Trials

a) HPS: Age 40-80 year&\ND Heart AttackOR Stroke
OR Peripheral Arteriopath@R Diabetes mellitus

b) HOPE: Patients of age superior to 55 years with at
least one of the following disease: coronaric disea
stroke, peripheral arteriopathy, diabetes in assioci to
other cardiovascular risks (hypertension,
hypercholesterolemia, low HDL level, smoking haditl
microalbuminuria).
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