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ACLASTAe 5 MG (zoledronic acid) solution for infusion 

PRESENTATION: Zoledronic acid. 100 mL solution bollle contains 5 mg zoledronic acid (anhydrous), corresponding to 5.330 mg zoledronic acid monohydrate. 

INDICATIONS: Treatment of osteoporosis in post-menopausal women and men at increased risk of fracture, including those with a recent low-trauma hip fracture. Treatment of osteoporosis associated with 
long-term systemic glucocorticoid therapy in post-menopausal women and in men at increased risk of fracture. Treatment of Paget's disease of the bone. 

DOSAGE AND ADMINISTRATION: Osteoporosis: A single intravenous infusion of 5 mg Aclasta administered once a year. In patients with a recent low-trauma hip fracture, it is recommended to give the 
Ar.lll.t", inftltl"n twt) 'lr mt)rll woaks attor hip frooturo ropair. Pagol'u Digasao; A aingla Intravonoua infuBlen af 5 mg Aelaeta. Specific re treatment data ara not available for Pagol'a di5e8se. Aclasta is 
administered via a vented infusion line and given at a constant infusion rate. The Infusion time must not be less than 15 minutes. Adequate calcium and vitamin 0 are recommended in association with Aclasta 
administration. In patients with recent low-frauma hip fracture a loading dose of 50,000 to 125,000 IU of Vitamin 0 is recommended prior to the first Aclasta infusion. No dose adjustment in patients with 
creatinine clearance ;0;35 mUmin, or in patients with hepatic Impairment, or in elderly patients. The safety and efficacy of Aclasta in children and adolescents below 18 years of age has not been established. 

CONTRAINDICATlONS: Hypersensitivity to zoledronic acid or to any of the excipients or to any bisphosphonate; hypocalcaemia; pregnancy; lactation. 

PRECAUTIONS AND WARNINGS: Serum creatinine should be measured before each Aclasta dose. Aclasta should not be used in patients with creatinine clearance <35 mVmin. Transient increase in senum 
creatinine may be greater in patients with underlying impaired renal function. Monitoring of serum creatinine should be considered in at-risk patients. Patients must be appro()riately hydrated prior to 
administration of Aclasta, especially important for tlie elderly and for patients receiving diuretic therapy. Use with caution in conjunction with medicinal products that can impact renal function. A single dose of 
Aclasta should no! exceed 5mll and the duration of infusion should be at leas! 15 minutes. Pre-existlng hypocalcaemia and other disturbances of mineral metabolism must be treated by adequate intake ef 
calcium and vitamin 0 before initiating therapy with Aclasta. It is stron91y advised that patients with Paget's disease receive supplemental calcium and vitamin D. Measurement of serum calcium before infusion 
iD llIogmmondoa for pationts with Paget's discase. Severe and oeoaslonolly inoopocitoting bono, Joint and/or muscle pain have been infrequenUy repolted witil bisphosphollate thelapy. A patient being treated 
with Zometa should not be treated with Aclasta. As a precaution against osteonecrosis of the jaw (ONJ) a dental examination with appropriate preventive dentistry should be considered prtor to treatment in 
patients with concomitant risk factors (e.g. cancer, chemotherapy, corticosteroids, poor oral hygiene). While on treatment, these patients should avoid invasive dental ()rocedures if possible. For patients 
requirtng dental procedures, there are no data available to suggest wihether discontinuation of blsphosphonate treatment reduces the rlsk of osteonecrosis of the jaw. Adasta is not recommended in women of 
childbeartng potential. 

INTERACTlONS: Specific drug-drug interaction studies have not been conducted with zoledronic acid. Caution is recommended when Aclasta is used concomitantly with drugs that can slgnificantiy impact 
renal function, such as aminoglycosldes and diuretics that can cause dehydration. In patients with renal impairment, the systemic exposure to concomitant medicinal products that are primarily excreted via the 
kidney may increase. 

ADVERSE REACTIONS: The incidence of adverse reactions (e.g. fever, myalgia, flu-like symptoms, arthralgia and headache) are greatest with the first infusion and decrease markedly with subsequent 
infusions. The majortty of these reactions occur within the first three days and were mild to moderate and resolved within three days ofthe event onset. The incidence of these adverse reactions can be reduced 
with the administration of paracetamol or ibuprofen shortly followir)g Aclasta administration. Very common: Fever. Common: Flu-like symptoms, chills, fatigue, pain, asthenia, malaise, arthralgia, myalgia, bone 
pain, back pain pain in extremity, vomiting, nausea, headache, dizziness, atrial fibrillation, hypocalcaemiat, ocular hyperaemia, diarrhoea, increased C-reactive protein, infusion site reactions. Uncommon: 
HypertenSion, flushing, palpitations and others. Not known: Scleritis, orbital inflammation, hypotenSion, renal impairment, osteonecrosis of the jaw, dehydration secondary to post dose symptoms, 
hypersensitivity reactions 
t Common in Pagefs disease only Please refer to SmPC for a full list of adverse events. 

PACK SIZE: Aclasta is supplied in packs containing one 100ml bollle 

LEGAL CATEGORY: POM. 

MARKETING AUTHORISATION NUMBER: EU/l/05l308l001. 

MARKETING AUTHORISATION HOLDER: Novartis Europharm Limited, 
Wimblehurst Road, Horsham, West Sussex, RH12 5AB, United Kingdom. 

Consult full Summary of Product Characteristics (SmPC) before prescribing. Full prescribing information is available upon request from: Novartis Pharma, P.O. Box 124, Valletta VLT 1000, Malta. Tel +356 
22983217. (vsn 2010-MT-OOl ACL 18-05-2010) 

References: 1. Aclasta SmPC. Novartis Europharm Lld. 2. Black OM, Delmas PO, Eastell R. et al; for the 
HORIZON Pivotal Fracture Trial. Once-yearly zoledronic acid for treatment of postmenopausal osteoporosis. 
N Engl J Med. 2007;356:1809-1822. 3. Saag K. lindsay R. Kriegman A. Beamer E, Zhou W. A Single 
zoledronic acid infusion reduces bone resorption markers more rapidly than weekly oral alendronate in 
postmenopausal women with low bone mineral denSity. Bone. 2007;40:1238-1243. 4. McClung M, Reeker R. 
Miller P. et al. Intravenous zoledronic actd Smg in the treatment of postmenopausal women with low bone 
density previously treated with alendronate. Bone. 2007;41:122-128. 
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Aciasta:--
zoledronic acid 5 mg 
solution for infusion 
One Infusion. Yearlong Osteoprotection. 



Wherever I cast my glance I see 
roller coaster debates. From 

divorce to the mushrooming of 
gentleman's clubs ... from stewardship 
of natural water resources to IVF 
fertilisation ... we have debates to suit 
all tastes reaching us through every 
possible channel, be it a traditional 
radio or an iPhone application. At least 
these may provide a more intense 
aleniation than the usual fireworks or 
electoral debates in the village square! 
The nature of this magazine quite 
rightly restricts my theme to IVF 
fertilisation. Notwithstanding the 
fact that I do not hold a PhD in 
neonatology, I will still jut in a 
comment on this. I will not delve in 
my strong opposition of the storage 
of embryos. I w ill only say that human 
nature being what it is, it tends to be 
quite Macciavel lian in the fact that the 
ends quite often (but not quite rightly) 
justify the means. Maybe having a 
multiple pregnancy through an IVF 
procedure may discourage couples 
to implant their 'extra' embryos 
which have been stored just in case. 
According to the draft IVF legislation 
currently being discussed this should 
not be problem. Why? Because these 
embryos are then offered for adoption. 
But if these are not adopted? I bet 
my bottom buck that they will share 
the same drain being used by other 
countries! Believe you me, this is what 
I envisage will happen. Never mind 
the lip services which we are being 
offered. 

And this reminds me of the other 
ongoing never-ending debate on 
pluripotency & stem cells? We have 
initially been shown a picture that 
pluripotency can only be achieved 
from embryonic stem cells. However 
time has shown quite the contrary 
with multi potency or better still 
pluripotency being demonstrated by 
a wide range of sources, including 

the nose, umbilical cord, deciduous 
teeth and so on. And later on a 
major milestone was the research in 
induced pluripotent stem cells . And 
interestingly, to add to all this, only 
last November, research published in 
Nature News has demonstrated that 
scientists have managed to create 
adult blood progenitors directly from 
adult skin cells, skipping the induced 
pluripotent 'embryonic' stage. And 
since pluripotency is bypassed, the 
risk of them forming teratomas when 
implanted into patients is reduced. 
This is also considered to be a major 
breakthrough since when erythrocytes 
are created from pluripotent embryonic 
stem cells these do not make the adult 
form of haemoglobin (but the fetal 
form). 

Lastly I would like to revert back to the 
local scenario. The government merits 
a round of procrastinated applause 
(excuse my play of words) at having 
published the National Sexual Health 
Policy during the past few weeks. 
Although the promised €200,000 fund 
severely fall short of the projected 
€1 ,500,000 needed to implement 
such policy, it is always a step in the 
right direction. Yet another recent 
achievement by the government is that 
the breast screening programme is 
now being extended to Gozo, whilst, 
in Malta, a second mammography 
machine wi ll be purchased to increase 
the screening rate. 

I couldn't wind my editorial before 
jotting a couple of comments on the 
establishment of the new Competition 
and Consumer Affairs Authority. It 
has long been rumoured that the 
Medicines Authority had to form part of 
this super authority, this being formally 
mentioned in the last Budget (with 
one of the functions of the authority to 
be to, and I am quoting ad verbatim, 
'protect public health through the 
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regulation of medicinal products and 
pharmaceutical activities', this being 
exactly the Mission Statement of the 
Medicines Authority). However it 
has recently been announced that 
this new Authority will be formed 
through an amalgamation of the Malta 
Standards Authority, the Consumer 
and Competition Department and 
the National Laboratory. So the 
regulation of medicinal products 
and pharmaceutical activities w ill be 
separate to that of the Competition 
and Consumer Affairs Authority ... at 

least for now .. ~ (/ 
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CRESTOR® 
Now indicated for patients estimated to be at high risk of ~ first major 
CV event in conjunction with correction of other risk factors* 

SORRY TO HEAR ABOUT 
YOUR SISTER - TERRIBLE. 
AND ONLY 61 

WHA T ABOUT YOURSELF - WOULD YOU NOT 
GIVE UP THE CIGARETTES? 

YES, AWFUL SHOCK 
- A HEART A TT ACK, 
JUST LIKE OUR DAD 

I'M REALLY TRYING TO QUIT... 
BUT DIDN'T I GET THE CHOLESTEROL 
DONE A WHILE A GO -
PRACTICALLY NORMAL. .. 

WITH CRESTORt IF SHE'S A T HIGH RISK ... 
YOU CAN NOW HELP PREVENT HER FIRST MAJOR CV EVENT 
IN CONJUNCTION WITH CORRECTION OF HER OTHER RISK FACTORS' 
i" NO TE: JUPITER IJs('d ( RESTOR 20rn9 Thf' r{'(ommrnd~.lcl <.:.t.l(t dosi' for hypt·rdlolc·~tproIJ('mla j'ct 5 (j( I OIlKJ ( rr .... fl'r to SrC) 

" modifiable risk factors include smoking cessatIOn, exercisE', weight loss and dIet 

(rosuvastatin) 
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Mallow - Ma/va Sy/vestris 

This plant is a perennial, and has a round stem 
two or three feet high. The flowers are large, 
numerous, and of purple color. 
The mallow is a native of Europe. The whole 
plant, especially the root, abounds in mucilage. 
Medicinal Uses 
It possesses the properties common to 
mucilaginous herbs, and an infusion thereof 
forms an excellent demulcent in coughs, 
irritations of the 
air-passages, flux, affections of the kidney and bladder, etc. In 
inflammatory conditions of the extemal parts, the bruised herb forms an 
excel lent 
application, making, as it does, a natural emollient cataplasm. 
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Modern Surgical Techniques 
for the Treatment of Haemorrhoids 

by James Vassallo & Noel Cassar 

Abstract 
It is said that 50% of people have haemorrhoids, and that the rest are liars. While this is definitely an 
overestimation, this condition is very common, but not always symptomatic. The fundamental principles of 
management are the exclusion of possible co-existent disease, and treatment tailored to the patient's condition 
and haemorrhoidal grade. There have been recent advances in surgical therapeutic options and a comparison with 
the established methods is outlined in the following article. 

Haemorrhoids are abnormally enlarged anal 
cushions containing arteriovenous anastomosis, 

traditionally described as occurring in the 3,7, and 
11 o'clock positions.' The vascular supply is from 
branches of the superior rectal artery, which are drained 
by veins (internal venous plexus) emptying into the 
superior rectal vein . Internal haemorrhoids, which 
originate from above the dentate line of the anal canal , 
occur when these anal cushions are dragged down 
the canal, and are commonly classified by the Goligher 
grading system2 (table 1). 

Grade 1 
Grade 2 
Grade 3 
Grade 4 

Table 1 : The Goligher grading system for 
haemorrhoidal prolapse 

External haemorrhoids are those that originate from 
varicosities of veins (external venous plexus) draining 
the territory of the inferior rectal artery, and they 
occur distal to the dentate line. This article is mainly 
concerned with internal haemorrhoids though in reality 
they may co-exist. 
Aetiological factors for the development of 
haemorrhoids are primarily increasing age, passage 

of hard stool, and raised intra-abdominal pressure. 
Hence risk factors include a low-fibre diet, prolonged 
defeacation, and pregnancy. Portal hypertension and 
anorectal varices are unrelated to haemorrhoids.3 

The condition can occur at any age. The prevalence 
in the general population is in the range of around 
4.4-24.5%, with a lifetime prevalence of symptomatic 
haemorrhoids in people over 50 years being around 
50%.4.5 The reluctance to seek medical treatment 
and lack of symptoms may contribute to an under
estimation of the prevalence. 
Haemorrhoids most commonly present with painless 
rectal bleeding on defeacation.6 This occurs when 
the passage of stool (usually when particularly hard) 
damages the mucosa and fresh (arterial) bleeding 
occurs from the underlying vessels; the blood is bright 
red and found on the surface of stool and toilet paper. 
The surface of the lavatory may be stained with blood 
as well. Other complaints include prolapsed piles, 
peri-anal itchin(:j , tenesmus, mucous dischar(:je, soilin(:j, 
and/or skin tags. Haemorrhoids can cause pain due 
to sphincter spasm when they prolapse, the pain being 
relieved when they return inside the anal canal. If the 
muscle spasm interferes with haemorrhoidal blood flow 
an acute haemorrhoidal crisis can result,? If venous 
outflow is obstructed strangulation can occur, and if 
not reduced within 1 or 2 hours thrombosis will follow. 



If the constriction is tight enough to block the arterial 
supply, ulceration and gangrene of such haemorrhoid 
may result. These crises are particularly common in late 
pregnancy and post-partum, and are usually treated 
conservatively with ice packs, stool softeners and local 
analgaesia with resolution usually occurring within 7-14 
days.1 Incision and drainage of the thrombosis with/ 
without urgent haemorrhoidectomy is an alternative 
approach and is mostly considered if the patient 
presents within 3-4 days from onset; it is safe even in 
pregnancy.9 

Given a characteristic history of haemorrhoids, the 
clinician should examine the patient to determine the 
presence and grade of haemorrhoids. It is fundamental 
that other anal and colorectal conditions are excluded 
before attributing all the symptoms to haemorrhoids, 
especially in the older patients. In a survey conducted 
in the Netherlands by Koning & Loffeld , 55% of patients 
with haemorrhoids with a mean age of 67 years had co
existent colorectal pathology. 10 Hence, haemorrhoids 
presenting with rectal bleeding, especially beyond 40 
years, should be referred to a colorectal specialist and 
investigated adequately. The anus is examined using 
an anoscope and flexible sigmoidoscopy performed to 
exclude sigmoidorectal pathology since this is the site of 
approximately 65% of colorectal tumours. Colonoscopy 
is usually reserved for cases with a suspicious history 
and/or unidentified anal source of bleeding.? Figure 
1 proposes an algorithm for the management of 
haemorrhoids. 
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Figure 1 : Algorithm for managment of haemorrhoids. 
Algorithm for management of haemorrhoids. 
Management of grade 3 haemorrhoids depends 
on the individual patient characteristics and clinical 
judgement. 
The symptoms and grade of the haemorrhoids guides 
treatment choice.6,7 It should be noted that grade 
and symptoms of haemorrhoids are not significantly 
correlated.8 Haemorrhoids should be treated only 
if they interfere with the health-related quality of 
life (HROoL) of the patient; grade alone shouldn't 
determine treatment choice. 
The single most important conservative intervention 
is increasing the daily fibre intake to >25grams/day 
via the diet with/without fibre supplements.5 Together 
with increasing liquid intake, minimizing time on the 
toilet, and evacuating soon after feeling the urge, these 
interventions are aimed at minimising constipation and 

straining. Bathing in warm water (approximately 40°C) 
has a soothing effect on anal discomfort; sitz hi'lthinO 
may be unwise since the setup may promote further 
venous congestion . Venotonic agents, such as diosmin 
(a flavonoid), used in addition to the above measures 
may improve the outcome of conservative treatment; 6.11 
venotonic injection at the haemorroidal site is also 
possible but has a poor outcome.5 For quick relief of 
symptoms topical agents containing local anaesthetics, 
steroids, astringents, and/or antiseptics may be 
satisfactory but prolonged appl ication may induce 
allergy and maceration. 

Conservative management is sufficient to improve 
or resolve symptoms in many patients. Overall, fibre 
supplementation can decrease severity of symptoms 
by a mean of around 50% in patients with grade 1 -3 
haemorrhoids and hence can be sufficient to render 
the haemorrhoids non-significant as regards to the 
HROoL. 12 In fact fibre supplementation is as effective as 
sclerotherapy.6 Persistent symptoms beyond 1 month 
of conservative therapy should prompt consideration 
regarding more invasive treatment,? 

Non-operative procedures are usually considered 
first for persistent grade 1-3 haemorrhoids. The 
gold-standard is rubber band ligation. 13 It has the 
lowest recurrence rate at 12 months compared to 
sclerotherapy and infrared photocoagulation. It is 
recommended as the first line treatment for grade 1 
and 2 haemorrhoids.14 This technique was originally 
devised in 1958 by Blaisedell, improved by Barron in 
1963, and has undergone significant modifications 
over time, such as the application of up to 3 bands per 
session as opposed to one.6,15 No bowel preparation 
is required. The equipment typically employs suction, 
as in the McGown ligator, to draw up the pedicel of the 
haemorrhoid 1 cm or more above the dentate line, and 
then fires a band which strangulates the blood supply 
of the haemorrhoid causing it to shrivel off.5 The patient 
should be warned of anticipated rectal bleeding at 5-14 
days after the procedure. Correct band positioning is 
essential to minimise post-ligation pain ; indeed such 
a procedure is meant to be performed without local 
anaesthesia as an outpatient procedure, 

Mild/moderate pain occurs in roughly 30% of cases. 
Success rate is around 75% and the complication rate 
stands at 0.7%, Recurrence at 4-5 years is around 
70% but repeating the procedure is usually sufficient;5 
only 10% of cases would require to proceed to 
haemorrhoidectomy, A significant bleeding tendency, 
and treatment with warfarin or heparin are absolute 
contra-indications for banding. Anti-platelet agents, 
such as aspirin, should be withdrawn for a week before 
and after the procedure. When banding is contra
indicated, other non-operative approaches can be 
offered, The main alternatives are sclerotherapy, bipolar 
diathermy, Infrared photocoagulation, cryotherapy, 
and venotonic injection, although these have variable 
success rates, 
For symptomatic grade 3-4 haemorrhoids and 
haemorrhoids resistant to non-operative procedures, 
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a surgical approach can be adopted . This is required 
in only 5-10% of patients. b Many techniques for 
haemorrhoid excision have been described but the 
most commonly used are the open Milligan-Morgan 
haemorhoidectomy (MMH) and the closed Ferguson 
haemorrhoidectomy (FH) , which differ in whether 
the skin wounds are left open to heal by secondary 
intention or else are sutured primarily in the case of 
the Ferguson method. MMH may be overall better 
than FH particularly as regards complication rate.5 

The major considerations accompanying open 
haemorrhoidectomy are the significant post-operative 
pain and the protracted recovery time (a minimum of 
4 weeks with the MMH). Haemorrhoidectomy may 
be carried out as a day-case procedure.15 A post
operative plan for pain relief devised in alliance with 
the patient is very important for better recovery. Other 
possible short-term complications include urinary 
retention , bleeding, and infection; long-term concerns 
include anal stenosis, feacal incontinence, anal fissure, 
and fistula-in-ano.4 

Internal HCln{lrrhoid 

ThrombosL,II ':""I;[Cfl1:lll-lcmorriluid 

Circular stapled haemorrhoidopexy is another, recently 
introduced, operative technique for haemorrhoids.4 

This technique is also known as 'procedure for 
prolapse and haemorrhoids' (PPH) or stapled 
anopexy/mucosectomy/prolapsectomy. PPH was 
introduced by Longo A. in 1998 and employs a 
circular stapling device which removes mucosa 
and submucosa circumferentially 2-3cm above the 
dentate line, anastomosing the proximal and distal 
edges, interrupting the blood supply to the remnant 
haemorrhoidal tissue. 16 PPH is significantly less 
painful and allows quicker recovery than MMH, but 
the recurrence rate may be higher in the long run . One 
study showed the recurrence rate of PPH vs MMH to 
be 5.7% vs 1 % at 1 year and 8.5% vs 1.5% overal1.5 A 
recent meta-analysis showed that although the short 
term benefits of stapled haemorrhoidectomy may be 
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better, the recurrence rate is significantly higher. 17 

A promising procedure is the application of Doppler
guided haemorrhoidal artery ligation (HAL), first 
described by Morinaga K et al in 1995.18 This 
technique can be performed under sedation and/ 
or local anaesthesia and involves a proctoscope with 
a Doppler transducer integrated in the probe. This 
allows sequential identification of the position and 
depth of superior rectal arterial branches (usually 5-7 
are found at one level) which are then selectively ligated 
2-3cm above the dentate line at two levels 1-1 .5cm 
apart by absorbable sutures via a lateral ligation 
window within the scope.16 The interference with the 
blood supply suppresses the bleeding and volume of 
the haemorrhoids and symptomatic relief is usually 
evident within 6-8 weeks. Several studies have found 
this technique to give good results for grade 2 and 3 
haemorrhoids, 19,20 but randomised clinical trials and long 
term follow up are awaited to compare this technique 
with the open method, In 2005 the technique was 
improved with adjunctive recto-anal repair (HAL-
RAR), Following ligation, HAL-RAR includes pulling 
up the prolapsed masses by means of running sutures 
and hence folding them into the anal canal. Hence 
symptom relief for grade 3-4 haemorrhoids can be 
achieved as wel1. 16 

Other techniques for haemorrhoidectomy include 
the application of the LigaSure™ System, Harmonic 
Scalpel , and laser surgery,S Dissection and coagulation 
are achieved via the application of pressure with 
graded electrical energy or fine oscillatory motion with 
the LiqaSure™ and Harmonic Scalpel instruments 
respectively, providing precision , a relatively bloodless 
field, and minimal collateral tissue damage. These 
methods are not widely used yet but some reports 
show initial positive results. 21 -22 

Conclusion 
Conventional haemorrhoidectomy is the gold 
standard operation against which other haemorrhoidal 
procedures should be compared. Nonetheless, it has its 
own post-operative morbidity, including pain, bleeding 
and infection , This has led to the application of more 
recent techniques to improve the treatment of this very 
common disease. General practitioners and colorectal 
surgeons have to be familiar with these novel treatment 
options so as to be able to guide their patients 
appropriately. 
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Focus on • 

Primary Heal Care reform 
by Denis Soler 

The social determinants of health are the cond~~i'2s~ wi ll not work without effective local delivery systems 
in which people are born , grow, live, work anc:.tge, : 'f~cused on health equity in all policies . 

including the health system. These circumstances :_.\ 
are shaped by the distribution of money, power and : Effective 10cal delivery requires effective participatory 
resources at global, national and local levels, which are : decision-mai'<irlg at local level. This can only happen by 
themselves influenced by policy choices. The social . empowering indl,\duals and local communities. 
determinants of health are mostly responsible for health : . \ 
inequities - the unfair and avoidable differences in heaiF~[. Amartya Sen's priority is that remediable injustices that 
status seen within and between countries. 1 

: are damaging people's lives here and now should be 
Reducing health inequalities is a matter of fairness and addressed urgently. 2 

social justice. Many people who are currently dying 
prematurely each year as a result of health inequalities ;That social justice is a p0tJerful determinant of health 
would otherwise have enjoyed, in total, between 1.3 sFl~es thought the W.H.0\2008 report "Primary Care; 
and 2.5 million extra years of life in the UK. No,\more than ever3 and any of the world's most 
There is a social gradient in health - the lower a : preSSir g and clearly remediable injustices concern 
person's social position, the worse his or her health. . healt. Four sets of Prima Health care Reform are 
Action should focus on reducing the gradient in healt~. li t d: \" . 
Health inequalities result from social inequalities. ActiQln/!: . That health systems contri~te to health equity, social 
on health Inequalities requires action across all the : justice and the end of excluslo~, primarily by moving 
social determinants of health . Focusing solely on tfile : towards universal access and s<Dcial health protection 
most disadvantaged will not reduce health ine~~les~: I.e t!Jnlversal coverage reforms 
sufficiently. r- ~ /~ : 2. Reforms that reorganize healt seQ es as primary 
To reduce the s~l;pness of t~G..lal g7aient in health, : Ga~e. around people's needs f9tl expectations, 
actions must be1universal, but with '8. cale and Intensity : so as to make them more sociallY"relevant and more 
that is proportionate to the level of disadvantage. : responsive to the changing world whilez oducing better 
Action taken to r,educe health inequalities will benefit : outcomes i.e. service delivery reforms; 
society In many ways . It wi ll have economic benefits a. reforms that secure healthier comm Alties, 8'1-----_ 

m
'A rm:ltJeiTIfTlosses ~m illness associated with health integrating public health actions with primary care 
inequalities. These currently account for productivity b. by pursuing healthy public policies across sectors i.e. 

, losses, reduced tax revenue, higher welfare payments public policy reforms 
and increased treatment costs. 3. Reforms that replace disproportionate reliance 
~mic growth is not the most important measure on command and control on one hand, and laissez-

I 
of_~~~t country's success. The fair distribution of health, faire disengagement of the state on the other, by the 
well- tJeing and sustainability are important social goals. inclusive, participatory, negotiation-based 

I Tackli~g social inequalities in health and tackling climate 4. Leadership required by the complexity of 
chang;e must go together. contemporary health systems i.e. leadership reforms. 

Reducing health inequalities will require action on 
six policy objectives: 
• Giv~ every child the best start in life 

Sanders and colleagues4 have pointed out that 
in the past 2 decades, one of the most important 
impediments to the implementation of comprehensive 
primary health care in America has been "neoliberal 
economic policies and their imposition globally.5 • EnalDle all children young people and adults to 

maxil ise their capabilities and have control over their 
lives We are now witnessing a real attempt b_)I 013 

• Create fair employment and good work for all Government to introduce a radical refo~m in the Primary 
• Ensme healthy standard of living for all Care service in Malta. This can only serve to address 
• Create and develop healthy and sustainable places ~ health ineQ,U ities and improve the healtH of the Maltese 
and cor'l'I[J.Jll_nities ~~Gl9l:1l~. 
• Strengtherltt'1e role and impact of ill health preventioD"""-: While it is understamjable that there may be diverse 

Delivering these policy objective3"Wi ll re uire action by 
central and local qovernment, and private 
sectors and community groups. National policies 
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opinions on how best to implement this f eform, there 
is no doubt that w/;;1oever believes in putting the patient 
first ShOUI~A-ere;vour, in the patients ' best interest, to 
participate in this reform in a positive manner. 
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Community Health doi;1 O.1136/jech.2009.095125 
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Ultrasound is one of the most commonly used diagnostic 
imaging techniques. In the past, like other imaging 

techniques, ultrasound was performed only by radiologists 
and even though, w ith time, the role was extended to 
radiographers, it still remained within the domain of the 
radiology department.1 Nowadays however, its use is being 
adopted by an ever increasing variety of professionals.1 

Advances in ultrasound technology have resulted not only 
in better resolution of images but also in the production of 
smaller equipment for less cosU Supported by the fact that 
ultrasound is non-invasive and produces immediate, real-time 
results, this has allowed diagnostic ultrasound to infiltrate 
into many specialties of medicine, changing the ways many 
diseases are diagnosed and managed.2-4 In fact various 
authors have labeled ultrasound scanners as the stethoscope 
of the future, replacing audio by visual data. 5-7 Moreover some 
authors have also pointed out that sonography has changed 
the approach to diagnosis of disease from the interpretation 
of signs and symptoms to interpretation of sonographic 
signs.2 Evidence shows that the use of ultrasound imaging 
is shifting from a domain of solely imaging specialists, which 
comprises radiologists and radiographers, to that of non
imaging physicians who are utilizing this tool to enhance their 
practice.1.8 -1o 

With the development of primary care, health reforms and 
the reassignment of healthcare responsibilities to primary 
care, the clinics of family doctors are being equipped in a 
manner that enables them to expand their diagnostic services 
and cater for conditions which previously were attended to 
only in secondary care.2.1O There are many reasons which 
drive physicians to obtain ultrasound skills and invest in 
equipment. Apart from the restricted access to ultrasound 
imaging, the main driving force is the wish to improve 
patient services by creating a one stop service with a more 
efficient management.1 However this does not mean that the 
presence of an ultrasound scanner in the practice completely 
eliminates the need for consultation with radiologists. The 
family physician is still under the obligation to know his limits 
of competence and consult or refer when necessary. The use 
of ultrasound as a tool for diagnosis does however affect the 
ways a family physician manages his patients. 11 Research has 
shown that the presence of an ultrasound scanner in practice 
does change the way a practitioner looks at acute and chronic 
diseases and can have a positive impact in case management 
outcomes.2.12 

Since family doctors are the point of contact of patients with 
health care, they are the gatekeepers to health services and 
therefore any clinical procedure they know or learn to do 
competently wi ll be of benefit to their patients.g,13 Physicians 
use focused ultrasound examinations mainly to help them in 
their diagnoses, monitor, screen or to guide invasive clinical 
procedures.1,12 The ability to get quicker diagnostic information 
decreases unnecessary referrals to secondary care. This 

may well be both cost-effective for the health system, since 
it avoids the more expensive inpatient management, as well 
as more convenient for patients who either get managed in 
house or else get more timely referrals when required 9 ,14 In 
addition to this, family doctors also benefit from the situation 
since apart from giving better services to patients, who in turn 
are more compliant, they enhance their technical abilities, are 
intellectually stimulated and more satisfied in their profession ?,g 
In addition to the mentioned facts, focused imaging by 
physicians give informed diagnosis and therefore a safe and 
effective patient management. 1 

The studies evaluating the family doctors' use of diagnostic 
ultrasound in general practice are very few and the variables 
they evaluate are different.10,11,14-16 Head-to-head comparison 
of their findings is therefore not possible. Generally speaking 
however, it emerges from the studies that both doctors and 
patients benefit from office based imaging.1 1,14 
It has been shown that in family practice the four main areas 
where diagnostic ultrasound can be applied are obstetrics 
and gynecology, abdomen, cardiology and small parts.9,17 A 
number of studies have evaluated use, accuracy and teaching 
methods of obstetric and gynecological ultrasound in family 
practice and in general, positive conclusions in favour of family 
doctors have been reached.7,17-21 In a policy paper the American 
Academy of Family Physicians considers diagnostic ultrasound 
as a requirement for proper management of women's health , 
Abdominal ultrasound in general practice has been shown to 
be of value in the diagnosis of aortic aneurysm, gall stones, 
abdominal masses, renal pathology and ascites9,23 Referrals 
to secondary care were also shown to decrease as a result of 
abdominal ultrasound done by family doctors.23 Other areas 
benefiting from such use include evaluation of superficial 
masses, thyroid, prostate, breast and musculoskeletal 
conditions. 8,9,24 

The issue of suitability of diagnostic ultrasound in the hands of 
family doctors has been many times a topic for debate.5,25,26 
One of the main concerns was the adequacy of training since 
no legal restrictions to the use of ultrasound by physicians 
exisp,25,27 In itself ultrasound is harmless to patients if 
used appropriately, however apart from the fact that some 
practitioners do not adhere to safety guidelines, patients may 
be harmed by misinterpretation of ultrasound images resulting 
in excess false positives and false negatives.8 ,27 To address 
this concern, the Royal College of General Practitioners and 
Royal College of Radiologists, in a joint effort, established a set 
of standards for ultrasound training for general practitioners. 
Studies evaluating the competency of family doctors in 
performing diagnostic ultrasound have shown that training 
improved performance,21 

However although getting training is of utmost importance, this 
is not enough , There is a general agreement that competency 
must be maintained.1 The key issue is that ultrasound imaging 
requires both expertise and experienceB 



NOVARTIS 

For Patients who 
need MORE than dual 

therapy to reach 
Blood Pressure goal l 

Single-pill power superior 
to dual therapy2,3 

Single-pill power sustained 
for 24 hours4 

Single-pill power with a well 
established safety profile2 

References: 1.Mancia G, Laurent S, et al. Blood Pressure 
2009;18:308-347. 2.Calhoun DA, Lacourciere Y, Chiang YT, 
Glazer RD. Hypertension 2009;54:32-39. 3.Lacourciere Y, 
Glazer R. Crikelair N, Yen J, Calhoun D. Poster presented at: 
19th Scientific Meeting of the ESH; 12-16 June 2009; Milan, 
Italy. 4.Lacourciere Y, Glazer R, Yen J, Calhoun D. Poster 
presented at: 19th Scientific Meeting of the ESH; 12-16 June 
2009; Milan, Italy. 

RGEHCT® 
omlodipine besylate/volsorton/hydrochlorofuiozioe 

GREAT DROPS JUST GOT BETTER 

Exforgee HCT (amlodlplne besylate /valsartanl 
hydrochlorothiazide) 10/160/25mg and 10/3201 
25mg Fllm-coated tablets 

PRESENTATION; Film-coated t;;lblets contain
ing: 10 mg amlodipine as amlodipine besylate, 
160 mg valllartan and 25 mg hydrochlorothiaz· 
ide or 10 mg amlodipine as amlodipine besy
late, 320 mg valsartan and 25 mg hydrochloro
thiazide. INDICATION: Treatment of essential 
hypertension as substitution therapy in adult pa
tients whose blood pressure is adequately con
trolled on the combination of amlodipine, valsar
tan and hydrochlorothiazide (HCT) taken either 
as three single-component fonmulations or as a 
dual-component and a single-component for
mulation. DOSAGE: One tablet of Exforge HCT 
10/160125 mg or 10/320125 mg daily CON
TRAINDlCATlONS: + Known hypersensitivity 
to the active substances, to other su~onamides, 
to dihydropyridine derivatives, or to any of the 
excipients + Second and third trimesters of 
pregnancy + Hepatic impainment, biliary cirmo
sis or Gholestasis + Severe renal impainment 
(creatinine clearance < 30 mUmin) + Anuria + 
patients undergoing dialysis + Refractory hy
pokalaemia + Hyponatraemia + Hypercalcae
mia + Symptomatic hyperuricaemia. 
WARNINGSIPRECAUTIONS: + Risk of hy
potension in sodium- and/or volume-depleted 
patients (correction is recommended prior to 
administration of Exforge HCT). + Caution is ad
vised when administering Exforge HCT to pa
tients with renal impainment or systemic lupus 
erythematosus. + No data available in patients 
with unilateral or bilateral renal artery stenOSiS, 
stenosis to a solitary kidney or after recent 
kidney transplantation + Disturbance of serum 
electrolyte balance (monitoring recommended), 
glucose tolerance and serum levels of choles
terol, lryglicerides and uric acid. + Not recom
mended in patients below 18 years of age and 
in patients with primary hyperaldosteronism + 
Beta-blocker withdrawal should be gradual. + 
Caution in elde~y and in patients with hepatic 
impainment or biliary obstructive disorders. + 
Caution in patients with heart failure and coro
nary artery disease + As with all other vasodi la
tors, special caution in patients suffering from 
aortic or mitral stenosis, or obstructive hypertro
phic cardiomyopathy. + If a photosensitivilly re
action occurs during treatment, it is recom
mended to stop the treatment. + Not recom
mended during the first trimester of pregnancy. 
Avoid use in women planning to become preg
nant and while breast-feeding. + Caution when 
driving or using machinery. INTERACTIONS: + 
Monitoring recommended when used concomi
tantly with lithium. + Caution when used con
comitantly with drugs that may increase potas
sium levels. + Caution if combined with other 
antihypertensives, curare derivatives, NSAIDs, 
corticosteroids, ACTH, amphotericin, carbenox
olone, Penicillin G, salicylic acid derivatives, 
digoxin, CYP3A4 inhibitors and inducers, antidi
abetic agents, allopurinol, probenecid, sulfin
pyrazone, pressor amines, amantadine, diazox
ide, cytotoxic drugs, antichOlinergic agents, 
methyldopa, cholestyramine, cholestipol resins, 
vitamin 0, calcium salts, carbamazepine and 
cielosporin, alcohol, anaesthetics and seda
tives, ADVERSE REACTIONS: + Exforge 
HCT (amlodipinelvalsartan/HCT): Common: hy
pokalaemia, headache, dizziness, hypotension, 
dyspepsia, pollakiuria, oedema, fatigue. Un
common: anorexia, hypercalcaemia, nype~ipi
daemia, hyperuricaemia, hyponatraemia, 
insomnia/sleep disturbances, abnonmal coordi
nation, postural and exertional dizziness, dys
geusia, lethargy, paraesthesia, peripheral neu
ropathy, neuropathy, somnolence, syncope, 
visual disturbance, vertigo, tachycardia, orthos
tatic hypotension, phlebitis, thrombophlebitis, 
cough, dyspnoea, throat irritation, abdominal 
discomfort, upper abdominal pain, breath 
odour, diarmoea, dry mouth, nausea, vomiting, 
hyperhidrosis, pruritus, back pain, joint swelling, 
muscle spasm, muscular weakness, myalgia, 
pain in extremity, elevation of serum creatinine, 
acute renal failure, erectile dysfunction, abasia, 
gait disturbance, asthenia, discomfort, malaise, 
non cardiac chest pain, increased blood urea ni
trogen, increased blood uric acid, decreased 
serum potassium, weight increase. + Additional 
adverse reactions with amiodipine mono
therapy: Common: palpitations, flushing. Un
common: mood swings, tremor, tinnitus, rhinitis, 
change of bowel habit, alopecia, exanthema, 
purpura, skin discoloration, arthralgia, micturi
tion disorder, nocturia, gynaecomastia, pain, 
weight decrease. + Additional adverse reactions 
with HCT monotherapy: Common: increased 
lipids. Uncommon: hypomagnesaemia, de
creased appetite, urticaria. Rare: thrombocy
topenia, hyperglycaemia, depression, armyth
mia (including bradycardia, ventricular tachy
cardia and atrial fibrillation), constipation, intra
hepatic cholestasis, jaundice, photosensitivity 
reaction, renal failure and impainment, glycosu
ria. LEGAL CATEGORY: POM PACK SIZES: 
Packs of 28 film-coated tablets MARKETING 
AUTHORISATION HOLDER: Novartis Europ
hanm Limited, Wimblehurst Road, Horsham, 
West Sussex, RH12 5AB, Un~ed Kingdom. 
MARKETING AUHORISATlON NUMBER: Ex
forge HCT 10 mgJ160 mg125 mg 
EUl1/09l569/038 Exforge HCT 10 mg/320 
mg/25 mg - EU/1/09/569/050 Please refer to 
Summary of Product Characteristics 
(SmPC) before prescribing. Full prescribing 
intonnation is available on request from Novar
tis Phanma Services Inc., Representative Office 
Malta, P.O. Box 124, Valletta, VLT 1000, Malta. 
Tel: +356 22983217 2010-MT-01-EXFH-22-
Jun-201O 



[ 

by Thomas Attard 

Amongst the more clinically serious consequences 
of the global epidemic in obesity in children is the 

emergence of non-alcoholic steato-hepatitis (NASH), 
alternatively known as non-alcoholic fatty liver disease 
(NAFLD) . The incidence of elevated transaminases (ALT, 
AST) in diverse obese adolescent populations is close to 
3%. '·2 In adults, approximately 30% of obese individuals 
with elevated transaminases have steatohepatitis and 
almost half of these individuals will have progressive 
liver disease. The corresponding incidence of fatty 
liver in children is unclear; Moran and coworkers first 
demonstrated the occurrence of severe hepatitis and 
fibrosis in three obese children with transaminasemia 
in 1983.3 This was followed by several other reports 
defining the incidence of severe fibrosis or cirrhosis in 
one-third of children undergoing liver biopsy for the same 
indication . 

The disease process evolves from an initial period of 
increased fat in the liver without inflammation (steatosis) 
to fat accumulation with inflammation - hepatitis 
(steatohepatitis). NAFLD represents a complex metabolic 
disorder strongly associated with visceral adiposity 
and insulin resistance. It is thought that the disease 
progresses from an initial fat accumulation in the liver 
which sets the stage for a 'second hit' including oxidative 
stress that induces persistent liver injury, leading to 
fibrosis and cirrhosis .4 There are clear pointers toward 
a genetic predisposition to the development of NAFLD, 
including mutations in the PNPLA3 gene that induces 
hepatic fat accumulation and inflammation. 5 In fact 
several epidemiologic studies have shown that familial 
aggregation of NAFLD is independent of BMI.6 There are 
also ethnic differences that point toward genetic, but also 
potentially dietary factors; the disease being the least 
prevalent in Afro-Americans despite the high incidence of 
insulin resistance in this group. Since the disease is less 
prevalent in females than males, estrogen is considered 
to have a protective effect. 

The critical difficulty in defining the prevalence of NAFLD 
in children has been the inadequacy of diagnostic 
criteria in obese children and adolescents. The degree 
of transaminasemia neither distinguishes between 
steatosis and steatohepatitis, nor does it predict the 
sp,vp,rity ()f livp,r injllry ImFloino modalities including 
hepatic ultrasound and magnetic resonance have limited 
applicability in determining the presence and severity 
of fibrosis. To date, liver biopsy remains the only way to 
determine whether a child has steatosis, steatohepatitis 

or fibrosis. 
Obese children can have alternative causes for 
transaminasemia and chronic liver disease. It is important 
to consider these other etiologies including chronic viral 
hepatitis, Wilson's disease and autoimmune hepatitis 
(AIH). In particular, hypothyroidism and Cushing's 
Syndrome are associated with adiposity and can be 
associated with abnormal liver function tests. Obese 
children with persistently elevated serum transaminases, 
particularly those whose elevations remain over twice 
normal, require liver biopsy to exclude other causes 
of liver pathology, and to determine the presence 
and severity of fibrosis or cirrhosis in those with 
steatohepatitis. 

Children with NAFLD are more likely to have obstructive 
sleep apnea and acanthosis nigricans. 7 Compared 
to BMI-matched controls, children with NAFLD are 
likely to have components of the metabolic syndrome 
including dyslipidemia and hypertension. In fact, hepatic 
steatosis itself appears to have an adverse impact on 
cardiovascular outcomes.s 

The outcome of childhood NAFLD is unknown. There 
is certainly an increased mortality from cardiovascular 
disease followed by cancer and liver disease, in part 
related to the association with the metabolic syndrome. 
Children with NAFLD have a 13-fold increased risk of 

Liver biopsy samples from pediatric patients with 
NAFLD showing the various histopathological 
features found in children with NAFLD. 

(A) Portal inflammation. 

(B) Lobular inflammation. 

(C) Bridging fibrosis. 
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death or nAAding Fl livAr tmnsrlFlnt c;omrFlmo to an aq8 
and sex-matched populatlonY. LJlaqnostlc modalltles are 
being studied to determine the subgroup of patients at 
risk of progression to liver fibrosis and cirrhosis. 
Treatment options in pediatric NAFLD include diet and 
exercise, Vitamin E, ursodiol and the oral hypoglycemic 
agent metformin. Given the relationship with obesity, 
targeting pediatric obesity should help in decreasing 
the burden of pediatric NAFLD. The impact of weight 
loss in decreasing steatohepatitis in children is however, 
unknown. Studies suggest that a 5% weight loss is 
associated with significant histologic improvement.1o It 
is important that dietary intervention in children aimed 
toward weight loss includes consultation and monitoring 
by a registered dietician and includes regular aerobic 
exercise progressing in difficulty as fitness allows. 11 

Vitamin E (alpha tocopherol), by virtue of its anti-oxidant 
properties has been proposed as a potential treatment 
for NAFLD and has been shown to decrease serum 
ALT in an open label study in obese children. 12 Similar 
studies are underway for ascorbic acid in addition to 
vitamin E. Some studies have suggested improvement in 
transaminases with ursodiol alone or in combination with 
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Vitamin E althollqh at this tim8, rolJtin8 IJS8 of IJrsooiol for 
pedlatnc NAI-LLJ does not appear justltled. 1J Mettormln 
is the only oral hypoglycaemic agent extensively used 
in chi ldhood NAFLD. Adult studies suggest it improves 
NAFLD by inducing weight loss. Preliminary studies 
suggest that, at a dose of 500 mg twice daily, it is 
effective in improving transaminasemia and improving 
radiologic markers of NAFLD. 

Obesity is also a recognized risk factor in other 
hepatobiliary disorders in children and needs to be borne 
in mind. Overweight, especially female adolescents 
are more likely to develop gallstones, and concomitant 
hypertriglyceridemia is a recognized risk factor in 
pediatric pancreatitis. 
In conclusion, the obese child and adolescent is at 
risk of liver disorders most notably the development of 
nonalcoholic fatty liver disease. Strategies geared toward 
prevention including education on exercise and diet 
seem to hold the greatest promise to improve outcomes 
as trials are in progress to define the potential scope of 
pharmacotherapy in this disease. 
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Eucreos' 
Pr ... ntatlons: Eucreas .50 mgl 850 mg nlm-coated tabt. t, Eucre .. 50 mg/1000 mg ttlm-cOlt.d tabl.t, Eech.50 mg/850 mg r.lm-coat.d tabl.t contains 50 
mg of vtldar.gHptin and 850 mg m.lfonn!n hydrochloride. Each 50 mgl1000 mg nlm-coated tabl.t contaIns 50 mg of vUdagllptin end 1000 mg melformln 
hydrochlorkl • . Indications : Eucreas Is Indicated In the trutmenl of type 2 diabetes m.lhlus pallents who are unab,-to achieve suMcl.nt glyca.mlc control at their 
maxlmally tOl.rated do .. of oral m.tformln alone or who art already treat.d with the combination of vlldegllplln and m.tformln as separate tabletl. Dosege and 
AdmlnlstraUon: The recommend.d dally dose should b. based on the patlenrs current regimen of vlldagllpUn and/or metfonnln hydrochloride. The usual dose 
Is 50 mgl850 mg or 50 mg/1000 mg tW'lce daUy one tabl.t In the morning and th. other In th. evening. Eucreas should b. taken with or Just aner food. Doses of 
vlldagllplln greater than 100 mg are not recommended. Pallents > 65 taking Eucraas should have their renal functIOn monitored regularly. Eucra .. Is not 
rtcommended In patients >75 years. Eucreas Is not recommanded for usa In patl,nts la" than 18 years old. for use In renal or hepatic Impairment. ,.e 
contralndlcatlons and precautions below or refer to the SmPC for more Information. Contraindication.: HypernnslUvlty to vlldagllpUn or melfOfmln hydrochloride 
or to any of the exclplents. Dlab'tlc ketoacidosis or diabetic pro-coma . Renal fa ilure or renal dysfunction denned as creatinine cl.arance .. 60 mllmln. Acute 
conditions with the pot.ntlal to alter r.nal function e.g. dehydratlon, sallere Inf'ctlon, shock or Inlrovalcular admlnlstrallon of Iodinated contrast ag.nts. Acute or 
chronic disease which may cause tissue hypoxia e.g. cardiac or respiratory failure, rec.nt myocardial Infarction, shock. HepatiC Impairment. Acute alcohol 
Intoxication. alcoholism, Lactation PrecautlonslWarnlngs: Eucreas should not be used In patients With type 1 dlab'tes. Due to the risk of lactic ocldos!s. renal 
function could be monitored ai ltilst once yearly In patients w!lh normal renal function and at least tW'0 to four tlmes/y .. r In paUents with serum creatinine at the 
upper limit of normal and In elderly patients. Ewcreas Is not recommended In patients with hepatic Impairment. Including patients with pre·treatment ALT or AST 
>3x the UlN. LFTs should be performed prior to treatment Inlllatlon, at three month Intarvals during the first year and periodically thereafter. Should an Increase 
In AST or AlT of 3x UlN or greater persist. withdrawal of Eucree5 theropy Is recommended. Patl'nts who dell.lop Jaundice or other signs suggestive of liver 
dysfuncllon should dlsconllnu. Eucraas. Vlldagllptln should be used with coutlon In patients wJth congestive heart failure 01 New York Heart Association (NY HA) 
functional clllss I-I! IInd Is not recomm.nded In pail,nts with NYHA functional class Ill-IV. Mettormln Is contraindicated In pallents with heart fallur., therefore 
Eucreas Is contraindicated in this population. Routine monitoring of dlQbeUc pallents for skin disorders ,uch as blistering or ulceration Is recommended. As Eucreas 
contains metformln, treatment should be discontinued 48 hours before etectlve surgery with general anaesthesia and not usually resumed earlier than 48 hours 
orterwards. Tha IV administration of Iodinated contrast ag.nts can lead to renal failure. Therefore dUG to met10rmln actlv. Ingredient, Eucraas should be 
dlsconllnuad prior to or at the lime of the test and not reinstituted untIl 48 hOurs after.v-ards and only after renal function has been re-evaluated and found to be 
normal. Pregnancy and lactation: Eucreas should not be Qdmlnlstered during pregnancy or lactation. Int.ractlons: Vlldagllptln has a low potential for drug 
Interactions. No clinically relevant Interactions with other antldlabetlcs (glyburlde. ploglltazon., metformln), IIImlodlpln., digoxin, ramlprll. slmvastatln, valsartan or 
warfarin were observ.d after co-administration with vlJdagllptln.lnteractlons with metformln hydrochlorld. that are not recommended Includa alcohol, caUonlc active 
substances e.g. clmeUdlne and Intravascular administration of Iodinated contrast media . Combinations requiring caution Include met10rmln hydrochloride wi th 
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COMPETITION CORNER - ISSUE 5/10 

Last issues' challenge answers 

1. What was the name of the nurse who came up with the idea of the contraceptive pill? Margaret Sander 
2. Name one disease transmitted by the Asian Tiger Mosquito? Dengue, Chikungunya fever and West Nile 
fever were all correct. 

The winners are: 
Anthony Charlos (Ono-day membership at Athenaeum Spa) 
Carmen Joslin (One-day membership at Athenaeum Spa) 

TheSynapse team would like to congratulate the winners and thank the sponsors of these competitions. 

THIS MONTH'S CHALLENGE 

The answers to all questions can be found in issue 4/1 O.Those who get a 
correct answer will participate in a draw where the first two drawn names 
will each win a 1 day membership to the Corinthia Athenaeum Spa, Attard. 

1. According to the WHO, a particular disease has been eradicated completely 
lately. This is only the 2nd time that such a feat has been accomplished (after the 
eradication of smallpox 30 years ago). Name the disease: 

Which society has issued Clinical Practice Guidelines during the past few months? 

Fill in your details 

Name 

Address 

Email 

Mobile 

Kindly submit the answers by mail by filling the form on this page addressed to The Professional Services Centre, 3 Guzi Cutajar Street, Dingl i, DGL 1201 
or submit your answers on- line on www.thesynapse.net/quiz. All submissions will participate in a draw. 
You have up to the 15th January 2011 to submit your answers. 

When was the World Heart Day? _______ _ 

The answer can be found in Issue 5/10. The first drawn name will 
get a 3 month membership for a Parent and Kid at Spinach Fitness 
Club, Malta's first kids ' gym - Melita Training Grounds, Pembroke. 
The gym may be contacted at www.spinachfitness.com or 
21/79383740. 

Kindly submit the answers by mail by filling the form on this page addressed to The 
Professional Services Centre, 3 Guzi Cutajar Street, Dingli, DGL 1201 or submit your 
answers on-line on www.thesynapse.net/hpdquiz. All submissions will participate in a 
draw. 
You have up to the 15th Janurary 2011 to submit your answers 

Wanted 

Fill in your details 

Name 

Address 

Email 

Mobile 

Examination Lamp wanted for 
gynaecologist. Kindly phone 
79060903. 

Online Survey on Need for Occupational Health Certificate Course 
(University of Malta) by Distance Learning. 

PPI usage survey 

Proton Pump Inhibitors Usage 
Survey for doctors 
Simply follow the link http:// 
ppi.pullicino.org to fill in the 
questionnaire. 

A survey is being carried out online through Synapse, by the Occupational 
Health and Safety Authority in conjunction with the University of Malta, 
Department of Public Health to assess the need for an Occupational Health 
Postgraduate Certificate Course. The aim of this course is to equip medical 
practitioners, in particular company doctors, with a basic level of knowledge 
and competence in the field of occupational medicine. This course is aimed 
at registered medical practitioners and is intended to be offered as a part 
time distance learning course with a mixed blend of on line learning, self
directed learning and block lecture days. 
http://www.thesynapse.net/articles/viewarticle.asp?artid= 12795 
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Clopidogrel 
75mg film-coated tablets 
Antithrombotic Agent 

For further information please refer to the Full Summary of Product Characteristics 
or to our website: www.actavis.com.mt 

~ctavis 
creating value in pharmaceuticals 







Be Informed 

What l ~ on -fof2.. t\ealth pt2-0motion 
and Oi~ea~e Pt2-evention in oecem\'Jef2..( 

By Charmaine Gauci 

World AIDS Day - 1 ST DECEMBER 2010 

Estimates in 2008 have shown that there are about 33.4 
million people living with HIV/AIDS globally. New cases 
are being diagnosed all the time with 2.7 million being 
newly diagnosed in 2008. More than 25 million people 
have died of AIDS since 1981. 
Malta has been classified as a low endemic country and 
has been ranked as the 159th place in respect of rate of 
people living with HIV. In 2009 there were 20 new cases 
of HIV, 2 of which were AIDS. 

HIV can be transmitted in three main ways: 
• Sexual transmission 
• Transmission through blood 
• Mother-to-child transmission 

For each route of transmission there are things that 
an individual can do to reduce or eliminate risk. There 
are also interventions that have been proven to work 
at the community, local and national level. Anyone 
can become infected with HIV, and so promoting 
widespread awareness of HIV through basic health 
promotion is vital for preventing all forms of HIV 
transmission. A campaign currently ongoing to increase 
awareness about HIV and other STls with emphasis on 
prevention. 



HSBC Premier 

You've earned the right to expect the best and that something extra 

whenever you use your HSBC Premier MasterCard. With the launch of 

the new HSBC Premier Privileges Programme, you now have access to 
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This exceptional new programme is just one of the ways we thank our 

HSBC Premier customers. To explore the possibilities - with unique 
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www.privileges.hsbcpremier.com . 
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This series explores Dean Ornish's 30-year research experience into healing & disease reversal by 
dietary and lifestyle changes. He is a California University Professor of Medicine in San Francisco. 
This instalment continues looking into whether it is possible to consume too many 'good' fats. 

Olive oil has very good public relations. It is promoted 
as the healthiest fat and as the basis of a healthy 
Mediterranean diet. But is this excellent reputation 
scientifically justified? Olive oil contains 14% saturated 
('bad') fat, so when you consume a lot of it, you're 
loading yourself with a significant amount of saturated 
fat as well as a lot of calories. One tablespoon of any 
oil has 14 grams of fat (126 calories), so when you're 
pouring any oil on your food, you're showering it with a 
lot of liquid calories. For most people, reducing total fat 
consumption is a good idea. You only need about 5% 
of calories from fat (about 10 grams per day) to provide 
the essential fatty acids. The average American gets 
almost 40% of calories from fat. 

What about studies showing that olive oil lowers blood 
cholesterol? That only applies when you substitute 
olive oil for butter or oils (like palm oil) that are higher 
in saturated fat. In other words, it 's not that the olive 
oil lowers your cholesterol, it just doesn't raise it as 
much. A study in the Journal of the American College 
of Cardiology found that olive oil significantly reduces 
blood flow to various parts of your body, whereas 
canola oil (Canola oil is the American name, the 
European name is Rapeseed oil) and salmon do not. 
Similar results were found in another study in which 
olive oil impaired blood flow, whereas walnuts (contain 
omega-3 fatty acids) improved blood flow. 

The landmark Lyon Study found that a Mediterranean 
diet significantly reduced the incidence of heart attacks 
and premature death. Many attribute these beneficial 
outcomes to an increased consumption of olive oil 
(good for the olive oil industry!). However, in this study, it 
was found that increased consumption of rapeseed oil, 
not olive oil, accounted for these improvements. Also, 
people in this study consumed more whole-grain bread, 
more root vegetables and green vegetables, more fish, 
less red meat (beef, lamb and pork were replaced by 
poultry), and more fruit every day. Butter and cream 
were replaced by margarine made from rapeseed oil. 
Why? Because rapeseed oil has significant amounts of 

Bibliography 

omega-3 fatty acids, whereas olive oil does not. 

The omega-3 fatty acids are the 'good' fats, with 
extraordinary health benefits. The omega-6 fatty acids 
are also essential to your diet, but the problem is that 
many population groups consume too much of them 
and not enough of the omega-3 fatty acids. While the 
omega-3 fatty acids reduce inflammation, the omega-6 
fatty acids increase it if you consume too much of them. 
And inflammation increases the risk of coronary heart 
disease and other chronic diseases. 

The ideal ratio of omega-6 to omega-3 'fatty acids should 
be about 1 :1, or no more than 2:1 but, unfortunately, 
the ratio in the average Western type diet is between 
10:1 and 30:1. The best way to improve this ratio is to 
consume more omega-3 fatty acids and fewer omega-6 
fatty acids. Much of the excessive omega-6 fatty acids 
come from the wrong kinds of oils. Although olive oil has 
a 'good for you' reputation, it has 13 times the amount of 
harmful omega-6 fatty acids as beneficial omega-3 fatty 
acids. Corn oil is even worse, with a 46:1 ratio of omega-
6s to omega-3s. 

Rapeseed oil has a much more balanced ratio of 2:1 
omega-6s to omega-3s. Flaxseed oil is rich in omega-3 
fatty acids with a ratio of 1 :3 omega-5s to omega-3s. 
So, to improve your ratio, one should consume more 
rapeseed oil or fish oil, and less olive oil. It doesn't mean 
you shouldn't have olive oil - it has the best taste of all 
oils, is healthier than many others, but it's not nearly 
as healthy as fish oil, rapeseed oil, or flaxseed oil. This 
nutritional medical science information has important 
connotations for the Maltese food and the general health 
scene. Rapeseed oil should be advertised as medically 
proven to be the healthiest (and considerably cheaper 
than extra-virgin olive oil). However ironically it is 
very difficult to find rapeseed oil on the shelves 
of local supermarkets. The Health Promotion 
department of our Health Ministry should also 
be looking into this important food and health 
connection. 

Vogel RA, Carrelli MC; Plotnick GD. The postprandial effect of components of the Mediterranean diet on endothelial function. J Am Call Cardia! 2000; 
36(5):1455-60. 
Cartes S, Nunez I, Cofan M et al. Acute effects of high-fat meals enriched with walnuts or olive oil on postprandial endothelial function. J Am Call 
Cardia! 2006, 48(8):1666-71. Trichopoulou A, Costacou T, Samia C. Trichopoulou D. Adherence to a Mediterranean diet and survival in a Greek 



Inflammatory breast lesions have radiologic features that 
often mimic those of malignancy. Infective mastitis is the 
most common condition that may be indistinguishable 
clinically from carcinomatous mastitis. 

This article and the next one will present less common 
forms of inflammatory breast disease that is even more 
likely to constitute a diagnostic dilemma and require 
biopsy. The present article will present immunologic 
conditions causing inflammatory disease. The next 
article will discuss three categories of inflammatory 
disease: those caused by atypical infections, vascular 
disease and a further group in which the cause is 
unknown. 

The immunological diseases discussed below include 
Churg-Strauss syndrome, amyloidosis, Wegener's 
granulomatosis, sacroidosis and diabetic mastopathy. 
All closely mimic breast cancer in their clinical picture 
and radiographic findings. 

Churg-Strauss syndrome 
Churg-Strauss syndrome is a very uncommon 
condition characterized by asthma, pulmonary 
rlisArlsA, Aosinorhilirl, rlnrl nAcrotizing vrlsclJlitis. 
Its cause remains unknown, although the disease 
has classically been considered an immune/allergic 
disorder. Churg-Strauss syndrome almost invariably 
affects asthmatic patients. The histological features 
are vasculitis, tissue infiltration with eosinophils and 
extravascular granulomas, however these may not all 
be present concurrently. In 70% of cases there is lung 
involvement with transient patchy airspace consolidation 
("infiltrates") seen on chest X-rays and CT scans that 
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Figure1: Known case of Churg-Strauss syndrome with 
a history of asthma, fever, purpuric cutaneous disease, 
tachycardia, lung disease, blood eosinophilia, and 
transbronchial biopsy confirmation. Initial mammogram 
(a) showed diffuse increased breast density with skin 
thickening (arrow) that diminished following treatment with 
corticosteroids (b). 

usually lie peripherally. The heart and gastrointestinal 
tract are the next most commonly involved organs. 
Lymphadenopathy may be present. Breast involvement 
is rare. Mammographic features include diffuse 
increase in breast density (Fig 1) and skin thickening , 
both of which are also features of infectious mastitis 
and inflammatory carcinoma. Percutaneous biopsy 
(FNA or core biopsy) may confirm the diagnosis by 
demonstrating vasculitis and eosinophilic infiltration 
and possibly extravascular granulomas. 

Amyloidosis 
Amyloidosis may be systemic and localized. In 
addition, it may be classified as primary, secondary, 
hereditary/familial, endocrine, and senile amyloidosis. 
Breast amyloidosis is rare and is usually accompanied 
by diffuse involvement of other organs. Histologically, 
amyloid deposition is seen (Congo Red stain) around 
rllJCtS 8nrl hloorl VASSAls 8nrl within lohlJlAS th8t 
leads to atrophy and obliteration of these glandular 
components. Calcification and giant -cell reactions may 
also be present. Since amyloid may also be observed 
within breast cancer lesions, adequate histological 
evaluation with good tissue samples (i.e. not FNAs) is 
required to ensure the diagnosis . 



Clinically, breast amyloidosis presents with a single 
nodule or multiple hard nodules. Mammographic 
findings include spiculated nodules, often accompanied 
by irregular or amorphous microcalcifications that may 
lead to a radiolog ic diagnosis of carcinoma (Figure2) . 
Amyloidosis in the breast may also present with 
clustered microcalcifications or diffuse breast infiltration 
with increased density and skin thickening, all of which 
are features associated with malignant disease. 

Wegener's granulomatosis 
Wegener granulomatosis is a necrotizing granulomatous 
vasculitis that characteristically affects the upper and 
lower respiratory tracts and kidneys. The skin, joints and 
muscles, eyes, and peripheral nervous system are also 
often involved. Breast involvement is rare and is usually 
accompanied by diffuse systemic disease. 

Figure 2: Amyloidosis in the breast. Mammogram shows 
an ill-defined lobular mass with microcalcifications and large 
calcifications. 

Clinical findings mimic those of breast cancer, but 
palpable tumors may be tender (unusual for cancer). 
Mammographically and sonographically, these lesions 
present with ill-defined masses that are indistinguishable 
from cancer (Fig 3). 

Figure 3: Wegener granulomatosis confirmed on core
needle biopsy. (a) Mammogram shows a suspicious focal 
asymmetric density (arrowheads). (b) Ultrasound image 
demonstrates an irregular hypoechoic mass. 

Biopsy is required to confirm thA rli8gnosis. 
Histologically, there is usually a severe inflammatory 
reaction with numerous eosinophils and a prominent 
granulomatous component. 
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Sarcoidosis is an immunoloqic disease that may affect 
the lungs, lymph nodes, skin, spleen, and liver. Breast 
involvement is very rare. It is seen as with other organ 
involvement, more commonly in women around the 3rd 
to 4th decade of life. Clinically, it presents w ith a hard 
mass that mimics cancer. 

Sarcoidosis in the breast may present with intrinsic 
parenchymal involvement or with lymph node 
involvement. Histologically, it is characterised by 
clusters of epitheloid granulomas that from nodules 
along the lobules and ducts. Langhans' multinucleate 
giant cells may for Schuamann bodies, but caseous 
necrosis, calcifications and lipoid necrosis are 
absent. A non-necrotising granulomatous sarcoid-like 
inflammatory reaction may be seen within a cancerous 
lesion and in tuberculosis. 

On mammography, sacroidosis presents with an 
irregular, ill-defined or spiculated mass or even multiple 
small well-defined rounded masses, the latter is 
more common with lymph node involvement (Fig 4). 
Calcifications are absent. 

Figure 4: Sarcoidosis presenting with a palpable mass. 
Systemic disease had been diagnosed 5 years earlier. A 
round mass with well-circumscribed margins in the outer 
part of the right breast. 

Diabetic Mastopathy 
Diabetic mastopathy presents with benign breast 
masses in women with long-standing insulin-dependent 
diabetes. Although generally considered a rare disease, 
it has been found in up to 13% of these patients and 
has also been reported in men. Diabetic mastopathy 
is characterized by a perilobar and perivascular 
lymphocytic infiltrate of mature B cells accompanied 
by intense keloidal fibrosis of the stroma with lobular 
atrophy and characteristic myofibroblastic epithelioid 
cells. Although fairly specific, these findings are also 
seen in a group of diseases grouped under the term 
lymphocytic mastopathy that has been seen in other 
immunologic diseases such as Hashimoto thyroiditis, 
Sjbgren syndrome, and lupus erythematosus. 
Clinically, diabetic mastopathy presents as sinqle or 
multiple hard painless nodules that may be multicentric 
and bilateral. On mammography, these appear as 
ill-defined masses or as asymmetric breast density 
(Fig 5a). Ultrasound is more specific demonstrating a 
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hypoechoic ill-defined mass with acoustic shadowing 
(Fig 5b). The latter is considered a very helpful sign and 
correlates w ith the extent of fibrosis; in early cases (with 
less fibrosis), this sign may be absent. 

In summary, immunologic conditions may cause 
significant diagnostic difficulty in the breast, 
particularly since clinical , radiological and even some 
histopathological features overlap with those of cancer. 

Figure 5: Diabetic mastopathy in a case of long-standing 
insulin-dependent type 1 diabetes mellitus that presented 
with a palpable mass. (a) Mammogram shows subtle 
foci of asymmetric density laterally at the location of the 
palpable mass (arrows). (b) Ultrasound reveals an irregular 
hypoechoic mass with ill-defined margins and discrete 
acoustic shadowing. 

The clinical history, radioloqic siqns and detailed 
pathological analysis are required to ensure a correct 
diagnosis. In addition , follow-up of these conditions is 
crucial to ensure lesion resolution w ith therapy. 
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Out-of-
hours 
care: 
By Francesco Carelli 

Published literature including an editorial 
in British Journal of General Practitioners 

try to answer the present costly and sometimes 
chaotic situation prevailing in out-of-hours care . Such 
literatlJr8 states that what patients want is good access 
to reliable, authoritative, and reassuring medical advice, 
with the potential of addressing their needs in a way 
which is more appropriate to their circumstances. This 
is irrespective on the method of communication, ie 
whether it is advice given on a telephone, through face
to-face consultation or a home-visit. 

Evidence-based research shows that patients consider 
good care simply as rapidly accessed care . The 
common factor is not the structure of care but the 
speed of response. In fact out-of-hours care is different 
from normal practice, where the most important factors 
for the latter are time for consultation and for listening 
which are more important than speed. So, as first 
point, in order to provide an optimal out-of-care service 
we need trained professionals able to answer to this 
need in a professional manner. To do this we need to 
train them. In Italy we created a course to specifically 

two 
p ssible 
solutions 

train doctors to cover all out -of hours during 
the year. 

At the same time, the UK's previous Minister of 
State for Health Services, Mike O'Brien, recently 

suggested that out-of-hours care "clearly needs further 
reform" and that "Regulation, in particular, needs much 
more central drive." In the aforementioned editorial, 
Campbell and Clay conclude that a new partnership is 
needed, one which recaptures the ethos, values and 
skills of evidence-based health care management, 
accomodating the legitimate aspirations of patients . 

In Italy, these doctors trained in continuity of care, 
work as contract physicians and in continuing medical 
education , under the central drive of the NHS and 
are linked with the general practitioners through an 
established interface including an electronic exchange 
of records. So, immediately after the out-of-hours 
care provision, the General Physicians are informed 
about what happened to their patients. Of course, this 
concerns only home visits and visits carried out on 
Saturdays at Local Health Authorities offices. 

................................................................................................ 

SMS4Health in your practice results in 

• improved clinical outcomes 
• increased patient satisfaction 
• increased practice income 

To celebrate the 14th Anniversary of TheSynapse, SMS4Health is 
offering MedClub Members 50 free subscriptions for a period of one 
year as well as a 20% discount on Bulk SMS4Health subscription 
packs. 
Contact sales@sms4heath.com or 21453973 for more info. 
Offer extended till 31 January 2011 
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ADVANCEs 
in diabetes 

Evidence-based medicine including the ADVANCE study, 
the largest morbidity-mortality trial in diabetes 1-5 

First scored modified release formulation allowing progressive titration 6 

Efficient glycemic control with well proven tolerability and weight neutrality 1,2,7 

Protective on the ~-ceIl8,9 and the cardiovascular system 1,3,5,10 

1. The ADVANCE Collaborative Group. N Ellgl J Med. 2008;358:2560-2572. 2. The GUIDE Study. Eur J C/in Invesl. 2004;34:535-542. 3. The STENO 2 Group Study. N Engl J Med. 2008;358:580-591. 4. The CONTROL Study. Diabelologia. 
2009;52:2288-2298.5. Khalangot M, Tronko M, Kravchenko Vet al. Diabetes Res C/in Pracl. 2009;20(6):611-615.6. Diamicron MR 60 mg. Producl Monograph. 7. Drouin P. and the Diamicron MR Study Group. J Diabetes Complications. 
2000;14:185-191.8. Sawada F, Inoguchi T, Tsubouchi H, et al. Melabo/ism. 2008;57(8):1038-1045.9. Del Guerra S, D'Aleo V, Lupi R, et al. Diabetes Metab. 2009;35(4):293-298.10. Katakami N, Yamasaki Y, Hayaishi-Okano R, et al. 
Diabelologia. 2004;47:1906-1913. 

Composition: Each modified-release tablet contains 60 mg of gliclazide. Indication: Type 2 diabetes. Dosage: One half to 2 tablets per day, ie, 30 to 120 mg as a single daily intake 
at breakfast time, including in elderly patients and those with mild to moderate renal failure. One DIAMICRON 60 mg modified release tablet is equivalent to two DIAMICRON 30 mg 
modified release tablets. The breakability of the DIAMICRON 60 mg modified release tablet enables flexibility of dosing to be achieved. Properties: Diamicron MR 60 mg is a sulfonylurea 
lowering blood glucose levels by stimulating insulin secretion thereby restoring the first peak of insulin secretion and increasing the second phase of insulin secretion in response to 
a meal or intake of glucose. Independent hemovascular properties. No active circulating metabolite. Contraindications: Hypersensitivity to sulfonylureas or sulfonamides, type 1 
diabetes. diabetic prer.om~ ~nn r.om~, rti~hfltic kflloAcinosis, SflVerA rAmi or hepatir. insllffir.iflnr.y, trealmflnt with mir.ona70lfl, hrAAst-feenino. Intp.rar.tions: Inr.rp.~sfln risk of hYlloolyr.emia 
with miconazole, phenylbutazone, alcohol, other antidiabetics, 13-blockers, fluconazole, ACE inhibitors, H2-receptor antagonists, MAOls, su lfonamides, NSAIDs. Risk of hyperglycemia 
with danazol, chlorpromazine, glucocorticoids, 132 agonists, ritodrine, salbutamol , terbutaline, anticoagulants. Adverse effects: Hypoglycemia, gastrointestinal disturbance; more rarely: 
skin and subcutaneous reactions, hematological disorders, hepato-biliary disorders, visual disorders. Overdosage: 
Possible severe hypoglycemia requiring urgent IV glucose and monitoring. Please refer to the complete summary 

of product characteristics for your country as variations may exist. LES LABORATOIRES 
SERVIER France, Correspondent: SERVIER INTERNATIONAL: 35, rue de Verdun, 92284 

~ SERVIER Suresnes Cedex, France. www.servier.com 
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