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FOSAVANCETM Tablets (70 mg Alendronic Acid as AlendronateSodium 
Trihydrate and 70 micrograms [2,800 IU] Colecalciferol[vitamin D3])

ABRIDGED PRODUCT INFORMATION
Refer to Summary of Product Characteristics before prescribing.

PRESENTATION
Capsule-shaped, white to off-white tablets marked with an outline of a bone 
image onone side, and ‘710’on the other, containing 70 mg alendronic acid 
as alendronatesodium trihydrate and 70 micrograms (2,800 IU) colecalciferol 
(vitamin D3).

USES
Treatment of post-menopausal osteoporosis in patients at risk of vitamin 
Dinsufficiency. ‘Fosavance’reduces the risk of vertebral and hip fractures.

DOSAGE AND ADMINISTRATION
The recommended dosage is one (70 mg/ 70 microgram) tabletonce weekly.Patients 
must be advised to follow the instructions below:
For adequate absorption of alendronate: Take at least 30 minutes before the first 
food,beverage, or medicinal product (including antacids, calcium supplements 
andvitamins) of the day with plain water only. Other beverages (including mineral 
water), food and some medicinal products are likely to reduce the absorption of 
alendronate. The following instructions should be followed exactly in order to 
minimise the risk ofoesophageal irritation and related reactions:
•  Swallow ‘Fosavance’only upon arising for the day with a full glass of water (not 

lessthan 200 ml or 7 fl.oz.). 
• Do not chew the tablet or allow the tablet to dissolve in the mouth because of 

apotential for oropharyngeal ulceration.
•  Do not lie down until after the first food of the day which should be at least 30 

minutesafter taking the tablet.
•  Do not lie down for at least 30 minutes after taking ‘Fosavance’.
• Do not take at bedtime or before rising for the day. 
Patients should receive supplemental calcium if intake is inadequate. 
Additionalsupplementation with vitamin D should be considered on an individual 
basis takinginto account vitamin D intake from vitamins and dietary supplements. 
Equivalence of2,800 IU of vitamin D3weekly in ‘Fosavance’to daily dosing of 
vitamin D 400 IU hasnot been studied.’Use in the elderly: No dosage adjustment 
is necessary. Use in renalimpairment:No dosage adjustment is necessary for 
patients where GFR is greater than35 ml/min. Alendronate is not recommended 
for patients with renal impairment where GFR is <35 ml/min. Use in children:
Not recommended.

CONTRA-INDICATIONS
Oesophageal abnormalities and other factors which delay oesophageal emptying, 
suchas stricture or achalasia. Inability to stand or sit upright for at least 30 minutes.
Hypersensitivity to alendronate or to any of the excipients. Hypocalcaemia.

PRECAUTIONS
Alendronate can cause local irritation of the upper gastro-intestinal mucosa 

andpotentially worsen any underlying disease. Use with caution in patients with 
activeupper gastro-intestinal problems, such as dysphagia, oesophageal disease, 
gastritis,duodenitis, or ulcers, or with a recent history (within the previous year) 
of gastro-intestinal disease such as peptic ulcer, or active gastro-intestinal bleeding, 
or surgery ofthe upper gastro-intestinal tract other than pyloroplasty. Oesophageal 
reactions(sometimes severe and requiring hospitalisation), such as oesophagitis, 
oesophagealulcers and oesophageal erosions, rarely followed by oesophageal 
stricture, have beenreported in patients receiving alendronate. Physicians should 
be alert to any signs orsymptoms of a possible oesophageal reaction, and patients 
should be instructed todiscontinue alendronate and seek medical attention if they 
develop symptoms ofoesophageal irritation such as dysphagia, pain on swallowing, 
retrosternal pain, or newor worsening heartburn. The risk of severe oesophageal 
adverse reactions appear to begreater in patients who fail to take alendronate 
properly and/or continue to takealendronate after developing symptoms suggestive 
of oesophageal irritation. It is veryimportant that the full dosing instructions are 
provided to, and understood by thepatient. Patients should be informed that failure 
to follow these instructions mayincrease their risk of oesophageal problems. While 
no increased risk was observed inextensive clinical trials with alendronate, there 
have been rare (post-marketing) reportsof gastric and duodenal ulcers, some severe 
with complications. A causal relationshipcannot be ruled out. Bone, joint and/or 
muscle pain has been reported in patients takingbisphosphonates. In post-marketing 
experience, these symptoms have rarely beensevere and/or incapacitating. From 
start of treatment, onset of symptoms varied fromone day to several months. A 
subset had recurrence of symptoms when rechallenged.Patients should be instructed 
that if they miss a dose of ‘Fosavance’, they should takeone tablet on the morning 
after they remember. They should not take two tablets on thesame day, but should 
return to taking one tablet once a week, as originally scheduledon their chosen 
day. Cause of osteoporosis other than oestrogen deficiency and ageingshould be 
considered. Correct hypocalcaemia before initiating therapy. Otherdisturbances 
of mineral metabolism should also be effectively treated. The content ofvitamin 
D in ‘Fosavance’is not suitable for correction of vitamin D deficiency. Inpatients 
with these conditions, serum calcium and symptoms of hypocalcaemia shouldbe 
monitored during therapy with’‘Fosavance’. Colecalciferol:Monitor urine andserum 
calcium in patients with disease associated with unregulated overproduction 
ofcalcitriol (e.g. leukaemia, lymphoma, sarcoidosis) as vitamin D3may increase 
themagnitude of hypercalcaemia and/or hypercalcuria. Patients with malabsorption 
maynot adequately absorb vitamin D3. Excipients: Patients with rare hereditary 
problemsof fructose intolerance, galactose intolerance, the Lapp lactase deficiency, 
glucose-galactose malabsorption or sucrase isomaltase insufficiency should not 
take‘Fosavance’because it contains lactose and sucrose.’Drug interactionsFood, 
beverages(including mineral water), calcium supplements, antacids, and some 
oral medicinalproducts may interfere with absorption of alendronate. Therefore, 
patients must wait atleast 30 minutes after taking’‘Fosavance’before taking any other 
medicinal product.Use in pregnancy and lactation:alendronate has not been studied 
in pregnant or breast-feeding women and should not be given to them.

SIDE EFFECTS
The following adverse experiences have been reported during clinical studies 
and/orpost-marketing use of alendronate. No new adverse reactions have been 
identified for‘Fosavance’. Common (>1.0% and <10%)Gastro-intestinal:

abdominal pain,dyspepsia, constipation, diarrhoea, flatulence, oesophageal 
ulcer, dysphagia,abdominal distension, acid regurgitation. Musculoskeletal:
musculoskeletal (bone,muscle or joint) pain. Neurological:headache. Uncommon
(>0.1% and <1%) Gastro-intestinal:nausea, melaena, vomiting, gastritis, 
oesophagitis, oesophageal erosions.Skin:rash, pruritus, erythema. Rare (>0.01% 
and <0.1%) Body as a whole:hypersensitivity reactions including urticaria and 
angioedema. Transient symptoms asin an acute-phase response. Symptomatic 
hypocalcaemia, often in association withpredisposing conditions (see ‘Precautions’). 
Gastro-intestinal:oesophageal stricture,oropharyngeal ulceration, upper gastro-
intestinal PUBs (perforation, ulcers, bleeding)(see ‘Precautions’) localised 
osteonecrosis of the jaw, generally associated with toothextraction and/or local 
infection, often with delayed healing. Skin:rash withphotosensitivity. Special 
senses:uveitis, scleritis, episcleritis. Isolated cases of severeskin reactions, including 
Stevens-Johnson syndrome and toxic epidermal necrolysishave been reported. 
Laboratory test findingsIn clinical studies, asymptomatic, mildand transient 
decreases in serum calcium and phosphate were observed inapproximately 18 and 
10%, respectively, of patients taking alendronate 10 mg/dayversus approximately 
12 and 3% of those taking placebo. However, the incidences ofdecreases in serum 
calcium to < 8.0 mg/dl (2.0 mmol/l) and serum phosphate to <2.0mg/dl (0.65 
mmol/l) were similar in both treatment groups.
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Kevin Cassar, Tonio Piscopo

Guest Editorial

The Malta Foundation Programme:
time to act

On the 27th November 2008, the Health Care Services Division 
announced that a Foundation Programme for Housephysicians 
will commence in July 2009. The same circular stated that 
“this two-year programme for Housephysicians essentially 
transforms the current housemanship into a structured learning 
experience.” For those of us who spent the main part of our two 
years of housemanship at St Luke’s Hospital, this sounds rather 
strange.  For a start why do we need to “transform” the current 
housemanship? It worked well enough for us. And secondly what 
exactly is a “structured learning experience”? 

Why do we need it?
Over the last two years newly qualified doctors have 

been leaving Malta to work mainly in the United Kingdom 
in increasing numbers even before having spent a single day 
working in our own health service. This year there were 44 
Maltese who applied to join the UK Foundation Programme. 
This constitutes over two thirds of the number of current final 
year medical students who we would in the past have expected 
to start working as ‘house officers’ in our health service in July 
2009. 

In the past, after having spent five years at medical school 
newly qualified doctors joined the health service and worked 
as house officers for two years.  Doctors often acquired further 
experience locally as senior house officers and registrars before 
eventually leaving the island for higher training. This meant that 
after 5 years of state funded medical training, newly qualified 
doctors contributed to the local health service for a number of 
years before having to leave the island to pursue higher training, 
which was not available locally. Some of these returned with new 
skills and expertise and have contributed to the development 
of local health services and also provided teaching and training 
to doctors in training. This was possible because the system of 
training in the UK, where most Maltese doctors pursue higher 
training, allowed trainees to join training programmes at SHO, 
registrar or with the advent of the Calman reforms, specialist 
registrar levels. This all changed with the raft of reforms brought 
in by “Modernising Medical Careers” in the UK. One of the main 
aims of these changes was to provide seamless training, in other 
words doctors went from graduation to Consultant status via the 
shortest route, possibly as short as five years. The implication 
for Malta of the implementation of these changes however 
was that it became increasingly difficult for anybody to join 
the training at any other point except at entry – immediately 
after completing medical school.  This was soon recognised by 
many of our medical students and young doctors who felt that 
their only option was to leave Malta for the UK to enter the UK 
postgraduate training system immediately after graduation.

The first two years of the recently reformed postgraduate 
medical training in the UK consists of the Foundation 
Programme. This programme was launched UK-wide in 2005 
and itself marked a major reform in postgraduate medical 
education. For the first time doctors at this level were provided 
with a structured training programme but were also required 
to demonstrate their abilities and competences against a set 
standard. And it is to this programme that our new graduates 
have been fleeing.

If we look at the current local situation and if we look at our 
own two years as house officers, it is clear that although doctors 
do acquire skills and learn from the experience, this is rather hit 
and miss. There is no formal structure to the whole two years, 
there is no targeted teaching or training and further more there 
is no set up to allow doctors to demonstrate and show evidence 
of acquisition of skills and competences. Most importantly, 

Kevin Cassar* MD(Aberdeen), FRCS (Intercoll)  

Malta Foundation Programme
Postgraduate Training Centre, Mater Dei Hospital, Msida
Email: kevin.b.cassar@gov.mt

Tonio Piscopo MD(Malta), MRCP

Malta Foundation Programme, 
Postgraduate Training Centre, Mater Dei Hospital, Msida
Email: tpiscopo@maltanet.net

*corresponding author



� Malta Medical Journal    Volume 21   Issue 01   March 2009

particularly as the number of house officers has decreased, the 
perception of medical students is that the role of a house officer 
is simply for service provision – most of it involving repetitive 
and clerical duties with little educational value. However, as 
long as a doctor completed two years as a house officer then that 
doctor was eligible for a professional licence to practice issued 
by the President of the Republic and the doctor’s name entered 
into the medical register. There is currently no requirement 
for doctors to demonstrate a particular level of competence for 
them to be issued with a licence at the end of the two years as 
a house officer. 

What does it involve?
When one looks at what the UK Foundation Programme 

involves, it is not surprising that we have been losing our 
doctors to it. In this programme, a standard curriculum is used 
throughout the UK which has been developed by the Academy 
of Medical Royal Colleges, the Department of Health, NHS 
Scotland, NHS Wales and the Department of Health, Social 
Services and Public Safety of Northern Ireland. This curriculum 
is updated and revised every three years, and sets out the core 
competences that doctors need to acquire in the two years of 
the Foundation Programme covering skills, knowledge and 
experience. The training is work-based with additional training 
provided in the form of training days and formal teaching. 
Doctors need to demonstrate evidence that they have acquired 
the competences required of them through a process of regular 
assessment performed at the bedside using defined assessment 
tools. 

There are four main assessment tools aimed to cover 
different skills and competences. These are Mini-CEX (mini 
clinical examination), DOPS (Direct observation of procedural 
skills), CBD (Case-based discussion) and MSF (Multi source 
feedback). Most importantly the aim of these assessments is to 
provide the doctor with constructive feedback to allow him or 
her to develop their skills and competences to their maximal 
potential. Each doctor is followed up throughout the two years 
by designated Educational Supervisors who ensure that the 
doctor is receiving appropriate training and experience and that 
the doctor is gathering the evidence required for demonstrating 
achievement of competence. The Educational Supervisor’s role 
is also to provide regular formative appraisal as well as career 
guidance. 

The main objective of the Foundation Programme is to train 
doctors to provide safe patient care. This requires new graduates 
to develop and gain confidence in their clinical skills particularly 
when dealing with the acutely ill patients, to display professional 
attitudes and behaviour in clinical practice, to demonstrate their 
competence and to have the opportunity to explore a range of 
career opportunities in different areas of medicine. Indeed 
one of the educational principles on which the Foundation 
Programme has been developed is professional development 
and lifelong learning.

What is planned?
The Health Care Services Division has now committed itself 

to setting up this Foundation Programme locally and signed 
a memorandum of understanding with the UKFPO (United 
Kingdom Foundation Programme Office) to implement this. 
This means that as from July we will be running the same 
Foundation Programme as that offered throughout the UK. 
The same Foundation Curriculum will be used for establishing 
the standards required and the same type of training, teaching 
and assessment will be carried out. Indeed the Health Care 
Services Division has entered into an agreement with NHS 
Education Scotland (NES) to provide us with the same web 
based e-portfolio that is currently used in the UK for gathering 
of records of assessments, educational supervisor meetings and 
personal development plans.

We have been assigned the duties of directors of the 
Foundation Programme. A Foundation Programme manager as 
well as a co-ordinator have been appointed and premises for the 
programme office have been identified at Mater Dei Hospital.

The UKFPO has been providing the support required in order 
to train assessors and Educational Supervisors in preparation 
for the launch of the programme in July. Indeed the Consultant 
body as well as Resident Specialists have shown considerable 
enthusiasm for this project and the number of applicants for the 
posts of educational supervisors has been very encouraging. Dr 
Bridget Langham, Special Advisor to the UKFPO and Dr Stuart 
Carney, Deputy Director of the UKFPO have visited Malta to 
train Educational Supervisors and assessors in February and 
March 2009. Training has also been provided for the use of 
e-portfolios by NES in March 2009.

Briefing meetings have been organised with the Consultants, 
Resident Specialists, Basic and Higher specialist trainees, House 
Officers and Students as well as with Administration staff to keep 
stakeholders up-to-date with developments. We have also had 
the support of the Communications Director of the UKFPO, Ms 
Carrie Moore to develop a local communication strategy. 

Regulation of the programme will be carried out by the Malta 
Medical Council, and regular visits both from the UKFPO as well 
as by representatives of the UK regulators will ensure that the 
local programme is providing the same quality of training as 
any other Foundation Programme in the UK. After the second 
year of foundation training, doctors will obtain a Foundation 
Achievement of Competence Document (FACD) which is the 
same as that obtained from other foundation schools in the UK. 
This will allow the doctor to apply for specialty training posts 
both locally or in the UK.

What do we need to change?
Of course this is an ambitious project and requires 

considerable amount of effort and work both from trainers 
and the foundation doctors themselves. It is more than 
anything else a challenge to the new graduates but also to “old” 
graduates. The major challenge will be a change in culture. The 
concept of lifelong learning and appraisal, the importance of 
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documentation, the maintenance of an educational portfolio, 
reflective practice, structured training and assessment are 
all relatively new to all of us. These changes will be gradually 
introduced into our system through the Foundation Programme. 
For the new graduates it will probably be easier to accept that 
this is part of their practice and an important part in their own 
development.

From a practical point of view, it does involve more training 
and assessment commitments by the Consultant body and 
Resident Specialists. It also requires improved communication 
between Clinical Supervisors and Educational Supervisors. This 
comes at the same time that other major developments are 
happening in the rest of postgraduate training in this country 
with newly appointed postgraduate training co-ordinators in the 
different specialties.  A lot is being asked of a relatively small 
group of people who are already burdened by considerable 
clinical loads and it is only fair that these added responsibilities 
and commitments are recognised and the dedication of this 
group be appreciated. 

For the foundation doctors this will involve a commitment 
to engaging both in the training itself but also in the required 
assessments and meetings with their Educational Supervisors. 
They will need to achieve the competences required to obtain 
the FACD, at the end of their two years, which will entitle them 
both to a licence of professional practice as well as to apply for 
specialist training posts.

Who will benefit?
Developing and implementing the Foundation Programme 

locally should provide newly qualified doctors with a significantly 
improved educational experience. The whole programme is 
geared towards helping young doctors develop to the best 
level possible within the two years of foundation training and 
to prepare them for the next step in their professional career 
– embarking on a specialist training programme. Their progress 
will be monitored closely throughout the two years to ensure 
that all doctors are performing well and to provide any help that 
is necessary to those who encounter problems.

Training of trainers and familiarity with commonly used 
assessment tools should also equip Consultants and Resident 
Specialists with new skills that will be useful not only in the 
context of the Foundation Programme but for all post-graduate 
training programmes.  

Finally, of course, the ultimate beneficiary of these changes is 
the patient. We hope that this new and exciting project together 
with the other developments occurring in postgraduate training 
will encourage our medical students and young doctors to 
stay and work in Malta. This will ensure that we not only have 
adequate numbers of doctors but more importantly that the 
doctors being trained will provide the degree of excellence in 
patient care that our patients deserve.


