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15:30 Mesa Redonda 3: De la Politica Antibiética al
PROA
Modera: Pilar Retamar Gentil, HUV Macarena
15:30 Microbiologia: mapa de resistencias, vigilancia
brotes.
Dra. Patricia Ruiz-Garbajosa, H Ramon y Cajal.
15:45 Farmacia: indicadores de uso adecuado de
AB, como detectar puntos de mejora en la
prescripcion, gestion de desabastecimientos
Dra. Aurora Fernandez, HU Vall D'Hebron,
16:00  Infecciosas: comunicacion interna y externa.
Guias terapeuticas, asesorias, programa
bacteriemia.
Dr. Jose Molina Ruiz-Bermejo, HUV Virgen del
Rocio..
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PROA

ACCIONES DE
MEJORA

The right antibiotic

for the right patient,

at the right time,

with the right dose, and
the right route, causing
the least harm to

the patient and future patients
www/cdec.gov/getsmarg/healthcare/inpatient-stewardship

PLANIFICACION

ANALISIS

INICIATIVAS PROA
Auditorias
Monitorizacion
Formacion
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Indicadores de so
adecuado de AB

¢ Que debemos medir?




Principales guias y recomendaciones

‘Enferm Infece Micrabiol Clin. 2012:30(1):22.e1- 2123

Enfermedades Infecciosas
Microbiologia Clinica

www.alsevier.es/sime

ECDC DRAFT TECHNICAL REPORT

Proposals for draft EU guidelineson the
prudent use of antimicrobials in human
medicine

Documento de consenso

Programas de optimizacién de uso de antimicrobianos (PROA) en hospitales
espanoles: documento de consenso GEIH-SEIMC, SEFH y SEMPSPH*-**

Jesiis Rodriguez-Bafio**, José Ramén Pafio-Pardo®*, Luis Alvarez-Racha®, Angel Asensio?,

Esther Calbo®, Emilia Cercenado’, José Miguel Cisneros®, Javier Cobo”, Olga Delgado’,

José Garnacho-Montero!, Santiago Grau¥, Juan Pablo Horcajada’, Ana Hornero™,

Javier Murillas-Angoiti®, Antonio Oliver®, Belén Padilla’, Juan Pasquau®, Miquel Pujol ™,

Patricia Ruiz-Garbajosa¥, Rafael San Juan" y Rafael Sierra*®

> midad Clinica de Enfermedaes wiedicna, Untverstdad de Sevila,sevil, Espata
nfecciosas. Clinica Madrid, Epana

Caruma, A coruna, Espana
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Indicator Specxﬁcation Clinical Infectidelimigahdpfectious Diseases Advance Acce:

d April 15,
L | Antimicrobial Stewardship IDSA GUIDELINE i B ey S Armerica . .
Antimicrobial stewardship Clinical Care Standard Sy s s
December 2015
Qualty standrd Implementing an Antibiotic Stewardship Program:
Published: 22 April 2016 . . . . . .
ice.orguk/gidanceast21 Guidelines by the Infectious Diseases Society of America

and the Society for Healthcare Epidemiology of America

Tamar F. Barlam,' Sara E Cosgrove ? Lilian M. Abbo,* Conan MacDougall,* Audrey N. Schuetz,” Edward J. Septimus,

# Arjun Srinivasan,’ Timothy H. Dellit*
0. Fishman,® Cindy W. Hamilton."" Timothy C. Jenkins."? Pamela A Lipsett” Preeti N. Malani™* Larissa S. May.'* Gregory
Neuhauser,” Jason G. Newland,"* Christopher A. Ohl,® Matthew H. Samore.” Susan K. Seo” and Kavita K. Trivedi®

Coha Secton o Ifectous Diseasas, Baston Univesiy School of Nediin, Bosicn, Massat usets: “Co-Cha, Division of fectias Diseases, Jotns Hopkns University Schod of Medici,
Battimers, Mg o f Modicine, Mian, Florisa; “Dogartnant enodl of Pharmacy,

San Francioo: Degartment of Mecione, WeilCorell Medical CanterNew Yori-fresbyterian Hosptal, New Yok, New Yor ‘Depanment ofInemal Medicine, Texas AGM Heaith Scienoe Cortor
College of Medicine, Houston; "Division of Healthcare Quality Promation, Genters or Disease Cortrol and Prevention, Atlarta, Georgia: “Division of Allergy and Infectious Diseases, Univessiy of
‘Washirgton Sehool of Modiene, Scatte “Departmont of Maicing, Caso Wostom Rosave Univarsity ant Votorans Affairs Mediea Cant, Cloveland, O Dapartmont of Maticino, Uniwesiy of
Fennsylvania Heaith System, Philadelghia ""Hamilton House, Virginia Beach; "“Division of Infectious Disoases, Denver Heaith, Denver, Cobrado; Degariment of Ancsthesiology and Gitcal Care
Medine, Johns Hogiirs UniversitySchaois of Nedicios and Nursing, Bakimore, Marylanct "Diision of Infectous Disoases, Unhersity of MEnian Hoah System, A Arbor, ®Depatment of
Emorgery Maicos, Unkersty o Calfrma, Davs; "“Departmont f Emergency Modiing, Davi Gefan Shos af Medicng, Univasityof Calforia, Los Angoles ModiealConta, Syimar;

"Degatment of Vetemns Affais, Hines, lirois; *Departmant of Pediatics, in St Louis, Missouri, Disaases,
e ‘Schoolof Medicine, Winsion-Salan, North Caroina ““Degartment of . Now York,
AUSTRALIAN COMMISSION [ ) Clinical Care New York: and *Tived Conauks, L. Beridy. Caifomia
onSAFETY ao QUALITY wHEALTH CARE O
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Los objetivos y sus indicadores deben responder al acronimo

«SMART»

v Especificos
v'Medibles

v'Realizables
v'Relevantes

v'Precisos en el tiempo
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Indicadores calidad prescripcion

La evaluacion de |a calidad de la prescripcién de
antibioticos:

* Reduccion del consumo de antibioticos
* Uso de una forma mas optima

Permite comprender los patrones
de uso e identificar las dianas para
la intervencidn
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Infecciosas

& _'fg, L

¥
ELSEVIER

Microbiologia Clinica
Volume 31, Supplement 4, September 2013, Pages 25-30

Evaluating the quality of
antimicrobial prescribing: Is
standardisation possible?

Evaluacion de la calidad de la
prescripcion de antibioticos: jes
posible la estandarizacion?

Pilar Retamar® 2, i, M. Luisa Martin °, José Molina ¢, Alfonso del Arco ¢
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Appropriateness measures

Table 4. Final List of Quality Indicators to Monitor Antibiotic Use for All

Intensive Care Unit Departments

in itali Adult Patients in Non-

Table 4 confinued.

Mumber
From
Table 1

5

27

29

Quality Indicater
All Patients Are Adults, Admittad to a Non-
ICU Department With >24 hof Systamic
Antbiotics Because of a Suspected
Bacterial Infection

Empirical systamic antibiotic therapy
should ba prescribed according to the
local guidaling.

(If local guidelines are missing, prascriba
according to national guideline. If
national guidelinas are also missing,
prascriba according to intarmational
guidaline.)

Before starting systemic antibiotic therapy,
at least 2 sets of blood cultures should
be taken.

When starting systemic antibiotic tharapy,
specimens for culture from suspected
sites of infection should be taken as
soon as possible, preferably before
antibiotics are started.

(Cultures should be taken until & maximum
of 24 h after antibiotics are started.)

Empirical antibiotics should be changed 1o
pathogen-directed therapy if cultura
results bacome available

Dose and dosing interval of systermnic
antibiotics should be adapted to renal
function.

Systemic antibiotic therapy should be
switched from intravenous to oral
antibiotic therapy within 48-72 h on the
basis of the clinical condition and when
oral freatmeant is adequate.

Adeguate: (1) when antibiotic is available
orally, (2) when oral intake and
gastrointestinal absorption are adequate,
(3) adequate in terms of dagnosis
(exceptions, eg, endocarditis,
meningitis)

An antibiotic plan should be documented in
the case notes at the start of systemic
antibiotic treatmant (Antibictic plan is
indication, name, doses, route, and
interval of administration )

Therapautic drug monitoring should be
performed when the traatrment duration
15 >3 d for aminoglycosides and >5 d for
VANCOMmyCin.

Empirical antibiotic therapy for presurned
bacterial infection should be
discontinued based on the lack of clinical
andfor microbiclogical evidence of
infection. The maximum duration of
empirical systamic antibiotic treatrment
should be 7 d.

Nurmeratar Dascription
All Patients Ara Adults, Admitted to a
Maon-ICU Departrnent With >24 h of
Systemnic Antibiotics Becauss of a
Suspected Bacterial Infection

Number of patients wha started with
ampirical systemic antibiotic tharapy
according to the lacal guidaling

Mumber of patients in wham at least 2
blood cultures were taken bafare
systamic antibiotic therapy was
startad

Number of patients wha started with
systemic antibiotic therapy and in
whaom culturas from suspected sites
of infection were taken within 24 h
after the systemic antibiotics were
startad

Number of patients with empinical
systamic antibiotics whose culture
became pasitive and changing to
pathogan-diractad tharapy was dong
corracthy

Number of patients with a
compromised renal function with a
dosing regimean adjusted to renal
function (defined as eGFR <50 mL/
mind1.73 m)

MNumber of patients with infravenous
antibiotics for 48-72 h, in whom
changing to oral antibiotic therapy on
the basis of clinical condition was
done

MNumber of patients wha started with
systemic antibiatic therapy for wham
an antibiatic plan was documented in
the casa notes

Number of these patients with at least 1
serurm drug level maasuramant

Number of patients whose empirical
therapy was sad
within 7 d, because of lack of clinical
and/or micrabiological evidence of
infection

Denominator Description
All Patients Are Adults, Admitted to 2
MNor-ICU Department With >24 h of
Systemic Antibiotics Because of a
Suspected Bacterial Infection

Total number of patients whao started
with ampirical systemic antibiotic
therapy

Total number of patients whao started
with systamic antbiotic therapy

Total number of patients who started
with systamic antibiotic therapy

Total number of patients with empirical
systamic antibiotics whose culture
became positive

Total number of patients who started
with systermic antibiatic therapy and
who had a compromisad renal function
(defimed as aGFR <50 mLmin/

1.73 )

Total numiber of patients withintravencus
antibvictics for 48-72 h, in whom
changing to aral antibiotic tharapy on
the basis of the ehinical condition was
indicated

Total number of patients whao started
with systamic antibiotic therapy

Total number of patients wha receivad
arminoglycosides for =3 d andfar
vancomycin for >5 d

Total number of patients who started
empirical systamic antibiotic tharapy,
but lacked clinical andfor
microbiological evidence of infection

Nurmerator Description
All Patients Are Adults, Admitted to a

Quality Indicator
All Patients Are Adults, Admitted to a Non-

Mumber ICU Departrment With >24 h of Systemic Naf-ICU Department With >24 h of
Fram Antibiotics Because of a Suspected Systemnic Antibiotics Because of a
Table 1 Bactenal Infection Suspectad Bacterial Infection

31 A currant local antibiotic guideling should

ba present in tha haspital and an
evaluation whether an update should ba
considered should ba done every 3 y.

32 Lacal antibbotic guidelinas should
cormaspand to the national antibiotic
puidalines, but should deviate based on
local resistance patterns.

Denominater Dascnptian
All Patients Are Adults, Admitted to a
MNon-ICU Department With >24 h of
Systemic Antibiotics Because of a
Suspected Bactenial Infectian

Abbrevistions: eGFR, estimated glormerular filtration rate; ICU, intensive cane unit.
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van den Bosch CM, Geerlings SE, Natsch S, Prins JM, Hulscher ME. Quality indicators to measure

appropriate antibiotic use in hospitalized adults. Clin Infect Dis. 2015 Jan 15;60(2):281-91..



Quality indicator
Empirical antibiotic
therapy according
to local guidelines

Adequate request for
blood cultures

Adequate request for
blood culture from
site of infection

Antibiotic treatment
directed to culture results

Sequential antibiotic
therapy within 72 h

Patients receiving
unnecessary antibiotic
treatment in the absence
of clinical or
microbiological evidence
of infection

Dosage adjusted for renal
function

TDM

Numerator?

No. of patients with EAT
according to local
guidelines

No. of patients with 2 sets
of blood cultures before
EAT initiation

No. of patients with EAT
and adequate request for
blood culture

from site of infection

No. of patients with EAT
directed to culture results

No. of patients with
antibiotic treatment for
>72 h and clinical
stability with sequential
antibiotic therapy

No. of patients with EAT
receiving unnecessary
antibiotic treatment

in the absence of clinical
or microbiological
evidence on the

fifth day of treatment
No. of patients with eGFR
of <50 ml/min/1.73

m?2 and dosage

adjusted for renal
function

No. of patients with >1
determination of drug
concentration

Denominator

No. of patients with EAT
and clinical syndrome
defined

in local guidelines

No. of patients with
systemic antibiotic
treatment

No. of patients with
systemic antibiotic
treatment

and cultivable infection

No. of patients with
systemic antibiotic
treatment and

positive culture results
with clinical significance
No. of patients who were
candidates for sequential
antibiotic therapy

No. of patients with EAT
for =5 days

No. of patients with
systemic antibiotic
treatment and eGFR of
<50 ml/min/1.73 m2

No. of patients with
treatment for >3 days
with amikacin or
gentamicin and/or for 25
days with vancomycin

or targeted treatments

Qlpub Applicability (no.
of patients/

total no. of
patients evaluated
[% [95% Cl]])
135/362 (37.3
[32.5-42.4])

Empirical
antibiotic therapy
according to local
guidelines
Adequate request 353/362 (97.5
for blood cultures [95.3-98.7])
Adequate request 269/362 (74.3
for culture from [69.6-78.5])
site of infection

Antibiotic 106/362 (29.3

treatment [24.8-34.2])

directed to culture

results

Sequential 220/362 (60.8

antibiotic therapy [55.7-65.7])

within 72 h2

Patients receiving 254/362 (70.2

unnecessary [65.3-74.7])¢

antibiotic

treatment in the

absence

of clinical or

microbiological

evidencet

Dosage adjusted  68/362 (18.8

for renal function [15.1-23.1])

TDM 22/362 (6.1 [4.10—
9.03])

Adherence (no. of
patients/

total no. of
patients [% [95%
ci)

94/135 (69.6
[61.4-76.8])

139/353 (39.4
[34.4-44.6])
215/269 (79.9
[74.7-84.3])

97/106 (91.5
[84.7-95.5])

114/220 (51.8
[45.2-58.3])

31/254 (12.20
[8.73-16.8])

53/68 (77.9 [66.7—
86.2])

9/22 (40.9 [23.3—
61.3])

Room for
improvement?

(% [95% CI])

30.4 (23.2-38.6)

60.6 (55.4-65.6)

20.1(15.7-25.3)

8.5 (4.53-15.4)

48.18 (41.7-54.8)

12.20 (8.73-16.8)

22.1(13.9-33.3)

59.1(38.7-76.7)
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Solo el TDM QI mostré una baja

tasa de aplicabilidad (6,1%)

11

Arcenillas Pet al.. Assessment of Quality Indicators for Appropriate Antibiotic Use. Antimicrob Agents
Chemother. 2018 Nov 26:62(12):e00875-18..


https://journals.asm.org/doi/full/10.1128/aac.00875-18#fv-T1F1
https://journals.asm.org/doi/full/10.1128/aac.00875-18#fv-T3F1
https://journals.asm.org/doi/full/10.1128/aac.00875-18#fv-T3F2
https://journals.asm.org/doi/full/10.1128/aac.00875-18#fv-T3F3
https://journals.asm.org/doi/full/10.1128/aac.00875-18#fv-T3F4

AUSTRALIAN COMMISSION ' Clinical Care
on SAFETY ano QUALITY wHEALTH CARE o’ Standards

Antimicrobial
Stewardship

Clinical Care Standard

November 2020

R
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Antimicrobial Stewardship
Clinical Care Standard

Quality statements

1
2

Life-threatening conditions
A patient with a life-threatening condition due to a suspected infection receives an appropriate
antimicrobial immediately, without waiting for the results of investigations.

Use of guidelines

When a patient is prescribed an antimicrobial, this is done in accordance with the
current Therapeutic Guidelines or evidence-based, locally endorsed guidelines and the
antimicrobial formulary.

Adverse reactions to antimicrobials

When an adverse reaction (including an allergy) to an antimicrobial is reported by a patient or
recorded in their healthcare record, the active ingredient(s), date, nature and severity of the
reaction are assessed and documented. This enables the most appropriate antimicrobial to be
used when required.

Microbiological testing
A patient with a suspected infection has appropriate samples taken for microbiology testing as
clinically indicated, preferably before starting antimicrobial therapy.

Patient information and shared decision making

A patient with an infection, or at risk of an infection, is provided with information about their
condition and treatment options in a way that they can understand. If antimicrobials are
prescribed, information on how to use them, when to stop, potential side effects and a review plan
is discussed with the patient.

Documentation

When a patient is prescribed an antimicrobial, the indication, active ingredient, dose, frequency
and route of administration, and the intended duration or review plan are documented in the
patient's healthcare record.

Review of therapy

A patient prescribed an antimicrobial has regular clinical review of their therapy, with

the frequency of review dependent on patient acuity and risk factors. The need for ongoing
antimicrobial use, appropriate microbial spectrum of activity, dose, frequency and route of
administration are assessed and adjusted accordingly. Investigation results are reviewed
promptly when they are reported.

Surgical and procedural prophylaxis

A patient having surgery or a procedure is prescribed antimicrobial prophylaxis in accordance
with the current Therapeutic Guidelines or evidence-based, locally endorsed guidelines.

This includes recommendations about the need for prophylaxis, choice of antimicrobial, dose,
route and timing of administration, and duration.

d’Hebron
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José Maria Gutiémrez-Urbén et al

x Farmacia

‘ Organo oficial de expresion cienfifica de la Sociedad Espafiola de Farmacia Hospitalaria

| ORIGINALES
i Estudio PAUSATE: Prevalencia y adecuacion del uso
. hospitalario de antimicrobianos en Espaiia

: PAUSATE Study: Prevalence and appropriateness
of the use of antimicrobials in Spanish hospitals

i José Maria Gutiérrez-Urbén', Mercedes Arenere-Mendoza?,

i Edurne Fernandez-de-Gamarra-Martinez?, Aurora Fernandez-Polo®,

Silvia Gonzdlez-Suarez®, Jordi Nicolds-Picé¢, Maria Eugenia Rodriguez-Mateos’,
Elena Sanchez-Yanez?

i 'Senvicio de Formacio. Complexo Hospitalorio Universitario A Corufia. Espaiia. *Servico de Farmacia. Hospital Clinico Universitario Lozono Blesa. oragoza.
¢ Espofio. *Servicio de Formadia. Hospitol de lo Santo Creu i San Pou. Borcelona. Espafia. *Servido de Formacia. Hospital Universitari Vall d“Hebron. Borcelono.
i Espui. Senicio de Formocio. Hespital Universitorio Nuestra Seiora de Candelaria. Sonta Cruz de Tenerfe. Esporia. “Servido de Farmacia. Hospital
i Universitori Motua Terrasso, Barcelona. Espofin. “Servicio de Formacia. Hospital Universitario Puerta del Mar. Cadiz. Espaiio. *Servicio de Faimacia. Hospital
& Universitorio Virgen de lo Victorio. Mdloga. Espoda.

Farmacia Hospitalaria 2022 }
Vol. 46 IN° 51271 -2811 {27

. Autor para correspondencia
José Maria Gutiérrez Urbon

: Avenida As Xubias, 84

15006 La Coruna. Espana.

Correo electrénico:

1 Jose.Gutierrez.Urbon@sergas.es

i Recibido el 17 de noviembre de 2021;
: aceplado el 17 de enero de 2022.
. Early Access date (08/02/2022).

i _DOI: 10:7399/h.13152

103 hospitales

3.568 pacientes, de los que recibieron
antimicrobianos 1.498 (42,0%)

De los pacientes con terapia antimicrobiana,
1.449 (96,7%) recibieron al menos un
antibacteriano, 126 (8,4%) al menos un
antifungico y 80 (5,3%) al menos un
antivirico.

(

no valorable en el 2%

\_

Respecto a la adecuacion del tratamiento, la prescripcion fue considerada
adecuada en el 34% de los casos, mejorable en el 45%, inadecuada en el 19% y

~N

J
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Gutiérrez-Urbdn JM, et al.. Estudio PAUSATE: Prevalencia y adecuacién del uso hospitalario de

antimicrobianos en Espafia. Farm Hosp. 2022;46(5):271-81.



Tabla 3. Grado de adecuacion por dimensiones y prescripcionglobal

Dimension
Indicacién de antimicrebianc Adecuacia Inadecuada Dudosa
88% 8% 4%
e Adecuada Mejorable Inadecuada Dudosa
1% 23% 3% 3%
Momento de la primera dosis Adecuada Inadecuada Dudosa
86% 6% 8%
Dosis y frecuencia de administracién Adecuada Mejorable Inadecuada Dudosa
87% 7% 4% 2%
Via de administracian Adecuada Mejorable Inadecuada Dudosa
89% 9% 1% 1%
Duracién del tratamiento Adecuada Excesiva Corta Dudosa
69% 19% 2% 10%
Moenitorizacién de eficacia y seguridad SO Mejorable Inadscuada Dudasa
75% 17% 4% 4%
[Regisrro en la historia clinica CRypicto Insuficiente Dudoso
53% 34% 13%
Prescripcion global Adecuada Mejorable Inadecuada No valorable
.......................................................................................... 2S£ . S
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Gutiérrez-Urbdn JM, et al.. Estudio PAUSATE: Prevalencia y adecuacién del uso hospitalario de
antimicrobianos en Espafia. Farm Hosp. 2022;46(5):271-81.



El principal problema de |la valoracion de la calidad del
uso de los antimicrobianos:

 No existe un método estandarizado que contemple
todas las dimensiones de la prescripcion
antimicrobiana y que defina el baremo de cada una
de estas dimensiones y calificacion de |la
prescripcion en su globalidad.

e Variabilidad interobservador. (la subjetividad
incertidumbre inherente)
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> Enferm Infecc Microbiol Clin (Engl Ed). 2023 Oct 31:52529-993X(23)00253-8.
doi: 10.1016/j.eimce.2023.06.008. Online ahead of print.

Agreement between pharmacists and physicians on
the assessment of appropriateness of antimicrobial

prescribing 101 hospitales

José Maria Gutiérrez-Urbén 1, Eva Campelo-Sénchez 2, Sara Cobo-Sacristan 3,
Marcelo Dominguez-Cantero 4, Maria Victoria Gil-Navarro , Sonia Luque ©, . .
Maria Eugenia Martinez-Nufiez ! Beatriz Mejuto 8 Francisco Moreno-Ramos ?, 411 prescrl pCIOhES
Leonor Periafiez-Parraga 0 Carmen Rodriguez-Gonzalez M Teresa Rodriguez-Jato 8.
members of the Pharmaceutical Care Group for Patients with Infectious Diseases (AFinf) of the
Spanish Society of Hospital Pharmacy (SEFH)

Affiliations + expand
PMID: 37919198 DOI: 10.1016/j.eimce.2023.06.008

-

* Se observd un muy buen nivel de acuerdo (AC1 > 0,80) entre
farmacéuticos y médicos en todos los indicadores de calidad, excepto en
la duracidn del tratamiento, y registro en la historia clinica.

* Elacuerdo fue mayor en las unidades de cuidados criticos,
\ oncohematologia y pediatria que en las unidades médicas y quirurgicas.

~

J

2 Vall
*S* d’Hebron

16



Gestion de
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= EL PAIS Opinion

EDITORIAL> i

Escasez de
medicamentos

La frecuencia del desabastecimiento de

algunos productos farmacéuticos exige

actuar tanto en la produccién como en
la distribucion

20minutos NACIONAL

La escasez de antibidticos obliga a los padres
a partir las pastillas de adultos para los
tratamientos de los ninos

e
20MINUTOS / NOTICIA / 30.01.2023 - 18:56H 2 ()X (& = OBSERVATORIO DE LA SANIDAD
) 1) AN G &

¢ El desabastecimiento de farmacos afecta a distintos paises de la Union Europea. La escasez de 1a amOXiCilina

e e e e e ewemee | persiste: falta en 24 paises de

W AW A O la Union Europea, entre los
que esta Espana

0 Vall En nuestro pais hay 25 presentaciones con problemas de suministro
'+ d’Hebron Y :




Creacion en 2022 del Grupo Directivo Ejecutivo
0 sobre Desabastecimiento y Seguridad de

Medicamentos (Executive Steering Group on
Shortages and Safety of Medicinal Products,
MSSG).

EUROPEAN MEDICINES AGENCY
SO MO L& 1TEALTE

L MEDICINE

Establecer recomendaciones para la implementacion de

acciones coordinadas a nivel de la UE en relacion con los
problemas de suministro de medicamentos, ademas de
monitorizar el suministro y la demanda de medicamentos
considerados criticos. /

\_
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Comision Europea también ha puesto
en marcha una accidon conjunta para
mejorar el problema de |la escasez de
medicamentos propuesta por la
Direccion General de Salud y Seguridad
Alimentaria (SANTE), a través del Plan de
Trabajo 2021 del Programa EU4Health
(2021-2027): Coordination and
Harmonisation of the Existing Systems
against Shortages of Medicines,
European Network (Chessmen).

La AEMPS lidera una de las ocho
acciones enfocada a determinar las
causas raiz gue originan los problemas
de suministro y armonizar las

f\lf\c IAII\II\IAAA I"AIA+ f oy ey, gy P R l’\l’f\l’\lf\mf\ﬂ



¢Qué impacto tienen en el paciente

los problemas de suministro? o

Los problemas de suministro se miden O Eiemblo
en presentaciones de medicamentos jemp

15.154

SEGUNDO NTOS AUTop
SEMESTRE D 124p,
DE 2022

El ibuprofeno puede
encontrarse en diferentes
presentaciones como
comprimido, capsula o jarabe

_____________________________________________ z . --100%

INFORME SEMESTRAL PROBLEMAS DE SUMINISTRO & JULID - DICIEMERE DE 2022
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*Niveles de impacto:

« Impacto nulo (nivel 0): el impacto se considera nulo cuando, debido a la corta duracién
del problema de suministro, se mantiene un abastecimiento normal del medicamento a
los pacientes con las unidades existentes en el canal de distribucion. En caso de
medicamentos que se suministran o dispensan a nivel hospitalario el problema de
suministro pasa a tener nivel de impacto 1. Estos expedientes no se publican en CIMA.

« Impacto menor (nivel 1): se considera menor cuando, al existir en el mercado otros
medicamentos comercializados con el mismo principio activo y la misma via de
administracion, es posible la sustitucion del medicamento por el profesional
farmacéutico en la mayoria de los casos. Estos expedientes se publican en CIMA como
“Existe/n otro/s medicamento/s con los mismos principios activos y para la misma via de
administracion”, “Existe/n otro/s medicamento/s con el mismo principio activo y para la
misma via de administracion” o “La AEMPS ha autorizado unidades por comercializacion
excepcional”.

« Impacto medio (nivel 2): se considera esta categoria cuando, existiendo alternativas en
el mercado, se requiere de la intervencion del médico prescriptor que debe determinar la
eleccion de tratamientos alternativos. Estos problemas de suministro se publican en
CIMA como “El médico prescriptor debera determinar la posibilidad de utilizar otros
tratamientos comercializados” o “Suministro solo a hospitales”.

* Impacto mayor: en esta categoria, la falta del medicamento genera un impacto
asistencial importante, por no disponer de alternativas terapéuticas en alguna o ninguna
de sus indicaciones, siendo necesarias acciones que van mas alla de la sustitucion del
medicamento por el profesional farmacéutico o el cambio de prescripcidon por parte del
profesional médico. Dentro del impacto mayor existen encontramos dos niveles:

* Nivel 3: se publican en CIMA como “Se puede solicitar commo medicamento

" u

* Vel extranjero”, “Consultar Nota Informativa” o “El titular de autorizacion de
o dHebron  COMMercializacion estd realizando una distribucién controlada al existir unidades
limitadas”.

¢ Nivel & <e npublican en CIMA como “Desabastecimiento temboral”



om

agencia espafiola de
medicamentos y
productos sanitarios

ESPANOL ENGLISH

‘ Im a HOME QUEESCIMA NOMENCLATOR GLOSARIO

PARA LA BUSQUEDA

PROBLEMAS DE SUMINISTRO ACTIVOS

¢Qué es un problema de suministro?
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de suministro...

COD. NACIONAL
770404
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DIEMIL SOLUCION, 1 frasco de 180 ml

El médico prescriptor debera determinar la posibilidad de utilizar otros tratamientos

FECHA PREVISTA DEINICIO

12/12/2023

comercializados. Existen otros medicamentos comercializados que contienen el principio
activo piracetam.

FECHA PREVISTA FINALIZACION

COD. NACIONAL
660707
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TERBINAFINA PENSA 250 mg COMPRIMIDOS EFG,
28 comprimidos

FECHA PREVISTA DE INICIO

1gy2/2023 Existe/n otro/s medicamento/s con el mismo principio activo y para la misma via de
FECHA PREVISTA FINALIZACION administracion.
29/02/2024

COD. NACIONAL
815563

ACICLOVIR KERN PHARMA 800 mg COMPRIMIDOS

micnrENRCcCARDI PO eSS T mmmasmcieata ..
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https://cima.aemps.es/cima/publico/listadesabastecimiento.html
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*Escasez de materias primas

°Lotes del medicamento que
no cumplen con las
especificaciones

*Retrasos logisticos, incluidos
los posibles impactos de
eventos globales.



Causa de los problemes de suministro

* Problemas de capacidad de la planta (31,0%)

* Problemas de fabricacidon no derivados de
problemas de calidad (22,8%)

 Aumento de la demanda ( 20,4%)
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https://cima.aemps.es/cima/publico/listadesabastecimiento.html



Managing Antimicrobial Shortages

Communicate, collaborate and share decision making
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Patient/consumer

Review stock and usage
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Provide contact details to pharmacist

Prepare a local strategy
with prescribers

¥

v

Prepare a local strategy
with pharmacist

Consider alternative:

= Brands « Antimicrobialfs

= Strengths = S55I*

= Formulations = Access pathways
(e.g. SAS*)

v

Consider an
alternative therapy
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Seek expert advice if required

Consider impacts on
alternative medicines

B
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Prescribe appropriate antimicrobial/s
and counsel patient

Refer to strategy when a patient
presents a prescription

¥

Dispense appropriate antimicrobial/s
and counsel patient

Continue to collaborate when normal supply resumes
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https://www.safetyandquality.gov.au/publications-and-resources/resource-
library/antimicrobial-shortages-clinician-guidance
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La Union Europea intensifica las medidas para evitarel

proximo invierno posibles problemas de suministro de
antibidticos

. & i — s
Inicio > Acciones informativas > Notas informativas > La Unién Europea intensifica las medidas para evitar el préoximo invierno posibles problemas de suministro de
antibidticos

Aumentar ahora la produccion de antibioéticos
esenciales:

*Supervision de la oferta y la demanda

*Conciencia publica y uso prudente: [os antibidticos

deben usarse con prudencia para mantener su eficaciay

evitar la resistencia a los antimicrobianos. Los antibidticos
+0e0lo deben recetarse para tratar infecciones bacterianas..  ~



Muchas gracias

Aurora.fernandez@vallhebron.cat
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Barcelona Hospital Campus
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