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Therapeutic inertia in patients treated with two or more Bacboeniind: Clssamic cnnreal ic
antidiabetics in primary care: Factors predicting intensification

o watment La mitad de los pacientes con DM2 no alcanzan los

Manel Mata-Cases MD, PhD'%? | Josep Franch-Nadal MD, PhD'?# | Jordi Real PhDS |

s T smers enensonet 1 objetivos glucémicos aumentando con ello el riesgo de

Aims: To determine the patterns and predictors. of treatment intensification in patients with

poommmemmmsee=s - complicaciones y esto se ha relacionado con una inercia

Material and Methods: This was 3 retrospective analysis using electronie medical records from
patients with HbA1c = 7% and a first prescription for a new NIAD or insulin recorded from
January 2010 to December 2014, Therapeutic inertia was defined as no intensification if

sEmEL | Ehmmominmesmn . terapéutica que retrasa la intensificacion del tratamiento
Existe una falta de durante largo tiempo.
ITT enuno de cada 5
pacientes.

Table 2. National Estimates of Emergency Hospitalizations for Adverse Drug Events in Older U.S. Adults, According
to Therapeutic Category, 2007-2009.*
Annual National Proportion of
Estimate of Emergency Department
Hospitalizations Visits Resulting in
Therapeutic Category (N=99,628) Hospitalization
no. % (95% Cl) %
Hematologic agents 42,104 42.3 (35.5-49.0) 44.6
Endocrine agents 22,726 22.8 (16.7-28.9) 42.1
N Enplll Medilldeshiicte, Cardiovascular agents 9,800 9.8 (7.1-12.5) 423
Copyright © 2011 Massachusetts Medical Society.
‘ S . Central nervous system agents 9,621 9.7 (7.6-11.8) 322
Emergency Hosp_ltallzatlons for. Adverse || apinfective agents 3,759 3.8 (2.6-4.9) 17.4
Drug Events in Older Americans Antineoplastic agents 2,882 2.9 (0.9-4.9)F 51.0
Other agents 3,211 3.2 (2.6-3.8) 15.0
_ — 1| Medications not stated or not known 957 1.0 (0.5-1.5) 206
Medications in more than one therapeutic category 4,568 4.6 (2.7-6.5) 41.2

* Estimates were based on data from the NEISS—CADES project. The proportion of emergency department visits resulting
in hospitalization is the ratio of hospitalizations to total emergency department visits for adverse drug events involving
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-ADO 1 56,1%. Insulinas’ 57,5%. ADO:INS 1:3 estable.

- Distinto patron de consumo:

1. Gran descenso del consumo de sulfonilureas y un gran aumento en el
consumo de los inhibidores de la DPP-4 en monoterapia y en combinacion.

2. Efecto de reemplazo en el consumo de insulinas de accion intermedia por
insulinas de accion prolongada.
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4 Trends in Drug Utilization,
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Diabetes Care 2017;40.468-475 | DOI: 10.2337/dc16-0985

Severe Hypoglycemia, 2006-2013
7.6%

88% -No mejor control glucémico
-No mejora tasas hipoglucemias
30.8% Sulfonylureas
28.5% graves
23.0% Any insulin -Gasto fco > 60%

14.9% DPP=4 inhibitors
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5.0% GLP-1 agonists

2.2% Other
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INDICADORES DE CALIDAD

Relation Between
Quality-of-Care Indicators
for Diabetes and Patient
Outcomes: A Systematic
Literature Review

Medical Care Research and Review
68(3) 263-289
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Process indicators

Surrogate outcomes
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Hard outcomes

tasks

Quality assurance
- performance monitoring

- decision support

Information systems

- reminders
- logistics

Training of medical staff
- effective education

System design: -] Frequency of risk factors
- coordination of care testing (per year)
- distribution of roles/ —s - HbA1C,

- blood pressure,
- lipids

- ByE eXams

- foot exams

Adequate drug treatment

(startfintensify when
needed)
- Glucose-lowering Rx

o

+

- Antihypertensive Rx

- Lipid-regulating Rx

Yy v

Measures of intermediate
outcome values believed
to predict clinical (hard)

outcomes.

Changes in patient risk
factor levels:

- HbAte

- blood pressure,

- lipids

Clinical manifestation
of the disease or
changes in patient
health status

hospitalizacion

- microvascular
complications

- macrovascular

™

complications

I

- death
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INDICADORES DE CALIDAD PRESCRIPCION

Subcomisién para el seguimiento y promocion de la calidad y eficiencia en la utilizacion de
medicamentos.
Comision Central para la Optimizacién y Armonizacién Farmacoterapéutica.

Los “Criterios de calidad de la prescripcion” definen la o las condiciones que deberia de cumplir la
prescripcion para ser considerada de calidad.

Los criterios para identificar a los principios activos de primera eleccion de entre los posibles en su grupo
terapéutico o para una indicacion determinada, son los reconocidos por la Organizacion Mundial de la Salud
(OMS): eficacia, seguridad, adecuacion y coste. Para este ejercicio se tiene en cuenta la mejor evidencia
cientifica contenida en Guias de Practica Clinica de Calidad, estudios primarios, metaanalisis u otra
documentacion de relevancia y de calidad.

17/05/2018



ICP.

Open Medicine, Vol 6, No 2 (2012)

The use of quality indicators to
promote accountability in health
care: the good, the bad, and the

ugly

El bueno: Promueven al menos 2 conductas positivas: Orientacion hacia
objetivo y colaboracion para alcanzarlo.

El feo: Pueden promover conductas que no redunden en una mejor
atencion para el paciente.

El malo: Se eligen |la mayoria en funcién de lo que se puede medir antes
de lo que debe ser medido.

CONCLUSION:

Los sistemas sanitarios se encuentran en una dificil coyuntura
ya que se necesitan verdaderos indicadores de calidad para

corresponsabilizar a los profesionales, pero el abordaje actual
no es adecuado.

018



ICP. ambito nacional

Puntos clave

Lo conocido sobre el tema:

e Cada C. A. desarrolla su propio sistema de medicion
de la prescripcion.

e No disponemos de datos de indicadores de prescrip-
cion de indole nacional.

Qué aporta este estudio:

o Existe una gran variabilidad en la forma de medir la
calidad de la prescripcion en las diferentes CC. AA.

e Disponemos de una recopilacion de los indicadores
utilizados por CC. AA. durante el ano 2007.

e Escasa utilizacion, en general, de indicadores de
adecuacion terapéutica y de resultados en salud.

Variabilidad en la medicion de la calidad de prescripcion
por comunidades autonomas

Caterina Vicens Caldentey™*, Ermengel Sempere Verdd®, M. Pilar Arroyo Aniés®,
Miguel Angel Hernandez Rodriguez®, Vicente Palop Larrea®,
Ramén Orueta Sanchez' y Vicente Baos Vicente®

Aten Primaria. 2010;42(7):380-387

17/05/2018
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Key therapeutic topics N IC E Heaith and Care Excelence

Medicines optimisation: key therapeutic
topics 2018 update

Draft for consultation: December 2017
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ICP. Ejemplo

Options for local implementation

- Adoptar un enfoque individualizado.

- Involucrar a las personas en las decisiones sobre sus propios objetivos
terapeéuticos.

- Reevaluar las necesidades y circunstancias en cada revision.

- Suspender aquellos medicamentos NO efectivos.

- Optimizar la prescripcion en linea a las recomendaciones de la GPC NICE,
teniendo en cuenta preferencias, comorbilidades, polimedicacion, esperanza de

vida....

- Considerar el coste de los medicamentos. 17/05/2018



ICP. Ejemplos

- Objetivos terapeuticos.

Hemoglobin A, Targets for Glycemic Control With Pharmacologic 0 AC [P mecican Calloge o Physicians:
" . . Leadng bhternd Medicine, Imaroving Lives

Therapy for Nonpregnant Adults With Type 2 Diabetes Mellitus: - ’

A Guidance Statement Update From the American College of Physicians e Mo, 2018148545571 ki 10,7241 7.0959

Amir Qaseem, MD, PhD, MHA; Timothy J. Wilt, MD, MPH; Devan Kansagara, MD, MCR; Carrie Horwitch, MD, MPH; P e aielions o and whind e

Michael J. Barry, MD; and Mary Ann Forciea, MD; for the Clinical Guidelines Committee of the American College of Physicians* hiz article was publizhed at Annals.org on & March 2018

- INDIVIDUALIZAR objetivos.
- HbAlcentre el 7%y el 8% en la mayoria.
- DESINTENSIFICAR si HbAlc <6,5%.

- EVITAR objetivos de HbA1lc estrictos en pacientes con expectativa de vida inferior a 10

afios, edad avanzada (mas de 80 afios) institucionalizados o con patologias crdnicas (como demencia,
cancer, ERC terminal o EPOC o ICC graves).

Guias nacionales en la y la

(GIN) de guias de prdctica clinica en inglés que establecian objetivos de HbAlc en
pacientes adultos con DM2. A las guias identificadas se les afiadieron otras de uso comun y
fueron evaluadas con . Se analizé la evidencia obtenida de 5 largos ensayos clinicos
aleatorizados (ACCORD, ADVANCE, UKPDS (33 y 34) y VADT) a los que hacen referencia las
guias. 17/05/2018




ICP. Ejemplos

Evidence context

. . National Institute for
Key therapeutic topics N |C E Heafth and Care Excellence

Medicines optimisation: key therapeutic
topics 2018 update

Draft for consultation: December 2017

Efficacy

- Todos son efectivos HbAlc, datos finales CV limitados.

- La mejora en obj intermedios no confiere automaticamente beneficios

sobre morbi-mortalidad.

- Los riesgos se manifiestan con el tiempo cuando se usan en una

poblacidn diversa.

17/05/2018




Fusrme:
Farmacos pam el tratamiento en DM hpu 2 e Fara ks Gyt 3008 mmm&mm*ﬁ:m. :“""I oA

l.'ltrl:l: mnsideraciones
Inhibidor or- glu::us.u:l-:l_u &
(acarbosa) _/,r" ;’;

Hasia FE 30 o x Ef& pzetroirtestineies (G 8

" Mzjors controd posiprandnal ra
o, / / / .-"'-'
T Hﬁm_:lﬂ:‘-ﬂlhﬁ , EA cutanens, ;pancreatitis?, ; deinsresos
Iln:;nt:dl:n'_:_-'s DFP-4 \ s \\ e - FE1Sjsao \\ ' byt ICC? Evitar vildas si PFH \\ r
LEHPTIRES]) / , f__.-"' finegiiptina) /" / #" control postprandinl, tolsmancis / f___.-"'
Y '-'H. Ny &
EA
igumm.iGLF I = ) :} Hass= FG 30 S N fwrﬂmumw \\ 3553 ;
rE:ﬂDﬂF A O BT mm‘” mmﬁ : 3
/ a 2 / / / ’
Ny
Suforilureas N MG, N . EA Bvitar en insuficiencia heptica grave \\ .
(gfictazida, ghmepirida) " RestoenFG60 s Vi m_me / ;
A ’ v 7
Megiitinidas N\ sl N, ¢ . EAButeren insuficencis hepitica prave NG =
{repagimida) e, ¥ ' / / »" iconktrol postprendind; fesdbilided de dosis / /
_— = b - My Yy E&
T \ e N\, O\ Astmdedege N
(progliazona) (W R1) o/ f;”f / " T/ gL denigado preso sl eventos OvF s,
: \ \ . A perimesnaies $B12 Wi
R S oL SV st ey S
y / 4 /4 o deyenitnn rdiovsculanes si sbrepesa
N Sy .
. Hastaestadin 5 "
\ ) N . W praneficac, fevitie, \\
{FGc15). puede precisar s v, S “m'q"' Wrie -
Vi r /

e e -
// / fhiﬂtﬂtﬂ'ﬂ'ﬂ:tﬂ]&'ﬂ'pﬂuh‘_j/

R raduce b reshtancia & Iradiea)

4




- - National Institute for
Key therapeutic topics N I C Heatth and Care Excellence

|ICP. Ejemplos Medicines optimisation: key therapeutic
topics 2018 update

Draft for consultation: December 2017

Efficacy

METFORMINA, SU e INS resultados finales

Mas recientemente estudios de inh SGLT-2 y analogos GLP-1 han mostrado
beneficios CV, con algunos, no todos los medicamentos de estos grupos.

EMPA-REG OUTCOME reduccién del riesgo de muerte por causas CV fue estadisticamente significativa (HR 0,62, IC del
95%: 0,49 a 0,77), también redujo el riesgo de muerte por cualquier causa (HR 0.68, IC 95%, 0.57 a 0.82).

CANVAS Redujo el riesgo del punto final combinado de muerte por causa CV, IM no mortal o accidente cerebrovascular
no mortal (HR: 0,86; IC del 95%: 0,75 a 0,97). NO redujo estadisticamente de forma significativa el riesgo de ninguno de
estos puntos finales individualmente, ni redujo el riesgo de muerte por ninguna causa.

LEADER Redujo el punto final compuesto de muerte por causa CV, IM no mortal o accidente cerebrovascular no mortal
(HR: 0,87; IC del 95%: 0,78 a 0,97). Sin embargo, cuando estos resultados se analizaron individualmente, solo la
reduccion del riesgo de muerte por causa CV fue estadisticamente significativa (HR 0,78; IC del 95%: 0,66 a 0,93.
También redujo el riesgo de muerte por cualquier causa (HR 0.85, IC 95%, 0.74 a 0.97).

17/05/2018
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Safety

ity GOV.UK

Home - Drug Safety Update

Insulin combined with pioglitazone:
risk of cardiac failure

If pioglitazone is used in combination with insulin
patients should be observed for signs and symptoms of
heart failure, weight gain, and oedema.

Published 12 January 2011
From: Medicines and Healthcare products Requlatory Agency

NICE [t Seetence

Medicines optimisation: key therapeutic
topics 2018 update

Draft for consultation: December 2017

Key therapeutic topics

M
Sea

Home - Drug Safety Update

Exenatide (Byetta V¥ ):risk of severe
pancreatitis and renal failure

There have been reports of necrotising and haemorrhagic
pancreatitis in people taking exenatide some of which were
fatal - stop exenatide treatment if pancreatitis

is diagnosed.

Published 1 March 2009
From: Medicines and Healthcare products Requlatory Agency

wm

Home - Drug Safety Update

Dipeptidylpeptidase-4 inhibitors: risk
of acute pancreatitis

There have been reports of acute pancreatitis associated
with drugs in the dipeptidylpeptidase-4 (DPP-4) inhibitor
class of antidiabetic agents (“gliptins’).

Published 25 September 2012
From: Medicines and Healthcare products Requlatory Agency

Home - Drug Safety Update

SGLT2 inhibitors: updated advice on
therisk of diabetic ketoacidosis

Test for raised ketones in patients with ketoacidosis
symptoms, even if plasma glucose levels are near-normal.

Published 18 April 2016
: ici 1] g ry Agency k
From: Medicines and Healthcare products Regulatory Agenc: )/2018
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_

Home - Drug Safety Update

SGLT2 inhibitors: updated advice on
increased risk of lower-limb
amputation (mainly toes)

Canagliflozin may increase the risk of lower-limb
amputation (mainly toes) in patients with type 2 diabetes.
Evidence does not show an increased risk for dapagliflozin
and empagliflozin, but the risk may be a class effect.
Preventive foot care is important for all patients

with diabetes.

Published 22 March 2017

Key therapeutic topics NICE oo ot etence

Medicines optimisation: key therapeutic
topics 2018 update

Draft for consultation: December 2017

Addition of dipeptidyl peptidase-4 inhibitors to sulphonylureas and risk of
hypoglycaemia: systematic review and meta-analysis

Francesco Salvo, clinical pharmacologist,! 2 Nicholas Moore, professor of pharmacology, -2 3 4 Mickael Arnaud,
slalisticia\n:1 2 Philip Robinson, medical writer:“  Emanuel Raschi, assistant profassor of phetrmacology:6

Fabrizie De Ponti, professor of pharmacology.6 Bernard Bégaud, professor of pharmaco\ogy.' 2 3 and

Antoine Pariente, professor of pharmacology’ 2 -3

Author information » Adicle notes » Copyright and License informafion # Disclaimer

This article has been cited by other articles in PMC

Abstract Go to:

Objective To quantifyv the risk of hypoglvcaemia associated with the concomitant use of dipeptidvl
peptidase-4 (DPP-4) inhibitors and sulphonylureas compared with placebo and sulphonylureas.

Design Systematic review and meta-analysis

Data sources Medlme, ISI Web of Science, SCOPUS, Cochrane Central Register of Controlled Trials, and
clinicaltrial gov were searched without any language restriction.

Study selection Placebo controlled randomised trials comprising at least 30 participants with tvpe 2
diabetes treated with DPP-4 inhibitors and sulphonylureas.

Review methods Risk of bias m each trial was assessed using the Cochrane Collaboration tool. The risk
ratio of hyvpoglycaemia with 93% confidence intervals was computed for each study and then pooled using
fixed effect models (Mantel Haenszel method) or random effect models. when appropriate. Subgroup
analvses were also performed (eg, dose of DPP-4 inhibitors). The number needed to harm (NNH) was
estimnated according to treatment duration.

Results 10 studies were mcluded, representing a total of 6546 participants (4020 recerved DPP-4 inhibitors
plus sulphonylureas, 2526 placebo plus sulphonylureas). The risk ratio of hypoglycasmia was 1.52 (95%
confidence interval 1.29 to 1.80). The NNH was 17 (93% confidence interval 11 to 30) for a treatment
duration of six months or less, 15 (9 to 26) for 6.1 to 12 months, and & (3 to 15) for more than one year. In
subgroup analysis, no difference was found between full and low doses of DPP-4 inhibitors: the rick ratio

salatadza foll docs DD iobibisore suae 1 28 71 24 0 ) 08Y pbareac tha iocragcad ol catio calotadt oo fo

17/05/2018
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Safety
O

Home - Drug Safety Update

FUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
High strength, fixed combination and
S i o _ blpgqu |l?r |nsul||.1 products.: .
Pharmacovigilance Risk Assessment Committee (PRAC) mlnlmls'ng the rlsk of medlcatlon
error

Risk minimisation strategy for high-strength and fixed-
combination insulin products

Addendum to the good practice guide on risk minimisation and prevention of
medication errors®

Several new high strength insulin products are now on the
market. The European Medicines Agency is consulting on
guidance to minimise the risk of medication error.

NICE NICE Standards Evidence .
N I E Pathways Guidance and indicators services Signin

-

Search NICE...

Home 2 NICE Guidance ? Conditions and diseases # Diabetes and other endocrinal, nutritional and metabolic conditions
Diabetes

Safer insulin prescribing

Key therapeutic topic[KTT20]  Published date: January 2017  Last updated: February 2018

Share Download 17/05/2018
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Blood glucose lowering therapy

Mational Institute for
Health and Care Excellence

NIC

Algorithm for blood glucose lowering therapy in
adults with type 2 diabetes

® Reinforce advice on diet, lifestyle and

to drug

combinations. and cost (if 2 drugs in the same class are

® Agree an individualised HbATc target based on: the person’s nesds and

including p

idities, risks from polypharmacy and tight blood glucose control and ability to achieve
et AL e R I e e SR e e G s e e M e e e e e e e e
an HbA1c target lower than target with no hypoglycaemia, encourage them to maintain it. Be aware that there are other possible reasons for a low HbA1c level.

* Base choice of drug treatment on: effectiveness, safety (see MHRA guidance), tolerability. the person’s individual clinieal ci P

. choose the option with the lowest acquisition cost).

and neads, ilable licer i i or

If HbATG rises to 48 mmolimol (6.5%) on lifestyle
interventions:

& Offer standard—release metformin

= Support the person to aim for an HbA1c level of 48 mmal/

| mol (8.5%)

If standard-rel

If the person is sympiomatlcally hyperglycasmic, Shneer inailin bF s S Review realment when blood Gloss contol has been pehievad. .

metformin is not
tolerated, consider a
trial of modified-—release
metformin

- T

FIRST INTENSIFICATION
If HbA1c rises to 58 mmolimaol (7.5%):
« Consider dual therapy with:
- metformin and a DPP-4i
- metformin and pioglitazone®
- metformin and an SU
- metformin and an SGLT-27
* Support the person to aim for an HbA1c level of 52 mmol/
mol (7.0%)

| SECOND INTENSIFICATION
If HbA1c rises to 58 mmeolimel (7.5%):
+ Consider:
- triple therapy with:
o metformin. a DPP-4i and an SU
o metformin, pioglitazone®and an SU
o metformin, pioglitazons® or an SU, and an SGLT-2
- insulin-based treatment
+ Support the person to aim for an HbA1c level of 53 mmol/
mol (7.0%)

If triple therapy is not
effective. not tolerated
or contraindicated,
consider combination
therapy with metformin,
an SU and a GLP-1
mimetic® for adults with
type 2 diabetes who:

- have a BMI of 35 kg/m~
or higher (adjust
accordingly for people from
b ian and other
minority ethnic groups)
and specific psychalogical
ar other medical problems
associated with obesity or
- have a BMI lower than 2
kgim?, and for whom
insulin therapy would have
significant occupational
implications, or weight loss
would benefit other
significant obesity-related
comorbidities.

! alidh il
[ 1 HbA1c rises to 48 mmolimol (6.5%) on

lifestyle interventions:
» Consider one of the following™
- a DPP-4i, pioglitazone® or an SU
- an SGLT-2{" instead of a DPP-4i if an
SU or pioglitazone® is not appropriate
* Support the person to aim for an HbATe
level of 48 mmol/mol {8.5%) for people on
a DPP-4i, SGLT-2i or pioglitazone or 53
mmalimol (7.0%) for people on an SU

FIRST INTENSIFICATION

If HbA1c rises to 58 mmolimol (7.5%):
+ Consider dual therapy® with:

- a DPP-4i and pioglitazone®

-a DPP-4i and an SU

- pioglitazone® and an SU
+ Support the person to aim for an HbATc

level of 53 mmol/mol (7.0%)

| SECOND INTENSIFICATION
i HbA1c rises to 58 mmolimol {7.5%):
* Consider insulin-based treatment
* Support the person to aim for an HbAlc
level of 53 mmol/mel (7.0%)

* Do not routinely offer seif- of blood levels unless the persen is on insulin, on oral medication that may i their risk of hypogly ia while driving or operating machinery, is pregnant
or pl g to 1t or if there is evi of
- ===o |insulin-based treatment

H

# When starting insulin, use a structured programme
and continue matformin for people without

E eal or into e the
need for other biood glucose lowering therapies’.
& Offer NPH insulin once or twice daily according to

need..

-Gunsiders\arlimm NF‘Handslml—nciizghsuln

insuﬁn {pmulmynnmtc is 75 mmolimel (8.0%} or
higher).

- ider, as an o NPH i using
insulin detemir or glargine® if the person: needs.
s=sistancs to inject insulin, lifestyle is restricted by

to these groups of drugs at a class level.
3. When prescribing piogl

cases of diabetic ketoacidosis have been

e. Be awal

b. See NICE technology appraisal guidance 288 & 418, 315 and 336 on dapagiifiozin,

d in people taking SGLT-2 inhibitors
in people with symptoms of diabetic ketoacidosis, even if plasma glucose levels are near normal.
c. Only continue GLP-1 mimetic therapy if the persan has a beneficial metabolic response (a reduction of HbA1c by at least 11 mmol/mol [1.0%] and a weight loss of at least 3% of initial body weight in 8 months).
d. Be aware that, if metformin is contraindicated or not tolerated, repaglinids is both v nd cost adults with type 2 diabetes. However, discuss with any person for whom repaglinide is being considered, that
there is no Iluensed nen-metformin-based combination containing repaglinide that can be offered at first intensification.
re th drugs in dual therapy should be introduced in a stepwise manner, checking for olerability and effectiveness of each d
£ MHRA guld.anc.e [2017) notes that cases of cardiac failure have beon reportod when piogiitarene was vsed in combination with insulin, especially in patients with risk factors for the dévelopment of cardiac failure. It advises that if the
combination is used, people should be observed for signs and symptoms of heart failure. weight gain, and osdema. Pioglitazone should be discontinued if any deterioration in cardiac status occurs.

g. The recommendations in this guideline alse apply to any current and future biosimilar product(s) of insulin glargine that have an appropriate Marketing Authorisation that allows the use of the bicsimilar(s) in the same indication

P. A sonsultantled multidisciplinary team may include a wide range of staff based in primary, secandary and community care.

Abbreviations: 2 #Dipeptidyl peptidase-4 inhibiter, “*'Glucagon-iike peptide-1, **™2Sodium—glucose cotransporter 2 inhibitars, *!

factors for these conditions, including incressed age, should be carefully evalusted before frastment: see the manufacturers’ summaries of product
(MHRA) guidance (2011) advises that ‘preseribers should review the safety and efficacy of pioglitazone in individuals after 35 months of freatment to ensure that only patients wha are derlwng bensfit continue 1o be treatad’.
and el

Sulfenylurea. Recommendations that cover DPP-4 inhibitors, GLP 1 mimetics and sulfonylureas refer

itazone, exercise particular caution if the person is at high risk of the adverse effects of the drug. Pioglitazone is associated with an increased risk of heart l:ilure bladder cancer and bone fracture. Known nsk

Szin, _ All three SGLT-2 inhibitors are recommended as options in dual therapy regimens with metformin

wzin or

details.

under certain conditions, 3s options in triple merapy regimens and in combination with insulin. Al s are aisa options as mmn[helaples in adults in whom metformin is contraindicated or not tolerated
>zin) or shortly after stopping the SGLT-

2 inhibitor. MHRA guidance (2015) advises testing for raised katones

Regulatory Agency

Serious and life-threatening

Type 2 diabetes in adults: management’, NICE guideline NG28. Published December 2015, last updated April 2017.

@ National Institute for Health and Care Excellence 2015, All ights reserved.
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Criterios de calidad para la
prescripcion de medicamentos y
productos sanitarios en el Sistema
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INFORME DE POSICIONAMIENTO TERAPEUTICO

Informe de Posicionamiento
Terapéutico de i
saxagliptina/dapagliflozina (Qtern”)
en DMT2

IPT, 11/2017. V1

Fecha de publicacion: 21 de marzo de 20187

Cpe T % Aol o
medicamentos y
. producios sanitarios

CONSIDERACIONES FINALES DEL GCPT

La Direccion General de Cartera Basica de Servicios del SNS y

Farmacia ha emitido la resolucion de no financiacion para Qtern®
(SAXA/DAPA).

INFORME DE POSICIONAMIENTO TERAPEUTICO
Informe de Posicionamiento
Terapéutico de insulina asparta

. ® . .
(Fiasp ) en diabetes mellitus
IPT, 10/2018. V1

Fecha de publicacion: 21 de marzo de 2018'

CONSIDERACIONES FINALES DEL GCPT

La Direccion General de Cartera Basica de Servicios del SNS y
. . i . g . ®
Farmacia ha emitido la resolucion de no financiacion para Fiasp
(insulina aspartica).

INFORME DE POSICIONAMIENTO TERAPEUTICO

Informe de Posicionamiento
Terapéutico de insulina 7
degludec/liraglutida (Xultophy®) en
diabetes mellitus tipo 2

IPT, 6/2018. V1

Fecha de publicacion: 12 de marzo de 2018"

CONSIDERACIONES FINALES DEL GCPT

La Direccion general de Cartera Basica de Servicios del SNS y
Farmacia ha emitido la resolucion de no financiacion para
Xultophy® (IDeg/Lira).
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Appendix Table 1. Scaled AGREE |l Domain Scores for Each Guideline and Overall Assessment

Variable AACE/  ADA IcslI NICE SIGN VA/DoD
ACE
Scaled domain score, %*
Scope and purpose 74 &8 a3 7 90 a9
Stakeholder involvamant 27 50 73 7 94 82
Rigor of development 42 36 70 a a2 70
“Clarity of prasentation 70 B2 80 82 a1 84
Applicability 27 50 72 45 7 55
Editonal indapandence 21 49 74 8é &8 72
Overall guideline assessmentt
Average ovarall quality ratingt 28 37 53 57 58 57
| would recommand this guidalina for use éno 1yes 3 yes 3 yas 3 yes 3 yes
4 yas with 3 yas with 3 yas with 3 yas with 3 yas with

modifications 1 no modifications§ modifications§ modifications§ modifications§

AACE/ACE - American Association of Clinical Endocrinologists and American College of Endocrinology; ADA = American Diabetes Association;
AGREE I = Appraisal of Guidelines for Research and Evaluation I ICSI = Institute for Clinical Systems Improvement: NICE = National Institute for

Health and Care Excellence; SIGN = Scottish Intercollegiate Guidelines Network; VA/DoD - U.S. Department of Veterans Affairs and Department of

nse.

* Calculated as follows: (obtained score — minimum possible score) + (maximum possible score — minimum possible score).

1 Final overall messment queﬂxons on AGREE II.

:t()utof?poss-ble score from all raters.

§ Aithough this nne sco igh on the AGREE Il domains and was methodologically sound, the reviewers did not fully agree with its final
reoommendat-ons and therefore recommend with modifications.

} 17/05/2018
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prescripcion de medicamentos y
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Dieta, control de peso, ejercicio,
deshabituacion tabaquica

Metformina MONOTERAP

Intolerancia a METF

SU (Gliclazida, Glimepirida),
IDPP4, ISLGT-2, PGTZ, RPGL.

Doble terapia (si dosis optima y
adherencia adecuada)

SU (Gliclazida, Glimepirida),
IDPP4, ISLGT-2, PGTZ, RPGL.

La eleccidn se hara de forma individualizada segun las necesidades y tolerancias, de cada
paciente aplicando criterios de seguridad y de coste-efectividad.

Los analogos de GLP-1 pueden considerarse en terapia combinada, salvo asociados a
IDPP4, en pacientes con IMC 230 kg/m2, en el contexto de una intervencion dietética

intensiva.

Se recomienda continuar con analogos de GLP-1 sélo si el paciente tiene una respuesta
metabdlica favorable (reduccion de al menos un 1% de la HbAlc) y una pérdida de peso

de al menos un 3% en 6 meses.
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www.thelancet.com/diabetes-endocrinology Published online February 28, 2018

Do sulphanyloreas still have a place in clinical practice? )
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Las SU hoy por hoy son los ADNI que representan la alternativa en el segundo escalon
mas coste-efectiva, como indican muchas GPC, con una efectividad semejante a los
aGLP-1, un riesgo bajo de hipoglucemias (en el 90% de los individuos que las utilizan estan
ausentes), un incremento de peso moderado (variable entre 0,8-4 Kg) que se estabiliza
con el tiempo y con una durabilidad semejantes a otros ADNI.

Teniendo en cuenta a quién se prescriben (factores de riesgo de hipoglucemia)
siguen siendo una buena alternativa terapéutica.
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BRIEGREPORT Dighetes. Obes Metob. 20182001050~ 1043.

Comparison of medication adherence and persist:

in type 2 diabetes: A systematic review and meta Los resultados en salud estan condicionados por
Andrew McGovern BMBS © | Zayd Tippu MBBS | William Hinton MSc | eI grado de ad herencia y cumplimiento

Martin Whyte PhD | Simon de Lusignan MD

e e tEFAPEUtico (CT) algo que muchas veces se

Department of Clinical and Experimental
rsity of Surrey, Guildford, UK management of type 2 diabetes (T2D). We searched MEDLINE, Eb

the Register of Controlled Trials, PsychINFO and CINAHL for ob I o d I d o o I d ° f °
e ve oo QIVIA@ Y €8 10 quUe  conalciona ias Irerencias
medications in people with T2D. Where 5 or more studies prov
randomr-effects meta-analysis was performed, reporting mean di

o e e oo @XiStENtEs en los resultados entre los ensayos

of 48 studies. Compared with metformin, adherence (%) was better
MD 10.6%, 95% confidence interval [Cl] 6.5-14.7) and thiazolidine

s e memee clinico aleatorizados (ECA) y los estudios en la
vida real (casos control o cohortes).

La falta de adherencia (o no persistencia) en la medicacion de la DM2 es causa de
peores resultados glucémicos, de los factores de riesgo cardiovascular (FRCV),
complicaciones y costes sanitarios

In conclusion, adherence varies considerably across different
medication classes used for the treatment of T2D. Metformin has
lower adherence than sulfonylureas and TZDs. DPP-4 inhibitor
adherence is better than both sulfonylureas and TZDs. Long-acting
insulin analogues have better persistence than GLP-1 receptor ago-

nists and human insulins. Preferential selection of these medication
classes with better adherence and persistence may produce better

outcomes in T20. This is likely to be of greater importance in people

kmown to have low adherence rates.
17/05/2018
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Si elevado riesgo de hipoglucemias,

Si NO obj con ADO episodios recurrentes, no correcto Si con Ins basal NO obj
manejo, 2 dosis NPH
+ .
Insulina basal NPH Ins Glargina D Ins acc corta o cambio a

premezclada.

Se considera de eleccidn insulina glargina frente a detemir, por haber mostrado eficacia
similar, administrarse una vez al dia y ser mas eficiente.

En pacientes que requieran grandes cantidades de insulina (>40 Ul/dia), las
preparaciones concentradas de glargina (300 Ul/ml) pueden considerarse como una
alternativa efectiva a glargina (100 Ul/ml) en términos de reduccion de HbAlc y asociada
a una reduccion leve del riesgo de hipoglucemia nocturna.

Insulina degludec puede considerarse una alternativa en pacientes previamente tratados
con insulina glargina o detemir en los que las hipoglucemias (principalmente nocturnas)

constituyan un problema serio, y necesitarian repartir la dosis en dos inyecciones basales

diarias. 17/05/2018
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Contrato Programa 2018. Indice Sintético de Calidad. Atencion Primaria

Area terapéutica Indicador Objetivo | Puntos

Diabetes

% DDD metformina en pacientes con
monoterapia/ DDD antidiabéticos excl.
Antidiabéticos de primer insulinas en pacientes con

escalon monoterapia 80% -

% DDD de gliclazida + glipizida +
Antidiabéticos de segundo [glimepiride/ DDD antidiabéticos excl.

escalon insulinas y metformina 46% 125
% DDD insulinas intermedias / DDD
Insulinas de eleccion insulinas intermedias + prolongadas 20% 3

% DDD insulina glargina/ DDD insulinas
Insulinas prolongadas prolongadas 85% 4,5

17/05/2018
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Lt t] CONSEJERIA DE SALUD

Contrato Programa 2018. Farmacia. Indice Sintético de Calidad. Atencion Hospitalaria

Area terapéutica Indicador Objetivo | Puntos
% DDD de gliclazida + glipizida +
¢ |Antidiabéticos de glimepiride/ DDD antidiabéticos excl.
E segundo escalon insulinas y metformina 36% 17.5
-'5“ % DDD insulina glargina/ DDD insulinas
Insulinas prolongadas prolongadas 85% 79

17/05/2018
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ICP.

Contrato Programa 2018. Indice Sintético de Eficiencia. Areas de Gestién Sanitaria

Indicador Objetivo Puntos

Diabetes Coste / Paciente-mes Antidiabéticos (ATC A10) 28 29

Contrato Programa 2018. Indice Sintético de Eficiencia - Recetas. Atencion Hospitalaria

Indicador Objetivo Puntos

Diabetes Coste / Receta Antidiabéticos (ATC A10) 56 16

17/05/2018




Calidad
P raCt I c’a.SOCiedadGesrién

ientifica

Revisionsericio

7 (avenBeneficios

~Clinico

Organizacion Estrategia

Resultados
Criterios

Calidad? (dimensiones)

Situacion actual: Mejora de proceso,
pacientes complejos, patron de
prescripcion (mas gasto NO evidente
mejora de resultados)

Monitorizar calidad Indicadores
resultado

Ejemplos indicadores ambito
internacional y local
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Calidad
Practicasocieda

s~ Cientifica

Revisionservicio
7 s Beneficios

C | INICO

Organizacion Estrategia
Resultados
Criterios

cComo intervenir desde la FH?
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NICE

guideline

Medicines optimisation: the safe and
effective use of medicines to enable the
best possible outcomes

NICE guideline
Published: 4 March 2015
nice.org.uk/guidance/n;

Competencias
grupales vs
individuales

(trabajo
compartido)

Sistemas de

apoyo_decis.
clinicas

Decisiones
compartidas

Optimizando la FT

Notificacion

Comunicacion
interfases
asistenciales

Conciliacion
medicacion

Revision
medicacion
Planes

auto-

cuidados 17/05/2018



"Lo esencial para el exito de un sistema
es la dimension ética del individuo...
Uno debe amar a su paciente;

Uno debe amar su profesion, ...

entonces puedes volver la mirada
para monitorizar y mejorar el sistema”.




