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Pt ndards should we work to?

= Ei're the current guidelines and
{:gtandards?
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Is the HTIVF SErTES i

" relevant to us:

r]]‘]\/]"“;]rej[] izl cfulclzifice cloctirrianiis for e NS

Tri2y ofe date many: of the current standards and
dEIBWIEAJE thisistating

“rIT M Jno'e EI not be regarded as a substitute for the
Sezlglelz ds themselves when ascertaining compliance
WibiE He EU directives or the UK regulations that
== —.4;; r ement them™
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%* WhJIe long considered to be best practice, the
~ current HTM series is not as relevant as it once
Was.
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REIEVant for all HSE departments

""Il.'l 1-r-"

”Qrﬁrﬁr‘- EN standards
rlrp t schedule from HTM series
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: -EN--S@ngfla rda} —

‘ deta|I reguirements to be met but not
lbe how to meet them.

1_~ " ¢ ealthcare applications a prescriptive
— = approach would probably be beneficial.

~ e Test schedules in the standards are described as
“recommended” or “suggested.”

e ENS ARE NOT COMPULSARY!
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VEGical Device IDirectiv
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WINIESS a'd’ar'ds are not compulsory, Directives
Zlre ror anuiacturers.

Youlare only a manufacturer if you sell products
Ol if e Open market and are CE marking them.

= o D ﬁhese directives apply to Hospitals if they are
== supplylng iInternally?

" erUppIylng other hospitals as part of HSE/trust or
group?
e Should we meet the requirements anyhow?
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Med]r“: “Devi@irec{-iv

Prodile s complylng W|th an EN standard
zlre pr' sumed to meet the reguirements of
'rndﬁ DD as detailed in annex ZA of the
_”E" _dard

=
o A
e

4‘Therefore if you follow the relevant
- standards you will be compliant with the
- relevant sections of the MDD's.

'||,HIH|
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Ger errJL Leqwrements for characterisation of
gl SLE rilising agent and the development,

- = valldatlon and routine control of a
rlrsatlon process for medical devices.
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BE150.14937 ﬂzoe@gr"‘ -

A1 The p UIPOSE) of validation is to demonstrate that the
iErlisation process established ini process definition can
i Ieh\grl ed effectively’ and reproducibly to the
terlisation lead. Validation consists of a number of
Eentified stages;

_._;,,;-___.rm} allation gualification (IQ)
= peratlonal qualification (OQ) and
-performance gualification (PQ.)
— Routine monitoring and control

e 10.1 The purpose of routine monitoring and control is to
demonstrate that the validated and specified process has
been delivered to the product.

i —

ﬂ—-.
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~ EN StanEIards
IS E‘NQ-BS 20

et

-

Jljgerﬁc NI 285-1996

&iVes de alls of test methods and requirements for
VdeJﬂﬁ

el fes records that sterilisers comply with the
Jrrm ard be established, maintained and declared.

,.-:,__- Sidetalled and their methods “...may be used in type
= jests, works tests, in validation and re-validation tests,
-~ orin perlodlc and routine tests...

= ’G‘ Ives recommended tests for type and works tests;
suggested tests for installation and operational tests are
detailed in the appendix.

e For validation and re-validation references ISO 17665
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=N ISOMY665-1

tion ofhealth eareqa‘lﬁ‘utg"

oIS rieal-
Pare b eqUIrements for the development
vrmdrrr and routine control of a
SUENI] Zation process for medical devices
=1 j1_aersedes EN 554:1994.)

it

-
T
— .

N
s
;,._:"

= prEN ISO 17665-2 Guidance on the
~ application of ISO 17665-1

:..nE'.'.-r-

Decontamination Validation Services. info(



SN 150 17665-1 J‘-ﬂ'

of 10: Routine ‘monitoring and control states that
e onltorlng and controll SHALL be performed on
de|C 'r JOpErating cycle.

G ~1nformat|on on the type of factors to be

u itored! but does not detail particular tests or test
_':;_"...“:I rvals.

ﬁrr‘freqU|res records to be kept in accordance with IS EN
- ISO 13485 (Medical devices — Quality management

~ systems — Requirements for regulatory purposes.)
e [S EN'ISO 17665-2 will detail tests and their schedule

E‘Cl
OLJE
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GIEN/150 a—z@g_;a J-"'

Ri esr)on..- ity and authorlw for meetlng the
EYUIEments to be specified.

REGUIres: 1Q, 0Q, PQ and revalidation

Vel !atlon to be performed to a documented

_H;__,;r ocedure.

i-:The user/manager would normally be considered
- responsible for quality and compliance with
current standards and best practice in the
absence of evidence to the contrary.
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'EN ISO 176253?-;-.-
RoUt ne mcrﬁ%r—mg and! control
OpErational Status SHALL be verlﬂed 0)Y

\/ICIF*E 2e from periodic tests of factors

mr s (but not limited to) the following.
| '}; air Ieakage into the steriliser chamber:

* % B) Quality of saturated steam.....

*’»C) Automatic control
e D) Steam penetration

e E) Sterilisation process
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5 EN ISO 17665 1
outine mcﬂﬁ'[?br»mg an

ontrol

r ¢ bllrated! steam), the data SHALL include (if applicable):

jEb
IJ;« ion temperature, chamber pressure and theoretical
LEMpErature during the plateau period

r~1r e 1 0f the plateau period.

C amber temperature and the chamber pressure for at least
age of the operating system.

= —T_ ::-=F-, results obtained from a process challenge device

—}_temperatures and or pressures in a process monitoring system, if
= -used as part of process control.

(.
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o 12 4.1 Requalification of a sterilisation process shall be carried out
for the defined product and specified equipment at defined intervals
and after the assessment of any change (see 12.5.) The extent to
which requalification is carried out shall be justified.
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prEN HTM 2010 Draft Irish
17665-2 Code

eBowie and Dick | eBowie and Dick | eBowie-Dick
(S)
eVacuum leak eSafety Checks | eSafety checks
test (S) eVacuum Leak | eVacuum leak
eAir detector Test test
function eAir detector eAir detector

eBowie and dick

function
o ACT
eBowie and Dick

function test
o ACT
eBowie-Dick
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eri |ser test schedul

Qﬂar-terly

HTM 2010

Draft Irlsh Code
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ecouples
iranchressure
‘required from
| EN 285)

S

eWeekly +
e\acuum with probes

eVerification of
calibration

eSmall load
thermometric (3
thermocouples and
pressure Required)

e\acuum no probes

eWeekly +
e\/acuum
e\Vacuum with probes

eVerification of
calibration

eSmall load
thermometric

e\/acuum no probes
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eri iser test schedule
Anﬁﬁal tests —

- ' r) aYara

oQuarterIy + oQuarterIy +
eYearly safety checks eSteam quality
, Dry eSteam quality (NCG, NCG
Superheat and Superheat
Dryness) (contaminants
are in HTM 2031) _Ddry”ess
= Large e eAir detector small load OAlrsete”c’Tord
— 2 mall 10a
= -Large Thermometric | ®Air detector large load e
eHollow load eLarge Thermometric J

el arge Thermometric

ePQ as required
eProduct test Q d ePQ as required

eVerification of
calibration
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[SIENIISO 15883: Washer- -l
Disinlfe tors ‘E»

Parts 1,2,3 and' 5 ratlfled Part 4 covering
r"nem} al dlsmfectlon off Endoscopes still at
NS Stage.

-.r' stails are given of test methods and

“performance requirements. A test program
: JS given in table A.1 in Annex A.

e Annex A is informative and the test
program is described as “recommended”

-.,.
"
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sk ment WD test sche
Deﬂw-:l' ests

HTM 2030

HS
code of Practice

inin ffrcacy by
| .f.-.ﬂ--x. ectlon
;‘_i' ol Fnlnhydrln)
vSpi:ay system
(I‘ecemmended but
 with no frequency

| indicated)

=
e

it
-—'-'i—
—_ ]
—
= _I-

o ACT

eCheck spray arms
and nozzles

eRemove and clean

strainers and filters.

eCheck spray arms and
nozzles

eRemove and clean
strainers and filters
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iment Washer tes

HTM 2030

st schedilesi.

Weﬂdy tests:

S

HSE Code of practice

o\Weekly safety
eDaily tests
e\Water hardness

e\Water conductivity
(rinse)
eCleaning efficacy

by residual soil
detection

e\Weekly safety
oACT

eDaily tests
e\Water hardness

e\Water conductivity
and hardness

eCleaning efficacy by
residual soil detection
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5883

LIfp ent \Washer tes

Quaﬂérly tests

HTM 2030

e

HSE

efficacy
il and 3 protein

1"-‘_-'.|---. :

="
_"r—
1811
.-

m ,' etrlc tests (1
id 3 hot with up to

__‘ﬁf“p‘robes)
= fD_oor interlock
eChemical dosing

eVerification of
Calibration

eRate of rise

e Weekly safety checks
eCleaning efficacy

Chamber wall and load
carrier in duplicate, load
tested once

eThermometric test for
thermal disinfection

/ probes tested in
triplicate

oACT
eVerification of calibration

o Weekly safety
checks

eCleaning
efficacy

eThermometric
test for thermal
disinfection

o ACT

eVerification of
calibration
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Anﬁlﬂal tes

t Washer test sche

hesi _
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etalled
mg are
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— Chamber wall
~ | thermometric
|'eLoad dryness
eProcess residue

el oad carrier
alignment

eYearly safety checks
oACT

eVerification of
calibration

e\Water system
eDrainage

eDoors and door
interlock

eFault interlock

e\Water vapour
discharge

eAerosol discharge

eYearly safety checks
oACT

eVerification of
calibration

e\Water system

eDrainage

eDoors and door interlock
eFault interlock

e\Water vapour discharge
eAerosol discharge
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HTM 2030

lyStRUMmeEn ;_erasheF'te‘st sc_ngil_ mg‘;;
~ Anntialitests:

HSE

i

llowing are

- I
— T
| B & 3,

-y

On fault condition

i —

Door interlock
_J.-_'Wéite’r quality
-] eRinse water
eAir quality
eReproducibility
eFault indication

e -

—
- ) |
=

- -}
- L3
- =y

_-1
—

eChemical dosing

el oad carriers

eAir quality
eCleaning efficacy
eQOver temperature
eThermometric tests
el oad dryness
eProcess residues

eChemical dosing

el oad carriers

eAir quality
¢Cleaning efficacy
eOver temperature
eThermometric tests
eLoad dryness
eProcess residues
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J “@ 15883 and HTM 2030 have quite different
PO aches and to meet the testing requirements of
i youldlbe excessive

-

= = EI’ET.HTM series is currently being revised and will reflect
"fﬁe new EN standards more closely if published

o Ttis |mportant that roles are clearly defined and every
stake holder is informed in writing of their responsibility
and authority.

—
FEs

.'_'_
;-l—
: o '-
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C"r ntact Detalls
= Dermot Morley
Mo_blle 087 751 5028
Decontamination Validation Services Ltd.

Email: dermot@decontamination.ie
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