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rimary health care (PHC) is the first
point of contact for patients in the
health care system and is key to the
suspicion of osteoporosis in postmeno-
pausal women (PMO), as well as in the
approach to its diagnosis and treat-
ment and the establishment of the risk
of fracture.
Osteoporosis is the most common bone metabolic
disease in our environment, representing a serious
public health problem world-wide!, and specifi-
cally in our country?. The prevalence of osteopo-
rosis determined by bone densitometry in the
lumbar spine is especially high after the menopau-
se*. It is estimated that in Spain, one in three
women over 50 years of age suffer from osteopo-
rosis, increasing to one in two for those over 70
years of age. Most of these patients are located in
the 55-80 years age range*', and it is estimated that
4% of those patients over 50 years of age with a
hip fracture will die during hospitalisation, and
24% in the first year after fracture’. Vertebral frac-
ture is the most common, and that of the hip the
most serious and with a greater cost to the health
system, while there may also be other fragility
fractures such as the distal radius, humerus, rib
and tibia®.
The different guides consider those patients in
whom two of the following factors exist, combi-
ned with low bone mineral density (BMD)’, to be
at high risk: being over 65 years of age; having
family history, especially maternal, of femoral frac-
ture; prolonged consumption of corticoids: and
lastly, having had falls.
The aim of treatment is the prevention of fragility
fractures, in both the short- and long-term. To
achieve this, the correct identification of the origin
of the fracture — traumatic or due to fragility — will
enable the correct diagnosis and the correct clini-
cal decision regarding treatment. In our setting,
we simply calculate the risk of the main osteopo-

rotic fractures, so-called major fractures (vertebral,
hip, humerus and forearm), and of the hip at 10
years, using the FRAX tool®. These do not indica-
te the decision as to who to treat, but are the cli-
nical criteria which govern that decision, which
may follow the decision thresholds proposed by
the European Guide to Osteoporosis’, and above
all, the guides of the different scientific societies
which better fit our work environment.

Thus, following the criteria of the Canadian
Scientific Advisory Council on Osteoporosis'®, for
whom the risk is defined on the basis of the FRAX
scores as: low risk (risk of fracture after 10 years
<10%), intermediate risk (10-19%) and high risk
(220%) for the main osteoporotic fractures, and
low risk (<3%) or high risk (23%) for hip fractu-
res; or Qfracture®''2. Both tools would both sup-
port clinical decisions by identifying patients at
high/low risk of osteoporotic fracture, as well as
decision to treat, thus improving the predictive
parameters for Spanish women in a way which is
more cost-effective than the traditional model
based on a T-score of =-2.5 in the DXA".

In respect of the increase in bone mass measured
through densitometry, frequently used the primary
care system in patients over the age of 65, this is
not a good variable with which to measure the
efficacy of drugs", this being one of the tests iden-
tified as having little clinical value in a study in
20125, In fact, a number of clinical trials have indi-
cated that antiresorptive drugs continue to prevent
the appearance of fractures, even though the BMD
diminishes. Therefore, DXA should not be carried
out in a generalised and indiscriminate way, not
simply on the basis of the age of the patient or
when a postmenopausal women presents herself,
but rather it should be requested on the basis of
the presence of risk factors™.

Regarding the efficacy of drugs used in the treat-
ment of osteoporosis we must consider this to be
very limited in secondary prevention (previous



fragility fractures), and, practically-speaking, not
demonstrated in primary prevention. There has
recently been published a systematic review'
comparing the effectiveness of drugs used for the
treatment of osteoporosis, which updates the
review carried out in 2012", whose objective was
to review the evidence to determine the salient
aspects of the efficacy and safety of drugs indica-
ted for the prevention of fractures. A striking con-
clusion of the study was the existence of good
quality evidence supporting the idea that some
medicines reduce the risk of fractures in people
with a BMD in the osteoporotic range and/or pre-
vious vertebral or hip fractures, with a great varia-
tion in in efficacy between bisphosphonates,
denosumab and teriparatide, and with serious but
very uncommon adverse effects, such as atypical
subtrochanteric fracture or osteonecrosis of the
jaw. Also highlighted is the lack of direct compa-
risons of the benefits, and the harm which results
from indirect comparisons, which do not allow
one to indicate which drug is more efficacious
than another".

There is no evidence that early treatment in peo-
ple below the age of 65 brings any benefits, nor is
there sufficient evidence to recommend treatment
from the age of 80'**. So, in a study by Sanfélix-
Genovés et al.”; they draw attention to the con-
trast in the high levels of pharmacological treat-
ment which exists in the region of Valencia and
the low prevalence of risk factors in adults (50-65
years) which, coupled with an overuse of BMD,
translates into a very significant impact on health
spending. We should not forget that the treatment
of first choice is still to consider changing harmful
habits, taking physical exercise or avoiding falls,
combined with a sufficient intake of calcium and
vitamin D, which are as effective as the increase in
BMD obtained through drug treatment, or even
more so. Doctors in the Spanish health system are
aware of the existence of the high comorbidity of
osteoporosis with cardiovascular risk factors
which could indicate a closer physiopathological
relationship. For this reason, 9 out of 10 patients
who attend a clinic for osteoporosis receive infor-
mation on healthy life styles, balanced diets and
on how to achieve a sufficient intake of calcium®.
However, in spite of the low efficacy of these
drugs their consumption has shot up, multiplying
six-fold in the last ten years. A report by the natio-
nal health service in the UK which examined the
use of medicines for osteoporosis developed
countries put Spain as the top country in the pres-
cription of these treatments, which is seriously
incongruous if we take into account the fact that
the incidence of osteoporosis in Spain is the
lowest, not only in Europe, but in the world®. This
is why drug treatment should be limited to high
risk patients who are going to be those who really
benefit'®#,

In all the guides to clinical practice consulted, the
first choice pharmacological treatment, due to
their efficacy, safety and efficiency, are the bis-
phosphonates, essentially alendronate and/or rise-
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dronate?*'*7  which are those which have been
shown to be the most efficient in the different
types of fractures, with as a possible alternative
the oral administration of zoledronate in patients
at high risk, and/or with osteoporosis.

Given the controversy over safety in recent years,
in addition to the studies of new drugs and their
combinations, studies are also being conducted of
efficacy?, of efficacy compared with new molecu-
les*#, of treatment in men* and of the optimum
duration of treatments®. To date, the scientific evi-
dence only justifies prolonged use over more than
five years in highly selected patients.

In those patients with intolerance or contraindica-
tions for bisphosphonates, denosumab®*, a SERM
or strontium ranelate may be recommended. All of
these have safety problems notified by PRAC (the
Pharmacovigilance Risk Assessment Committee of
the European Medicines Agency), such as the tem-
porary suspension of the sale in January 2014 of
strontium ranelate due to an increase in serious
cardiac events, thromboembolisms and/or skin
reactions, or the risk of atypical femoral fractures
with the use of denosumab, following the critical
review which was carried out of the FREEDOM
study®.

In short, once a new medicine is authorised by the
regulatory agencies and more in this type of
pathology, the information regarding its efficacy
and safety comes from the baseline studies and,
therefore, the data are very limited. This obliges us
to limit its prescription or, at least be “conservati-
ve” and, consequently, before prescribing a new
drug for this pathology a careful risk-benefit
assessment must be carried out, as well as asses-
sing its suitability for each patient as against alter-
native more efficient therapies, with critical
reviews carried out by professionals which allow
comparison of the available information. This is an
approach which addresses the patients and not
the disease.

One of the issues which most concerns medical
staff is adherence to treatment by the patient. In
the work of Martinez et al. two out of three parti-
cipating doctors considered that there was a level
of non-adherence of 20%. Hence, one of the major
challenges which doctors face is to successfully
increase the adherence of patients to the recom-
mendations and treatments they provide?, invol-
ving all those concerned: patients, pharmacists
and doctors. Adherence is understood to be as
defined by the WHO in 2003, for whom it is: “the
degree to which the conduct of a patient, in rela-
tion to the taking of medication, the following of
a diet or the modifications of lifestyle correspond
with the recommendations given by health profes-
sionals”.

It can be deduced from this definition that, apart
from the professionals and their communication
with their patients, adherence also depends on the
psychological connotations, experiences and kno-
wledge of the patients themselves. Those people
at risk of fragility fracture should take the oppor-
tunity to take informed decisions about their care
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and treatment, in collaboration with the health
professionals treating them. If the patient is in
agreement, the families and carers should have the
opportunity to participate in the decisions about
the patient’s treatment and care. The families and
the carers should also have the information and
support they need.

Good communication between health professio-
nals and their patients is essential. This should be
supported by written information based on the
evidence, which suit the patients’ needs and
which should be culturally appropriate. It should
also be accessible to those with additional needs
such as physical, sensory or learning disabilities.
In short, in primary health care new paradigms are
being opened up in relation to the management of
a chronic disease, as is osteoporosis, in which the
patients, in their environment, and the professio-
nals involved should be jointly responsible for the
development of their disease. It is known that a
well-informed patient and a high degree of
empathy with their family doctor enables an
improvement in the doctor-patient relationship
and, therefore, brings better health outcomes?.
The health professionals face new challenges in
improving therapeutic efficiency at this first level of
care. For this reason they must carry out an effecti-
ve selection of patients according to their risk (we
ought not to forget that most patients with fractures
are older, polymedicated and with multiple comor-
bidities and, up until now, not included in clinical
trials), as well as the costs associated with their tre-
atment and hospitalisation. In view of what lies
ahead, this requires the establishment of protocols
and guides to clinical practice agreed among the
scientific societies in primary and specialised care
(called “guides to guides”, given the multidiscipli-
nary nature of treatment in this pathology) and
based on scientific evidence, which provide those
aforementioned elements, creating integrated mul-
tidisciplinary educational programmes for the
management of osteoporosis which allow the con-
tinuous updating and perfecting of the skills of doc-
tors in primary care through active training pro-
grammes based on*:

Diagnostic and therapeutic decision algorithms.
Criteria for referral/monitoring.

Instructions for improving compliance

Criteria for the quality of care, of treatments, of life.
. Cost criteria with evaluation of information on
the economic impact of osteoporosis and associa-
ted fractures on their revenue.

In the primary care sector we should be more acti-
ve in the search for new diagnostics, essentially
promoting the use of the FRAX® tool, in women
who attend clinics with diseases in which there is
documented a high comorbidity with osteoporosis.
It would seem to be essential to improve the qua-
lity of treatments of pluripathological and polyme-
dicated patients, in whom new approaches, which
incorporate the use of new drugs with demonstra-
ble action on the risk of fracture and with widely-
spaced doses, may help to resolve problems of
adherence.

VB O

Throughout this process there will be key aspects
of the management of osteoporosis, recommenda-
tions related to healthy lifestyles, diet, physical
exercise, prior to the initiation of drug treatment,
together with the need to emphasise that patients
should take the recommended daily doses of vita-
min D and calcium.
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