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Agenda

1. Presentation of the RoMed Group

2. Validation - What's that ?

3. Why we do process validation
4. Which processes do we validate ? /
5. How we do that ? 4 Main steps in Validation processes in
practice
6. Take alookintothe Validation Process of the CSSDs in RoMed

Bianca Winkler - Process Validation in a real Practice
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1. Presentation of the RoMed Group
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Our RoMed Clinics

With , We care
for around 50,000 inpatients
and 90,000 outpatients every
year in our

in Bad Aibling,
Prien am Chiemsee,
Rosenheim and Wasserburg
am Inn.

look after the

well-being of our patients
around the clock.
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- a maximum care hospital.
llinesses from the eyes to the toes are
treated here at the highest level.

With 622 beds and 2,000 employees,
the RoMed Hospital Rosenheim is the

« certified Chest Pain Unit and Stroke Unit

 The breast center, gynecological
center, oncological center and visceral
oncological center for the intestines

* Our perinatal center for the support of
high-risk pregnancies and the
outstanding care of even the smallest
premature babies and newborns

Bianca Winkler - Process Validation in a real Practice
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The RoMed Clinic isa
basic and standard care hospital and
treats around 20,000 outpatients
and inpatients every year.

Visceral and Trauma surgery
internal medicine

anesthesia

and ear, nose and throat medicine.

There are medical collaborations for
gynecology, as well as orthopedics with
endoprosthetics (joint replacement) and
spinal surgery.

Bianca Winkler - Process Validation in a real Practice
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CSSDs Places of the RoMed Clinics

« Since 2009 placed in the basement of the hospital
« 2022 produced 35.000 StU
« 2023 produced 49.000 StU
in a 2 shift system, full-time and part-
time workers
* Opening hours: 6 am till 0 am

* Manufacture certificated under EN ISO 13485 since
yAl Vi

b5 washer-one Chamber washer and 1large-
capacity washer for Container and Transport
trollies

« Jsteam sterilizer with capacity of 8 StU each

Bianca Winkler - Process Validation in a real Practice
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« Since 2022 placed in the basement of the new Building
« 2022 produced 16.000 StU
e 2023 produced 23.000 StU

in a 2 shift system, full-time and part-time
workers

* Opening hours: 6 am till 1Tam

 Manufacture certificated under EN ISO 13485 since 2022

one Chamber washer

for Container and Transport
trollies

with capacity of 8 StU each
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2. Validation - What's that?

The validation is used

A validation consists of:
 |nstallation Qualification (10),
« QOperational Qualification(0Q) and
« Performance Qualification (PQ).

Is repeated annualy in the form of a so called "Requalification” and is an exciting
process for everyone involved.

Bianca Winkler - Process Validation in a real Practice =
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3. Why we do process validation ?
iﬁi a. National Requlations

« Joint recommendation of the Commission for Hospital Hygiene and Infection Prevention and the

Federal Institute for Drugs and Medical Devices /

/

With the validation of the preparation processes, the parameters are also defined, which are required to
prove that the respective process(individual step of preparation, e.g. cleaning, disinfection and sterilization
of medical devices)was passed through in a form that achieves guaranteed according to the specified specifications”

Bianca Winkler - Process Validation in a real Practice
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» Medical Device Operator Regulation - Section 8 “Processing of medical devices”

 MDR 2017/745- Chapter 1, Section 2 “Definitions” - Number 39 /
ply

« Guideline compiled by German Society of Hospital Hygiene (DGKH), German Society of Sterile
(DGSV)and Working Group Instrument Preparation (AKI)

Bianca Winkler - Process Validation in a real Practice =
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b) Promise Quality Management in the interests of patient safety

Technical exchange with validation experts helps to evaluate and adapt the processes to the latest state of the art

c)Conclusion

Bianca Winkler - Process Validation in a real Practice =
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4. Which processes do we validate?

based on the DIN EN ISO 15885 and
the Guideline compiled by German Society of Hospital Hygiene (DGKH),
German Society of Sterile Supply (DGSV) and Working Group Instrument
Preparation (AKI) for validation and routine monitoring of automated
cleaning and thermal disinfection processes for medical devices (2024)

based on the DIN EN 285 and DIN EN ISO 17665
based on DIN EN ISO 11607 and the Guideline
compiled by German Society of Hospital Hygiene (DGKH), German Society

of Sterile Supply (DGSV) and Working Group Instrument Preparation (AKI)
for the validation of packaging processes according (2020)

Bianca Winkler - Process Validation in a real Practice

Yearly repeating
Validation Schedule

May
Packaging
Validation

Nov Okt
Steam Sterilizer Cleaning
Validation Validation

Every yearly cycle can be seen as
a continuous improvement loop

*
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) RoMed Geltungsbereich: AIB/ ROS- AEMP. Geltungsbereich: AIB/ ROS- AEMP.
2 Kiiniken VA Validierung von Siegelnahtgeraten VA Validierung von Siegelnahtgerten
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4 Main Steps of Validation

4. Review 1. Scheduling

Validation and

Report and Preliminary
Release Talk

2. Process
Validation

Bianca Winkler - Process Validation in a real Practice
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1. Scheduling
and
Preliminary Talk

« 3 pages with information

Company/Hospital contact information

Reason of Validation (10, 00, PQ or REQ)
» Periodical without a special Reason
* For special Reason

Water Analyses

Program overview

Device List

Using Types of packing (Sterilization REQ)

Changes compared to the last REQ

Routine Checks

* OR Coordination and Staff
» Department of Medical Technology
« CSSD Team

Bianca Winkler - Process Validation in a real Practice
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GETINGE 3¢

Protokoll Validierungsgesprach Sterilisator

Kondensatanalyse
erfolgt im Zuge der Prifung

Prog.-Nr. = Programmbezeichnung
Vakuumtest
Bowie-Dick Test
Sonderprogramm
Universal

Prionen

Typ Serial Nr.
HS 6613T DR-2
HS 6613T DR-2
HS6613TDR2 | 210965-010-

Sollte ein Punkt mit ja beantwortet werden, ist ¢
Wurden neue OP-Disziplinen/instrumente eingt
Fanden Veranderungen an den Versorgungsm
Sind neue Programme erforderlich?

Gab es im vergangenen Jahr Abweichungen ut
Gab es unterjahrig Reparaturen/Anderungen/Al
Wurden Verpackungsmaterialien geéindert?
Wurde die VVerpackungsart geandert?

Liegen die erforderlichen Packlisten nicht vor?

Fachdisziplin Robotik, neuer Hersteller . Folie/f

Erfolgt eine tagliche dokumentierte Sichtpriifun
Erfolgt eine tagliche dokumentierte Prifung der
Dokumentierte Priifung der Luftleckage gemat
Erfolgt ein taglicher dokumentierter Bowie-Dick
Taglich dokumentierte Chargenkontrolle mittels
Dokumentierte Sichtkontrolle auf Unversehrthe:

Seite:2/3

NKG-Messung

X

Bemerkung / Gerat Nr.
Steri 01, 02,03
Steri 01, 02, 03

Fragebogen
zur Durchfiihrung der Validierung /
Erneute Leistungsbeurteilung / Festigkeitspriifung von
iegelprozessen

Herstellnummer: 492385

Welche Prifung soll durchgefuhrt werden?

Emeute Leistungsbeurteilung Festigkeitspriifung
Ohne besonderen Anlass | AUS besonderem Anlass (z&. Bei nicht nom-

Erstnbenenamme | periodisch) konformen Geraten

Beschreibung des Verpackungsmaterials:

Gibt es ein Notfallkonzept (fiir die Instrumentenaufbereitung) mit einem

anderen KH?

Wenn ja, ist hierzu eine weitere Konfiguration erforderlich? Dl nein
Der Bericht wird Ihnen grundsitzlich als Download-Link ibermittelt.

Bitte hierfiir E-Mail-Adresse angeben:

Soll der Bericht zusatzlich in einer weiteren Version zur Verfigung

gestellt werden? (Zusitziche Versionen sind kostenpfichiig)

‘Bemerkungen: (z8_ Beanstandungen bei Zertizierung, Grund einer emeuten Leistungsbeurteilung aus besondem Aniass. gg1
Aualigketen bei der Prozessdokumentation, etc )

Vom Betreiber zu erfiillende Voraussetzungen

- Datenbiatter der Verpackungen massen vorliegen.
- Der verantwortiiche, sachkundige Gesprachspartner muss am Taq der Durchfihrung anwesend sein.

{Datum) (Unterschrift Auftraggeber)

Bei Fragen wenden Sie sich bitte an Ihre zustandige Kundenservicestelle Tel.-Nr.: 01805666112

R Siand 205205 7 e VAL REV_FS
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2. Process
Validation

Set Focuson:

« Soiled Medical Device(MP)

 Worst case load

 Heavy sets

* Difficult construction of the MP

« MP with difficulties in reprocessing during the last
validation

* New MP Group

» Getting same load configuration for the hole days of
validation

» Willingness to cooperate on the part of the operating
room staff

*
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Priifbericht Nr.: 101810-03

- Discussion of the validation process with notes for e o e SETInEE N

future reprocessing process Praterint e 10181003

nach DIN EN ISO 15883, Teil 1 und 2 fiir die Validierung und Routinetiberwachung
maschineller Reinigungs- und Desinfektionsprozesse fiir thermostabile Medizinpro-
dukte, zur:

* Requalifizierung [REQ]

Structure of the documentation includes: e ko Rasonoin s reqigorns
S ST T
« testsprocess, T e
* routine checks,
» results and differences,
 recommendations for improvement and
* observation period

The appendix contains calibration documents and

evidence of the technician's qualifications.

Bianca Winkler - Process Validation in a real Practice =
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Each validation report must be released by the CSSD operator.

4, Review
Validation
Report and
Release

« Completeness
 Accuracy
« Clarity

« Department of Hospital hygiene
« Department of Medical Technology

Bianca Winkler - Process Validation in a real Practice =
*|
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loading rack with 3 levels
for standard and
Instruments with lumens

loading rack with 4 levels
for standard and
Instruments without

lumens

Bianca Winkler - Process Validation in a real Practice
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Load carrier for
medical devices
anesthesia

Loading rack with 3 levels
for standard and special
instruments
(ophthalmology)

*
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Loading trollies for the big chamber washer

Loading rack with 2 levels Loading trollies for baskets, plastic transport tubes,

for standard and special container
instruments (Robotic MD, L,
DaVinci) y /4 y4

Bianca Winkler - Process Validation in a real Practice e
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ice

ing method in pract

Test

The Crile Clamp with test soiling according to guidelines 2017.
Test soiling is carried out in a qualified laboratory using sheep

blood. The instrument is then dried in a drying cabinet and

vacuum packed.

L)
T

DRER st

Ve,
DTG0

OTOTH 00T

2,

e s /
T e e T 4
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B ol a2
e T A e st
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2) Real soiling MD of the OR

Bianca Winkler - Process Validation in a real Practice
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Examples of soiled Instruments with different
construction (Heavy or lumens)

Bianca Winkler - Process Validation in a real Practice
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Testing of real soiled MD of robotics
and ophthalmology

Bianca Winkler - Process Validation in a real Practice
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all different pa
materials,
- maximum stacking

CSSD Bad Aibling

S S A 2 s 2

Bianca Winkler - Process Validation in a real Practice
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Instruments with
temperature or
pressure sensors

Bianca Winkler - Process Validation in a real Practice
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Kurzbezeichnung der beschriebenen Beladungskonfiguration:
Referenzmischbeladung

Verteilung der Temperatursensoren:

L(re.mperatursensoren - Esigtzsglchnung des Verpackung / Hersteller etc.:

# 15136229 Drain / Kammer - Referenztemperatur

Innen Papier, auBen Vlies, Sieb auf
Absorbervlies verpackt

Innen Papier, auBen Vlies, Sieb auf
5 #15160996 K2 LSK Grund Absorbervlies verpackt
6 £15160997 K1 Grundsieb Sieb doppe]t in Vlies (SMMMS), mit
Absorbervlies verpackt

160997 K2 nicht e|ngesetzt

4 #15160996 K1 LSK G

Sieb doppelt in Vlies (Standard), mit

EELLI RS Absorbervlies verpackt

9 #15160998 K2 RF Bipo Kabel doppelt in Folie/Papier

Container Farbr. Medicon mit zwei
10 #15160999 K1 Gammanagel Einmalfilter im Deckel

11 15160999 K2 Gammanagel C_ontainer F_arbr. Medicon mit zwei
Einmalfilter im Deckel

12 #15161001 K1 Storz TlpCam 30°C Container Fa. Aesculap mit zwei mehrweg
Flltern im Deckel

01 K2 nic elngesetzt

14 #15252308 K1 econ modular C°“‘a".‘e’ Fa. Innovations mit zwei
Pasteuischer Schleife im Deckel . "
9 - Set ,RF Bipo Kabel

#15252398 K2 ichteingeset | |

- Packaging : d
foil-paper sealed packaging

Bianca Winkler - Process Validation in a real Practice =
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: Every type of packaging must be validated - not only as part of sterilization, but also the

packaging process itself must be validated.

*

Hard NYeli
packaging packaging
Container Fleece
\ AN

Bianca Winkler - Process Validation in a real Practice
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Container

Note: all different types of container or fleece must be validated

Bianca Winkler - Process Validation in a real Practice



20-23
NOV

SANTIAGO-CHILE

S

Y Sty ;
Seselbenptnher (e 146C)
rbe B

Note: Each type of foil paper/fleece (with and without folds) and manufacturer must be
validated depending on the sterilization program

Bianca Winkler - Process Validation in a real Practice =
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What are the advantages and disadvantages of validation in my personal
experience ?

« Validation as a tool allowed us for a better understanding our processes

* Find weaknesses and address them
« Have an external expert who supports us every year again
* For questions
» Refine our processes
 Letusimplementacontinuous improvement cycle
« A written proof to ourself and to our stakeholders that we are following best practices

7

Bianca Winkler - Process Validation in a real Practice =
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References

RKI/BfArM 2012: Hygiene Requirements for the Reprocessing of Medical Devices

https://www.rki.de/DE/Content/Infekt/Krankenhaushygiene/Kommission/Downloads/Hygiene_Requirements_Medical_Devices_2012.pdf?__blob=publicationFile (English); DOI
10.1007/s00103-012-1548-6 (German)

« DIN EN 285: 2016 Sterilization - Steam sterilizers - Large sterilizers

* |S0 17665-1:2006 Sterilization of health care products — Moist heat — Part 1: Requirements
for the development, validation and routine control of a sterilization process for medical devices

* Guideline for validation and routine monitoring of automated cleaning and thermal
disinfection processes for medical devices (DGKH, DGSV+AKI)- 2024
« Guideline for validation of Packaging Process DIN EN IS0 11607 (DGKH, DGSV +AKIl) - 2021

Link for all Guidelines : https://www.dqgsv-ev.de/fachinformationen/leitlinien/

Bianca Winkler - Process Validation in a real Practice =
*|


https://www.rki.de/DE/Content/Infekt/Krankenhaushygiene/Kommission/Downloads/Hygiene_Requirements_Medical_Devices_2012.pdf?__blob=publicationFile
https://www.dgsv-ev.de/fachinformationen/leitlinien/

20-23
NOV

SANTIAGO-CHILE

M RoMed
&’?} Kliniken

Bianca Winkler - Process Validation in a real Practice =
‘/* 1

\\_/



