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| Editorialitzh
Dear readersi# & EE 1,

How does hygiene actually feel on the other side - as a patient? What does the patient see and does he feel more unsettled by
the measures or is it reassuring when they are made transparent. I recently had to switch sides myself and was able to
experience first-hand what it's like to be on the other side as a patient. As hygiene and reprocessing professionals, we know
what is done in detail and how the measures should look and be carried out correctly. The "normal” patient, however, can
easily become confused because measures look different than in the well-known doctor's series or because, due to
the much helps much mentality during Corona in everyday life, the measures are supposedly too lax. Our task as
professionals is also to pick up the patient for hygiene, to present all measures taken transparently and thus to take
away some of the fear. Knowledge is extremely helpful in this regard, so that we can also appear confident to the
patient and answer questions in a patient-friendly manner. & Z3J5 8 » A—BEHE AR ISR N 2 BEFET
T 2 iG L f e SRSB4 - B EE LA B Ay - R SEEEMNZ L - BEL N ETH
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Refresh your knowledge and read about current trends in hygiene and reprocessing in the latest issue of aseptica. TEhx

Fr—HAE CHERT FRRIHT ARG T AR A AR PR R AR -

I hope you enjoy reading and reading this issue of aseptica. i 2 A= Z FilrE i alra 4~ H (HEGT) ©
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Stella Nehr-Werner

Stay healthy{R 57 5E,

Reportifi &

New hygiene quick check app FTHVE £ JEBEEAERX

As the world's first clinic, Asklepios Klinik Nord at the Heidberg site has pre-sented an innovative hygiene quick
check developed by Hamburg-based startup Darvis Healthcare. The principle: A "virtual airlock” consisting of optical
sensors and artificial intelligence (AI) checks the correct donning of personal protective clothing such as mouth-nose
protection, gloves, safety goggles, protective gowns or headgear among staff. The doctors, nurses and functional service
staff use the new technology only on a voluntary basis and they are digitally anonymized in the process; all images and
objects are "translated” by the software into 3D sche-matics. The correct or incorrect donning of protective clothing is
displayed on monitors with corresponding indications (green/red light). (A3 GE/Y Asklepios Klinik Nord {F £ H 5
FEE—FBAT » HEH T TR EWIAIA ] Darvis Healthcare BHEFRIAIFTE 4 i s o HRELR « pRoREH gk
e ATERE (AD) ARARAYRRRERRM A TIE AN BR A IEHEZE /8 APGRERR - flan D B E - 2= - #H
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"The digital hygiene quick check using optical sensors replaces the need to look in the mirror or the time-consuming
check by a colleague when putting on per-sonal protective clothing - and can thus increase safety for our employees and the
patients," says Prof. Dr. Klaus Herrlinger, Medical Director of the Asklepios Clin-ic North - Heidberg and Head Physician of
the Department of Internal Medicine. The digital quick check verifies in seconds whether everything has been thought of
when putting on the personal protective clothing, for example whether the mouth-nose protection fits correctly and
whether both gloves have been put on. The system then immediately provides visual feedback as to whether everything is
correct. Klaus Herrlinger 8134 » Asklepios Clinic North - Heidberg & /5 £ (EH AR EERE Al + (50 LA A
SHETB AR » BT RS T A9 E » th TR E R LS LA ADTREIRREE T AL TR - (e T L
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Source: & MR kma-online.de
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Insight: Sterile barrier systems - part 2

s

Sabine Kaufmann, Kathrin Mann, Stell
Authors{fﬁjﬁwﬁ | abine Kaufma a a ella

Nehr-Werner

Dr. Sabine Kaufmann
Diplom-Biologin
Klinikum Winterberg gGmbH Winterberg 1
66119 Saarbriicken, Germany
skaufmann@klinikum-saarbruecken.de

he article is divided into two parts - this is the 2nd part. Part
1 can be found in the previous issue. N X 77 Bl 71— 15 B4 —
#t e B 1 A RTLITE B E o
{=}

The process of sealing % & e

A heat seal seam is intended to protect the sterile goods in

Kathrin Mann, MHBA
PRO.Q.MA Gesundheitsmanagement

the packaging from germs until they are used. The surfaces

of two materials are joined together irreversibly by the

WilhelmstraBe 14

action of heat, pressure and time rocess  parameters).

93049 Regensburg P p s P )
info@kathri d The  process parameters must be monitored regularly
el U NI and should be laid down in the QMS by means of
instructions and checklists. ~ According to DIN 58953-7,

Stella Nehr-Werner the process of heat sealing must be carried out
Global Infection Control according to a validated procedure. ZAETEEE B TE (R A5
and Prevention Consultant — E:NEde sl reRbdR EIviea i fea R Tl L R B b e
Sirona Dental Systems GmbH Fabrikstr. W=kl EA I =t (O N D (3R NI Buib:ith:£ -2y S
SHl PEE B PEAE 2R - @@ A A T 2R AT
64625 Bensheim, Germany ﬁ%fﬂég%%@%%? ifﬂﬁ DIN 58953-7 » EhET L /H %
stella.nehr-werner@dentsplysirona.com IRHEBBRTEI IR AELT «
www.dentsplysirona.com

A validatable heat sealing device must be used for this purpose. Depending on the
application, different sealing seams can be produced. The requirements for the heat
in DIN 58953-7 the RKI/KRINKO
recommendation, Annex 4 (monitoring of process parameters, alarm in case of
deviation, process interruption).” /3t VW /B {5 AT BEEa O ZAETSEE o IRIRIER] » ATLIAE
PET IR E et - BB IVZORATIE DIN 58953-7 Fl1 RKI/KRINKO 34T 8% 4
rhicE OS2 BEE - RERE - BETE)

sealing device can be found and in

Reusable containers F] B & {# A 2%

Containers are prefabricated rigid sterile barrier systems (DIN EN ISO 11607).
Containers are classified as non-critical medical devices, but should preferably be
reprocessed by machine (disinfection A0 600). The manufacturer's instructions (DIN EN
ISO 17664) must always be observed during reprocessing. 7+ a e 18 24 AV [ 14 L 12 SR A
# (DINENISO 11607) ° ZastiiFiE A ERIBE R RGN - (BRI @@ aETH
BEE (1H5 A0600) ° {EFREHEE TGS E T EEE R ATEE R (DIN EN 1SO
17664)

The containers must be checked for quality after each reprocessing and before the
contents are used. Only a fully intact container is a recontamination-safe package and can
preserve the sterility of the medical devices inside. The container tray and container lid
must match and be from the same manufacturer. &K IR 1% A5 A AR 2B
BRGHEE - HAEENERA YA RIS 3 B A] LR A
VETRARAE o B AT A A A /A ICRC B 2R 5 (A — 2R -

S L7
] | NS

HEIH PRI CRAT - 58
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Container packaging exists in various sizes, which are selected depending
on the contents to be packaged. The medical devices can be packed
in the container with or without fleece. Inner packaging is not necessary
and is not required by any standard, law or guideline, but it can facilitate the
removal of the trays and aseptic presentation. The loading weight must
be observed (recommendation max. 10 kg), because containers are
only approved for a certain weight. The maximum stacking pressure
according to EN 868 Part 8 is approx. 70 kg (0.5 N/cm2, minimum 100N). %%
aBEEH ST RIRAT R RN N YGRS - BRI LA ST
R BEEAR T - ARETRLFEN » T REMITHE - s
FARTEREY » (BERT LT EFEREIH MRS - WS TERER

(RS 10 0T) - ASBEEHERUER E HE - 1RIF EN 868 & 8
Y - HHEREE 189570 28T (0.5 N/em2 » £/]V 100N) - 0

Different loadings must be taken into account during validation (worst
loading;
overloading, success-ful sterilization is not guaranteed. In addition, contai-
ners should not be too heavy for reasons of occupational safety. Biza /78
BRETFEE (REFLAR : RAAH : A8 - 11RE
0 ATNREPRABURERRR D) © BEAh - HIFNHGE R 258 - AR TIERE -

case maximum loading; minimum loading, etc.). In case of

Sterilization containers must be checked before each reuse. Without
effective control, there is a real risk that the sterile barrier effect and thus
the sterility of the medical device are not guaranteed. Defective containers
or container lids must be replaced. However, most containers are
maintenance-free (observe manufacturer's instructions). 214 5 F Ai
WEMEIE AR o MR EEREIEER] S E IR M hERE L
AN AR B RO R B b » A RRPARY S 3RS AR AL - 28
M > KRZWE SRR EMEED GG FEUEmNIA) -

Sterilization containers can be stacked in the sterilizer and during
transport and storage, which is a clear advantage over soft packaging in
general.  YREE 78 1] LITEURER 83 ) ARG EE AR B AR el - :ZH—
e A B IARAR Y -

Marking of the sterile barrier systems VB2 28 1] DATEVHE 8 P DL BGE
RAEERETHED St —RiEREARENES -

The following information must be indicated on the packagingin
accordance with DIN 58953-74f4% DIN 58953-7 + WA ZE{E S5 HERALLT
FE:

«  Responsible employee who packaged the medical device & & #EE AR AT A T
« Designation of the medical device 58 /& g3t 4 ff

«  Marking of the batch/number#t X /fRFFAFAL

o Shelflife of the sterile product (expiry date)MEEZE fHI (R EHE (BRHH)

«  Possibly information about storage FJREF B R 7Y &R

«  Process indicatorifi f2 57775

«  Marking "sterile" {0 “MELH A

« Date of sterilization.Ji{ i H i
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Type of packagingf@4&$E# | Storage unprotectedgi~%%#% | Storage protected &2/

Sterile barrier systemfERE FEERHE |  sumption within 48 h

FITEA8/NRF A

To be made available for con-

6 month, but not longer than
expiring date 6@l A » (EF BB
BROH

Packaging systemf 355
Sterile barrier systemZE = A1+
protective packaging -z 4t

5 years, unless a different expiry date is specified by the manufacturer.

5 5 - BRIEBUEREIEE T T RRHEN -

Storage and storage durationfi# 17 i & {E IR

The acceptable storage period for sterile medical devices depends largely
on external influences and impacts during storage, transport and handling.
The loss of integrity of the sterile packaging (EN 868-1) or the loss of
sterility (DIN 58953-9) are usually considered to be event-related and not time-
related, ie. they depend less on the storage period and more on the circumstances
of storage. JHEFH BRI A 32 REFIMRACRE L _ERGRAN AT ~ BRI B
TEAHIINR R EIR B o M W STE R RO TE5% (BN 868-1) ERAER 1R 1255 (DIN
58953-9) 3l HERE Ay BL R (AR RA T AR BLRFTHIAARH » ENE MBI R G
T8 2 M AR FE 1B UL

This can be
shelves and

Released medical devices must be stored in closed containers.
transport  trolleys (temporary), cabinets,
drawers. Open storage must be avoided at all costs, as it is imperative that
sterile goods are protected from dust (particle-bound contamination) and UV
light FEATHIBS BEAR AL I ICTE R FR AR AR - S8 W] DITEBIBARE R T HEd (1
)~ M ~ 28Ik ek o IS — VI ERE R BT RE » AR
PREEMEY)M o0 T IKEE (RRLRG A5 5 ) FISEIMRAIRE 2 -

done in closed

The maximum storage period in a sterile barrier system is 6 months.
The responsibility for the storage period and the storage conditions lies with the

operator of the facility. MR SR AR R ETE A 6 (A - BEFHIRRIET
Rt ERR A & B

Quality assurance & & {##%

Routine  inspections must be an  integral part of  functional
qualification according to DIN EN ISO 11607-2. The quality properties of
a particular packaging material must be checked and documented by

visual ~inspection. Visual inspection for integrity must be performed

routinely during each packaging process (e.g. container check) and before
each batch release after sterilization. For the combinations specified in the
of the

material must be packaged (samples) and checked for the predefined quality

validation plan, a defined number of sterile barrier systems same

properties.3 This ensures that changes are detected in good time before
asterile barrier system no longer meets the requirements. & DIN EN ISO

11607-2 » BlTIREE WA RS E AT — EfHRE D - B E A R E B4
WEEE H R ANE TR A AR - (EEHAR ISR (PIEEEE) MHLR
IRER BT 200 > W /EE IRE T SE R B Siha e o B BeRE &R e ROAE
& WEBSSUEBEIHFR MBS FFEAR (Khn) MeaTREnER -
18 AT PR PESE B BRRRL R T P R ER Z A B e B AL o

TabZ%. 3: Storage times L[],
For further routine checks, the intervals (daily, weekly, monthly) must be defined, including the

procedure to be followed if a check is not passed. The results of routine checks must be documented 3150
HE—SHBNTRE - LAERER (BH 88 - 8A) - BERERBANIESENER © fIT
IR R AL R AES

Documented orientation of new staff and documented training are also components of quality assurance.
Staff must be trained in such a way that any visible impairments to the sterile barrier system during

gailly handling are ‘dentiﬁﬁd before use,3 All as ects to be Ch%ckel} and special features of the gterf')le
arrier systents to be used must be formulated in a procedural instruction and must already be

communicated as part of the initial training FL#RHYHT 5 T ABSEANIFIRCER 5[ D/2 H & REE A
AR o AR RITIEE H # BRERIE] - T{F AN BB R 7183 - DR R BRI A IR E Az
BT AIASER IR © FTA SO 7 AT 22 AR G BRSO R R DO RE L T EAR it A
R ol BB R IR — 0 T

The sterile barrier system also has a significant influence on the drying success in the steam sterilization
process. Even before a decision is made in favor of a particular sterile barrier system, it should be tested
and ensured that the packaging system and medical devices are compatible and that drying is successful. If
drying does not succeed, the process, packaging and/or loading must be optimized and confirmed as part of
the process validation of steam sterilization. Insufficient drying results can, not least, be an
exclusion criterion for a particular sterile barrier system. [ SRR A M ST 24N EDERL I RZ R Tt
HEAE o BRI IE [ AR HE R FRIRCRA AT - DIERZ TR e (R B A RS
FRER H A A2 ANEREZIFARLY) - RLLRBLIRERINAR ~ EASH/BEeE - 1ER RIS
URERBREEA — 00 o RZERRE AN R AL EL W] LU AR i S i B R R e ) HERR AR e

Example: Routine checks on heat sealers #ifjl| : ZAEMENFNTRE
Integrity of the sealing seam ZE]HAEH 7T HEE

The tightness of sealing seam on the heat-sealing device must be checked regularly. The RKI/

. . . 2 .
EREVEQ ity st g o ek ol PR Al

RS f%%%%%%%ﬁﬁ%%%ﬁ%%g“%@%ﬁ%‘?@ﬁﬁﬁﬂfﬁ%&*13
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Fig. 2 : Ink test
ST,

« intact sealing at a specified sealing width{E 48 & "7
BEE T SEAr e

« no channel formation or open sealing seamsft 18
TERY BRI B e

«  no punctures or tearsIEf ZEEHTZY -

« no delamination or detachment of materials. 1}

PRSI -

With the seal check, an indicator strip can be used to show
whether the quality characteristics are met. If a process
parameter deviates, this can be made visible on the indicator
strip. EREEMEA - W LA T RREI R R S AN E
Pk o MSLERRSEHBIRA - TUMER R LB -

1S5em/ 2000

LOT 3015480 20740

!¥r1t&

:
1
@

In the ink test, approx. 2 ml of suitable test ink is pou-red into

._\:‘

the bag just above the seal seam using a pipette.  After
a short time, you can see whether the sealed seam is tight. {E=%
ARHIRAAT - KA E RSN 2 Z T Esar i Sk AL
TrERERE LT o MR AR - AIMESES ERER S
s -

Fig. 3: peel testIFft I,

defective, the test ink
penetrates the bag. These tests should be performed and
documented every working dayZlS%& & EERER flfa > BINAIEL
SKGBALEF o sF LA TEAE B8 TIE HEITAACEE - .

If the sealing seam s

Peelability #IfEME

When opening a sterile package, care must be taken to
ensure that the paper can be easily opened from the film and
vice versa and does not "peel off ". There is a standardized
test for this peel procedure in accordance with DIN EN 868-5
("Method for determining the peel characteristics of paper/
plastic composite materials"). The peel test can be performed as

o, FTHREEEVSSRE 5 LV | L RAEAE °T DU RA i
BIRRTR 2 B A CHBE) - BREE DIN EN
868-5 ( DHNEA/BEE S BIKBERF LR 7%y ) - A8
BRI PP AR LR, o RIS AT T 21T 20 T
10

o Seal a section of the sterilization tubing on the peel side and
add it to a sterilization process TS (HI%5 35— B B & Il
LA INE R R

« after removal from the sterilizer, carefully and slowly pull
apart the sealed seams with both hands along the peel
directions (IR E & /G - T HEET /L
NGty B B e

« avisual check is made to see whether the seal seam is
continuous and whether the paper can be separated from the
film without fraying H iR & 25 5 e 2 45 HAE L R AR
e 7 F] LV BB B T A o PR 4R

«  The results of the peel test must be documented /2 /HAC %]
HERIEA AR

ExampleffllAl:
Routine checks on containers s B THE

«  Visual inspection of the container for damage H TR A2
ae AR

«  Residues of process chemicals?/fif2 L2 TRV 2

« Filter and filter holder (rubber lip intact?) &8 A5 FI1EJE
w R (BB 2 )

« Filter gasket (porous? cracked? contaminated? ) EjH 2 #
Fro (Bl R 2R ?)

« Lid (fit warped? contaminated? manufacturer?)2& 1 (18
I 254 2 $#Ew 2 )

o Lid gasket (porous? cracked? contaminated?rusty?)%?iﬁéL
B (B2 B 2 55 2 Al 2 )

o Tub rim (fit warped? contaminated? rusty?manufacturer?)
AEitk (R 2 155 2 £ » BoEm 2 )

o Paper filter intact? (pay attention to container
manufacturer)EHUE G 54T ? (EEASRELEN )

o Paper filter inserted? (pay attention to container
manufacturer!) EfFAJEA 2 GEEAARELER | )

«  Round filter holder engaged? (audible "click")[EIffZ @& #%
SCRCEEANS 0 (BEE Mokng) &)

o Closure functional and undamaged? (Oil closure hinges
occasionally, e.g. with Sterilit) BAG IREZ & IEH HAIR
B2 CHEMEE G HEE - GIEA Sterlit)

«  Closure flaps engaged? ("click") FAFA#HENR £ # 2

(B

o Seal in place? (pay attention to container manufacturer!)
TEEINNG v GEEASRER )

« Carrying handles intact and undamaged?H& /& 73 7241 1
=i

Risk assessment Jil & 714

The use of any packaging material involves individual risks.
The advantages and disadvantages of the different sterile barrier
systems must be weighed up against each other, taking into
account the in-house situation, before a decision is made.3
Maintaining sterility until use or until the expiration date is
reached is an absolute priority. In addition to costs, the nature of
the medical devices to be packaged, user requirements, user-
friendliness, safety aspects and transport logistics play a decisive
role in selecting the right packaging, {F{AlE4EFFFH {5 A &
FeARLN B » AEMLHIRTE Z Al - L/ERER AN A HE G R A 1
HOBERAAIRES - [R5 AR © 3 PRIFIER B2 (T 8K
ER ARG R © IR TR ZIN » EREAERER
AR MTETIEE ~ AHE EOR ~ (EREAGEE - R IEALERY)
FLAE R IR B AT T th R E R E TEIEA -

There are also risks involved in changing a sterile barrier system
for the user or handling. There will inevitably be effects on
the working methods of the OR nurses or assistants. For this
reason, all users must be involved in the decision-making
process. User safety is achieved through sound familiarization,
continuous training and ultimately only through a routine. £{#i
FA 5 SRR B B B R A A e e < 2NN Tk it
B A M B TAE 77 1% o R > FrE AR
WHBEIRFOEIE o (&L 2R EER T IE ~ Fraisdll
DR s HReE BT AR E LR
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Costs il 4

With the current continuous increase in consumption and energy costs, a
business assessment of the sterile barrier systems, the associated consumables and
investment costs is essential. After all, most CSSD affiliated with a hospital are
exclusively cost centers that do not generate a profit. But even in the private practice
sec-tor, hygiene costs account for a not inconsiderable share and must therefore be kept
in mind. FEZE ATTEFEAIREIR AR NETEN - SRR R  AHBIRE AR A%
ERAETHESIMEENEE - £% - RS BIEN B cssp #REMImA
;E/L » PEEAFNE - (BAMEERAZAT » SERARIGA NI IR - BIARZER
£ °

In principle, standardization should always take place and as few different sterile
barrier systems as possible should be used. In this way, warehousing and ordering
costs can also be minimized. JFHI - » FEAGHSEITIEUE(L - AEM A F AT RE DA
Rl B FRRER AN © aE b » B RRAIRTHERCAS AT LA/ MU -

There are some cost factors which must be taken into account. Investment costs
for containers and the associated consumption costs (filters, labels, etc.)
must be compared with the consumption costs for soft packaging (nonwoven,
paper-foil ~ packaging, adhesive tape, labels, protective packaging, etc.). The
time requi-red for the actual packaging process and handling must also be critically
examined. The type of packaging significantly determines the requirements for
storage and transport. Thus, it must be checked whether the existing cabinet
systems,  storage suitable.

Maintenance and repair costs, especially for containers (filter holder, tub, lid,

systems as well as transport systems are
closure), must also be considered. The reprocessing costs for the containers
must also be considered. In con-trast, when soft packaging is used, the disposal
effort and the resulting costs must be calculated 5 —£E 0 EF IR AR R © A85H)
BERANHBIHEAER A GRS - 58 WARKEDE T - iEE

48 B IR - (RREME RIS ) MOTHAERASEITHE < B ARSI EIR R

SRR FIRFR AR AR o [ SR RARR AL EARGE T B FEIRIZOR - Bt > 2

AR A WAL ~ B RH LU SGER AR D &8 o LA FEHEEAE S

A - R A s GRS SOR Bl ~ 321~ BPAME) RORCR « SEULAH A

AR EPIAA © RS - B (PSR ARRS - /HEH R B T F R A A RO Rl AS

Environmental aspects 215 /5 [

The fact that more waste is generated when using non-wovens than when using
container systems does not require further explanation. Nevertheless, even when
using containers, there are consumables such as filters and seals or even an inner
and/or drying fleece. An additional fleece in the container should always be
critically questioned if it is not absolutely obligatory for user safety or the steam
sterilization process. Not only is there more waste, but an additional fleece also
means additional costs and additional work. The rule here is that less is more. {# F-Tf#
A EL s A e AR A B % JBEE — SR T e R - AT B EGE A &
aileE > ALTFCERE A o R BT (- 22 O ED A BRaZIR 2 2 SRR TERE R, © AR AR
FRESIBR AR 550 (6 F 22 2 BRI R TS BB L Y > RIS S E

Bt o MERBEES > MEBINIFEDTREFEINIBATIFEING LI - i
HIRDALES -
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When processing containers, it must again be considered that there is a higher consumption of

Processing of cleaning textiles - DIN 13063

Titakon A EEEE- DIN

there is the possibility of deionized water recycling. This means that the deionized water from H Osplt al Cleanlng {ﬁ %ﬁg;’_ﬁ

media, of course, water and chemicals are used. In the newer generations of equipment, however,

the last rinsing step of the disinfection in the WD can be used for the first rinsing step in the
container and trolley washer. This means that no fresh water is required for this first step and the
water does not have to be heated. /EJEFRA#RIF » MHEBRZ BRI NMEINHMERR S > EAG
{EFZR A L&

PHREHEK > WAFREIMEVK -

Conclusionf

ORI » FERT— (A - AT LGEAT Rk A - ERWE WD HER

(B oL 2 B iy /K AT A A R B T VbR 28 — (A LD B - EERE R —

Selecting the appropriate sterile barrier system is not an easy decision. It depends on various
factors and is ideally decided by a team. If it fits the workflows in the OR, in the CSSD or in the
practice, it helps to optimize the processes and is an essential part of the reprocessing process. Clear,

familiar procedures, uniform packaging systems and adherence to the minimum principle not

only help to prevent errors, they also speed up the overall process and thus save money. £ &
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DIN 13063 (2021) Hospital cleaning at a glance
DIN 13063 (2021) BEfeiE 2

DIN 13063 specifies the requirements for the cleaning of
hospitals and other medical facilities (facilities for outpatient
surgery,  preventive  or  rehabilitation facilities,  dialysis
facilities and day clinics). DIN 13063 HiiE T BEBEfIE A BRI
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More than 50 experts from science and research, hygiene
institutes, service societies and industry as well as the supplier
industry participated. In addition, the expertise of the Robert Koch
Institute, the German Hospital Association, the German Society for
Hygiene and Microbiology, the German Society for Hospital Hygiene
and the Federal Environment Agency as well as the DIN Consumer
Council were available. AR ~ AR - IR G T3 LL
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The purpose of this standard is to ensure consistent quality and
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Requirements for cleaning textiles for
== v )

disinfectant cleaning 4 515 1/ i 1 25K

Cleaning textiles are all textiles that are used for
the (disinfecting) cleaning of surfaces and
objects. The essential functions of the cleaning
textile are the delivery and distribution of
detergent/disinfectant ~ solution,  transfer of
sufficient mechanics to achieve  wipe
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disinfection, ~mobilization ~ of  dirt, absorption
of dirt and  excess  detergent/disinfectant
solution. The characteristics of the cleaning
textiles are, on the one hand, the structure of the
textile, the durability and the compatibility in use
with disinfectants./E 50T E HH REHIPERE
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Nowadays, cleaning textiles are therefore technical products that
have to withstand a high load in the application and in
the washing processes (including drying). Unsuitable materials

Literature22% U effectiveness of cleaning services to ensure a  have too high a depletion of active ingredients and falsify the
el o el e st et I e Sres et - hygienic environment for patients, visitors, and medical staff.  result. A4 > VEERIHRS: O R AL EIEIEFIFIVEEREE (R
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forming, sealing and assembly processes (ISO
11607-2:2019); German version EN ISO 11607-
2:2020.

Recommendation from the Commission on
Hospital Hygiene and Infection Protection at the
Robert Koch Institute (RKI) and the Federal Ins-
titute for Drugs and Medical Devices (BfArM) on
the "Hygiene requirements for the reprocessing
of medical devices".

DGSV e.V.: Leitlinie fur die Validierung der
Verpackungsprozesse nach DIN EN ISO 11607-
2:2020. Zentralsterilization 4; Volume 28; Suppl
2020.

Deutscher Arbeitskreis fur Hygiene in der Zahn-
medizin (Hrsg.): Hygieneleitfaden, 14. Ausgabe
2021.

Enko, Maria Theresia: Verpackung von Sterilgut;
2009; WFHSS Basisskriptum; https://wfhss.com/
wp-content/uploads/wfhss-training-1-06_de.pdf
(28.01.2022).

packungsmaterialien fUr zu sterilisierende
Medizinprodukte (2016).

DIN 58953-7: Sterilisation - Sterilgutversorgung
- Teil 7: Anwendungstechnik von Sterilisations-
papier, Vliesstoffen, Papierbeuteln und siegel-
fahigen Klarsichtbeuteln und -schlduchen (2020)
DIN 58953-8: Sterilisation - Sterilgutversorgung
- Teil 8: Logistik von sterilen Medizinprodukten
(2019).

DIN 58953-9: Sterilisation - Sterilgutversorgung
- Teil 9: Anwendungstechnik von Sterilisier-
behéltern (2010).

DIN EN 868-5: Verpackungen fir in der Endver-
packung zu sterilisierende Medizinprodukte

- Teil 5: Siegelfahige Klarsichtbeutel und
-schlduche aus porésen Materialien und Kunst-
stoff-Verbundfolie - Anforderungen und Prifver-
fahren; (Deutsche Fassung EN 868-5:2018).

standards are binding. For this reason, the chapter "Scope of
application” deals with the inventory and equipment in the
patient's room. These can be disinfectant cleaned according to the
standard, even if they are classified as a medical device. RZAEHER H Y
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The structure of the standard is based on the three dimensions of
quality management in the healthcare sector: structural quality —
process quality — quality of results. In particular, in the chapter
on structural quality, requirements for both the client and the
contractor are described. Thus, this standard is aimed at all parties
involved in the cleaning process. I AFHER SR H N B EE (R EE 2
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Here are some important aspects to consider: L N & T EEE
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o Cleanliness{BY&E: Cleaning textiles should be clean
before they are used. They should be washed regularly,
disinfected and, if necessary, sterilized to prevent the
transmission of germs. JEUR} A58k 7 {5 P AT FEETER © 8
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« Material®#}: The cleaning textiles used should be
made of materials that are suitable for their intended
purpose. They should be durable, tear-resistant, and
chemical-resistant to meet hospital cleaning needs.FfT{5
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+  Color codingBAEMFHE: It is recommended to use different
color codes for cleaning textiles in different areas of the
hospital to avoid cross-contamination. For example, specific
colors can be set for cleaning patient rooms, bathrooms,

S operating rooms, etc. 27 {25 72 A~ 7] [k 58 FH A~ [R] A £ (X Swpe=
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= ' Figf&l. 1: Example of a cleaning
- textile with color coding /5 E8 (111
WEH BV #i (Ecolab).

« Intended useFEHHFIR: Cleaning textiles should be used according to
their intended use. It is important to use separate textiles for cleaning
floors, surfaces, toilets, etc., to minimize the transmission of germs.if
R FEAR R TR A& B0 - P BRI R ~
R~ HFEFIEHEE - UERROEEE -

In addition to economic factors, the properties and quality of the cleaning
textiles should be at the forefront of procurement. Once used,
cleaning textiles, such as dis-posable wipes, must be disposed of
properly after use. Recyclable textiles must be subjected to a
proper and professional reprocessing process before reuse. [ [ #%
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Components of the reprocessing process of reusable cleaning

textiles A B {5 A T TR M348 it £ B BE AR A0 RELR B 0

When preparing the cleaning textiles, the complete process must be
considered from a hygienic point of view. The process begins with the
intermediate storage of the cleaning textiles after their application,
followed by the washing and disinfection process, the downstream
process steps, such as mechanical drying or pre-impregnation, as well
as the storage and transport of the textiles to the place of use.
This process and the resulting re-quirements for processing apply
both to internal processing, ie. in the object itself, as well as to
processing outside the object as well as to the outsourcing of
processing to third parties. For internal  processing,  the
necessary  structural requirements for the client are named, this is
the only way to ensure proper processing. {EHEfE IRk IR > LJEE
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Regardless of the place of reprocessing, the organization of the
logistical processes must be evaluated from a hygiene point of
view. Here, particular attention must be paid to the separation
of soiled cleaning textiles and textiles that have already been
processed. This separation is important to avoid unwanted
recontamination. In addition to the textiles, however, the
containers for transporting the textiles must also be separated
into un-clean and clean containers and, if necessary, disinfected.
S P DB Ry ) ERZE (R 2 A EER A PR A A
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Preparation methods (i /7%

For the first time, three different treatment methods are

described in detail & REFAEUE = A FREZTTE

1. Disinfectant wash cycle with subsequent drying of the
cleaning textilesH BEUEIE B » FE TR HZRIE R

2. Disinfectant wash cycle with machine pre-soaking/# FHIZ
ERH R VEEY]

3. Disinfectant wash cycle with manual pre-soaking FE) FHIZ
WA EE VLE

Common to all reprocessing methods is the disinfectant

washing process. This is derived from the fact that a separation

of the cleaning textiles before reprocessing according to FT/H Ff
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«  Only used for cleaning{# FMFIZ
o Used for disinfectant cleaning is not safe to comply with in

practice HANHRHBIREE S LAAZ % -

In the case of disinfectant washing processes, a distinction is
made between thermal, chemo-thermal and chemical
disinfection washing processes. In order to ensure the
disinfecting effect of this process, compliance with the
parameters of disinfection temperature, temperature holding
time and liquor ratio must be reliably maintained. For
all chemo-thermal and chemical disinfection washing
processes, compliance with the dosing quantities and the
dosing time are an important part of this process. TEH R
B - W RENHER R - LRENE B RRE R (L
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Tested chemo-thermal disinfection processes are listed, for
example, in the list of the “Verbund fir Angewandte Hygiene
e.V (VAH - Association for Applied Hygiene). Specifications for
a thermal disinfection washing process, on the other hand, are
listed in the disinfectant list of the Robert Koch Institute (RKI).
{541 > TVerbund fiir Angewandte Hygiene e.V.JEF 417
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GRANDEVER BIOTECHNOLOGY CO., LTD.

Certain ~ commercial ~ washer have such disinfectant
washing procedures. Proof is provided by validation. This
is also accompanied by the equipment ofsafety functions,
such as the fact that these procedures cannot be aborted.
Various processes can be added downstream of the disinfecting
washing process. From a hygienic point of view, drying the
cleaning textiles is a safe method that does not include any
restrictions on storage. However, this requires complete
drying. This standard describes for the first time how proper
drying can be demonstrated, namely by measuring the so-
called ay, value. FoLbis VG VR ERRHIIEREVEIRIE T 38
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Another method described is mechanical pre-soaking. In this
process, the cleaning agents or surface disinfectants are added
in the last treatment step of the disin-fecting washing process.
To ensure this procedure, the manufacturer's instructions must
be observed. In the absence of manufacturer's information,
the test inter-vals with regard to the effectiveness of this method
must be determined as part of a risk analysis. T f#lth) 5 —7F& 75
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The third variant is wet storage with subsequent manual pre-
impregnation. In the case of pre-impregnation, the maximum
service life must be determined. At the end of the maximum
service life, the cleaning textiles must meet the specified
microbiological guideline values. The most important criterion
for quality assessment is effectiveness on the surface. &5 —fdi##
(L RREEFARERET TR - MARTARE » HlD
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Quality tests for the functionality of the cleaning
textile Y&k GL DIRE R o E I

In general, functional tests of cleaning textiles are an
important part of quality management in hospital
cleaning. Specific testing procedures and criteria may vary
from facility to facility, depending on internal policies
and requirements. Here are some typical aspects that are
considered when functional testing of cleaning textiles in
hospital cleaning: —M¥ A » EERH M DI REHIELE Bt

IR B B EEAARE D - BEIGVE P A1 RE AT REA
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CleanlinessiE¥#E: The cleaning textiles should be clean and
have no visible dirt or contamination. /& Ui i [EEZF > 14

AR RHNEIREE ) -

Integrity7c88: The cleaning textiles should be in good
condition, with no tears, holes or other damage that could
affect the cleaning performance.
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FiglEl. 2: Schematic representation of the
disinfection phase in a chemothermal
disinfection washing process{l 22 EEEE VL
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FiglEl. 3: Schematic representation of the
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Washabilityf[f5E/: The cleaning textiles should be
washable and able to retain their shape and
properties after washing {E V& ffkan EZZE AITE IR
FOSIE L RESETR VRt PRIFEL AR R RE ©

Disinfectant suitabilityHEEEEAE: The cleaning
textiles should be suitable for disinfection and should
not contain any materials that could impair the
effectiveness of disinfectants. {518kt EH A 1H
7+ BNEESE AT B EHEHIE UER I+
B} o
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Low residues{fE%8: The cleaning textiles should be low in residues and
leave no fibers or residues on the cleaned surfaces. {5 VAR ki B RS EE W E

AR - A B TRRY R _E A T RBHE R Y

A first indication that the functionality is no longer given is the
increase or decrease in weight of the cleaning textile. T~FFfEHEIIRERES
— (R RE R E B AN -

Summaryifi&is

DIN 13063 is a comprehensive document that describes the requirements for
cleaning and disinfectant cleaning in hospitals and other medical facilities.
With the clearly structured structure in terms of structure, process and
result quality, the requirements for preparation, implementation and
quality controls are also listed. DIN 13063 & {47 & SCHF > #id 7 8B
HANSEREEAERNEIRANE R R EZOR o 7EA5H8 TR ARG SR8 /T S
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Cleaning textiles must meet many requirements for hygienic cleaning
performance. Only reusable cleaning textiles advertised by the manufacturer
can be properly reprocessed. The organizational and logistical procedures for
reprocessing are dealt with in this standard from a hygienic point of view. /&
TR LN AR TR IERERVRT S 20K - A SGEMEE R HE
{58 PR R VR AR A EEE T T B ) PR R - ARG A A R T
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To ensure that the cleaning textiles fulfill their functionality on the surface
after processing, the disinfecting washing process, processes downstream of
the washing process and their inspection are described in detail in DIN
13063 Hospital cleaning. %y | FECRF IR ki (LR B (E 2RI L 3 E D)
fE > DIN 13063 ZHEEIRHFEME TIHRVEIRERE - VERERZA T
R R E AR o
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Requirements for cleaning and disinfectant
cleaning in hospitals and other medical
facilities.
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Sirona

More hygiene per second

— with Dentosept Clean.

With the increasing hygiene requirements, the require-
ments for the disinfectant increase as well for the water-
lines in the treatment center. The new Dentosept Clean
has a faster onset of action* and an improved effectiven-
ess**. With its new active combination based on hydro-
gen peroxide, it thus ensures, within a very short time,
the inactivation of the germs in the water lines of your
treatment center — which, thanks to the improved depot
effect, also provides long-lasting protection. Of course,
Dentosept Clean is just as safe and gentle on material as
its predecessor Dentosept S.

* Comparison of the microbiological kinetics of action of the
disinfectants Dentosept S and Dentosept Clean, HygCen
Germany GmbH, 2021.
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www.dentsplysirona.com/

** Comparison of the microbiological effect of the disinfectants
Dentosept S and Dentosept Clean on biofilm coatings in dental
hoses, IWW Rheinisch-Westfalisches Institut flir Wasser Bera-
tungs- und Entwicklungsgesellschaft mbH, 2022.

Steelco positions its brand with new NCG sensor

As the first hospital in Germany, the St. Maria Hospital
in Hamm is trialling a new way to monitor sterilisation
processes. The new NCG sensor from Steelco, a Miele
subsidiary, is in use at the clinic on all three large steam
sterilisers — processing around 35,000 sterile supply
units per year.

NCG sensors record the quantity of air and other non-
condensable gases in real time - in each individual
cycle. The underlying principle: Each sensor auto-fills
after the beginning of each process with a blend of steam
and air from the sterilisation chamber. Steam condenses
on the internal walls of the sensor, liberating heat which
dissipates. The sensor monitors this heat at intervals
of one second: If the condensate reaches the tip of the
sensor, the rate of temperature rise is fast and the pro-
portion of non-condensable gases is below the threshold

Abb. 1: Satisfied with the performance of the NCG sensor at the St. Maria
hospital in Hamm: CSSD manager Cornelia Plutz and Thorsten Fersch,
Technical Manager for Validation, Digitalisation and Training in the DACH

sales region at Miele. (Photo: Miele).

value. If, on the other hand, condensate fails to reach the
tip, this is an indication that there are more NCGs and
hence air in the chamber. The sensor comes in respon-
se to the DIN EN ISO 17665-1 (2006) standard, which
demands the use of the Bowie-Dick test on a regular
basis. The NCG sensor furnishes proof that steam steri-
lisers and the associated process are compliant with the
requirements of the DIN EN 285 standard.
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Method /5

1)

Hubert Holz, Udo Dettmann

The reprocessing of lumened instruments places
great demands on  washer-disinfectors
and on CSSD

inspection of lumens is not possible or

personnel. A visual

only to a limited extent. In the face of this,
the MKM introduced a quarterly and
additional inspection of
instruments several years ago. To this end,

lumened

reprocessing is interrupted in the washer-
disinfector to allow lumened instruments to be
inspected by a hygiene specialist. P3IE g8 FF
RHENERER AN CssD ABRH TRE
FIEER o B ER B St AL 2 A AT sERT SO RE
FERRAEEEIPELT - IEHEREED » MKM
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A swab soaked in isotonic sodium chloride solution is introduced to the

lumens, cones and valves and the inner surfaces swabbed intensively. This is

followed by wiping the swab on a casein soya peptone agar plate (25 cm?).
The plates are then incubated for 3 days at 36°C. A first inspection of the
plates takes place after 24, 48 and finally after 72 h. FHERTESE AL SATR
FREGET 5 NVEIEE ~ SEREAIRAIRT » M SRRl PR - AR TR BUE
REA KT EABBEIETR (25em?) L o RRIBEHIRIE 36°C TIRE 3 K
SIGEIT R — TR ERAE 24 /NI ~ 48/ NRFIREAT » BRIRIBAE 72/ NFfRIE
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2)

Irrigation of lumened instruments using a sterile syringe, filled with sterile
isotonic sodium chloride solution. Complete wetting of a sterile swab with the
fluid (in the event of conspicuous findings, also examination of elu-ate), followed

by wiping out the swab on a casein soya peptone agar plate (25 cm?). The

plates are then incubated for 3 days at 36°C. A first inspection of the plates takes
place after 24, 48 and finally after 72 h. {57 FI 355 M 52 GV AR A ME G
SEERITVERINES IR o ARE T 2 R E B (AR - ek
PEHWE) - IR E AR E AR (25 cm?) LIREET - Rk
HHITE 36°C TIFE 3 K o SIHGETH —TUREIRAE 24 /R ~ 48 /)RRt

17 0 BRARRRAE 72/ NFRIELT ©

Conclusionf&afi

As part of validated processes in a CSSD, it makes sound
sense to carry out random internal quality control inspections.
High product quality can be assured at an early stage in the
interests of quality management through process monitoring, in
this case on a complex medical product. {££ CSSD B#aE IR
H—Hloy - SEATRERAER M E IR AR A TR < B
BURELPE (TEAPIMR TR ER) - ATLIE TR
MRS E R > DEBEER -

FigEl. 1: Swabbing of laparoscopic cannulallgEF e 1)
.

FiglEl. 2: Swabbing of bi-polar sleevefZ#:{ E# = .

This affords an additional level of security before
instruments are used again on patients. To secure this standard
of quality, a quarterly microbiological inspection was
introduced alongside the routine validation of processes.
These inspections have so far produced favourable results
throughout. 38 fEF & FI XN EE Z AR HE RSN 2 255
e o By THECRETEM BT - IR TR E RS2 - E
ﬂ%??ﬁ%‘(iﬁmﬁﬁ o ieH Byl o EEARENUT T RIFHY
it °

Our evaluations have so far not produced any negative results
and no additional measures were ever necessary. It can be
confirmed that the CSSD team performs highly diligent
reprocessing work, even on complex medical products. 324 £y
1k FAMTROFFEG AR R ARG - W ETEERAGERI MY
it =TT LAREERATE - BIE R AT B R AE & > CSSDEIRR th
AT T RSB AR TAE
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No. | Sampling point &% Agar B | Testresult Rgs:5 Target B Evaluation #fs

1. | Sleeve Bipolar ##=#i | Bacteria ## 0 CFU/24 cm? | 0 CFU/24 cm? THAREH
8384.974 Hose Fungi ®& | 0 CFU/24 cm?
connection g

2 Trocar EK 5248 Gas | Bacteria#®) 0 CFU/24 cm? | 0 CFU/24 cm? THAREHY
connection zg@mz | Fungiz® | 0 CFU/24 cm?

3. | Trocar sleeve EK ==t Bacteria#® 0 CFU/24 cm? | 0 CFU/24 cm? THAREHY
090R Inner lumeh™ | Fungi #® | 0 CFU/24 cm?

4. | Sleeve Grasping ., Bacteria #& 0 CFU/24 cm® | 0 CFU/24 cm? THARERY
forceps distal end &% Fungi %5 | 0 CFU/24 cm?

5. | LSK Suction cup & | Bacteria #1 0 CFU/24 cm? | 0 CFU/24 cm? THIRERG
8383.71 Fungi X& | 0 CFU/24 cm?
Connection hose &&zs
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Figl. 3: Irigation of trocarEE
BT

Fig[E. 4: Assessment
of findings. #FZ R
T
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dental
treatment. The dental chair is connected to the
drinking water and supplies both the motors and
the multifunction syringe with water for safe and

Water plays an important role in
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64625 Bensheim, Germany
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pleasant treatment. Likewise, the patient is

supplied with fresh water via the tumbler filler

for rinsing during and after treatment. But

who ensures that the water in the dental  chairs
is always fresh and  reaches the
patient hygienically uncontaminated? Are

there design and construction measures that
influence water hygiene? And how do I, as
the operator, notice that something in my dental
chairis nolonger in order? 7K{E A ERAE ) /HE EL

Fabrikstr. 31 At o FRHT ST KA » R SEMS DhaEs

gk DI ~ iegia © AR iR
HIFARER T, » B @R AR R TR K DL

HETTIRDE o (BEERERE R T RHR KA R HT R
i HEGEEE R E BRI » RO ARV EKE
AERRRE AN L5 2 (FRPRER - TEEE
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FiglEl. 1: spray of a turbine

RIS T

Water in the dental treatment unit is used at various points
during patient treatment. Classically, a mixture of air and
water is used to cool the rotating instru-ment during tooth
preparation. In this case, the dentist and assistant as well as the
patient come into contact with the water from the unit.
dental
which enables the dentist to use air and/or water to rinse the
area to be prepared, for example. RN EHIKIER
FIRFOOEIEI N FEIRE R o @ - 155 6 FE R IR
ZERAKHNRE ARG AT e g o fEERBILT » 8 -
BhBE DUR R AT S ek il R oK - LA - PR B % )
RETESS & 5 24 B AE SR (5 1 (0 22 SRR BOK A e R HE Y
[ -

Furthermore, chairs have a multifunctional syringe

Some units also have ultrasonic or
which offer
on the tooth and to directly rinse off any concrements that may
accumulate. Not to forget the tumbler filler, through which the patient

receives water to rinse the oral cavity during or after the treatment.

sonic instruments,

water  cooling  to minimize heat build-up

The use of water from the dental chair is therefore manifold and
indispensable during treatment. UL E R A B S BRI R
EAMRUEKEANTIEE » LARRRR B iR ) o i BV RESR - Wi E
B AT RERE R TR G - A ETECREE S - BETERHE
WM BOE R E @ CBRSUK AR CIE « EI > TEafReiE+ o
MR FR B K 58 F 228 7 T B AT Bk

Legal classification of water 7K E /48

Water
Ordinance (TrinkwV), which regulates how drinking water must be

In Germany, drinking water is subject to the Drinking

treated, especially regarding its microbiological composition. It also
specifies how drinking water must be protected from contaminated water
being fed into the system, e.g. with a so-called free fall section
that prevents contaminated water from flow-ing back into the
drinking water circuit. What this me-chanical protection looks like is
declared in EN 1717,
contamination, it must meet certain requirements. Therefore, it is

Depending on the type of potential

speci-fied exactly how the dental chair must be structurally separated
from the pipe network /E{ERE - BRFAKZDESF CBRAZKIEHI)
(TrinkwV) » ZZIEGIHE T RTKADREE T Rl B EVIRL

7 o EEBUEREANA R K R ZE ARG HOKEIEE - Bl
- BAFERR B TR o AIR Ik S R K R R A K

B o EN 1717 VBTSRRI ORERINE o IRIBE(ET SR
A CLRIR SRR - R - WARERTE T A RHR L EA AT LS
18 BLE S g

The dental chair itself is a medical device, whichmeans that it
approved and CE declared while fulfilling
the requirements of medical device law (now MDR or MDD). It must

needs to be

meet all the necessities of these legal conditions and the
manufacturer must provide information regarding care, maintenance,
and  hygiene measures. Evidence must be provided for these
details, ie. the manufacturer must prove that these measures
actually work. A medical device as well as the water used must not
pose any risk to the patient or user. FEMFA G B —EEERHH » S5
WRE T EE I ERICERR I - [RIIF I 2 B AR IR (BRERUMDR
EMDD) HYZK o EARIRREE B R IFEFRIFTE 20K - I BRGE
P ARV R - MEERIG A TR0 BT, o L/ATRHLE LA A
REHE - BNBLERG LRSI S TR B A AT o BRER (i LR AT
PR R B8 P S Rl AT e

Since the RKI guidelines for dentistry ("Requirements for hygiene
in dentistry" 2006) are no longer being revised, reference is made to
the recommendations of professional societies for special areas.
Thus, information about water in dental chairs can be found in the
current DAHZ Hygiene Guide 1HINRKIAFHER ( [FRHEEE
K1 2006) TEHER] RTINS HEER G0 o FIL - AR
TFRHE KB AT DIAERHTHY DAHZ AR HHCE - 1

What does this mean for the practice? 2 £ B bk 2 /5E 2

Although the water in the dental chair is not considered drinking
water according to the German Drinking Water Ordinance (TrinkwV),
the water quality must of course be equivalent to drinking water. The
practice team must therefore ensure that the water quality is always
consistently good so as not to endanger either patients or its own
team. Initially, it must be ensured that the piping network and the
domestic installation in the practice are in order and thus do not supply
contaminated water. The challenge here is that many factors affecting
water quality are building-related. For example,
filters, dead sections in the piping system or old pipes can reduce the
quality of the water and cause permanent difficulties. But poor home

inadequate house inlet

insulation or underfloor heating next to the supply line to the units
can also promote fouling in the lines. Therefore, even before
installation, the water lines should be sampled to ensure that good
water quality prevails before connecting a new treatment unit to the
mains. BEAARIEEERI K GED] (TrinkwV) > FRHEHRIRTHE
BERAIK » (BB ERLAFRPEAK o B - B RERR L HRE
POKEIAREIREF RAT » LI R B BB CIEIRR » Bt > /RN
PRET B R E RIS TEAT - (T BT HAIK © @ tRATHE
WORBOKERRT 2 IR A B AHR - Bl - BEAEEET
B~ BB RO A B P (K B R K AR - {EE

T B 52 BB S TR AT R (L M AR i D B RS OS
W > BIEETEZ S Al - MIERZSDKEETERER » DIRECRAEREHTR IR
FEREEREIE Z A E RATF -

If everything is in order at the time of installation,
hygiene measures taken by the practice team and regular routine checks
ensure that the quality of the service water remains consistent.
It is
manufacturer are carried out meticulously. It is also worthwhile

important that the measures recommended by the
to have the house installation regularly inspected by experts and to
monitor the quality with routine water samples. A15EZ$ERE—]IEH »
B B BB ER O (6 A A BB T AR A T e PR oK AL E PR —
- RETREMARNISEIEF EE - HHFERERER
LB A BUKR ARG E th = (B -

What is biofilm{{ /& 49 E?

In general, biofilms are communities of microorganisms. Optimally
adapted to their environment and living conditions, their survival
probabilities are higher in a group than alone and thus it is
advantageous for these living organisms to form colonies. To the human
eye, this colonization only becomes visible when a large biofilm has already
formed and thus an exorbitant colonization has already taken place.
Drinking water, which also feeds the waterways of dental chairs, also
contains microorganisms that can potentially build up biofilms on the
surfaces of water-bearing systems. —f& 2Rt » LV IMEYIREE - ©
(PIRES B FEERBE MRS R - FERF R AR RO RS L B AR
TPROBARTE R » UL FIFE e E VR AR - #PF ARG » R
HERRAEYIIR CAST At B i EAS 3L T8 R IRTER - JEfEh
FEA BT R o AR KA RS R KGERBOKIR - tha B seEs
AR R ARV D) -
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Drinking water is never free of microorganisms, but certain limits
must be observed with regard to microbiological quality. Once
microorganisms have attached themselves to the surfaces, they form a
slime layer that not only serves to absorb nutrients and thus feed this
colony, but also to protect it from chemical and physical environmental
influences. Particularly good biofilm formers are microorganisms
such as P aeruginosa, which are especially critical because of their
hygienic relevance. fXFKAGET GG IMED - (BEMEYIE T
WIFESF—ERIIRA © — ERCEVIIE R - EIMst g aaig
fe& » ERT DR BV A A v PR ) - SER LURE R
SACERA BRI R o R RAT Y AR VIR B e ek (B R A
FMAY)  CMHEP AR TR EE -

Conversely, this means that preventing biofilm is much more effective
already formed and firmly
anchored slime layer (microorganisms protected by the so-called extracellular

than combating it. This is because an

matrix) can hardly be removed with simple measures such as vigorous
rinsing or disinfectants. Already existing bio-films, which have
negative hygienic effects, must be eliminated with elaborate measures
such as a so-called biofilm removing. This usually involves dissolving
the biofilm from the surface by treating it with special products. 8/
i o EEIRE TR AL TP A4 - 5@ R A EARER
W E ERIRERE (ZATERRIMI s MEE R REEE
EE RS (PR SRR KRR - EREERAY)
EEA A HERNEAERE - LERATRR YR ERRES SRR A
THBR o 8@ W BB R A R B A A RS T A e

FiglEl. 2 : free fall section in
the water system7K-& i HAY
E RS
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Fig. 3: dental chair from

Dentsply
ARl

Sirona® - H 14
PR — Axano.

This results in downtime and additional costs. The selection of
materials as well as the nature of the water (nutrient supply,
temperature, and flow behavior) also influence the formation of biofilms
B EIURRAIERIMA o MRHEIRLLROKIIIEE (/M HERE
IREERREN TR ) thEr i BA YRR AL 2

How good should the water in the dental chairs beF fHa fY
KIEZEZ 172

The water quality must always meet the national requirements
for drinking water. In Germany, the Drinking Water Ordinance
(TrinkwV) applies, according to which a maximum of 100 CFU (colony-
forming units) per milliliter of water may be measured, of which a
maximum of one CFU of Legionella per milliliter is allowed7KE 4
JENARSIN R B R A G AN KA DK © FE(EED » SEA CERA KRG
(TrinkwV) » HRIFEZIEHI > KRS FTRIE 100 CFU (ETETZAL
Bifi) o HAE RS KARS il 1 CFU EEE.3

What are the options for biofilm prevention and what is a bottle

system AR ALV EHEEGWLE 2 (B R+ RAE 2 2

Manufacturer offer various systems and processes to ensure the water
quality in the unit and to prevent the formation of biofilm. A common
variant is a hygiene system installed in the unit, where chemicals
are permanently added to the water in the dental chair to prevent the
formation of biofilm and thus achieve consistent water quality. The
practice staff has to regularly maintain these systems with chemicals.
Modern dental chairs monitor the measures and report inadequacies
directly to the user. In some units, it is also possible to view the
condition of the units centrally in the practice via a monitoring
system. It shows which measures have been carried out on which
unit and indicates the current level of chemicals. With these hygiene
systems, it is important that the practice team adheres precisely to the
manufacturer's instructions, especially when selecting the chemicals and
adhering to the routine measures. & FHR (S FE A TEAARHE (R
LERERE LAY - —fEH AR R M4
LA LB E A 2B INEN S RHRT K e+ DIFTIE2E)
TSR - e B IR — Bk E - A BLEEIIE R (L2252
HEFEG L RHE © BUCTT R & B ERS Sl B AR & R e 2
JiE o TERLER i » thr] LB BRI T LR A (I
AL o RN T WRE B ATERA TR R B - SRR TR RO R
R o BB EMIA R HEERR AR E T RS BRI
R RAE SR LR A T A Y -

This is the only way to ensure that the units survive the process and
that the material is not damaged. }2 2 HE(R B T /EREEIEE (=77 B
BN RAREERIME— 7%

Another
water quality is the so-called bottle system. Here, the operator has the

measure usually offered by manufacturers to ensure
possibility to use the unit independently of the normal pipeline
network. This measure becomes particularly necessary if the supplied
drinking water (city water) is contaminated. Then the responsible health
office publishes a notice stating that the water must be boiled
before consumption. Again, for legal reasons, only the solutions
offered by the manufacturer should be used. Z43E 8 H $2 L) 5 —FHfE
POKERIE R AR R » a1 » ER AT DUBIIA IER
B R E - ARAUERAUTI K OifiK) ZENSE - &
TEHRHEAL IR ML ER » AR1R - RO AT @A > fRHK
WEAEER AT © [FRE - HIFNERRE - Heef fEGEr et
JRRTTS -

\ :

Fig. 4: Bottle-Systemii[ 7.

Another necessity for the use of external cooling water is the
treatment of immunosuppressed patients or
procedures. Here, one should use the sterile saline solution and
an external pump installed on the unit. {5 FHIMNBIHAIKATS —(ELZE
BT R SR 2 B 2 BB T RSV - 18 - ERLHE
SR KIS ZASTE R LAINE A -

extensive surgical

o) AZEMERASELE
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How important are routine checks and maintenance H i
S % EE?

Routine checks ensure that the user can monitor his processes
in daily operation and quickly detect inadequacies. This applies on
the one hand to water quality,
example, when using chemicals for correct dosing. Regular water

but also on the other hand, for

sampling can certainly help to monitor water quality optimally.
Inadequacies can also be detected and remedied immediately during
daily, weekly, or monthly care and maintenance work specified by
the manufacturer for the dental chair. Maintenance and replacement of
filters and strainers, as well as many other measures, belong to these care
intervals. FITAEAE R 7T LIE H R B0 E B R AR T R 3
BN RZEE < @— T EERFOKE - S—rEtaEmn e sE L
BEIT IR B IE UL o 58 T T K SREEREH B et B )
IRE o (EBUER R RHRTEERI S H ~ BHE S ROFE R AHEE T
PEFR » SEAT AT BRI E R PE A ET R o @ s AR
S LR B2 HLth i R 75 S PR I

How can the manufacturer supportfi i 21 il 37 152

Construction and designﬁﬁlﬁ%ﬁ?‘l‘

Manufacturers support hygiene processes in the dental chair with an
appropriate design of the waterways. Few stagnation elements, waterways
aligned to flow velocities and the avoidance of dead stretches are just a
few selected design measures. Furthermore, hygiene already plays a
significant role in the planning of new treatment units and is reflected
seamlessly in all elements of the unit from the very first design. &7
B E KBRS R A R R A TR - R/DRY (SR -
SLSH — B KGE DUR e SR BT fy R — BB E RORRG T AtE » BLSD -
BETEATA RS B TR R CAC S EEAFA - 3 BLERIRIRY
At RAA LR B S BRI AT AR

Materials #18H

Hygiene is also considered in the selection of materials for the waterways.
In addition to the general suitability of the materials for water-bearing
systems intended for human use, the materials should at least make
coloni-zation by biofilm difficult. Thus, the right material in
combination with routine hygiene measures is a critical component in
maintaining water quality. TE3Ef2 )EM R 8 T &AL R - BR T
G LERTRIET A SR E A S AR — RGBT 290 - 38 LEPT R IE
FEDFEYIERRTE S SR o UL - ERERTAOBHE B R
[ FEAE G AR K E A BRI E R 1 -

Manufacturer information BRI &

Manufacturers evaluate all hygiene measures of their medical devices
for effectiveness and material compatibility. The used agents (cleaners,
auxiliaries, disinfectants, etc.) are validated in connection with the method
described in the instructions for use. This gives the user the assurance

that the agents described are effective and harmless to the materials. £
ST ATl B BRI TR B AR RS TR A SO RAE 1 - (0
FOEE (VA ~ BRA ~ VHEERISE )RR SRR Hr i) 75 v
ITBEEE o S P RS Pt EA B R A S A B IS
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Conclusion i

The water paths in the dental chairs are complex. Keeping
them hygienically stable is no easy task, as various influencing
factors can affect the quality of the water. In addition to regular
monitoring of the on-site water installations, the water in the units
must also be monitored. It is worthwhile to carry out the measures
specified by the manufacturer in order to take preventive action and not
to react only when the values deteri-orate. This not only serves to protect
patients and staff, but also helps to avoid expensive remediation measures
such as biofilm removing. - EHa K EEIR EHE o ZEHERFTMAE £
REMIESE » NASEYENRIGTEKE - Bk THISHK
SEEETE A - SRR R AR IGETT R o (EISETR
SRR RN - DAEERIGEN & - TR e BB LI A {5
HIE < iEMERTDUIGRER BN LIEAR - SRS B ERH
sl - BIANEFRAEPIRE -
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Figl&l. 1: Test tube for testing
the cleaning performance.

PRI ERER S

==
FiglEl. 2: Real endoscope in process. Measurement
of temperature and conductivity of the rinsing liquor
and the rinsing pressureTZnL?FiEPEIEE’]W?ﬁfﬁ °
TR SERE AR A B DL B R )

S L7
] | NS

Johnny Wenzel, Robert Streller

In recent years, the validation of automated cleaning and

disinfection processes for reprocessing thermolabile endoscopes
has
German hospitals are for the most part equipped with modern

gained significantly in importance.

washer-disinfectors for thermolabile endoscopes (WD-E), whose
reprocessing processes have been validated for many yearsi/T -

2 FIRS PR FEANI A BT B BRI SRR B S
R - fEEI R BT AR L T I AN B ST B AL
TRUEHER (WD-E) » HERRH TE OGRS FhE - .

In private practice, there is a constant change from
manual to mechanical reprocessing. However,
gastroenterologists, ~who  generally = work with ~ mechanical
reprocessing processes, do not make up the majority of
those ~ who  switch from  manual to mechanical
reprocessing. Rather, there are other medical specialties
that work with thermolabile endoscopes, such as

of whether they
smaller individual practices. The

urologists in  private  practice, regardless
are larger group practices or
demand for machine reprocessing of thermolabile endoscopes
has steadily increased in these areas TEFAAZZFTH » (& F T HIEH
BRI IR LAY - JRIT » 38 AR R FL 2R
B IR ER 5 PR T By P B v SR P B L) A Pt TR G K2
;cﬂl R :%ﬁﬁﬁﬂg‘gﬁ%/\i@ﬁ%TmﬁW?ﬁ.ﬁ% RGN
PFTHUAPREHE A » e MR B B R8RS P R B0 DA A
2 © gLt EﬂZﬂTﬁ]‘??@W*ﬁfﬂ’f&%&ﬁﬁ@ﬁ’]ﬁﬁ%ﬁi7][1 o

One reason for the increasing number of validated

& processes as well as the steadily increasing demand for
certified training courses are the  relevant paragraphs

of the MPBetreibV ! = Medical Devices Operator

% Regulations, such as §8 (1) "The reprocessing of medical devices
intended for use aseptic or sterile must be carried out
with  suitable validated  procedures, taking into  account

the
success of these procedures is traceably guaranteed and the safety
and health of patients§fize yif2 B TE Ll R R R AlIERAE
T RFEP RN FHZ—/& MPBetreibV 1 = BREES
PR ARBRER Y - BIANES8(1) > T TR F ) B IR 2 A P8

B A T S5 0 R T AR BB A IR PP T A SR B

TAHIRIRE > DUNERRAE LR R a2 DUR B B B 22 B AR -

manufacturer's  specifications, in such a way that the

and § 5 (2)
with these

users or third parties is not endangered.”
the  validator:

specific requirements may be demonstrated by the presentation of

Requirements for ”Compliance

a certificate issued by a body recognized by the authority

responsible for notified bodies in the scope of this legal

regulation (Article 35 (1) (EU) 2017/745) 2 or (Article 31 (1)
(EU) 2017/746) 3 “FAFSE =T a2ai « "LIRES 5 ) Hfiiss
REEIEOR - TL@&T%E%WQ%T&%EW%%WW%%E

PR EAGEIIT A G RN RE (B () ®V)

2007745 16) 28X (5831 (1) (BU) 20177746 16%) 3

in demand from

the

automated cleaning

and chemo-thermal disinfection processes{ELLIEL T » Baae /A F]

HRFE RS ANIFRR TR RN - FeRIRAE B BE A LB
SRR VRS E AR

In this context, there was an increase

validation companies for specific training courses especially in
area

of performance qualification of

B2 RSV clRlBoreanliemn ot new
module on the topic of “Validation of automated
cleaning and disinfection processes for the reprocessing of
thermolabile endoscopes This helps to further improve and
optimize validations in this segment H - 85 2022 &
LI » DGSV* —EFRBUHTROM — AR A — (B BB

FRE R B A RS 2 IR R BB IR S RiEn 5838 - EH
BRSSP UGEREA L ER /0 HI553%. The framework curriculum

des ned}fb}fr DGSV4 comprises 4 modules DGSV* %71 HIZ# AL
T a{ AT
Framework curriculum - parts %ﬁﬁ-&ﬂé}

Vali A Basics of medical device reprocessing/z& &t

I BEFEAIREE T (24TU)
Vali B Basics of performance qualification of
reprocessing processes iz FRILIE £ RE
Emig R AIERIENE (24TVU)
Performance qualification of cleaning and
disinfection processesii iR AII{HEEHAZHY
PEEEBRRE (24TU)
Performance qualification of steam
sterilization processesZ& TR & A2 14
AEBREE (16TU)
The Vali-C module includes two courses, C1 and
C2. Each part has 24 teaching units (1TU =
45min)Vali-C S BIEMTFRE - 1Al C2 -
{EER D F24EEE BT (1TU=457348)

Vali C

Vali E

o) KZEMBIERE

GRANDEVER BIOTECHNOLOGY

IRDS
co

., LTD.

The module Vali-C2 is specially designed for the needs of performance

qualification of automated cleaning and chemo-thermal disinfection

processes and consists of the following components Vali-C2 1550 & £

R E BRI LR BE SRR MERESR E FORTRR AT - BLIT BT

HEAL :

o Welcomefil/Introduction/M#H 1 TU

« Risk management in the performance qualification of automated cleaning and
chemo-thermal disinfection processes F #1151 A1 L SN 2 @F2 M RE € b
R EEE 2 TU

«  Sequence plans [FlF1#| 1 TU

« Validation of cleaning and disinfection processesiE {2 FI1H 2 EIZIEETE 16 TU

o Tasks after performed process validation I T fZ 5838 W {E75 4 TU
Knowledge review 138 [H1H

The course begins with a round of introductions of the participants and

speakers, after which the contents, objectives and focal points of the

validation course are explained by the course leader. A2 i St 2 Bl

TIEAEET R - AR AT AR R EN A

EEEVIECi

In the following part "Risk management" the connection of the risk
management with the performance qualification according to the
standard DIN EN ISO 149715 and the guideline VDI 5700-1° is taught{
BRI B EE A 0 /AR R DIN EN 18O 149715 EHER
VDI 5700-16 Fi5 e ¢ [ b B B A A0 o e BB .

deals with the general process of a
Points important

during performance and possible incidents that

The topic "Sequence plans"
performance
contact persons
could prevent performance qualification are also discussed %1512
BV e PERESE TE ) —MOBAR o SR T SR E B LI
FIRENRE SRR AE I AT RE SR (R 2 -

qualification. such as

The part "Validation of cleaning and disinfection processes’ refers
mainly to the performance qualification and requalification. It also
briefly discusses the other components of validation, installation and
operational qualification. The topic of routine inspections is also a brief
part of the module. Reference is made to the most important
standards and laws. The performance qualification is covered on the
basis of the current WD-E guideline 7 and the most important standards
for this area, DIN EN ISO 15883-1 8, DIN EN ISO 15883-4 ?, DIN EN ISO
15883-5 10 and DIN 58341 11, V5@ d AR A SR #0521
RedC AR © R 1B LA FE RS R E A
JAR Y o BHTIRERERE LRSI - 25 T REEN
BRUERVALE o MERESEE AV HT WD-E MR 7 DUk aE R EE
f4E DIN EN ISO 15883-1 8 ~ DIN EN ISO 15883-4 9 ~ DIN EN ISO
15883-5 101 DIN 58341 11 ©
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Figl#l. 3: Spypach ,Classic*
endoscope dummy with EBI12 data
logger for measuring pressures

and temperatures in the simulated
endoscope. Spypach,, & ‘W?ﬁ
SHEAUALE EBI12 WUSEIskas

il i’f%f%??ﬂﬁfﬂqﬂﬂ’]ﬁﬁﬁﬂmg
For this module, we recommend conducting the
per-formance qualification in a practical part on the

WD-E $IA R » FfEEETE WD-E FUERES
HUETTIEREEE.

Figl&l. 4: A report
summarizing the results is
re ug/?d ARG SRR

PN

MUSTERBERICHT
VALIDIERUNG

e x
SRR E b A

Validierungsbericht BRZEHI &

I

e 4 kL
omp

o

Overview of the most important compo-nents#x & % &
TCA AR

Decision making of the processes to be validated, breakdown of
the thermolabile endoscopes to be reprocessed into endoscope
families as well as the configuration/equipment in the
individual reprocessing programs. 3% ZERFEIIIE ~ 15 EFH

BRI EA P AR5 0 B PR A8 R D1 LB o5 18 P R BEAR

B E /3 f o
o Prerequisites 5L BT / preparations of the process validation{fi /2
Beit i e A

Significance of different influences on the respective result of process

validation s H A2 BRRE RS SR AN R B RO

« Components of the process validation & F2 5gae #H Y B T
(IQ/OQ/PQ) T 4B (1Q) ~ HFHAFE(0Q) ~ MEREBRE(PQ)
o Sequence of the different reprocessing processes and their

characteristics |~ [ Ff R BHUEAZ Y P 1] B HLAF G
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Determination of the components of performance qualification to be carried
out and the number of test runsfiff && ZLE1 T EREHRE 1) B TT ARG UET

I

Components of requalification without special cause as well as for special

cause HERFR 7 AT FIVE R IR [ DA ) EE 97 88 0 RO RELRY BT

Theoretical and practical performance qualification based on the following

stepsHEH LU T A5 B BEEA R T BEERE B

Testing of the cleaning performance on the basis of test specimens and

indicatorstRIFHIEA B AR REHIEE R RS

Testing of the overall process on the basis of test specimens and really soiled
endoscopes- fRIZHIEA B A B IE AR P 00 S 2 R (8 A 1 7
Testing of process-relevant parameters (temperature, rinsing pressure, dosing
quantity, etc.)- HIFAFTEAHBA 28 QREL ~ WPUEEES) ~ INEE RS
Testing of the rinse water for process chemical residuesiHIFRH 7K TLIE

sy
Microbiological condition of the rinse water?E K B IR
Testing of the drying processiz it F2 HIF

Handling of test specimens as well as requirements for test specimens and

)

al

test laboratories Y3 A R R DL Bz G AR A FITHIG B e 22 A oK

Handling of measuring equipment and evaluation softwarelfl| & &5 {ff FlIZF

B R PR
Determination of routine checks{Jl{ T4 2L HIHE E

This includes & f.{&:

« Content and form of the validation report§iza i &5 i A 2l
R

«  Contents of the follow-up discussion{% 8z & N

«  Release of the validation reportZ {fi a8 &

+ Dealing with defects reportingi@FR [ 2.

A written examination follows after all components of the
Vali-C2 module have been completed. Participants who pass
the exam receive a DGSV * certificateVali-C2 H#HIFTH BT
TRt » IEITEER o SEEFE AR 2 B E T EIT DGSV 3
=

= -

More information can be found atf % {8 E3E2 H.:
www.fht-dsm.com/kurse/sterilisation-validierungs-lehrgang-
fiir-validierer

Conclusionf i

The DGSV course Vali C2 is an important prerequisite for
being able to perform validations of machine-based WD-E
processes. This certificate enables the validator to meet the
qualification requirements of [Medical Devices Operator
Regulations 1, §5 (2)]. This ensures legal and process safety for
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Reprocessing of gingle—use products in
endoscopy 1 #5 i 25 FH— 204 2 AL Y R E

Birgit Kampf, Annette Rittich,
Helmi Henn

The increasing use of disposable products is a current trend in
endoscopy. This not only applies to endoscopic accessories and
components, but also increasingly to the endoscopes themselves. By
definition (according to Commission Implementing Regulation (EU)
2017/745, also known as Medical Device Regulation, MDR, article 2, point
8), single-use products should only be used once on a single patient.!
Therefore, the instructions for use for single-use products do not contain
any information on safe reprocessing practices or functional checks after
reprocessing. To ensure these devices are utilized only once, some
manufacturers have designed their sin-gle-use products in such a way that
reprocessing is not possible after use (“single-use by design” principle).
PR Sl P — 2R 7 e P AR 5 R A o BT o R TMELE T Y
PRSI FROAE N » BB HE A S5 A 5 - IRIEESR

(IRIEZ B G s (EU) 2017/745 » HIfE 2 BEAR BRI
#o MDR» 5 2 {5 8 B) > —ZUMEEM A REER—EE S LR
—R o1 H o BRPARR—ZEEM B E EMERL =R E
SRR B DHRERG AR, © B T HEPRAE LR BB — 20 » — &t
BLER R T R AR A R R (TG — 2
A ERD o

Surprisingly, reprocessing of single-use products is generally not
prohibited even if it contradicts the intended use as defined by the
manufacturer. §17 MDR regulates the reprocessing of single-use

« how reprocessing may affect the material
changing of the product, in particular regarding the
soluble or chemically reactive components of these
materials, and B T AN (A5 8E A AT BHE L >
ff;ﬂ”%%%ﬁﬂﬁ’ﬂﬂ?@l’éﬁ%t%ﬁEE’@W/J} L

« remnants of reprocessing, that may cause
pyrogenic, allergic, or toxic reactions. 7] §£ 7| EEE
I~ SRR 1 S T P R BRI B )

The Commission Implementing Regu-lation (EU)

2020-12072 further explains that single-use products

must not be reprocessed where severe

have occurred, such as patient infec-
tions related to improper reprocessing. If successful
reprocessing of a single-use device seems possible

incidents

through risk management, then all steps of the repro-
cessing process, including initial treat-ment at the
point of use, must be validated. This also includes a
determination of the maximum possible reprocessing
cycles. Furthermore, procedures for performance testing
and productlot releases must be defined and included in
a quality management system.Z& B & B HlEM (i
EU) 2020-1207 2 & DAEER - (EREMETIF
(FUANSE & TR PR RRR B ) MIB UL T
G — IO A TR R o 0 B i P
R DR R PR — PR (i PR AT RERY » AR iE
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the user as well as for the patients’ protection DGSV #f42 Vali C2
REREABI RN IR ARHY WD-E AR THRAE R B B TR R -

e HBRRE & RESTINAC (B AT GEE TR IR 1, §5 (2)] HY
BREEOR < @R 7 A F DU EIRERAE L 2 -

After the practical part, the exercises will be taught after the process validation has
been performed. BEEAR G H % » I EEI TSR R BAL R -

FUEERIFTE LB R RIYAER - #L
RIS EGRAE © E th G HEE SO R RER) PR FLE
B o AN > WEE AR S AT RVAZ
Rt R S EMEE R -

products, but national regulations must be used as a prerequisite for
the permissibility of this practice. In these cases, the reprocessing
entity becomes the “new manufacturer”
responsibility of the original manufacturer according to §17 MDR.

Director of Global Hygiene Management, RBSMP
Richard Wolf GmbH

Pforzheimer Strasse 32

75438 Knittlingen

helmi.henn@richard-wolf.com

and must assume the

This includes pre-paration of the technical documentation. For example,
required risk management practices must include an evaluation of the
following product characteristics: 7+ A\ 27/2 » ANFELBLE R E 2
TS I » —RIEESF RIS T AL §17 MDR
BUE T — RIS - (BRI BRI R R imE s
HOSEER IR - MRS SEIEULT - FHRFR B AL A HT LSRG » W HAZE  of all disposable products that have been reprocessed and brought into
IR MDR §17 AEFRAEGERNEE « EREEMTUFRTER © B use. BLETIAEEERMN E R - REEHR S FRLRERITEEE
A0 > PR A R B P AL B AR LU E AR R AR - FEE B A5 A M PR — R 22 A P E VR A 8355 o

o materialsFf .

2011 Guideline of DGKH, DGSV, DGVS, DEGEA .
and AKI on the validation of automated cleaning
and disinfection processes for the reprocessing of
thermolabile endoscopes.
DIN EN ISO 15883-1:2014-10
Washer-disinfectors - Part 1: General requirements,
terminology and test methods (ISO 15883-1:2006 + *
Amd 1:2014);
German version EN ISO 15883-1:2009 + A1:2014.
DIN EN ISO 15883-4:2019-06
Washer-disinfectors - Part 4: Requirements and
test methods for washer-disinfectors with
chemical disinfection for thermolabile endoscopes
(ISO 15883-4:2018);
German version EN ISO 15883-4:2018.

. DIN EN ISO 15883-5:2021-11
Washer-disinfectors - Part 5: Performance requi-
rements and criteria for test methods for demons-
tration of cleaning efficacy (ISO 15883-5:2021);
German version EN ISO 15883-5:2021.

. DIN 58341:2020-07 Requirements for the valida-
tions of cleaning and disinfection procedures.

The manufacturer’s responsibility does not end with the product release but
extends to the obligation to report incidents and to ensure the traceability

Literature 2% Uk properties#/4 and LUK

intended usTHHEARY F A
In this context, the reprocessability must also be considered. This
should include assessments of: TEXEFE[HIL T » tLAZHF & AT FE
JEPEE o JEMERAE LT T EAYFFE

In summary, from the point of view of the Instrument Reprocessing
Working Group (AKI), the only endoscopes,
components that should be  reprocessed are those intended to be

1. Ordinance on the Installation, Operation and Use design%?r .
of Medical Devices of medical devices (Medical
Devices Operator Ordinance - last amended by
Art. 7V v. 21.4.2021 | 833.

REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of April 5.
2017 concerning medical devices, amending Di-
rective 2001/83/EC, Regulation (EC) No. 178/2002
and Regulation (EC) No. 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC of
the Council.

REGULATION (EU) 2017/746 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of April 5.
2017 on in vitro diagnostic medical devices and
repealing Directive 98/79/EC and Commission
Decision 2010/227/EU.

DGSV e.V. - German Society for Sterile Supply e.V.
DIN EN ISO 14971:2022-04

Medical devices - Application of risk management
to Medical devices (ISO 14971:2019);

German version EN ISO 14971:2019 + A11:2021.

. VDI 5700 part 1:2022-01 Hazards during repro-
cessing -. Risk management of reprocessing of
medical devices -. Measures for risk control.

accessories  and

reprocessed by the respective manufacturer and for which there are corre-
sponding instructions for use. #8,.2 » {E{EF PRI LIFE (AKD) HYAE
K& - ME—TERZ AN TAIRESE » M RITT RS T SR e G
the microbiological contamination to be expected during TR CRINGLEE - B ERTTrR - B AR RER AR -
normal use of the product, 7 ity 1 i 5 F &2 FH R 7%

ERUIEE

LiteratureZ2% S ik

1. Regulation (EU) 2017/745 of the European
parliament and of the council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC,

. Commission Implementing Regulation (EU)
2020/1207 of 19 August 2020 laying down rules for
the application of Regulation (EU) 2017/745 of
the European Parliament and of the Council as
regards common specifications for the reproces-
sing of single-use devices (Text with EEA relevance).

Regulation (EC) No 178/2002 and Regulation (EC)
No 1223/2009 and repealing Council

Directives 90/385/EEC and 93/42/EEC (Text with
EEA relevance).
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3 questions for 3{fE[HIRE...

Dr. Sabine Kaufmann

1. What makes the job in the CSSD so exciting 21 /Z7# CSSD(H F-/H 7 FHALIE

) HI LRI 7 N Bl g

Working in an CSSD is very varied and demanding. No two days are
the same. I like the close cooperation and communication with the OR and
the surgeons, but also with the many other interface departments
resources, the

CSSD is a

such as  hygiene, quality management, human

business department or the technical department.
small company within Therefore, management

thinking and meeting qualitative specifications and requirements are

also absolutely necessary.fE CSSD T{E&IEH % Al HESKIRER) « WHEMK

a company. business

IR ﬁéﬁéﬁﬁ:—f/ﬁ%ﬂ7[\*4%%5’9%‘@]’*‘1’?%[1‘%{ hEBELETS 5
fitf PRI D) A (ERIE - PIANEAE ~ SEER - A& - F5E
BUEITERFY o CSSDe— R ARy NAH] - Iltt 1 SR P FE AT R i 1

R R AT ZK th R AR S0 2

Especially the instrument management is very exciting. As aresult, the
CSSD has a direct influence on the design and quality of medical devices
and sets, which has a direct added value for the users and ultimately a
positive impact on the care of our patients. JLEEFEAEHEIER & A
& o A > csSD R ﬁ*%ﬂ%ﬁiﬂﬁuxd‘ﬂluugﬁﬁ?ﬁ%*ﬂ“ BRI &
AR BRI INEE - MRS R ERRERES TR -

2.What doyou despair offrom timetotime, even inyour job? SI{&77F T {EHT - ZEHFTT
B REEE 2

Sentences like "It's always been like this" make me despair. There is
always a possibility to become better and to optimize processes. You
shouldn't lose sight of this, even in your stressful day-to-day business. —E#f
reiE ) B ) FRETURERE S o MR T RERE (S BT R LICAE © BIGE
FEFEREEN B E g - Eth AN EZ R HE 3 -

It is exhausting, but essential. The ever-increasing demands on CSSD, but also the
skilled
omnipresent supply bottlenecks and the energy crisis, even make it

current  problems, such as the shortage  of workers,  the
inevitable
further
development can an CSSD exist and work both qualitatively and economically. i&
TR - (BAREE - $CSSDMETANAIFER - DU E RIRORIRE » B2l T\ A%
i~ R ERO L RSARIRE IR b - L2 (0 BRI L AR S T e o - A
SETNETHIE— D S8R - CSSD A REfFAENE S E FIAEE SR B -

to  question and  optimize  processes. ~ Only  through continuous

The shortage of personnel is actually also something that gives me many
sleepless nights. Unfortunately, even as a manager, you have only limited influence and
possibilities to find and keep employees. There is nothing worse than a high turnover in
an existing and actually functioning team. A\ BRLEREE thBHa HAR % (E-N R Z AR
A o AR - BTG REH - (R{ESHNIE (£ B T mi s @Ml st th GIR -

BT A B ESE R R SR B A SRR 1 -

3. The shortage of skilled workers is felt in many professions, including CSSD. How can the
profession of medical device reprocessing specialist be brought to the attention of young people?
BIFECSSDLEAIFF 2 I THAVEZ ZIFA T AR o A2 B 1 P PR 55 (1
T | SN BT ?

The shortage of skilled workers is indeed a cause for concern. Of course, the
work in CSSD must be adequately remunerated, especially because the demands on
employees are constantly increasing, but that is certainly not the only adjustment screw
that can be turned to make the job more attractive overall. It is important to provide
detailed information about the content and challenges of the job. $ffir T\ FIFEHrHEE 7

NYEE - B8 CSSDI LIFL/RITE RSN - H AR A Kot B T EOR g
N - B 7E e ME—RT ASE T/ FRE RS 2055 | IR ARER R, RO E R TIEA AR

PRI AR HE

That's why our Corporate Communications department uses social media such

as  Facebook and Instagram to appeal to the younger generation in
particular and to make the job more popular and raise awareness. Our work takes
place "behind the scenes," but it is still a pivotal point. I think it is important to reflect this
to the existing team, but also to potential new colleagues. Because new blood is often
in short supply in CSSD, but it's really good for an existing team because it opens up
new perspectives and gets us away from "we've always done it that way". Z5t/E FyfTEH
MR ZEFREERFE A Facebook I Instagram S 22 SR SIIR 5 | Fr Al AEHE—1X - 3Ifi
EEHE TR SZ B e Bl o JMn) IR A Rt - (LEhR R —(ERsE

Al o TEE R0 BUE EIER LLR B ER TR S S e —BERE S - A%y CSSD #EH fRZ T
BRI - (B EHEAEBACRIEE AIFR - A ERR 7RG A - s 3
M—E#E k] -

Our job advertisements are also publicized in various ways in order to reach as many
people and professional groups as possible. After all, career changers are always welcome.
Thanks to the support provided by a special IT system/batch documentation system
or digitalization, even employees with no previous knowledge can quickly find their
way around the job. FA AR & thiZ @& H T FEITEE - DUHEET6ES thEfinE|
BEH ISR - 2% ETHERT TR » HPVRTR 1T SR ICU SRR
SR LER UL SR - B A [ERIAIRRAD B Tl DLRd R TR 7715 -
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Another cornerstone is the sound training of employees in
the CSSD. We attach great importance to induction training at
our CSSD and have a comprehensive induction concept. Only ~ the CSSD
those who are well trained can take on responsibility and develop
further. 55 —{E5EA72 CSSD B THIRIFHS - CSSDIFH &
BB - A R AREL S o U 2 RAF IR A
A REARIER (LALE— D FER

sufficiently

appreciated,

The term appreciation sounds trite, but it is a recurring theme among
my employees. Often located in the low-wage sector, the importance of
in a hospital is not infrequently misjudged and not
especially in terms of external perception.
However, the "steri" of 20 years ago has nothing to do with the CSSD of
today. The work is not only physically demanding, but also requires a high level
of concentration, initiative and commitment from the employees. [/&

B SEEFEEEAREE - (BERBMB TR - cSSD #

In order to give new colleagues a perspective, opportunities
for further development in the CSSD are essential. Since
last year, we have been working with the provider of an e-
learning portal to offer the opportunity for continuous BRI -
internal online training and to complete the Specialty Course
I online with only one week of classroom instruction at our
facility. This format is particularly attractive for people who are
unable to be away for three weeks or who are not mobile. 75T
ek [l S —{EHTRY LA » £ CSSD ﬁ*i?%ﬁﬁf%@@ﬁ‘ﬁi
H o AEFELUE » B —E B E 28 A L R i

HAIPMEERERFT - BEBerh CSSD AU EE B H i B W e 0 R
TCHIRAEINEFR AT © SRT » 205FRTHY Tsteril Eﬁi/\%E’JCSSDE*ﬂEEﬁ

R e BEIIENMERRIENE - EREA TEENEES - ZHIEM

For young people today, the work-life balance is playing an increasingly
important role. We therefore offer, among other things, a wide variety of
shift models tailored to life situations and reliable duty rosters and working
hours. These times call for a rethink and new ways of doing things. £/ 84

R AIGE » RIS A0 A1 S S MU R A (A © [AIIEL - 3K

E » SRBLRFREA AR B AIROM g - S MR TRR(EE ’i MER L R & AE IR LA DA 2 L ke P SER (EBEZRA T AR < 38
—FRERE B AT ESE B ERE 1 - BRPRE e REE R BRSO ESR -

AR LSRR BB = E AT B TMER AR R RS ) -

Note: 3 TH f& ¢ < faifint
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Our fastest disinfection of water lines

With the increasing hygiene requirements, the requirements
for the disinfectant increase as well for the waterlines in the
treatment center. The new Dentosept Clean has a faster
onset of action* and an improved effectiveness**. With its
new active combination based on hydrogen peroxide, it thus
ensures, within a very short time, the inactivation of the
germs in the water lines of your treatment center - which,
thanks to the improved depot effect, also provides long-
lasting protection. Of course, Dentosept Clean is just as safe
and gentle on material as its predecessor Dentosept S.
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