XITICONGRESO
ARGENTINO

DE ESTERILIZACION
Y DESINFECCION
HOSPITALARIA

BUENOSINIRESR025]

Ge¢ l 1center Eventos
[nt ( II'
Ciudac

1milo l (}unaldms"n(mh
1 Au na de Buenos Aires
Organizac
Mas info:
FUDESA

Fundacion para el Desarrollo oS
de la Esterilizacion en la Argentina vento I ks hu Labaco

12

13

14

/AG
ON
TO




Cardiologia Intervencionista y Esterilizacion

¢Es correcto el retiso de PMUU/SUD y
libre de problemas?

Una mirada infectoldgica

Julieta Rodriguez Ribera
Médica Infectéloga (SADI)
Prev. y Control de Infecciones
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Entendiendo el debate:
Un poco de historia...

= Siglo XIX: Inicio de la era de la medicina moderna: HM
(Semmelweis), antisepsia (Joseph Lister), esterilizacion,
instrumentos metalicos reutilizables, microbiologia (Louis
Pasteur)

= 1930s-50s: primeras jeringas de vidrio reutilizables, avance de
materiales médicos

descartables adquieren protagonismo
2000: FDA (EEUU) regula el retso con estandares estrictos
2017: MDR (EU) regula el reuso en UE

2000 en adelante: debates sobre seguridad, eficacia,
accesibilidad, equidad, sostenibilidad y necesidad de regulacidn
del redso
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Reuso: ¢ Cual es el debate?

Altos costos de

PMUU, éSeguridad?
accesibilidad,
equidad

¢Eficacia?

é¢Fabricantes?

¢Regulacion y procesos controlados?
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Regulaciones y Politicas de reuso: Canada y EEUU

Public Health

Canada’s Drug Agency
L'Agence des médicaments du Canada

Drugs. Health Technologies and Systems. Médicaments, technologies de la santé et systemes
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Regulaciones y Politicas de reuso: UE

Reprocessing of SUDs is
permated

Reprocessmg of SUDs (s sot
permeted

I Decinmn or permetting
% teprocessing of SUDs sot yet

taken

Not scope of swivey

Y

Country abbreviations: AL = Albania. AT = Austria, BE = Beigium, BG = Bulgana, CH = Switzerand,
CY = Cyprus, CZ = the Czech Republic, DE = Germany, DK = Denmark, EE = Estonia, EL = Greece,
ES = Span, Fl = Finland, FR = France, HR = Croatia, HU = Hungary, IE = Ireland, IS = Iceland. IT = laly,
LT = Lithuania, LU = Luxembourg, LV = Latvia, ME = Montenegro, MD = Moldova, MK = North Macedonia,
MT = Makta, NL = the Netherlands, NO = Norway, PL = Poland, PT = Portugal, RO = Romania,
RS = Republic of Serbia, SE = Sweden, S| = Slovenia, SK = Slovakia, UK = United Kingdom, XK = Kosovo

Source: CA survey (2023)

Islandia, Irlanda, Espaiia,
Suecia, Alemania, Bélgica,
Piases Bajos, Dinamarca,
Croacia, (Polonia)

Austria, Bulgaria, Chipre,
Rep. Checa, Estonia, Grecia,
Francia, Finlanda Noruega,
Hungaria, Italia, Letonia,
Lituania, Liechtenstein,
Malta, Noruega, Rumania,
Eslovaquia

Luxemburgo,
Portugal, Eslovenia

No aplica
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Regulaciones y Politicas de reuso: Reino Unido

The United Kingdom

AIRY 0.050..
Medicines & Healthcare products ’.-.‘.°:
RGgUIatory Agency ® : .. Regulating Medicines and Medical Devices
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Regulaciones y Politicas de reuso: Australia 'y
Nueva Zelanda

) L
S -
S K

W

4% Australian Government
7 L

Ve
g2 Department of Health, Disability and Ageing - New Zealand Medicines and
Authority
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Argentina

anMat

/

i1: Argentina.gob.ar

Normativa / Resolucion 255/1994 /

XI1 CONGRESO ARGENTINO 4

DE ESTERILIZACION Y DESINFECCION HOSPITALARIA . & Agosto 2025

Regulaciones y Politicas de reuso:

ANEXO |

— Catéteres para coronariografia vy
arteriografia

— Balones de contrapulsacion

— Catéteres intervencionistas sobre
arterias coronarias, viscerales, cerebrales
o de miembros

— Guias metalicas

— Catéteres de Swanz-Ganz con punta
optica

— Catéteres para estudios
electrofisiologicos

— Shunts carotideo

— Canulas de retroplegia

Buenos Aires
12,13 Y 14



Regulaciones y Politicas de reuso:

Argentina I

Ministerio de Salud

SALUD PUBLICA

Argentina.gob.ar
Resolucion 387/2004

Normativa / Resolucién 387/2004 / Apruébase la Guia de Procedimientos y
Métodos de Esterilizacion y Desinfeccion

para Establecimientos de Salud e
incorporase la misma al Programa
Nacional de Garantia de Calidad de la

Atencion Médica.
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Regulaciones y Politicas de reuso:
Argentina

Oant Articulo 3° — Los productos médicos

estériles que se importen y/o fabriquen
en el pais, destinados a un Unico uso, No
podran ser reesterilizados, ni reusados, Ni
sus envases originales alterados o
Normativa / cambiados, a menos que dadas las
caracteristicas  particulares de un
dispositivo médico, una Disposicion o
una Resolucion lo autorice a realizarlo.

7%

Argentina.gob.ar

T
.

Disposicion 2565 / 2025
ADM.NAC.DE MEDICAMENTOS,
ALIMENTOS Y TEC. MEDICA
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¢Es posible el reuso seguro?

Picture 1. Example of 2 modern reprocessing unit for multiple-use devices. View Picture 2. Sterilisation pot in front of a health center in some Asian country.
from dirty to clean section.

What is the use? An international look at reuse of single-use medical devices

Walter Popp®*, Ossama Rasslan®, Akeau Unahalekhaka®, Pola Brennerd, Edith Fischnaller€,
Maha Fathy?, Carol Goldman’, Elizabeth Gillespie&

W. Popp et al. / International Journal of Hygtene and Environmental Health 213 (2010) 302-307
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Reuso: evidencia disponible

= Mayoria de estudios anos 80y 90

= [Metodoldgicamente nivel de evidencia

‘lnfecnonkiskofCaldmcCathmﬁuﬁonmdAmﬂAnpogmphywhh
Single and Multiple Use Disposable Catheters

U. FRANK. MDD, L. HERZ, M D, F. D, DASCHNER, M.D.

moderado

P demiology, L ity Hospital, Freiburg, West Germany
JACC ¥el. 4, No. 6 1475
Nosembor 13, 1984 147501

__INTERVENTIONAL CARDIOLOGY

Estudio prospectivo 414 pac —> sin
Reuse of Balloon Catheters for Coronary Angioplasty: A Potential lic infecci
Cost-Saving Strategy? complic intecciosas

SYLVAIN PLANTE, MD, FRCF, FACC, BRADLEY H. STRAUSS, MD, PuD, FRCP,*
GILLES GOULET, MD, FRCP, RANDAL K. WATSON. MD. FRCP," ROBERT J. CHISHCLM, MD, FRCP*
Sherbrooke, Quebec and Tovonto, Ontariv, Canada

Estudio pyospectivo 693 pac : > incid mecvdnvay 735
eventos/en reuso

¥

- Volume 78, Issue 6, P717-719, September 15, 1996

Initial Experience With Reuse of Coronary Angioplasty Catheters in
the United States

KEVIN F. BROWNE, MD, FACC, REY MALDONADO, Pub, MARY TELATNIK, RN,
Absence of Increased In-hospitol Complicotions With RONALD E. VLIETSTRA, MB, CiiB, FACC, ALAN S. BRENNER, MD, FACC

REUSEd B(]lloon Cotheters Lakeland. Florida

Koon-Hou Mak ° - Mark . Eisenberg ° - Sylvain Plante °  Bradley H. Strauss ® - Kristopher L. Arheart - Eric J Topol'

Mak et al (1996) anélisis Estudio prospectivo 107 pacientes, grupo control (nuevos)
multivariado: sin diferencias en restrospectivo — sin diferencias en seguridad y eficacia

incidencia de eventos
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Reutilizacion de catéteres de angiografia en una Unidad de
Hemodinamia de un hospital del sector publico-Chile

Rev Chil Infact 2006; 23 (1) 45-49

Cohorte prospectivo 421
proced sin diferencias en
inf entre catéteres nuevos
Vs reuso

Tabla 3. Inddencia de complicaciones infecciosas y no infecdosas
relacionadas a las variables predictoras estudiadas

Variables Predictoras RR IC 95% P

Catéter Reutilizado 1.15 0.43 - 3,03 0.72

Nuevo
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Rao et al. Antimicrobial Resistance and Infection Control 2013, 2(Suppl 1):031
http//www.arcjoumal.com/content/2/51/031

&
INFECTION CONTROL

ORAL PRESENTATION Open Access

0031: Reprocessing of single-use hemodynamic
catheters in cardiology-we do but how best
to do it

R Rao’, R Mani, Infection Control Sisters

From 2nd Intemational Conference on Prevention and Infection Control (ICPIC 2013)
Geneva, Switzerland. 25-28 June 2013

no adverse events reported on follow up (over 8000

angiograms so far).The facility does 12 angiogram per
day and reuse is 75%.
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Reuso: evidencia disponible:
ensayos clinicos

INCHRISSIEN > indian Heart ). 2001 Mar-ApuS3Q)167-71. Ensayo clinico controlado doble ciego
A randomized study of the safety and efficacy of 377 procedimientos sin diferencias en
reused angioplasty balloon catheters Segu ridad y efica cia

M Zubaid ¥, C S Thomas, H Salman, | Al-Rashdan, N Hayat, A Habashi, M T Abraham, K Varghese,

L Thalib

Ensayo randomizado 238
pac: sin complicaciones

nical and angiograptuc procedural and mid-1
“outcome with new versus reused balloon catheter
~ percutaneous coronary mterventnons

Martin Unverdorben !, Ralf Degedwardt, Dormmque Emy Manfred Scholz, Eberhard Wagner,
Henning Kohler, Heiner K Berthold, Christian Vallbracht
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Reuso y seguridad del paciente: E

posicionamiento de EEUU

United States General Accounting Office
G AO Report to Congressional Requesters
Evidence Indicates
That Safe Reprocessing
of Certain Devices Is
June 2000 SINGL E_USE Possible
MEDICAL DEVICES ,
FDA’s Proposed
Regulatory Framework
. : Will Extend
th.tle Available Requirements Faced by
Evidence of Harm Manufacturers to Most
From Reuse, but SUD Reprocessors
Oversight Warranted
FDAS List of Frequently Reprocessed SUDs Reuso en 25% de
hospitales

2003: registro de
eventos distingue
PM reprocesados

\ o
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Reuso y seguridad del paciente: ——
posicionamiento de EEUU

United States Government Accountability Office

GAO Report to the Committee on Oversight
and Government Reform, House of
Representatives

BRI REPROCESSED
SINGLE-USE
MEDICAL DEVICES

FDA Has Found No
Causative Link between a
Reprocessed SUD and

Reported Patient Injury or
Death

FDA Oversight Has
Increased, and
Available Information
Does Not Indicate

That Use Presents an
Elevated Health Risk
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Reuso y seguridad del paciente:
posicionamiento de UE

Hellenic J Cardiol 2013; 54: 376-381
Review Article

Reuse of Devices in Cardiology: Time for a
Reappraisal

)
</ Directorate-General for
Health & Consumers
EUROPEAN COMMISSION

2010

Scientific Committee on Emerging and Newly Identified Health Risks

SCENIHR

The Safety of Reprocessed Medical Devices Marketed for
Single-Use
The number of
documented incidents is very small although it may be speculated that the reporting of
incidents is incomplete. In the existing inventory in the US, no evidence of an increased
risk was noted for patients from reprocessed devices.
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Reuso y seguridad del paciente:
posicionamiento de UE

|

February 2024

Directorate-General for Health and Food Safety
Study on the implementation of Article 17 of Regulation (EU) 2017/745 on MD on the EU market

Study on the implementation of
Article 17 of Regulation (EU)
2017/745 on medical devices

on the EU market

Final report
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Table 12: Results of the literature review

If 3 company performs reprocessing, R is the legal

manufacturer of the device Hea® Procucts
reiand . Appicabie MDR requirements must be “uflied when Reguistory Authorty
reprocessing, ncludng conformRy assessments, (2017) 20}
traceadily, or labeling
. Reprocessing may be camed out by an extemal
senice provider ¥ It i3 ensured that e Hi wil receve
Itz own medical devices back
*  Cerfication of the quaiy management zystem by 3 Km::"“"
Germany notffed body I3 3 prerequisite for the processing of
“Critcal C* medical devices 2021211
. The German Medical Devices Information and
Database System must e contacted befors the
reprocessing of SUDs.
. The reprocessing of SUDs that foliows 3 valdated
momtemete W LITOTIIAD
SUDs e His have the possbiity to hire an extemal
reprocessor.
e  There are no restictions or prohbitions regardng
St extenai reprocessing in other EU MSs in Sweden Sociystyresen
e  There are no restricions or prohbitions reisted tothe  (2022) [5]).
types of procucts that can De reprocessed In
Sweden.
In the IRerature, the authors of this study &d not find
any major dierences In patient safety Detmeen
reprocessed and new products
. Justification for reprocessing of SUDs on the basis of
eCconomic and environmental benefits.
e Studies found no Increased risk regardng the wse of
reprocessed SUDs In companson 10 the use of new
SUDs. MHRA (2019) [9],
De Sousa Marting
allows for cost reduction for health faciities and may ot al. (2018) (4],
Increase innovative technoiogies and therapies %or Costastal 2O09)
Gizease reatment. 12,
Reasons for * Asptyng ccler economy pichies © e Benedettind (2022
sl management of medical devices i3 ofen deemed 10 L
reprocassing be the best soltion for Increasing the environmental FAMMHP (2021)
efficiency of the products =
Reasons for e Reprocessing 33 3 soluton In times of shortages due 221,
reprocassing to the pandemic (COVID-18) CAC (2009 1241
SUDs Loftus (2015) (28],
Crawford & Eagle

(2018) [26])

Buenos Aires
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Reuso: evidencia disponible:
revision sistematica y meta-analisis

Safety, cost and environmental impact of reprocessing
high risk single-use medical devices: a systematic review
and meta-analysis

GMS Hygiene and Infection Control 2025, Vol. 20, ISSN 2196-5226

m Irlanda 2023
Health

Research
Board
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Device name(s),

Study design model(s), brand(s)

Environmental

& >
& ]
3 B
£ g
= >
N a

Cardiac catheters/cannulas (n=6): risk class IlI

Observational

Browne et al.
(1997) [115]

Leung et al.
(2019) [116]

MDR ok

case matched
(prospective
(intervention)
and
retrospective
(comparison))
Observational
case matched

(prospective
(intervention)

and
retrospective

(comparison))

Name: Balloon catheter
Model: Not reported
Brands: Guidant
Corporation and Cordis
Corporation

Name: Circular
mapping ablation

catheter
Model: 22-pole Lasso®

2515 eco Variable
Catheter with an
electro-anatomic
system (Carto®,
Biosense-Webster®)

Brand: Stryker®

Buenos Aires
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Device name(s),
model(s), brand(s)

Study design

Name: Balloon catheter
USA Cost study Model: Not reported X X v X
Brand: Not reported

Mak et al.
(1996) [117)

Prospective Name: Balloon catheter
Plante et al.
Canada observational Model: Not reported v v X X
(1994) [118]
study Brand: Not reported

Name: Coronary
iopl d
Tessarolo et angioplasty ‘an
Cost electrophysiology
al. (2009) Italy T X X v X
[119] minimisation catheters
Model: Not reported
Brand: Not reported
Name: Balloon catheter
Model: standard

monorail system,

featuring a proximal

Unverdorben Randomised stainless steel
et al. (2005) Germany v v X X
[120] controlled trial  hypotube shaft with
LEAPTM, a nylon
FDA, derivative, serving as
MDR Ok balloon material

Brand: Not reported
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Reuso y seguridad del paciente:
posicionamiento de Canada

*

What Did We Find?
Canadian Journal of Health Technologies * We identified 8 studies, including one study based in Canada, which
March 2024 Volume4 Issue 3 evaluated the use of reprocessed SUMDs compared with new SUMDs;
most did not report statistically significant differences in patient
outcomes between groups.

» Most of the included studies were of very low to moderate quality, which
limits confidence in the observed outcomes resulting from the reuse of
these devices. Half of the included studies were published before the
vear_ 2005 _which may limit applicability aiven potential improvements

and changes over time in reprocessing standards, surgical approaches,
device specifications, and patient care protocols.

CADTH Health Technology Review

Reprocessed Single-Use
Semicritical and Critical
Medical Devices
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¢Es posible el reuso seguro?

Picture 1. Example of 2 modern reprocessing unit for multiple-use devices. View Picture 2. Sterilisation pot in front of a health center in some Asian country.
from dirty to clean section.

What is the use? An international look at reuse of single-use medical devices

Walter Popp®*, Ossama Rasslan®, Akeau Unahalekhaka®, Pola Brennerd, Edith Fischnaller€,
Maha Fathy?, Carol Goldman’, Elizabeth Gillespie&

W. Popp et al. / International Journal of Hygtene and Environmental Health 213 (2010) 302-307
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¢Qué sabemos hasta ahora?

= La evidencia cientifica (aunque no muy robusta) indica que
siguiendo protocolos estrictos de reproceso es posible el
reuso seguro (particularmente en Cardiologia
Intervencionista)

= La experiencia en las ultimas décadas con mas de 30
millones de catetersimos realizados en el mundo
(1 millon/afo en EEUU, en Argentina segun registros CACI
2007-2022: 2 millones) y la ausencia de eventos registrados
permite plantear el reuso seguro siguiendo protocolos

CAC

q COLEGIO ARGENTINO DE
CARDIOANGIOLOGOS INTERVENCIONISTAS

Xil CONGRESO ARGENTINO ﬁ Buc?;),sx ;\iyr?:
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¢Qué podriamos mejorar?

= Promover la generacion de evidencia

= Promover la implementacion de sistemas de gestion de
calidad

= Expresar la necesidad de un marco regulatorio claro,
actualizado (Auditorias, Certificacion?)

® Establecer/elaborar Guias de Buenas Practicas,
Consensos Intersocietarios

Implementar un registro centralizado?
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¢Qué podemos hacer en Argentina
para implementar el reuso Seguro?

* Asegurar que se cumplan los requisitos necesarios e indispensables para un reuso
seguro:

AN

Central de Esterilizacion con estructura adecuada, dotacion de personal capacitado,
Manual de Procedimientos, procesos controlados, validados

Conformar Comité de Reuso multidisciplinario

Evaluar CADA PM, elaborar Protocolos especificos, definir nUmero de retsos

¢Es costo-efectivo?

N XX

é¢Pyede garantizarse la limpieza rigurosa y completa del PM?

No se puede garantizar la esterilidad en un instrumento médico,
si éste no ingreso limpio al proceso de esterilizacion. Nuestro
objetivo es obtener insumos estériles para ser usados con seguridad

en el paciente.

AN

é¢Puede asegurarse que el PM mantanga la funcionalidad?

AN

é¢Puede asegurarse la trazabilidad y el control del nro. de retusos?

v Registrar

Xil CONGRESO ARGENTINO ﬁ Buc?;),sx ;\iyr?:
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Fases del reprocesamiento

LA LIMPIEZA ES UN REQUISITO PRIMORDIAL
PARA EL EXITO DE LA ESTERILIZACION

Transport '._-::,' Cleaning (and
Prelavado (used devices) disinfection)

—.‘
4 S
Inspection
- r.».
N :
|
i | ’
b ,'
= g
Storage Packaging
a A
e
=4
Transport
(sterile Sterilization
packages) (===
Fig. 1 Medical device reprocessing cycle for a critical medical device [4
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Respondiendo la pregunta inicial:
¢Es correcto el reiso de PMUU/SUD y
libre de problemas?

? 7 7
v, ? ‘\ = {
7, (O

Desde la mirada infectoldgica, si se cumplen
RIGUROSAMENTE los pasos de una COMPLETA LIMPIEZA,
los procesos de esterilizacidon y el uso adecuado del PM:

ES POSIBLE EL REUSO SEGURO

XII CONGRESO ARGENTINQ @ "o

DE ESTERILIZACION Y DESINFECCION HOSPITALARIA © & Agosto 2025



GRACIA

Julieta Rodriguez Ribera
drajulietarodriguez@hotmail.com

XTI CONGRESO ARGENT INO # "o

DE ESTERILIZACION Y DESINFECCION HOSPITALARIA ! Agosto 2025



	Diapositiva 1
	Diapositiva 2
	Diapositiva 3: Entendiendo el debate: Un poco de historia…
	Diapositiva 4: Reúso: ¿Cuál es el debate?
	Diapositiva 5: Regulaciones y Políticas de reúso: Canadá y EEUU 
	Diapositiva 6: Regulaciones y Políticas de reúso: UE
	Diapositiva 7: Regulaciones y Políticas de reúso: Reino Unido
	Diapositiva 8: Regulaciones y Políticas de reúso: Australia y Nueva Zelanda 
	Diapositiva 9: Regulaciones y Políticas de reúso:  Argentina
	Diapositiva 10: Regulaciones y Políticas de reúso: Argentina
	Diapositiva 11: Regulaciones y Políticas de reúso: Argentina
	Diapositiva 12
	Diapositiva 13
	Diapositiva 14
	Diapositiva 15
	Diapositiva 16
	Diapositiva 17
	Diapositiva 18
	Diapositiva 19
	Diapositiva 20
	Diapositiva 21
	Diapositiva 22
	Diapositiva 23
	Diapositiva 24
	Diapositiva 28
	Diapositiva 31
	Diapositiva 32: ¿Qué sabemos hasta ahora?
	Diapositiva 33: ¿Qué podríamos mejorar?
	Diapositiva 34: ¿Qué podemos hacer en Argentina para implementar el reúso Seguro? 
	Diapositiva 39
	Diapositiva 40
	Diapositiva 41

