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Dear readers of asepticaiffi = 1zE# (",

Summertime is the best time of the year for many, regardless of whether you spend your vacation
on the balcony, in the garden or on a vacation trip. A little time away from the daily grind is
good for us all. But to make sure it doesn’t get too boring despite all the vacation anticipation,
we are publishing our second aseptica issue 2025 just in time.¥f7 25 AT - Ef%*ﬁ‘:ﬁ
RFHIRDE - BaRREES G ~ TEREE - BRAEFINER - BiF S5 B H A -
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This issue focuses on the topic of “Validation of reprocessing processes” with the two articles
“Where can information be found on the validation frequency of processes in the washer-
disinfector and steam sterilizer” by Ms. Nehr-Werner and Dr Weber and the article by Mr.
Streller “Maintaining the validator’s knowledge” through the DGSV refresher. 4<HAEE 2}
PR AR AORERC L/ - HAhEHE Nehr-Werner Z0HH1 Weber [ HEERIRR L
ETEE AT DUKEE BB VEH S A IR as AR HERUEZRO(E 27 » LB Streller
S BEE RIS E SHIE DGSV(Deutsche Gesellschaft fiir Sterilgutversorgung e. V. {5 MEp {1 [fE
fin ) 135 R R HORIRE ©

In his short article, Dr. Jakel explains the most important new features of the revised Medical
Devices Operating Ordinance, which came into force on February 20%, 2025. What’s new and

what you need to consider. Jakel AR RRDME TIEFTHRR CEERERRPEIEGRE)
(RZIGRMBIRY 2025 48 2 H 20 HAER) Az EZATHTRIRS o HA N T RLEsT A2 DL 4
FEEREAEIAE -

In the “Miscellaneous” section, we cordially invite the graduates of Expert course III to send us
their theses for publication in aseptica. With aseptica, we offer a platform for the publication of

specialist topics from practice for practice. & [HEE | fRHE - B EEEE RERE = E'J%
LRGSR AR He M - DUEAE (D) Lk - & CERD) - Blfieft 7
EF & » AR REEEAR R 3£ -

Take advantage of the holiday break and expand your knowledge with the latest issue of

aseptica. FIIF (B TR S IR T » BRGE B —HARY CHERRT) ARURRRIZAO AR
I wish you a wonderful holiday season and lots of fun reading, L/ { i |Ff (B 3 = 572 BelRE
HOSEER -

Stay healthy{RIFEER! )

Iven Kruse
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| Interesting news k%]

Bacteria help produce paracetamol from oId PET bottlesf]

AElspeT ]’{%ﬂﬁj’i PSR 2R L R

Scottish ~ biotechnologists at the University of Edinburgh have
developed a new approach to producing the active ingredient
paracetamol from recycled PET bottles. The team led by Stephen Wallace
combined  non-enzymatic  reactions with  genetically modified
Escherichia coli (E. coli) bacteria in the laboratory.Z | G2 A EL I #R & A
VIR 52 RA 32— B U PE TR A AETE A ) LB LR A BT
77 o Stephen Wallacepﬁgﬁ'}@’%}f‘g% 22 G R F B RE R 2
SEKIGIRE (E. coli) fHEHE

First, the researchers chemically broke down PET into specific ester
compounds. These esters were then converted non-enzymatically
into p-aminobenzoic acid (PABA) in the presence of the E. coli bacteria.
This so-called Lossen degradation does not actually occur in nature and
normally takes place under conditions that are harmful to bacteria. 5 5 > Tt
FLANBHFPET LD R E IERAR L &) - RERAEKIGREITE
T BRI R L B R R IR (PABA) ° IS fEATERA)
gilienf%ﬁﬁeﬁﬁyztjt?f EEZAT R R SR SN FAIE

However, the researchers succeeded in designing the Lossen
degradation process in such a way that the bacteria were not
harmed. The E. coli bacteria were genetically modified so that they
could produce paracetamol from the resulting PABA. Genes from the
fungus  Agaricus  bisporus and  the  bacterium Pseudomonas
aeruginosa helped in this Xrocess.?i?ﬁﬁ W7E N Bl D% 3T T Lossenf
FESERE - H A G EHNEERGE - KSR EOBERNGE - e
SRR AN E EEAFES (PABA) AR AR - HiH- 410
P A AT Rk A B PO B (R th 22 8L T 53 (AR

By fine-tuning the conditions, the researchers achieved a 92 %
conversion of the ester obtained from PET waste into
paracetamol. According to the researchers, this new approach is more
sustainable than the traditional production of paracetamol from
fossil fuels such as petroleum. It causes virtually no COj
emissions. The results of the study were published in the journal
Nature Chemistry [2025; DOL: 10.1038/541557-025-01845-5]. B &%
F » FE N BIFHEPET R SR I B AR L 7 £ B FE O L 2R
EF T 92% © WL AR » B TEHLEMF AT Lo
B E CBRREEMITTT EEBAGEE » P aied — S
EHEISUE R R (AA{LE) HERE(2025 - DO -
10.1038/s41557-025-01845-5] °
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The revised Medical Devices Operator
Ordinance — an overview{ZZ] 141 (B2
MAEEZRGI) — it

Christian Jékel The following section deals with new terms and the most
A th 1 /E % | duction/ 142 important changes to software, changes to maintenance, the
U Or Ti‘ Intro uFt:on Nedical e reprocessing of medical devices, including single-use devices, and
€ revise edical evices \
T e Operator Ordinance (MPBetreibV) [1] came into theﬁ retgrn of Lth,e~ gbligation to affix labels in accgrdance with .1
. force on 20 February 2025. At the same time, the —FHB/E 75&*)?“7 *DIE%E@iA%@ﬁE %Eﬂéﬁg g%%ﬁ
Lawyer and Medical doctor First Ordinance amending the  Medical Devices 7M- E}E _j_’\‘li 1?1:) Eﬁﬁ}% H LA&*EB%STK(%%?‘%@J

Specialist lawyer for medical law

Kanzlei Dr. Jakel

15907 Libben (Spreewald), Germany
dr@jaekel-law.de; www.medizinrecht.pro
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Operator Ordinance [2] came into force. The revised
MPBetreibV must be read in the version of the first
amending ordinance. ~ Otherwise, the legal user would
be assuming an outdated legal situation.f£57#% 3. New and modified terms in the MPBetreibV

1) CER S POREEER])  (MPBetreibVRERIFEZIER - )\ 1pBetreibV 3 £ e
ﬁ%ﬂi%ﬁmﬂﬁ@f’lﬂéﬁéﬁﬁ TOBEINS T AR M AR ~ 1 el <§;§%§MET’F%1§%) PR S ek
SERIFEFTR - ) [1/2025F2 B 20 F 444 - [ - (27 (s With the updated MPBetreibV, some terms have been changed or
SERBRPHEFE RG] WIEE—{RGI2] th AL - 1ERTHI adapted to Regulation (EU) 2017/745 (MDR), Regulation (EU)
2017/746 (Regulation on in vitro diagnostic medical devices, IVDR)

MPBetreibV (EEREHEIEE ) AL —ERTIRBIRIM

AAERE o I R R R IR R RE
The draft [3] submitted by the Federal Ministry of Health (BMG) in May 2024 was adopted by the Federal Council in early July 2024
with numerous amendments [4]. Accordingly, the BMG could have promulgated the new version of the MPBetreibV with the
Bundesrats amendments in the Federal Law Gazette or waived the new regulation. Another option would not have been feasible for the
time being due to the need for the approval of the Bundesrat. Following negotiations between the federal andstate
governments, an agreement was then reached at the end of 2024 regarding the reprocessing of single-use devices that these regulations
should remain at the level of the MPBetreibV prior to the new version [5]. This resulted in the simultaneous entry into force of the
new version of the MPBetreibV and its first amendment - after renewed referral to the Bundesrat [6]. 7 4= 5 (BMG) /it 2024 - 5
PRI RS (3] 1 2024 5 7 AVIHBFI R B @l - WH &% HEER] (4] « Bt > BMG ATLUERTE (BlimAR) £
MR SR SIHRBTETTNEHIHHT MPBetreibV (ERRHIHEIEE RG] - ﬁﬁﬂl?ﬁﬂffﬂ AR BB 2 e -
b E AT S RIT o FGBBBUT AN BRI » Brh 2024 AL — IR HTIREELERL T - 8 LB TERE BT
[ MPBetreibV (R IHEIFE RG] ZHIFIKF (5] © iEEHBEHTR MPBetreibV  CEREARPMLENEE (M) R HH—EER
TER TR I 2RI R A (6] -

and the Medical Devices Implementation Act (MPDG)F&% MPBetreibV
CERRAPLEEZ D) BT » —LLiFEC EECHEEE (EU)
2017/745 (MDR) ~ i3l (EU) 2017/746 (B8INZEREEE AR5
A > IVDR) FIBRG M EREEZE (MPDG) -
Instead of the term medical device, the term product is now used - as
in the MDR and MPDG HBUEN A TEFRai 1 —3 - M2
A TR » #HE7E MDR fl MPDG Hi—#£ ° The MDR
designates as products. Medical devices, their accessories and products
according to Annex XVI of the MDR, Art. 1 para. 4 MDR. The
definition of the term products in Section 3 No. 1 MPDG, which is
relevant for the MPBetreibV, includes in-vitro diagnostics (IVD) and
their accessories and defines the generic term products: Medical devices,
their accessories and the devices listed in Annex XVT of the MDR and
falling within the scope of the MDR, as well as IVDs and their

2. Overview of changes8 5

In addition to the changes to terms, the updated MPBetreibV mainly contains innovations
and clarifications in the following areas:f® [ IEFKHIIELIN » EHT I MPBetreibV EEEER

accessories. This means that the term products is now also used
more consistently in German medical device law. However, the term
Medical Devices Operator Ordinance remains. The medical device register

SEIEERRG) EBAE LT A8 7 TEAT T AT -

« Operator obligations for products with which patients are treated and which are used by them
(3 MPBetreibV);&{F& $f B SR A AEGRI TS (5 3 MPBetreibV ) ,

« general (§4 MPBetreibV) and special requirements—fi%Z>K (§ 4 MPBetreibV ) FIFRFFEER (5
MPBetreibV),

+ Representative for medical device safety B iR a1 22 221035 (§6 MPBetreibV),

« Maintenance of products b7 (§ 7 MPBetreibV),

«  Reprocessing of reusable devices FJ #15 {i FH 3% i 1) FHAE HE (§8 MPBetreibV) and reprocessing
of single-use devicesFl— L% fifiU FIREHE (§9 MPBe-treibV),

«  Operation and use of selected active products FT & 2 HIHEREFIEF (S 11 MPBetreibV),

«  Safety inspections ZZ & HBEL(STK, § 12 MPBetreibV),

+  Medical device logbook E&J# 7 L fifi H EE(S 13 MPBetreibV) and 1nvent0ry§f (§ 14 MPBetreibV),

+  Metrological controlsz T &%l (MTK, § 15 MPBetreibV),

«  Special obligations for certain software F-LEHHHIIFF TR ZEH (S 17 MPBetreibV) and

+ Administrative offenses { TEUEIET £4($ 19 MPBetreibV).

~Sw L
] | NS

and the medical device safety officer have not been renamed either. MDR
RS TE £y ¢ UE MDR Fit 4 XVI 8 1165 4 SRR ER M ~ Hiid
FFANERSL © B MPBetreibV (/&3 M EIEZ GRH1) HHRARY MPDG 55
3805 1 SRAPAIDRE (RS ROEREIEEINCE (VD) SR - il
JEFE TmMEE TAEah) - BRER - A MDR KT (F XV Hh%1
HIFES Y MDR SRR ER - LU IVD BHEBCHE - @ ERE T
dt ) — AL PR B AR A R (S B — 2 A - (B2 -
PEFREGIEIEE RG] —FAR R - SRR M A LM A B R
MEEEHREES
In addition, the MPBetreibV now uses the term “Anwender” instead
of “Benutzer” which in English both means user. According to § 2 (3)
MPBetreibV, a “Benut-zer” (user) is anyone who uses a product on
a patient within the scope of the MPBetreibV. [lt4} » MPBetreibV 37
TE{F i “Anwender”— » M-1/& “Benutzer” » & M{EFTE I35 HI5 45
ERE © fRiF MPBetreibV (BESBIGEFEERID 5 2 FF )
K0 TBenutzer) (fHH#) BIGTE MPBetreibV (E&Fas I
BRBI) ST P HEE PR (T AR -
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The term “Anwender” is now only used in the MDR and, with
Art.
or layperson who uses a medical device. The BMG wanted to
keep laypersons out of the scope of the MPBetreibV  and
therefore  changed the term. [Anwender] ({HFE) —i
HATEEMDRAEF > RIEMDRES216ET375K » 3% ilT3E+a {0 A
FRas RO LB E A BBIEER AL - BMGRERFIEEEEA
THEFRTEMPBetreibV (B FRatHE(EERBI) ATEMFEREZIN -
R IAER T3 l3E -

2 No. 37 MDR, refers to any healthcare professional

The term “provider” is new. According to §2 (5) MPBetreibV, a provider
is anyone who has a legal or contractual obligation to provide products
to the patient. This can be health insurance funds, accident insurance
funds and long-term care insurance funds (statutory obligation), but
also private health insurers (contractual obligation). The term IT
security check is also new. Although this is not defined in the updated
MPBetreibV, it is listed in § 2 (1) No. 6 MPBetreibV as a sub-category of
activities in connection with the operation and use of devices. 2t
H R o RIR CBERERMSEIEE RO

(MPBetreibV ) 232 (5) {5 - feftERIGEM BT IEEHEHTE
BB ERBEMIA © BT UGS - BIMrEE S
MRRGERE RS OREER) - thT IR ARRRR AR

(BRI -

FEREHC L 2 E ) —F R - MEARE R (B

MEVEEF)  (MPBetreibV ) i REIHEMEITES » {H (BEERR
PHEEE R  (MPBetreibV) 552 (1) 1RE6FUGHESY £l

(AR RO AR AR IEB) 2851 -

4. The most important innovations regarding software as a medical device
and IT security checks BN EREB T ABHRRR AT 1T Z2AMEH R EZAF
According to §4 (3) MPBetreibV, instruction in the proper handling of the
product is generally required. The new version of the MPBetreibV stipulates
that this also applies to software after each installation of updates that change the
handling of the software by the user during operation and use to more than a
minor extent. § 17 MPBetreibV regulates special obligations when operating and
using software as a class IIb and III medical device and software as a class C and
D IVD. Similar to certain active products, §11 MPBetreibV; the proper installation
of this software must be checked beforehand and a person authorized by the
operator must be instructed. TR MPBetreibV 55 4 1555 (3) K BHEEIHY
AT ERERRERESY o HTHR MPBetreibV #17E » IHUE FIBGE AN RN LT
HTRHRIRE - 38 L BT A LR AL AR o E R F T U ARk
ST o MPBetreibV 5 17 {GAUE » BRIFAIGER] Tb B 1T AHE R AR 1 HAE LL
R C #Ef D JERBINSH AR AT (IVD) SRS HEARSEROREIRSEES - BUEEET)
FERSAILL » MPBetreibV 55 11 BUE » WA SEIRERMER G LKL » I
FHEE BIZHERY A\ BEETTHEE © This software may only be operated or used by
persons who have been instructed as described above. When operating or using this
software in healthcare facilities, an IT security check must be carried out every
two years at the latest. Deadlines, date of performance, name of the person or
company performing the test and the result must be recorded in the medical
device log-book. U AT #5573t Eolifi SR N BHRIERUBT o 7EBR R
AR E i AR - AR DEMEET R IT Z2nd - MER
IEHET -~ ST SATIE A B B0 R AR DU S R RO S E B R 25
FHGES -

It should be noted that the obligations of §17 MPBetreibV do not apply to
software as a Class I and ITa medical device or to software as a Class A and B
IVD. §17 MPBetreibV shall apply from 1 August 2025.75 ZiEEAE » §17
MPBetreibV HFE55 1 FI 1 AR T1a B FRES MTHCRE L A 250 B 22 IVD
RS © §17 MPBetreibV F 2025 -8 [ 1 FI#Zi#EH]

5. Changes to maintenanceffZE5 T

Maintenance remains regulated in §7 MPBetreibV. Whatis new is the
explicit operator obligation for maintenance, §7 (1) sentence 1 MPBetreibV. In
the opinion of the BMG, however, this is only a clarification. HEE( 2 GERRAS
MBIEH)  (MPBetreibV) ZE7IEATRIH o HTHUCHIRE T HERIMEE T - B
GEBEASEEI) BTIRBLIELR AT > (EFERCEERF (BMG)
Ak BRI TARE -
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If a product is in the possession of a patient, the maintenance obligation is reduced to a
The  patient's the
corresponding deadlines must be notified, § 7 (1) sentence 2 MPBetreibV. The system and
definition of the term “maintenance” have also been adapted. According to § 7 (2) sentence 1
MPBetreibV, maintenance

notification obligation. legal  entitlement  to maintenance and

includes in particular servicing and inspections that are necessary

to ensure safe and proper product operation, as well as repairs to restore the functionality of a product.
IR ARG RR - AL SBHG R BRI o BRI A H TG HOHEE TR ke fHE

HIHABR (MPBetreibV 25 7 {625 1 38 2 A)) o THE# ) —FAR0AHAIE Rt D I%E - 1R85
MPBetreibV 5 7 {655 2 FE 1 1) - #EFE L BIEAEREL L2 R EFMEIHEENEE -

LUk BoVRAREE AN RE T HEATHOAE(S

6. Reprocessing of reusable products vs. reprocessing of single-use productsP] E# {5 F & B i1
THE—REESHEML

With the update of the MPBetreibV, the legal requirements for the reprocessing of medical devices
can now be found in two separate regulations of the MPBetreibVi&3% MPBetreibV HISE#7 » HTEA] LATE
MPBetreibV i {18 BLIERZAE A HCE A BRI R i M PR B B R K

§ 8 MPBetreibV now regulates the reprocessing of reusable devices. The heading reads accordingly:
Reprocessing of devices, with the exception of single-use devices. Little has changed in terms of
content. Only a provision has been added that allows the option of voluntary certification of the
quality management system, §8 (3) sentence 2 MPBetreibV. Without this addition, voluntary
certification would no longer have been possible in future for formal reasons.BUf {MPBetreibV)
R SIGEIE A T S A0 P B A PR T o ASRERC ¢ SRR > — TR o AT
LA o AT T — IR Jear e E T HRAOE T B R - B CRREPhEEE R
By E8lEeE3FE25) o B HILIEFTIIEL > FIYP R LRREA - RAGHEREENT H BHREE -
By moving the provisions on the reprocessing of single-use devices to §9 MPBetreibV, the former §8
(7) MPBetreibV has now (again) become §8 (4) MPBetreibV.

§ 9 MPBetreibV regulates the reprocessing and reuse of single-use devices. These regulations
correspond to the §8 (4) to (6) MPBetreibV valid in the period from 26.05.2021 to 19.02.2025. These
regulations can now be found in §9 (1) to (3) MPBetreibV. §9 (4) MPBetreibV regulates qualification
requirements analogous to §8 ZEIFH B — IS AR BUER 2 (BB EIEIEE 1R
) (MPBetreibV ) 30f5 » [FERSIRA7THAE (FI) R 8IR47K -

§ FIEHIE T — AR IRAT PR BE BRI AL © 13 e 7E Bl2021 -5 H 26 H 2202542 H 19H
MBS BRI ER A RO FE o 38 SeHUE BTN RO LR B 833K o AT T
BLES BRI DI E RS Z0R -

(4) MPBetreibV with a link to the special requirements regulated in §5 MPBetreibV. MPBetreibV Z347 5
MPBetreibV #3515 KEE FFRERART -

Accordingly, the reprocessing of single-use devices is still permitted in Germany in accordance with Art. 17 para.
3 and 4 MDR with reduced manufacturer obli-gations in compliance with the Implementing Regulation (EU)
2020/1207 (definition of common specifications for the reprocessing of single-use devices) and the KRINKO-BfArM
recommendation. [l I, » HR{E MDR 55 17 555 3 5015 4 3 (8B eat e — XMERR (E T RIS EE - R
BLERNFER - DU A BRG] (BU) 202011207 (—ZEER R EHRAEMAAEEER)  KRINKO(BEE#A:
B TEFGZE B & Commission for Hospital Hygiene and Infection Prevention )-BfArM (B %4 5L B2 as #1 T
FefTFederal Institute for Drugs and Medical Devices)%# ©

However, CE reprocessing is also still permitted in Germany. The ban demanded by the Federal Council was not
implemented in the MPBetreibV. It was already pointed out in the materials for the Medical Devices EU Adaptation

Ordinance (MPEUAnpV) that otherwise - i.e. outside the exemption options pursuant to Art. 17 para. 3 and 4
MDR - a natural or legal person who reprocesses a single-use device would remain subject to the obligations of a
manufacturer under the MDR pursuant to Art. 17 para. 2 MDR [7]. 21 » TE{EE] » CE FRRINAR AT © B
HRAEGERESLAE MDR TEf - (BEABRRSMEEIEGEG) (MPEUANV) BIERHEARE
fEH - WAI—AIE MDR 2 17 1655 3 55 4 FOSUE AR SR 2 ) — FIEHE — ZE R R E M E AR A 5L
E TSRS MDR 55 17 {555 2 FORIEELEmIIFHT7] -
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In the materials accompanying the draft revision of the MPBetreibV, it was pointed out that the
provisions served to clarify that both CE reprocessing and reprocessing in accordance with Art. 17 para.

3 MDR are permissible in Germany [8]. In addition, Germany has notified the European
Commission of the permissibility of reprocessing single-use devices in accordance with both Art. 17
para. 2 MDR and Art. 17 para. 3 and 4 MDR [9]. Finally, CE reprocessing was already permitted in
Germany under Directive 93/42/EEC. At that time, CE reprocessing was a full refurbishment according to
Directive 93/42/EEC. The first certificates for this were issued by notified bodies in 2011.7F MPBetreibV

(RBEERMLEEL D) (ERTERIBENTRR D > FEHE e B EEEER nFPET CE
FEHARTE MDR 55 17 1658 3 FGEITHEH (8] < I - (R EAEEEZ R & - FeFFiRIE MDR
B 17 GRS 2 ARRIARS 17 6RE 3 BUAIET 4 A —ZOVERE R @ oA T ARG (9] » BRf% - IR¥R 93/42/
EEC f54 » CE M CIEEREISaF - Hi - IRI5 93/42/BEC 54 > CE FEHEH 2= AN
B o BT AEREE A S PR 2011 SRR

7. Return of the obligation to affix signs in accordance with STK and MTK[EIEHEIE
STK #1 MTK Rfi HARRERIERE

It is beyond the scope of this short article to describe the changes to STK and MTK, particularly in the
area of automatic external defibrillators and the simplifications for measuring devices for non-invasive
blood pressure measurement. It should only be pointed out at this point that the obligation to affix
signs in accordance with STK and MTK has returned in accordance with §12 (3) sentence 1 no. 2
MPBetreibV and §15 (7) sentence 1 no. 2 MPBetreib\ A SCANMEZEM STK I MTK B8 » L
e AE A BRI LR B R - DU A MRS R 3R RO R L - (EDLEERRIR T - 1R
MPBetreibV (EEERasPHEIEEBRBI) 55 12 1655 3 755 1 A4 2 TR MPBetreibV (B ERHT
SEIEEGRGT) 55 15 1RE 7 5K 1 A58 2 JEAVRLE - IRIE STK A MTK R EASEER#EH D IRIE

8. ConclusionfE 3
An amended MPBetreibV has been in force since 20.02.2025. The most

important changes were discussed in this short article.f8{EZTHY) {MPBetreibV)
CEESRMEIEEIRE) 2202552 H20 HEEAELRL « ASCHET T H bR B
1t -

The smaller changes, e.g. in §§1, 4 to 6, 10, 11, 16, 18, 20 f.
MPBetreibV could not be dealt with here. Readers are
advised to read the text of the ordinance to form their own
impression of the changes. At this point, it should also be
noted that with the update of the MPBetreibV, the
administrative offenses subject to fines regulated in § 19
MPBetreibV have also been adapted. It is not yet clear
when the MPBetreibV will be amended again. However,
with regard to operator
obligations resulting from the European Regulation (EU)
2024/1689 on artificial intelligence (AI Act, AI Regulation).
By NI - IANSS1 ~ 4756 2 10 ~ 11~ 16 ~ 18 ~ 20 f. MPBetreibV
CERRPE R ED]) BRETEMBRH o AR # BIRE RIS

A0 IR AR o

PR fEE R > B3 MPBetreibV  (EERERERMIEEZ 1RHET) A9H
B2 5 19 {5 MPBetreibV  (BEEERILEEE R HIUERIIER
DAETERETEGEEAT Rt EAREE » BT NE

MPBetreibV Al & HERT © (H2 » IRIEEII A TEEER (EU)
2024/1689 ( (ATHHEER) - (ATEEER) ) - EFER
B REEr sl -

changes are conceivable
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sung des Medizinprodukterechts an die Verordnung (EU)
2017/745unddie Verordnung (EU) 2017/746 (Medizinproduk-
te-EU-Anpassungsverordnung — MPEUANpV) vom 21.04.
2021, BGBI. |, S. 833.

BR-Drs. 649/24(B).

BR-Drs. 177/21, S.42.

BR-Drs. 251/24, S. 38.
https://health.ec.europa.eu/medical-devices-topics-in-
terest/reprocessing-medical-devices/national-rules-re-
processing-single-use-devices_en, abgerufen am 29.04.
2025.
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Maintaining the validator’s knowledge#EiFHER & Wy A3

Robert Streller

Section 8 (4) of the Medical Devices Operator Ordinance
(MPBetreibV)[2] requires: “The validation of the reprocessing
process must be carried out by qualified specialists.” But
what exactly does “qualified” mean? This question arises
anew for every operator when commissioning validations. (&j&#a%

iE ) g
ET’F%E%}} %MPBetrele &2}%8(4)1&§im1ﬂhﬁlﬁﬁ ?Ffi@ET 1%(3\

B e et e g

Section 5 (1) also requires proof of up to date specialist knowledge. But how can
this proof be provided in a way that is comprehensible to the operator&55 (1) 16
BRI B AIERERA < (HANRILAR(E B e SRRy 77 (IR (HEE
TEEEAIE?

DGSV” e.V.: Qualifications for validators [1]

With the framework curriculum “DGSV*® e.V. [1] Qualification - Validation

Course’, a standardized, comprehensible proof of qualification was established.

Course participants acquire in-depth knowledge of

DGSV°e.V. : FEXBER 1)

i TDGSV* e.V. (FEBIHEE (IR @)[1] B - TERGRIZ ) HERERAE » ]

Fé?’fﬁfﬁ b~ BRERREE RSN o SRIE 2 HEER LT T HEEA
1174

« the basics of validationfif K FERE A1
«  Responsibility for validationffEX & {F.
They will also be able tofth{f§3= AJ L/

o Plan process validations for the reprocessing of

medical devices i H B F 344 FE IR BRAY AR EAT
« Collaboration in the awarding of contracts & #J4% T #I & 1F
. Interpretatlon and approval of validation reportsff 3 &/

FRRERTIAL I
« Implementing the identified measures & i L & A $E i
The framework curriculum of the DGSV® e.V. [1] includes,
among other things DGSV e.V.(fEE M LIER &) (111
TEARL B L T AA:
« Introduction to the topic £/ ™A
«  Process Validation Basics#F2 fERS B RE 1A%
+ Planning and organization of process validations£7 &I/ B
TRTLREIERL
« Validation of cleaning and disinfection processesif & fLIIH
ERETEARELL
«  Validation of packaging processes @ ZE R HERL
. lgzzalidation of steam sterilization processes 7 5@ Ji E EAZ
X
« Tasks after process validation has been carried out. 52 #f2
TR R ) (7
The course is completed with a written examination in
accordance with the current examination regulations of the
DGSV* e.V. 11 4FZHHRIE DGSV* eV, (IR HEE (EIE R
g) MBATE RS EEERA T

History of the validation coursesTERERIZHYRE 5

As early as 2019, a certified course for the validation of steam
sterilization processes was introduced - the Vali A (basics) and
Vali B (performance qualification) modules. -7 2019 4 »
HEH T AR HESCR R AR IR RE— Vali A (FEREA]
)l valiB (TERERERL) 4 -

After the publication of DIN 58341 [4] in
2020, the structure and content were expanded.
Since 2022, the DGSV [1] courses have also
covered manu-al and mechanical cleaning-
disinfection devices (washer-disinfectors/en-

| Author {F&

Robert Streller
doscope-washer-disinfectors) as well as R&D, KompetenzCentrum, ebro
packaging processes.20205-DIN 58341 (4] 1fi
% HASHERIAESE THE - H20226F

i€ » DGSV(ERI G LIER &) (1] REEH
=T FEIRE RIS ((ﬁ(ﬁ(ﬁﬁﬂ&/

WRERIHEER) DI B AERE -

Xylem Analytics Germany GmbH
PeringerstraBe 10

85055 Ingolstadt, Germany
robert.streller@xylem.com

The modules at a glancef&fH—

«  Vali A: Basics of preparation & i 1 3 HE 138

« Vali B: Performance Qualification of processing processes/iz @R AEREL

«  Vali C1: Automated Thermal WD Processes 2 BV & VL1 2 2t washer-disinfectors (WD) A2
«  Vali C2: Automated chemothermal WD processes 5 B{V Z-ZE UEIH B i i A2

«  Vali C3: Manual cleaning and disinfection processes F-E){E I FIVH #1512

LR

o Vali E: Steam sterilization processesZ% 5,

«  Vali D: Packaging processes’f4
SRR A

The overall training lasts 20 days - the same length as the previous combination of FK I (15 days) and
Module E (5 daysEEFIMHEHE 20 K » BRI FKT (15 K) FlModule E (5K ) AIHAEREH
ﬁ °

ks the g?:tﬂ Bﬁgﬁlﬁg and structured training course for validators.iz & 28—l ET ETHESE HY

D

Legal certainty for the operators&{FE L RHEE M

The DGSV [1]-certified training courses provide clarity: it is possible to provide evidence of qualified
specialists in accordance with § 8 Medical Devices Operator Ordinance [2].DGSV ({5 B {1t [ {77 &)
(1] FERERVFIRERIZ TR AL T WIREAV AR - AT DURIREREPHE & GRBIEE 8 15 [2] et SR H A
FHE -

Continuous adaptation of the course content to the state of the art and applicable standards also
ensures that knowledge is kept up to date.FHFE P2 TEIE E ST B ITFE A AEAE » HORE R AR R
BT ©

Maintaining up-to-date knowledgeffERF B 2T R175

While there are numerous training formats in the field of RUMED(The Reprocessing Unit for Medical
Devices (RUMED) B &5 11 P A FT) (e.g. DGSV Congress [7], internal training courses), there have
been no specific programs for validators to date.fft#X RUMED 885 % fiE53I[FE 20 ({41 DGSV(EF

MEEHLERE) K (7]~ WENEIIRRE) - (B384 R bR A ST escE AR et il o
%t fﬁ% %%ﬁ%?ﬁﬁ l?ws, standards and guidelines are constantly changing.[FIIF » 5/ ~ ELHEREE
So how can up-to-date knowledge be demonstrated AR FEAA] B HH & #7 I R E 2
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Photol& /i: Participants in the Berlin coursefifRERIZAY 22 ELE o
The new Annex 2 to the 60 edition of the WD guideline [3], published on 15t July 2024, specifies
for the first time2024 &£ 7 A 1 H#ARIUE 6 ik WD PEIH Biwasher-disinfectors (WD)$5R [3]

FORTBRF 2 B IR E:

o **Time-based L IFF[H:** at least every two yearsZE /D &R E
« **Event-related B {FfHRH:** in the event of changes to relevant regulationsZ& {4/ AR
R AR b

Suitable measures are, for example, refresher courses at recognized educational centres. These must
comprise at least 8 teaching units, the course content must be registered with the DGSV 3# & i) &
T - BUANERRATHIEE DTS ME - BELEE D D a8 R R - 8
AN W/ETEDGSV (1[5 M B (1L [E 77 &) ZEMH1]. Participants will receive a certificate of
participation. 22 Bl S G 22 BilgE &

Validating institutions with certification according to ISO 13485 [5] or accreditation according
to ISO 17025 [6] are obliged to keep the specialist knowledge of their employees up to date anyway.
JE13 150 13485 [5] ERAEE 1SO 17025 [6] FE AT HIRERRAE A 285 RFr HL B TV SERER IR I
#r e
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ANERKANNTE FORTBILDUNG

AT S

0117-250001

Since 2025, the DGSV [1] has offered the opportunity of having
refreshers officially recognized. The first course will take place in Berlin
in July 2025. Certificates of par-ticipation bear the label “recognised

training” 5202555 » (R R (HER G (DGSV) [1] #eHETT#HR
HOREISTRIE - B HIRMEE I 202557 A AEAAMERT %Eﬁia HLatE

it TRRAIEEEN -

Refreshertf &

The DGSV [1] offers the opportunity to have the refresher
recognized. The first course of this kind took place in July 2025 in
Berlin (Photo) [EF#EF (€W & (DGSV) [1] $EHE R HIEER

2 o B WA R 202557 HTEMMREE () -

The event was labelled as “recognized further training” on the certificate

of attendance JG B L2 N8 E IS0 Ay TEEATHOEZ ) -

Conclusionf&afi
The DGSV [1] validation course provides in-depth training that
ensures the qualification and expertise of validators. DGSV [1] ({5 it

T TE B o) B SRR S R AR5 ﬁ@ﬁﬁ@xﬁlkﬁﬂ@ﬁ*ﬁ*ﬂ%sﬁ
Jllssk -
The DGSV [1] refresher course is the first structured opportunity to
regularly refresh specialist knowledge. For operators, this provides a
legally secure basis for commissioning suitable validators in
accordance with §$ 5 and 8 Medical Devices Operator Ordinance
[2]. DGSV [1] (R[04 M 175 ) S A8 R AR T ST S S
E{lEE A ETA%@ BREEARTS B RIRE (BEAMREA
BB 28 5 01 8 15 (2] AL ESERIMERA BFRHE TIRE AR
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Validated reprocessing processes: Where to find
information on the validation frequency of processes in the
Washer—disinfector and steam sterilizer

<<<

,\\\_WDZ.

Stella Nehr-Werner, Ulrike Weber

Validation, as the term is colloquially used for the regular testing
of reprocessing processes for effectiveness and reproducibility,
is made up of various tests and is carried out in its entirety as
(initial) validation when a new device is installed. According to
DIN EN 1ISO 11139, validation (formerly initial validation) is
defined as “the process of confirming, by providing
objective evidence, that the requirements for a specific intended
use or application have been met”. In the area of reprocessing
processes, it is made up of installation, operational and
performance qualification.  FEZL » S {58 F 2R HE B R L
HOH SR AT B AT A WRAIE - & RRIGRERL » 3 EAEZSEHTER
TIFER (W)hA) MEALSEREEMIENIT - IR DIN EN 1SO 11139 54E - fig
% (LRI A WIaanEss) €8k DEaRIEEREE - MM e
AR SUE ZORFNARE ) - fEF R R AR - M Ra R EE - 1R(ER
TERERERT ©

These terms are defined in DIN EN ISO 11139 [8]. In Germany, they are
enshrined in law in Section 8 of the Medical Devices Operator Ordinance,
which stipulates that medical devices may only be reprocessed using validated
procedures. The KRINKO/BfArM recommendation and the relevant standards
for sterilizers or washer-disinfectors (WDs) provide further information on
the implementation of validation and acceptance criteria. iELLAITRETE DIN EN
ISO 11139 (8] VHES  {EMEE - (B LAMTER AR A CBRIR AT EEE 5
By 55 8 {66 » BIRGIBLE B Ras 1 U RE MRS ERE IR e TR R o
KRINKO/BfArM (%52 1 A BRI T 25 B & (KRINKO)/ {25 50 B 4t AT B
FREFTIERT (BIArM)) 2238 LU UK 35 80 DRI B e (WD) HURHRARESR
{7 5 R BRSNS ERE— P & F © For sterilization, these are DIN
EN 13060 for small steam sterilizers, DIN EN 285 for large steam sterilizers and
ISO 17665-1 for proof of sterilization performance, and for washer-disinfectors
the DIN EN ISO 15883 series and DIN 58341. Furthermore, more specific
information can be found in the guidelines of the DGSV, DGKH and AKI
as well as in the guidelines of specific professional associations, such as the
DAHZ hygiene guidelines for dentistry.

Validation therefore comprises several different process tests. These tests also check
the environmental conditionsand process-influencing parameters at the medical
device operator’s premises and confirm correct interaction. Validation and its
regular repetition is therefore an important step in terms of infection prevention
and patient and user protection. This approach places a clear emphasis on the
control of the process and not on an exclusive product control (e.g. by means of
microbiological tests or cleaning indicators). ¥R » /NIUZK SR 35815
DIN EN 13060 F4E » AAZKSGEIRR #7E(E DIN EN 285 f5HE » IR ERE
815 180 17665-1 FRUE - TEHNE VR A » HIEHE DIN EN 1SO 15883

SR DIN 58341 154E o [HAN > THEHBSHE AT 2% DGSV ({EE R
PR S ) ~ DGKH ({EEfF A RHEEREbeE e @) fAKD (FBEET

TE/NE) BOTERE » LU B3E R @ RIFERE B4 DAHZ TFRHFA R -
Ht - e & % AR RAZHE - @ flEUE R R R A R E R ST
HIRBTIG AR BEREM 2 WHERRAC AL ER R G IERE - I » fER
TEMIEER AR - SR E B EESE - S TAYRRE R
Pl TS — SR (PIALEEM YIS 8T -

R R PR AR
E IR MRS EE B

fﬂﬂK@Tu&@Jﬁ E Uil

Routine tests are recommended to accompany the process to create a
continuous comparison with processes considered in the
validation and to be able to identify process changes as a
trend  analysis at an  early  stage. Information and
notes on the frequency of requalification can be found in
various documents, which are described below .z (T B2 E@fE
SETRAIES - DU B Esna it A SRR T Reg L -
WRESITER- BRSBTS T - RSN
AESEAS BENRLER A ATAE T SOty SR e

| Authors {E& T
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KRINKO/BfArM  recommendation 2012 (tables in Annex
3 and 4)KRINKO/BfArM ((FEEIRE(AFF - BHEFHTEHTZ)
KRINKO(R A4 52 FHZ R & Commission for
Hospital Hygiene and Infection Prevention )-BfArM(BFEZE
R RER MR 7T Federal Institute for Drugs and Medical
Devices))2012 5558 (M4 3 714 PRI )

The KRINKO/BfArM recommendation from 2012 provides
information on the requalification in the tables KRINKO/
BfArM (527 A= B L TEIY 22 B 6 (KRINKO) A B it 4 b Al
SRERMIIEAT  (BfArM))AEE H 201 26F FERAE hHR B THRH
HFBRENER

in Annexes 3 and 4. For a washer-disinfector, Annex 3: Commissioning and operation of
washer-disinfectors for the reprocessing of medical devices (checklist) states that the acceptance test
qualification  (OQ) that the

suitability of the operating parameters is determined in the performance qualification (PQ). Under

consists of installation qualification (IQ) and operational and
periodic inspections and procedure in the event of deviations from the regular process and relevant
frame-work conditions, reference is made to the obligation of the operator and the validator,
the the date
(renewed performance the stability of the processes

For small steam sterilizers, information on

considering manufacturer’s specifications when determining due of  periodic

inspections qualification). Furthermore,
must be considered when determining the intervals.
for

validation is provided in Annex 4: Commissioning and operation of small sterilizers

the reprocessing of medical devices (checklist). Reference is also made to the obligation of the
operator and validator regarding requalification 7EFT 4 3 F1 4 H « SFNEVEIHRRRR - B F 3« BEEER
B AR SR MARE (B eI ERE LY (1Q) M EIER

(0Q) - i HRE2EWLEM MEEIEREREL (PQ) HETE [ I ANIE P AR 3R (Rt
H %E‘Zﬁ%ﬂlﬁ%ﬁﬁ% FEIFRIIBEDL » IR BIREBIIEN BT - EECEIRENZINE (S
WOVERENERD ) My S BUGRENAREE » IN - (ERETE TR /R BEIZRIRRE 1 o SR DRI

:@%ﬁ;‘é%g%mﬁ %@Zﬁ%ﬁ H’*’ R ERAVRRBAIIRIE (1F8E) iR e T RRBIRESAYEG - 2

DIN EN ISO 15883-1

The horizontally relevant standard of the DIN EN ISO 15883 series (i.e. applicable to all special parts of
the standard) [2] specifies the aspects in chapter 6.1.5 for the reassessment: DIN EN ISO 15883 2 51HY
R FHRRISEYE (RIE AN ARER AT A RIRER D) (2] 1E565 6.1.5 ErPAUE 1 EHTAHE AT -

o Modifications or technical work on the device and installation that may affect the
performance of the washer-disinfector 3% fifi 1% 45 AT HE LB E i TAF

A REE R BTR VEH SR ERE
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+ Deviations of the routine tests from the validation data FLIZAELREE Y
{72

« Insufficient performance of the WD{& JETH BRI RE T B

+ Changes to the process conditionsififZ{F{TFHIZE (e.g. process chemicalsifi
REALERA)

o At specified intervals{f<fi & A HRF HITHI R

Regarding the specified intervals, it is specifically mentioned that this can be determined by the

competent authority or a risk analysis and that the normal practice is annual performance

qualification. As DIN EN ISO 15883-1 is a harmonized European standard, these criteria therefore

apply to all EU member states. The DIN EN ISO 15883-1 does not provide any further information on

carrying out the risk analysis. B EFRE » FrRIERE] » JE 0] LI EE HERISUR S A HrHEE »

HIBHE s R A E T — ERERE o 7 DIN EN ISO 15883-1 2B 1753R I HE » [Allhia LEts

WEFEAATEREER AR o DIN EN IS0 15883-1 1 A R HLEMBAR HEST Ea 2 HTH B % &

GuidelinefiFd from DGKH (BB & REFRELBE AL 1 &), DGSV (R MEE HLIER &) and AKI
(FRBEEE 1%/ M)
The guideline for the validation of automated processes [1] refers to the information on requalification

of performance in chapter 5.4.H B LR HEFERI (1151 H] T 5545 R A BRARE BT E A& -

o The specified intervals in accordance with DIN EN ISO 15883-1 and thus for a renewed
inspection without special cause at annual intervals and to justify any deviation from these
intervals. iR DIN EN 18O 15883-1 #UE MG » Bt - AR ERIRIFE - BER EHEIE
T » MR ELE LRI A (R R 2R A HEAT

« If routine inspections reveal deviations from the validation datafll {311 T &5 58 5 B &
KRz

o When introducing modified medical devices to be cleaned and disinfected or new load carriers,
if no equivalence to a tested reference load or a validated medical device or loading system can be
proven & & AMGEIE I T B R MNHRERY BRSO ) B BRI - A1 SRAEA I
BLHGRIRART 22 & BB R B R B B R

« In the event of changes to process chemicals4[1 FiftfE (L 52 i 5 £E 5841

o After maintenance work that may affect the performance of the washer-disinfector 1T 7] f

I ULH SR IERERIHERE TIER

S
il
AS

This information is supplemented and underpinned in the guideline by meaningful
and practical appendices FZHH FIZE A B 36 FLE FIROM #3503 LLEETET Tl
FEMIZZEF

DIN EN 285/DIN EN 13060 /DIN EN ISO 17665

DIN EN 13060 refers directly to DIN EN ISO 17665 in 8.1 on the subject of testing
sterilization performance. EN 285 also contains information on installation and
operational qualification, but DIN EN ISO 17665 is also referred to for the
description of testing sterilization performance, i.e. performance assessment.
Chapter 9 of DIN EN ISO 17665 deals with validation and describes in  detail

which tests are included in the individual points of validation. There are no
specific statements on reassessment of performance in this standard, but the
stability of processes, routine monitoring and requalification are described.
Requalification must be carried out for certain products at specified intervals if the
criteria requiring requalification have been met. DIN EN 13060 1E 8.1 ERBHANE
B PEREIETI P A AP B2 | 1 T DIN EN ISO 17665 © EN 285 /8 & /A RZ4¢
FIHRFERFERIS R > {H DIN EN ISO 17665 t FIRMEMIR I 4 AE NG (AN1ERE
#Fk) o DIN ENISO 17665 &5 9 ZvH R Ry » Wit T & (Afesce B
WL, - BEERUEE A BRI RE EATAT (A BAEER - (HRL T AR E
T~ FRBEPERI BT o AR & EHTRRRAOIUE - QI 7 R E (IR
IR A e T BT HEA

Recommendation for the validation and routine monitoring of
sterilization processes with saturated steam for medical devicesBREB P 8N
R BRSO H B M (DGKHEER & R R BT E) Due to
the age of this recommendation, the terms “revalidation” and

“reassessment” are not defined according to the current interpretation.
Nevertheless, the inspection is the same routine inspection of the processes to
ensure safe and stable steam sterilization in the sense of a validated reprocessing
process. Accordingly, the topic of requalifiation is explained in Chapter 2 and
the interval for requalifiation is specified as one year. The interval of one year
can be extended for stable processes. “The period can be extended if the processes

are constantly stable (e.g. daily batch testing, proof of reproducibility)” [12).

BERBHARER > KU THEMESL 1 TEZRE ) SSRENTEE AR E e
FRFEEITER o 2R > S E FEMR - B RSB E
FRIRIE B 2 IR E R AR o R > oM T RS £ i
NS PR IR A E By —4E o BIFMBERHIRE » —EMRIEALULR - T4
RIFEIERRE (N B LR BGES ~ "TEEMEREI) - AT DUERR]
B [12]
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DIN SPEC 58929 Operation of small steam sterilizers in the healthcare sector -
Guidelines for validation and routine monitoring of sterilization processes DIN
SPEC 58929 S FRIF IR | VI ZASRIR BT BRriRy F - VR Y EBRaa A A i
i)

To prove that the sterilization process is effective over a longer period of time,
DIN SPEC 58929 also lists routine checks as an important and suitable
measure. Chapter 9.4.2 recommends carrying out a new performance assessment
after a maximum of 2000 batches or one year. For small steam sterilizers
according to EN 13060, the interval deviates from this and is specified as 4000
batches or 2 years (chapters 9.4.3 and 9.4.4) [13].5 T 38 BAIR B AR TEB R R Y
X > DIN SPEC 58929 th§ Bt TR By B2 L E HOHTHE - 28 9.4.2 B4R
7k 0 B (E 2000 HEEK—EEROEIT —JOITHIERERTFE o EHFE EN 13060 13
HERS) NIRRT & » [HIRRIR RV BR UL IR » #17E % 4000 HEBKFREE (55 9.4.3
f19.4.4 %) [13]

State-specific hygiene regulations /&&= 15

For North Rhine-Westphalia, a state-specific instruction “Requirements for
the hygienic reprocessing of medical devices in North Rhine-Westphalia;
status: 17.11.2023” [4] applies, which provides a very comprehensive overview of
the requirements for automated cleaning and disinfection in Chapter 2. The
following requirements are set regarding the requalification and the risk analysis

is also carried out: ¥/ JLHEEA - BUATRAZ M > S8 — I8 E RN FE A AL ER

B TR A N B R SR T AR PR PR B BEOK ¢ KRR : 2023 %F 11 A 17 B7 (4]

IR HAER 2 B HBERIIH SR EORET T IEE ZEMDL - $HEFE

FEREBUE T LU EOR » AEAT T BT

a) Performance qualification independent of events J&I7 A E3{ 114 6E

Bt

A requalification must always be carried out annually. Based on a risk

analysis (e.g. ICH Q9, VDI 5700), the interval can be extended in

justified individual cases on condition that the operator carries out an
evaluation of the process after one year to assess whether it is stable
and conforms to the specification. The period considers the
maintenance interval of the washer-disinfector defined by the
manufacturer and must not exceed 24 months. FEFVFEIT—E

FhadE o EMEE T (120 ICH Q9 ~ VDIS700) » TEEHRAENR

T+ AIEERIF T RAERERIG - AR E B E— PR

METAME - MR OAEE BAT SR8 - ILEIIERE T RbEr

TEREVEIH S RRAERE G - LTS 24 (WA -

b) Performance qualifications (including installation and functional

qualifications, if applicable) for special reasons 4754/ [l 31 THY

TerebERE (EIGREHIDREsRE - W)

o if changes or technical work have been made to the device
and installation that could impair the performance of the
WD AR R AN ZASEAT T S 2B LAF - mlRE
HEEFEFHVEHFHWD FITERE

o if the review of the records of routine tests on the
performance of the WD reveals one or more unac-
ceptable deviations from the data of the initial validation
MRS {EUEIHAERWD PEREBTRIFARC #R i a A 2 31
B e R £ — (R (A A T s i (R =

« if the performance of the WD is unacceptable A1 5{F U
IHEWD FOTERE AT EE

o if process conditions (e.g. process chemicals, water used)
are changed FEE R (BIANSRRALERS, ~ ATfEAIAY
K) Bl -
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Also, in the “Guideline of the State of Baden-Wurttem-berg on the hygienic
reprocessing of medical devices” (2019) [5] there is a note on the subject of
requalification. Regarding frequency, it mentions “A reassessment must be carried out at
specific intervals and, if necessary, for special reasons. For cleaning and disinfection processes,
the interval is usually 1 year, for sterilization processes in small sterilizers up to 2 years. "I,
I AE (BT ENE RS M A BEIERTD)  (2019%F) [5]7F BRI LA
Bl o BRPMEZR » H AR | L/ E IR R E R IR E T Bl A L2 > AT R R
BELT o TEIRAITE SR A R TR B 2 15 » /N LU A I R A PR R Bt
R >

DAHZ Hygiene guidelineff4E {57

The hygiene guidelines of the German Working Group for Hygiene in Dentistry (DAHZ) (7]
describe the topics of validation and requalification in detail. According to this, the period for
requalification is to be determined by the operator in collaboration with the validator following a
risk analysis and considering the stability of the processes in the past. This takes place once a
year, for example, and can be extended if processes are sta-ble (e.g. in combination with
maintenance). In the event of anomalies in the routine inspections, the interval should be
shortened. In practice, this joint approach has proven to be difficult, as the validator cannot be in
the field for this joint risk assessment.fEE B4 T/F/MH (DAHZ) [7) FUfTAE TSRS E AR
TR SRR ERE - JRIL - FERET N R E B B B RIAE - AR bR T
FRAFVEARE MEEST o FIRERDEMIBIANREE — 2 ANRWRRARE (BN SEERE RS

&) AIATLUER o ARGUTHRA HEREFE - RIRENEE PRt - Ea] - SEke
T LRI - (R Al BRI B BB E T & b (G

Further requirements for requalification are & #75#aE A E—HF EK 2

«  Repairs with replacement of process-relevant componentsif & 5 3 ER i A FHBAN ZH 1

« Significant changes to the process.Jiti2 5% 4= B A## (1.

If regular maintenance is carried out in accordance with the manufacturer’s instructions,
requalification can be carried out independently of maintenance A1 IZHAELE G 1AL AL T /E
HHKERE > HIIRT LB HERE A T BT BREE -

Risk analysis/E& M7

The literature sources already mentioned include risk analysis as a suitable measure for extending
the frequency of validation. This is explained in more detail below.

A risk analysis is the search for hazards and the estimation of the probabilities and severity of the
resulting damage. When the term risk analysis is used, it often refers to a hazard analysis. According
to ISO 14971 [9], this is a common process for manufacturers of medical devices in the course of
product development and during the life cycle management of medical devices. VDI 5700 entitled
“Hazards during reprocessing — Risk management during the reprocessing of medical devices -
Measures for risk control” [3] is a highly recommended document for carrying out a risk analysis.
There are very good and subject-specific templates especially for the dental sector and risk analyses in
this specialist discipline, e.g. from the regional dental associations. 2 & 5z A SCERE RIERA - JEFE /7
AL EMESIEARH) Al T P OSORETIEIT ERE RO AERE - BB i fe=s Bkl AR (G eIt
ERHHEER AT ERE » TR —FEFEEEE T o IR 1S0 14971 [9] » iERHE
g M BLE R TR AR AR R s M A e I E PRI AR B FRAR - VDI 5700 1524 (FREEE
MR HHA 5 — BRI AR P SR B SR R e R — R b e R ) (31— 105 Z A ) I b
SCHE o BT > B—EIER AR ~ SHETRE SRR - CEE AR R IR B S SR A
JE\FE AT o BIANZ B i o R, S AR -
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They form an important pillar of the stability criteria, which are necessary for a
well-running process and its monitoring. There are also literature sources for this in
the KRINKO/ BfArM recommendation point 1.4) and for the definition of the
term in DIN EN ISO 11139 under point 3.238: “periodically performed technical
process to establish whether the operational performance of the equipment
or process is within the limits determined during validation” & &R T F37E 1
FRUER BB BHORARE) RIFE(E R A B PR EE -

KRINKO/BfArM (B8 2E SR YL TR 75 B & (KRINKO) /2 B i FP 4658 FI g
SHPITRTEAT (BfArM))AEEST 1.4 5 LUK DIN EN SO 11139 55 3.238 Bi#HE4 i
WURE ZEER AL TARBASCRR : TEIIB TR AL - DUREE B i s 2R
TTIERER GTEMERCARE i E R IR (EHEE A -

The DGSV recommendation of the “Quality Task Group”

“Routine tests for monitoring the automated cleaning and disinfection

process” [11] provides practi-cal information on batch-related and periodic tests.
Routine checks are also specified in the standards, for example DIN EN ISO 17665-1 in
chapter 10.1 contains in-formation on routine monitoring of the sterilization process
using chemical indicators and/or PCD tests. This is intended to monitor steam
penetration and provide another independent parameter as a control point in
addition to the physical sensors installed on the appliance. DIN EN ISO 15883-1
refers to the importance of rou-tine tests in Appendix A; the description of the
contents can be found in Table A.1 Summary of test programs for washer-

disinfectors. The importance of routine checks can be deduced from the scope of
the content. DGSV ({250 R {1EE 75
The DGSV recommendations of the “Quality Task Group” [10] deal with the topic of “Risk &) TanETIR I FEEE R P B B A AR & BRI )

. » . . . . [ ER G T HEIORBRIRG A E BRI B R EGR - F B e e b AR
management in the RUMED” and thus provide users with a very good guide to risks and the % » BIA » DIN EN 18O 17665-1 2 10.1 5/ & [ L B TR/ pCD 3l

corresponding assessment. (B ML (1L i & (DGSV) Ti/E TIF/MH (1010930 B S P T S e A B ZRST o 35 B RS R R 5
rRUf/IED(é%%%M PR B {i7Reprocessing Units for Medical Devices) P HUEFGETE | L/ - £ %iggﬁ%ﬁ%gj%iﬁgiﬂ1%;giﬁ%igﬁﬁ [? @INI}SE?EE,%ER
TRy o Y & B0 T I 1 IR R MR T (i 5 e 15883-1 7EMT#% A FHERE] T HHUAGIEE N « HASRDRGHESHE AL TF
VEHA R AER T ) - H R AR S AT DU H PO 2 [ e ok
Relevance of the maintenance frequency of washer-disinfectors/sterilizers in relation to
performance qualification T YENS 2558 UK S HOHERE A BRIE REBRTRAOMEIBR I Staff as a stability criterion R LAFRMETERAE

All sources refer to process stability to correctly determine the validation
The maintenance frequency of the devices used (washer-disinfectors and sterilizers) is frequently frequency. These sh: uld be closelytymonitore J t;’n'ough routine checks and

mentioned in risk assessments. The risk-based maintenance specifications of the respective confirmed during validation or requalification. But what decisive influence does the
manufacturers therefore represent a reliable statement on the minimum reliability of a process, provided  human factor have? And how can it become a stability criterion for processes? On
that the process is carried out within the framework of the manufacturer’s intended specifications. the one hand, only qualified personnel are used in reprocessing, which is regulated by

Nevertheless, it should be noted that a process should be equally stable before and after maintenance. E[i# law and firmly anchored in the Medical Devices Operator Ordinance. This ensures

SR T A (TSRS AR B ) A EES o I > N E LSRN good training and sufficient basic knowledge about reprocessing. Basic knowledge
SRETHELRYENT - %i&;ﬁﬁﬁ%ﬂJﬁtliﬁE’U,‘ﬁﬁ%fﬁ%ﬁ?}cﬁéﬂ%;t’@f%?ﬁﬁfiﬂ@%ﬁﬂ;%@ o KT} » T of validation should also be available. Nevertheless, there are subject areas that are
EENR RS AT E R R FARE M -

specific to the practice and can only be learned on site. In addition to the practice-
specific processes, the available equipment and the practice-specific selection of
cleaning agents and disinfectants, this also includes the individual loading
Routine checks as stability criteria in relation to the processmj'ﬁ.‘mﬁf’ﬁh@fﬁﬁm BRFITBTEME  patterns and the definition of routine checks. Here, it is helpful to design the work
yiotid instructions in such a way that they are simple and easy to understand and can also
be read and understood on your own if necessary. T & FH2% T HIEREEE
ACIERED IR TE HERHRZR © 38 B E AP T EI TR IR - M ERE R
TERUUIRINERR - (B72 - ABEFHMLRE ERRE » TR A EIEATRE

It is striking that the routine checks are frequently mentioned. This is due to the fact that they provide
essen-tial information about the processes. Routine checks are both technical (e.g. checking

machine spray arms and the spray arms of the trolleys and baskets, regular Check & Clean) and VA 2 AT - UG AR A B A ST BT EIE R A (B
2 ! EaYEN=KI=) = =] i il
batch-related (e.g. pH test for ophthalmic instruments, process monitoring indicators, R BREIEL R0 RRREIRE T o SRR T BTS2 R S0 P R R L

measurement of the NCG content). 5| ATEERIR » PUTIREBIIER K o BRABEIIRAL 25 o gy ez hiEL B o SR - G R B » RS ER
THBZAEEERN o PUTIR AR ASE R R (B - ARSI - HEEEE TROE SR - IR TROEREERITI » AT RIRR A LLRR E I B R IR A
B EHMEAGZ) o hEERIUHREE (G0 IRBISSREpHERE - 2R e PRI - SEREIEEME LI REBRPI TR ESE - el 363

B« NCGCTEEIE R BNon-Condensable Gas)& BHllE) - B 0 TR @R ALY » AR - (T LA C ARG -
S L~
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Pictures are a valuable addition. This is the only wayto ensure a
smooth transition in the event of staff changes, vacation or
sick leave. Ultimately, it also ensures the stability of processes
if procedures are always designed and carried out in the same way.
The precise definition of competencies and responsibilities also
plays a major role. If it is known exactly who does what, errors are
prevented, duplication of activities is avoided and forgotten tasks are
largely eliminated [l /R B HAVFT © 82 MErR A B H) ~ IR
SRR IEF R RIME— 7% © BrAd » A0 RGARIAHE LA IE Y
FTABGEIIRT » EhREFEPRTIZRIRRENE - BRE IS IHIRS
MR thNEE EE AT o ARV (E A KE » siebid
SR - HEREE TR > MAERAREE Lt R EFEEE -

Who can carry out risk assessments to extend the validation
intervalgf ] LUEETT BB DUE R FEKHIFR?

This can only be done by the operator in their role as the person
responsible for the reprocessing process and with the
corresponding knowledge of the facility-specific procedures, the
implementation of routine checks and the stability of the processes
18 HREHIME B Ry iR BB ARR) B 7 A KSERY » I AR E A
B AR T ~ BT AR R BT B R R AR e R AR TE AR,

SummaryfHE

Validation or requalification is not a necessary obligation, but a
crucial aspect of recording the performance of reprocessing
processes on site. As within the entire medical technology
industry, a balance must be struck between risk and safety. It is
therefore possible to extend the frequency of validation based on a
risk-based approach. X FHIERCIE IE VL EE2EH5 » (AR AL 8%
5 P R AR A B PR AT o 01 [F) BE Bl 2 —

1 o WAL B 2 4 2 RIS o (AL > AT DUEER e
AR T AL SR FEROPEAR -
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The stability of the processes and therefore process safety is a central aspect of all specifications
or recommendations for expansion. By defining stability criteria and ensuring strict compliance,
it can be objectively documented (e.g. through routine checks) that processes are demonstrably
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TEAEERER it IR E 1 -
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Experience report on modern hygiene training courses

5 (24

Ines Liebig

From my many years of professional experience as a freelance
lecturer in the field of hygiene and reprocessing of
medical devices, | would like to introduce you to a few
training courses. How can participants be motivated? Hygiene
training should not be a chore. They can be inspiring,
interactive and relevant to everyday life. The aim is to avoid
mistakes, reduce uncertainty and create a routine. i % (FE7E BE
1R A PP R PR AR B A B A AT O B3RS B > AR e (e — sk
FIFRE - AR B 2 ARSI R R R R - M LIER
Rt ~ EEpIEsR - 08 HE S S SRR o KRR SRR - )
THEENE » M -

Sometimes it helps to boldly try out new things. I have given training
courses in which I explained enveloped and non-enveloped viruses
with  chestnuts or surprise eggs - in a playful, visual and
comprehensible way. After all, knowledge can only be implemented in everyday
life if it sticks. I » KIFE LB FMEHATRE) - TG ERERE
FEEEHEER RS ERRE— Dm0 - ElESNE
FRRTE o SEEE - FERUVEBRA B IS T RECTRE B o

Who do we need to reach: 1B E R EGE?

Our target groups are diverse: whether nursing staff, doctors, cleaning staff,
management, relatives, external service providers or patients and visitors —
each group needs to be addressed individually. If you want to embed hygiene
in the long term, you have to adapt to different learning habits.

How do different generations learn? Each age group has different learning
methods. Modern training concepts should take this into accountH (i) E 1%
TR AL - MR AR B R AR HHEAA BB N
RSB » SERIH AT & —EHE AT 28 LR - R &
W EE - B EE RS B

PEHEAR AN ERE 2 FHEE GRS E T RIS T - BHUEEI
B IER B B EE —

1. Baby boomers Z5ZBITH 1T (approx. #TEE 1946-1964)

o Prefer structured training courses{ i i LAY IR

o Like face-to-face events with experts = #X 51 B 52 [ 1 [HI 52 it

+ Enjoy learning from experience and specialist literature =3¢
HEBRAIELSE SCRR P 2235 10 44

« Practical example EPE#ifdl: a live training course with real
case studies® & EE ZE G FE B )R

2. Generation X fH{t(approx. #7E1965-1980)

o Like efficient, time-saving training courses = #{ = A28 ~ &
153 EE e

+ Like to use e-learning & self-learning modules = #X {ifi F &
BB B B

« Practical example FFE#if] : A modular online training
course with short units &2 B LAY REAR L AR 35313542

3. Generation Y T approx. #9E1981-1996, Millennials)
+ Mobile learningf TH) 2

=

. “n

Designing hygiene training courses: Lively, practical, motivating

Favour digital training, apps, gamification &5 FREI {71V 55
3~ FERRE AR L

Practical example EFF#ifl: A hygiene app with
quiz questions and challenges— 7K H & {HIBE A1 HkEL
O A FE AR R

Generation Z ﬁ'/’e(approx. F7E1997-2012)

Learning through videos, interactive ~graphics,
social media JEi F ~ BB ~ tHEEGHEEEE
Prefers microlearning in the form of short,
quickly consumable units Z LR ~ PR 5 [ERI 2
EEIT

Practical exampleEFE#if: approx. 60-second
explanatory videos for social mediaf] 60 P/ #EAZ 1
R

Generation Alpha Pkt 16 upprox.ﬁgg 2013- today)

xa T A AIRRRAE « A28 ~ EA ~ U8

| Author{F&

Ines Liebig
Aseptio Hygienemanagement

Kastanienweg 13
37445 Walkenried, Germany
i.liebig@aseptio-hygiene.de

Learning with AL virtual reality & augmented reality FI| 1 \ T2'5E - 5 S AR B BT 6T 52 (AR)
Practical exampleE[F5f: Interactive learning worlds in which microorganisms are made visible.

A R AR TR

Designing modern hygiene training programmes/practical relevance as the key to success
BRETBR A AR AR R R TR B

Theoretical knowledge only sticks if it can be applied in practice. Training courses must be

realistic. Learning through experience in the form of workshops with simulations and case studies

is more effective than frontal teaching. Workshops offer the opportunity to apply theoretical
knowledge in a protected environment and to recognise mistakes. #af A7 A G E AR EH A
AEEHHRIFR o WEAIRRE LAY S B - SEBEHRMREAINFRFL AT G > ZRE(FL
E A AR TG A o MR ER Mt 1R IR T B AR R A0 SRR b o -

Examples of practical training courses & [543 I[FRFZ 8 {51:

Hand hygiene workshop: use of fluorescent gel or UV light, DesiCoach, finger paint to
make the “tightness” of the gloves visible F=FRE L MET & (58 & CEE BRI

#1 ~ DesiCoach ~ FEEEARL > (HFEH 8%

&1 AR,

Handling PPE (personal protective equipment): Correct donning and doffing

techniques of protective gowns, gloves, masks; use of fluorescent gel or UV light,
DesiCoach, finger paint JZ2H PPE ({8 APARESE(H) - IEMEZFIRAINR TPARELR ~ F& -
CIERRORNT + LB 804N ~ DesiCoach ~ FHEEERKY -

Simulation of infection chains: Interactive exercises to detect and prevent pathogen

transmission in patient rooms or operating theatres using fluorescent gel/&YLFHfEHEF : (5
FEECHERSEAT B - DUBIAITED R B 8 Tl R i A (3% (Figldl. 1)
Checking cleaning and disinfection quality: Using hygiene test methods, such as ATP
measurements, to make microbiological contamination visible; Hytrain®, Glow

CheckigZYETRANAEME : HAEERRTTE
AYIFYAT R+ Hytrain® ~ Glow Check

» G0 ATP (ZRARRERE) WIE » 1%

An interactive hygiene escape room: instead of dry theory, staff are immersed in a fictitious
but realistic situation: a patient with an unknown infection presents the team with a

challenge.« HENEALRME = TAEABTEIL

R E - TRUURAE —(E

(B ERIBHES « — QSRR e BRRR AC THkEK



Figl&. 1: The simulation shows how a pathogen spreads through a hospital — from the door handle to an employee’s

hand and then to the next patient. BT T R RS AR TE G e A B R — (EF BRI THF > BEIT—RA -

Only those who know and apply the correct hygiene measures can stop the spread of
the pathogen. Puzzling  together, finding the mistakes and experiencing the
consequences  creates  an awareness that remains in the memory F [ ARNGERE F HEM)
A5 > A REML LRI RO - JERIE S - SEIE - AREERtR R - I RERIE —TERRAITE
ERECD)SE

« A workshop on hand hygiene under the motto “Make it naked”A T7R#R#R1 BEEN
FEEAIFETE: “Make it naked” refers to hands without jewellery /R BT L
SEE fi(FiglE. 2). A copy of a ring and watch is used as an example. For staff, visitors and
patients, this creates additional awareness that can be taken home and passed on. LAEHEFIF
SRAVEELSL R o S B BRI AER - 38 T AR MR - A A K (R
B’TE -

« Poster Microorganisms{FERISEY]): you can't see, smell or taste them - you only feel their
presence after an infection.fRE T ~ [HAE] ~ EAEIEM— HETERG LA RERE 2 T My
Tz -

« When gloves really make sense’s FEEIEHEIERIE: A look at everyday life. Many people
wear gloves in situations where they are more of a danger. A comparison with everyday
situations makes the problem clear: who would walk around in ski gloves all day without
taking them off once? Nobody, because you sweat in them and the material eventually
becomes unhygienic. Similarly, disposable gloves should not be worn for hours without being
changed and without carrying out hygienic hand disinfection. Anyone who really takes
hygiene seriously must not only disinfect their hands but also understand when protection
makes sense and when it does more harm than good. & & H % 4:1E © #7% ATER EMAIEN
THFE - MAFAEHE—T » MERET S R 7 RIS FEEAES
*"XﬂlTHﬁ ? ?ﬁﬁ)\@ WATFEGHIT - FENMEERGRE L - B —2U%
FENERZERERGE NRF A R - thANEE TR R THNHE - (R E EE SRR
A §§/ﬂ2l’§§%’: ERE T RIS AL IR RERORHA] o

&y B

What could the future look like A A8 & & 1 /EEE+ 2 ?
Visions/future digitalisationBES/ARBUNLIY. - are you ready/R¥EFRLF T 1%? Breaking away

from old ways and allowing new ways offers opportunities to use the new possibilities correctly. fFEfT &5

77 A FeFFRTT SR T ERER AT AT RE R

Involving patients and visitors TR AN %28

Patients and visitors also play a crucial role in infection control. But many feel
unsure: When should I sanitise my hands? Are gloves really necessary? And why
are certain rules so strict? Instead of complicated information brochures, simple,
understandable and entertaining concepts can help. 5§ N3/ % 7E/E L PE i h
SHHE BRI ERAIEM o (HFF% NREIRZ « (HERHEEF T » HE
WEEFENS 2 RS AN RS B GRS
BilEE Rz R IS 2D U

« Patient TV as a training medium. Short videos similar to the welcome
clips in hotels could be shown on the TV screens in patients’ rooms. In
just a few minutes, they show how proper hand disinfection works, why
visitors should disinfect their hands when entering the ward or
which small measures can have a big impact in everyday life. One
hospital has integrated an interactive patient TV system that
automatically plays a short training video on hand hygiene on
admission. After the video, patients can answer a question via
touchscreen (When should I disinfect my hands in hospital?).J I AR

VR RsRIFRIGEA o AT LAERR 3 A0 2 AR e L RO D B
FrHIRLR » R - B R R T IERER FENE AT
&~ I E AR B R M EIH ST > LIRS Mg i AT LIAE
HEAEPEEEREN - —FBEES T EB:UREERR
#E  FIFEABERE B B — B R T LRl - BE
W% BELLE RIS R S (1ERehe - BB
AT FEEE 0 ) -

« Childrens hospital ‘W EE&FE: Children in particular can be reached
with playful explanations, such as lovingly animated figures that
distinguish between good and bad pathogens/microorganisms and
show them how to protect themselves from harmful ones. f5# 7l 7] LLiZE

SRR BERARIR S | B - BIAN A m] 2 2 A\ A ) B
WO R D) - e M MR AR PR B C S 328 R AR
RE -
Augmented reality (AR) for hand hygiene training B & 15
(AR) FIRFEEERTN
« Exampleffiffll: Nursing staff and doctors use AR glasses that
show in real time which areas of the hands are often
forgotten during hand disinfection. A visual representation
(e.g. coloured markings) makes it immediately visible where
microorganisms could still be present. 7 A\ B 1%L (#
ARHRSR » BIRF R A5 R AR FR At [k o A 5 8
e SRR (B EAEAD) ] DAL AR L [ ek ]
REVDIRTFLERMLED -
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Al-supported simulations for infection prevention
N LB SIRH BRI TER IR EE

« Example: Employees undergo virtual hygiene training with AI
support. The software simulates various scenarios, e.g. an outbreak of
multi-resistant pathogens. The participants have to make decisions
(What protective measures are required now?) and the Al provides
individualised feedback on the correct course of action.&iffl : &
TAEN LR SR TR S AR - SR R A 5
50 PINZ EHEEIEHIR RS o S EFEMHRE (Fn
BT E R LD 8 i 2 ) - A TEEgIREERIERM
IEFERATEIIZE ©

Conclusion: Sustainable hygiene
through modern training concepts

e ¢ 2P (Al B K
Hygiene must be explained in a simple and understandable way.
Implementation must be practicable. We must be open to new

approaches and adapt to the needs of different learning groups.

Hygiene is far more than just a regulation. It is an attitude, a Figlii]. 2: Make it naked: hands without jewellery ¥R N E i) 5.
common goal that protects us all. fif 4= F1EH L JH LA B 5 181

AR o BEHELEEE AT o FFL A B2 T When employees are inspired by exciting training courses,

o WSEIET R AR R TSR o (7L TS R —IE S o when  patients and  visitors  intuitively understand

PR JERERT - — (AR e AR ILE B hygiene and when managers realise that infection prevention

For people to really embrace it, it must be communicated ina €30 be a competitive advantage, then it is not just

tangible and motivating way. 2 7 MM E FHZ T » WAL behaviour that changes, but the entire culture of a facility. & &
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The new Miele washer-disinfectorsZ %7 Miele {5 1/tIE &:%: ExpertLine
sets new standards in instrument processing & f# s i T [ iz

» Multilingual colour touch display simplifies workflows in medical
practices

» Winner of the iF Design Award 2024

» Innovative technology for safe and efficient instrument reprocess-
ing

Miele Professional is offering new, network-enabled cleaning and

disinfection appliances for medical and dental practices under the

name ExpertLine - tailored to the requirements of individual appli-

cations.

The illuminated wash cabinet of the 60 and 90 cm wide under-counter All new cleaning and disinfection appliances

s . . . _ from Miele are equipped with WiFi functionality
appliances makes loading easier and, together with a glass door (de el e e ] o (e e e [V T

pending on the variant), turns the appliance into a real eye-catcher. MOVE MedDent+ platform. Mobile devices can
be used for cycle release and process docu-
mentation. This saves working time in a practice.
practice teams: The language can be changed at any time with a sim- (Photo: Miele)

The colour touch display is intuitive to use. To support international

ple click on the control display and batches can be released directly from the appliance screen. Alternatively, process
documentation is available via the cloud-based platform Miele MOVE MedDent+, which provides practices with
further important information on their infection control system.

Innovative technology such as frequency-controlled circulation pumps for generating different water pressures and
spray arm speed monitoring ensures safe and efficient instrument processing. Two systems are available for subse-
quent drying.

Further information on this topic is available to users on www.miele-professional.com

[=)=]

Discover the new world of data loggersiE3E BiEaL #kas

T TS ||

Innovation starts with informationg#a1A & &l
Whether routine monitoring or validation of WD & steam
sterilisation processes — you will find the right solution at
datenlogger.ebro.com. The new ebro® website offers
comprehensive product information and helpful application tips,
as well as industry-specific solutions and the latest expert insights
on data loggers. Discover how easy quality assurance can be
today! fE3 2 HALEDH - EBRIEHE
eawasher-disinfectors (WD) A2 i =
SRR - EHRRETE
datenlogger.ebro.com % E! & E A fFEA
TI%E o ZHTHY ebro® UL TR (2 EIHY A
A B AV E R IER BT - DURESR

—— ol 5 E BRI T AN R R o
Discovernow QRS p Szt =tisEib S red 4
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3 questions for 31l &E

. Ines Liebig on online training and e-learning# 7> t% LR3I F1&E 1225

What challenges does the healthcare sector face's& & {51
HRVRLE PR EC?

The healthcare sector is facing major challenges: Hygiene standards
must be reliably adhered to, knowledge must be regularly updated and
all employees - regardless of cultural background or previous
experience — must be brought up to the same level of knowledge. In

[ S T

==

To what extent is e-learning the better option for today’s often
international teams#{\ 34 HIBIFRERAGE » B2 EES KIEHE
REIH

The HYGIENE COMPASS courses are available anywhere and at any
time, without the need for integration into customer systems. A central
feature of the platform are English specialised courses with integrated
language modules. These innovative courses aim to support foreign

clinics, care facilities, medical centres and doctors’ sur-geries, hygiene is
not just a task, but the key to safety and trust for everyone involved. 5%

AR R (R 2 S T T B KRR, - R B ST i A AR - ST IS

specialists in the German healthcare sector. Participants can
simultaneously expand their professional and language skills and graduate
with two certificates — a professional certificate and a language certificate.

BRKNEH » MERTHATE AT (HEEHE UL R e )

E8 » RATHE B A B 2 213 ERIRISE -

What contribution can online training in particular make in the

coming yearst FE5AIEAR AT REMUHMTLL E A2

In a world that is increasingly digital and globally networked, flexible

and innovative training formats are becoming more and more
important. E-learning of-fers enormous potential, particularly for
start-ups that are developing pioneering solutions and for established

companies, to meet the challenges of the coming years. Online training

makes it possible to respond to the needsand understanding of

generations Z and Y, which are characterised by digitalisation, mobility

and sus-tainability. These target groups attach great importance to
flexibility and direct, everyday benefits — aspects that online learning

platforms optimally cover.{E H & (i {L FI 2 ERAEEE AL A H5LAE - 88
IR T H R ER - BEFE2EREEERIES
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This is an important step towards facilitating integration into everyday
working life and tackling the shortage of skilled labour in a targeted
manner. HYGIENE COMPASS F#f% i BEIRFREMIE ] » TR GEELF
A o BT RIIL LR R AR S A ST SRR o S LA
AR SERERE BRI TENIMEE R U - 26 0] LURR
PR ESERRERNGE S Foht - eSS R — S T EE
S E carREINEERRA B E LIEENE - At HE R
BB R R L —

E-learning concepts also take into account the different needs of the
generations: Generation Z (up to 25 years) favours interactive, visual and
playful content such as quizzes and learning games, Generation Y (25-40
years): Uses flexible and mobile learning formats that can be easily
integrated into everyday working life, while Gen-eration X (40-55 years)
and older employees require structured content and technical support in
order to use digital platforms safely. And last but not least, e-learning is not
only flexible, but also resource-efficient. FE LS E ER T ARE A
MK ¢z (2558 LAT) HIREBYIER - 15 L BB IR A
7 0 PIAABEANER B ¢ YA (25-405%) - (EFEE BREEh{LEY
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From the Experts in Hygiene.
-or the Experts in Healthcare.

Discover our brand-new range of sustainable solutions for cleaning, disinfecting

and preserving the longevity of your instruments. Whatever your requirements,

you can rely on us for hygienically clean results.

Miele Professional. Immer Besser. Expert l_| ne





