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Drivers and enablers of therapeutic inertia: is there a

hierarchy?

Driver e fattori abilitanti dell’inerzia terapeutica: esiste una gerarchia?

P. Di Bartolo’
I President AMD.

During my presentation, | will seek to answer two
questions:
1. Isthere asingle driver of therapeutic inertia?
2. If there are multiple causes, is it possible to
establish a hierarchy among the different
possible drivers of therapeutic inertia?
An answer to the first question is partially an-
swered by reading Bob Eckel, who provides a
good definition of therapeutic inertia as the
failure to begin treatment or failure to intensify
treatment faced with HbA, values far beyond the
established therapeutic target. This dimension
of therapeutic inertia, which Dr Eckel showed us
in the context of the United States, can be meas-
ured effectively in Italy using data from the AMD
Annals. The data tell us that 47% of our patients
with type 2 diabetes do not have glycated hae-
moglobin < 7%, and that 16% of patients have
HbA _values > 8%. If we turn to a composite
endpoint, shown by the proportion of patients
who simultaneously have glycated haemoglobin
values < 7%, LDL cholesterol < 100 mg/dL and
blood pressure < 140/90 mmHg, only 20% of the
population treated in our country’s Diabetology
Services meet these criteria.
The published data clearly demonstrate the
consequences of therapeutic inertia, which is re-
sponsible for an increased risk of developing the

chronic complications of diabetes. How aware
are we, though, of the possible consequences
of therapeutic inertia? To answer this question,
we used a web survey, which was taken by a fair
number of clinical diabetologists (153) who par-
ticipate in the activities in our AMD assistance
network. Each question could be answered on
a scale from 0 (no impact) to 10 (maximum im-
pact).

The first question was, ‘In your opinion, what is
the impact of therapeutic inertia?’

The survey documented substantial agreement
among the participants on the impact of inertia
on the risk of having cardiovascular events, of
not bringing blood glucose control to target, of
developing complications associated with dia-
betes and, finally, the risk of all causes mortality.
For each of these items, the score was very high
(7.8-7.9), indicating an awareness among physi-
cians of the significance of therapeutic inertia.
At this point, we could already attempt to answer
the first question: is there a single cause of thera-
peutic inertia? The answer is no. We can frame ther-
apeutic inertia as a very complex, multi-factorial el-
ement; this phenomenon is becoming increasingly
relevant, and obviously does not only involve diabe-
tes but other chronic conditions as well. Consider-
ing therapeuticinertia as a multi-factorial condition,
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we must recognize that some of these factors must
be ascribed to the patients, and some are due to us,
the healthcare professionals (HCPs), but also par-
tially due to the healthcare system we are working
in every day.

A review of the previous studies published more
than one year ago effectively summarised the
portrait of the factors contributing to therapeu-
tic inertia (fig. 1) (Okemah J et al. Diabetes Ther
2018). Therapeutic inertia, which is today’s sub-
ject, is at the centre, and it is supported by three
tiers of factors: related to the patient, related to
the HCP and related to the healthcare system.
The barriers correlated to the patient include: a
denial of the disease, a lack of awareness of the
progressive nature of diabetes, a lack of aware-
ness of the implications of suboptimal blood
glucose control, the fear of side effects, the
anxiety of not being able to handle complicat-
ed treatment regimens during everyday life; too
many medications, the cost of treatment (which,
fortunately, is not significant for the patientin It-
aly), a lack of communication with clinicians, or
the team; a lack of support; and a lack of trust in
the clinician.

In the web survey cited above, we attempted to
raise questions about this issue with Diabetolo-
gists, to find out what they think: ‘In your opin-
ion, how much impact do these factors related to
the patient have on therapeutic inertia?’
Infirmity, lack of compliance, advanced age, a
patient living in poor social conditions, a patient
without good cognitive abilities, and others in-
cluding fear of hypoglycaemia and poor school
education were all considered relevant aspects,
with high average scores (around 7).

Going back to the review of the published stud-
ies mentioned above, an interesting considera-
tion should be made: when we enrol our patients
in a randomised clinical study, the problem of
therapeuticinertia does not exist or is very much
contained. The most important element making
the difference between a patient involved in a
randomised clinical study and normal clinical
practice is that we clinicians and the team sup-
porting us in a trial provide the patient with con-
tinued, constant educational inputs that buffer
many of the elements listed above that are the
cause and reason for therapeutic inertia on the
patient’s part.

Therefore, the lesson we can learn from the ‘ar-
tificial’ setting of randomised controlled trials is
that good education and continuing support can
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be - and must be - one of the solutions to thera-
peutic inertia when we see it in our patients.
From this perspective, it is important to under-
stand our patients’ perceptions: fear of begin-
ning or intensifying a treatment is indeed often
associated with a feeling of failure in the pa-
tient’s mind, or them seeing the intensification
as a sort of threat: ‘After all, | can do something.
This suggestion of intensification is just a threat,
but | can get along in some other way’.

Patient education plays an essential role in con-
fronting and resolving these perceptions, a role
clearly demonstrated by scientific evidence. A
systematic review of 118 studies of therapeutic
education in self-management of people with
type 2 diabetes documented a significant re-
duction in HbA levels to 0.57% compared to
the usual care (Chrvala CA et al. Patient Educa-
tion and Counseling 2015). The same systematic
review found that the greatest benefits are ob-
tained if the educational measures last 10 hours
or more and if they include a combination of in-
dividual and group sessions.

As part of AMD’s initiatives, a special initiative
was promoted aimed at understanding which of
the activities a Diabetologist performs in his/her
normal daily clinical practice brings about the
best results for people with diabetes. In this initi-
ative, called Diabetes Intelligence, we sought to
measure the impact on outcomes of all activities
performed during our clinical interactions with
patients. We asked an especially sophisticated
algorithm, driven by Artificial Intelligence (Al), to
produce a score; the results show that the high-
est points in this score can be attributed to ed-
ucational aspects in our daily interactions with
people with diabetes. This gave rise to an exper-
iment aimed at describing what the core curric-
ulum should be for those striving effectively to
manage people with diabetes. Consequently we
developed an accreditation process for certain
clinical skills, most notably one that views the
diabetologist as an expert in Diabetes Self-Man-
agement Education and that makes a large im-
pact on the resolution of therapeutic inertia.
Turning to another dimension of therapeutic in-
ertia: although patients are part of the system,
there are other components that come into play:
we as HCPs, and all those elements, not just the
organisational ones, that characterise the envi-
ronment in which we work.

Then there are what we consider to be factors to
be attributed to us clinicians that support ther-
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apeutic inertia, once again referring to our web
survey. Among the causes of therapeutic inertia,
we see the practice of defensive medicine, dif-
ficulties in managing especially complex ther-
apeutic regimens, the lack of a sufficient and
adequate knowledge/understanding of what the
new clinical recommendations are, a fear of the
side effects of medications we have little famili-
arity with, or a fear of hypoglycaemia or weight
gain. We assigned scores between 5 and 6.5 to
these elements.

Regarding clinicians’ opinions on the factors to
be attributed to the healthcare system, the or-
ganisational facility and the world we find our-
selves working in, among the elements respon-
sible for therapeutic inertia we find the lack of
a team, the lack of time, the need for complex
authorisation procedures for prescribing certain
drugs, local expenditure ceilings, lack of possi-
bility for General Practitioners (GP) to prescribe
certain medications and the financial barriers to
their prescription (scores from 6 to 7.5).

When we compare the average scores of the re-
sponsibilities we tend to attribute to patients
and those attributable to the healthcare system
with those we attribute to clinicians, it appears
that, while we are aware of having a certain re-
sponsibility for part of the problem, we clearly
tend to attribute the causes of therapeutic in-
ertia to external factors unassociated with our
work.

Now, if we ask the clinician about what can help
us resolve this aspect, we find the need for more
human resources, for decision-making support
to be integrated into our electronic medical re-
cords, for more pressure from scientific societies
on policy makers toimprove treatment plans and
prescription limitations, a need for educational
campaigns, reducing the cost of treatment, local
campaigns to measure therapeutic inertia, regu-
larly performed audits, removing spending ceil-
ings in budgeting discussions, annual, national
campaigns to measure therapeutic inertia, with
additional educational efforts on this aspect and
- why not? - we need the support of new tech-
nologies: telemedicine and eHealth.

Something has been done about this: since an
experiment started in Italy, in AMD, in the late
1990s, more than 90% of the Italian Diabetes
Units now use the same computerised medical
records. The record issues an alert when the pa-
tient has a fasting blood sugar level and a gly-
cated haemoglobin level that are over the target,

with therapy featuring basal insulin, and advises
to titre the insulin upwards; or, in another case
when the patient has target fasting blood glu-
cose and glycated haemoglobin over the target
and only basal insulin as therapy, an approach
to postprandial blood glucose control should be
introduced, and the system suggests some al-
ternatives. The new version of the software also
has a dashboard that proposes treatment goals
to the Diabetologist when values are outside the
target. We think this would be helpful, but we are
already living in the future. A recent systematic
review suggests that Artificial Intelligence could
change the approach to diabetes treatment
(Dankwan-Mullan I et al. Population Health Man-
agement 2019). There are many articles empha-
sizing the possibility of having decision-making
support and predictive risk stratification for the
patient.

If the future is now, AMD is not simply standing
by; we tried proposing a ‘white box” Al platform
using the Rulex system, a large mass of data to
allow evaluation of descriptive and predictive
elements with the greatest chances of achiev-
ing the therapeutic target, such as with glycated
haemoglobin without weight increase.
Diabetologists asked for help in our web survey
with regularly measuring therapeutic inertia and
implementing educational procedures, and that
iswhat we did. The data from the AMD Annals tell
us, when gauging as an indicator the number of
people with HbAlc <7%, which we progressively
changed from 43% in 2011 to 51% in 2016 and to
53% in 2018. For the proportion of people with
HbAlc >8%, we progressively moved from 27%
to 18%; those with HbAlc >9% not receiving in-
sulin therapy went from 40% to 28%; then, if we
consider the proportion of people with HbAlc
>9% although currently using insulin therapy, we
dropped from 26% to 16%.

All this did not take place spontaneously: we
think that AMD has made a great contribution.
For example, our association held many events
on therapeutic inertia in 2018 and 2019, and
more than 550 diabetologists attended more
than 40 meetings. We believe that this initiative,
along with others of the same type, if support-
ed by educational campaigns, can make a clear
contribution to resolving and improving aspects
correlated with therapeutic inertia.

When we shifted the focus from the clinician to
the policy-maker or the healthcare system and
ask Diabetlogists which parts of the national
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* Denial of disease

+ Lack of awareness of progressive nature of disease
leading to feeling of ‘failure’

* Lack of awareness of implications of poor glycemic control

* Fear of side effects (hypoglycaemia, weight gain)

» Concemns over ability to manage more complicated
treatment regimens

* Too many medicines

+ Treatment costs

* Poor communication with physician

» Lack of support

* Lack of frust in physician

CLINICAL
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Time constraints
Lack of support from e.q. nursing staff
Concerns over costs of treatment/testing etc.

Reactive rather than proactive care
Underestimation of patie
Difficulties navigating

= Lack of information or u
options and potential benefits
Lack of information on side effects/fear of causing harm

lines and algorithms
nding of new treatment

mia)
vidance on individualizing treatment
wver patient's ability to manage more
d treatment regimens
Concerns over patient adherence

INERTIA

Figura 1 | Factors contributing to therapeutic inertia.

health system contribute to therapeutic inertia,
we identified four aspects: the need to get au-
thorisations for some drugs, spending ceilings
for local prescriptions, obstacles preventing
General Practitioners from writing prescriptions
and financial barriers to prescriptions. All these
aspects are fundamental to the problems related
to costs.

We asked how to resolve these issues. Certain-
ly we need to move away from the mindset of
budgeting silos; we must be able to persuade
the policy-maker that the level of budget mon-
itoring must shift from simply considering the
pharmaceutical therapy as a cost to assess the
outcomes, leaving us the freedom (if we truly
show that we can be responsible) to allocate re-
sources to what we really think is the right way
to invest money to provide positive outcomes
for the patient. We think the way to do this is
through the development of a virtuous alliance
with our General Managers. That is why we de-
signed and created an alliance with the Federazi-
one Italiana Aziende Sanitarie e Ospedaliere [the
ltalian Federation of Healthcare Organizations]
(FIASO), because with them we must describe
the educational pathway that allows us clini-
cians to master the language needed to become
credible to the decision-makers; and, most of all,
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alanguage allowing us to let the General Manag-
ers see that we are now facing solutions that can
change the history of diabetes and the history of
our patients.

We therefore need a global vision that does not
view a single aspect of the problem and allows
us to take all the actions we can (and should) do
to face and resolve the problem of therapeutic
inertia.

In my personal list of the drivers behind thera-
peutic inertia from the perspective of patients,
clinicians and policy-makers, the top item is al-
ways the same: a lack of education. Similarly,
education is the essential element in helping
solve the problem, buffering it and minimising
it, for the patients as well as clinicians and deci-
sion-makers.

In conclusion, my answer is ‘yes’ to the question
whether there is a hierarchy among the causes
of therapeutic inertia. A lack of education for pa-
tients, HCPs and decision-makers is at the top of
the list of factors fostering therapeutic inertia. |
firmly believe that the ADA and AMD have an op-
portunity to establish a virtuous alliance leading
to the sharing of tools and indicators and to the
promotion of specific educational projects to
help all the stakeholders to overcome their own
barriers.
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