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o To introduce the current sterilization and associatec

PURPOSE OF THE PRESENTATION:

u To provide a brief introduction to standards and the

JL;lrJrerrrlusltun vodlies,

standards focusing on:

1 The moist heat processing standards.

1 The moist heat equipment stancards.

1 The Chernical and Biological Indicator Standards for
Moist Heat ilization.

m J’o orowcle an update on the revision of the moist
|

t stancdards.
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B. Kirk — Product Developrnent Scientist,
Mernber of:

ABHI — Sterilization & Microbiology Cornrnitiee
w BS) - CH198 — Sterilization
o BS] - LBI/35/3 — Chernical znd Biological
Sterilization Indicators
w CEN - TC 102 wg 2/3 — Stearn Sterilizers
w CEN - TC 102 wg 7 - Chermical and Biological
Sterilization JrJFIJLcILOFJ
@ ]SO - TC 198 wg 3 — Moist Heat Sterilization.
B ]SO - TC 198 wg 4 — Biological Indicators.
1SO - TC 198 wyg & — Chernical Indicators.

What are standards:

a Standards are;
o written docurnents,
2 agreed by consensus of all parties involved
] ;l_pprov:'d 0/ a recognised regulating bocdy

tion for a giver device or & process
0 achizve a desired 2nd point.

p 3

x—\

Wny do we need thern:

\‘n

JTo ensure thea Ewe wart is
what we get hasing spec).
JTo avoid cross oorder parriers to

trecle.

U‘

A To enaple a1 IrJJ\/HFSEJ approzch o
acnieving a given o J’:‘C'E]\/e

seg a sterile produc

[al]

eg of a ster]JJ zation process
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idards Organisations
1zl Organisations

USA -AAMIAN

setions:

delegates nos

Points to Note:

standards are voluntary BUT compliance to

standards identifies a clear path to regulatory
co mohrmw (Jae '\rr cle 5 of MDD).

S

J o JrJrIJ Standards,

J ¢ '~rvwr 1 existing National Standards,

1 be subject to local variations (national deviations).

o CEN standards for EU mermber s

o adopted as national standards,
2 adopted unchanged,
2 any conflicting local stancdards rnust be withdrawr.

Mecdical Device Directive — Article 5

o Under MDD, Medical Davices have to be CE
rmarkec when sold in EU,

o This rmeans || Requirernents of MDD
must be me

the Essenti
.

w Article 5 5 thait products cornplying with a
harrmonised EN are presurmed to meet the

ssential Requlrernemu of the MDD 5

innex ZA of the stancdard,

o J’ s Hlarrmonised EN's are very irmportant to
Vled Device Marur er turers because they offer a
clear cut route to conforrnity to MDD's & CE
marking of proclucL
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z he two orJrnmJ:wuorJJ
o When standards are reviewed uncer the terms of
the agresment, one of the organise et
leacdl and revise both sets of standards in a singl

Qo]

o Ome finishec rrw resulting docurnent will go out for
‘parallel \/ormg which mezans rmermber bodies in EU

va vote for the standard as both an EN and SO

and then adopt said standard
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1SO Technical Cornrnitiee 198
Sterm ezun of Health Care products
Working Groups

TC 198/WG 3Moist heat sterilization
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European Standards Interns
IC 204 Jciy
= EN 550 - £O "0
a T 1
9 ENS5 1 St jon by EO will becorne EN
» EN 554 — Moist Heat > Land 2.
oS
a7 5wy 2,
a5 tion by Irradiation will
pecome EN 15O 11137 parts 1 to 3.
o & 101

it wyill

Revision of the Processing Standards
Under The Vienna Agreerment with 1SO lead
a They will all have a cornrnon forrmzt,

2 Following that used in 1SO 14937,
a They will all use consistent definitions.

2 Using those defined in 15O TS 11139
a They will all have cormmon Quality Systerr)

Elernents.

J Based on reference tc

Q

I
Q
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o Sterilization of health care products —
Gerneral requirernents for
characterisation of a sterilizing agent
and the developrnent, validation zrd

routine control of a sterilization process
for medical devices,

150 14937 — Sections

« Quality systern elernents
=« Sterilizing agent charact er]saﬂon
= (Agent definition, Microb

'/ aquiprmert
Iemnrlon Equwrr er

5
=
=)
oo
=

( rod Ict spec, ra aging rmtls, Product quality prior to
sterilization)

] deﬂm ‘r]om

safety, Process residuals, Product

=« Validation
= (10, 00, PO, Review and approval)
= Routine control and rnonitoring

= (Product gresentation, Process rmonitoring, Record
gen aretor)

s Product release frorm sterili

tior)

» (Record Review, Indicator Tests, Product disposition,
Corrective action

=

= Maintaining process effectivenes
= (Procduct Quality prior to

Steril, Calibration,
Maintenance, F’dquh i
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idn. &

for the developrent,
s for med. Dev. — Moist h

rall rrqu heat processes
ecJJcer Device & Health C
he format of 1

harrna, M
ollowing t

EUROPEAN STANDARD ENISO 176651
NORME ELROPEENNE
EUROPASCHE NORM e

CrOrT T ~
Current oretus -
Steritzation of health care products - Moist heat - Part 1=
Requirements for the development vaiidation and routine

> E N J S)Q '_—/ 6 65 . 2 O O 6 oonirel C'Tas“g"‘mmplme‘sgsl:;;l‘rsdmlczviussl\sﬂ 17685
>

e st b e ek e s e
e ey o e e,

> Note: 3 year transition ist .' sterilization  proc
per]r d before ElN 554 but are not limit
withclravyr) . o rw) stearn veriting systerms;
EN IS0 176651 E o D) d stearn active air rernoval systerns;
uc) 1 rictures;
F— — ] d) vva_‘ter‘spra_y; g.nd
S warter irnrmersion.

Sapsrunden EN 8240004

quirements

Pharmaceutical
Industl’y ISO 17665 -1

Guidance
EU Very Brief explanation

(AAMI / FDA) (EP) of sections

ISO TS 17665 - 2
Guidance

Comprehensive

Health Care Health Care General Guidance
(Hospital, Dental, GPO) (Hospital, Dental, GPO)

USA EU Annex A Annex B Annex C Annex D
Specific Specific Specific Specific

(AAM I) (CEN) Guidance Guidance Guidance Guidance

HC/EU US / Industry Canadian HC ?
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ers omrwJ Product

5.)
cornrtrol & Monitoring
Corrirol, Routine

_)eﬂm]ﬁ]om.
1tior. o

Monitoring & Testing,
”ﬂf‘_)rfb)

(@

@

lalls

O

ection

(G

h\

1 Ger

2 Saturad

1zral — applic

siructure:

oclurrer

T forrnet revised so that each

covers specr
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\ppropriate,

cable to all pro

ﬂ_‘

d product processes eg pha

rrra

ezt transfer rnediurn

z JTDJ'H
> GUIDANCE — will be a new sid
Considerations frorm revision process Considerations frormn revision process:
1. “all ernbracing” 3. Apparent redundant sections.

> The new docurnent is trying to be ;wH empracing
covering such diverse processes as

> Alr ballasted proce 5 L
ror rle'JoJA IV containers v
itial to prevent pro

arrna industry
jal charnber air

m

Load proc sed in hospitals for reusable

> Porous

1tio

n using nheat in the presence of
vwell understood process with a
ole history deting back over 200

=2 G“
('\\

J'IrJIL:IJ packs where residual charnber air is
dangerous e and car) comprorruae attainrnent of > appear rec ]| Ir]rlrl
sterility.
Consideratio Considerations frorn revision process:
4. Clauses @ 5. Stearn Penetration test ormitted .
S > The orumrll cl ocurnents ormitted the stearn
~ peczlse . P
doeur peret t totally ignoring one of
e the fundarnental tests of equiprnent
geriers capability.
the Guic . Thie | .

- > This has been correcied and clauses
interpretation in its anneses. covering the stearn pengtration test are
> Anticipated that local regional application now included in several sections,
docurnents will also arise > The Guidance cljcumemr inc Judes
> Egin UK Do will publish revised HTM 0101 extensive discussio 1nle stearm

e
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tions from revuon process:
Stearn Penetration test ornitied .

Guidance docurment also

Consic lere tions from revision process:
3 curnent cdescripes the us

@
(@}
—n
(x)
o

> Unllike EN 554 the niew docurmnent d
|

+ ; , process definition and monitoring based on
ne ¢ OFHC'EJOf of ternperature 3'”‘] the use of Biological Indicators as an option.
Ior%;'“”” with stearn IEIE,"QIE.VE'-]'“IES cannot > Whilst this is & common approach in the
be used &5 an alternative o condy icting 2 Pharma industry it will be interesting to see if
stearn penetration test. the Medical Device & Healtn Care seciors
empbrace the approach,
> One can anticipate sc m# JrJrereaurJg cycle
definitions being used if they do (2g 134 C for a
few seconds).
r~ (G Fa e (e 11 7-= —~ N e
Large Stearn Sterllizers Standards Affected

o EN 285 — Sterilization — Stearn
Sterilizers — Large Sterilizer

EURDPEAN STANDARD

Current Stafus e

EURDPASCHE NORM

Steriization - Stear - Large steriizers

My JO0E

Zupsrundes Dh 222 0

u A new directive frorn CEN rnezans thert
st EflrlrlffJS cannot be prescrigtive,

shiould corrtain recuirernents

‘re ulfilled but rnust not
clescribe how t Je/ car be fulfilled
allowing marnufac urJrU flexipility.

S| DJJ cdocurnerntc
which rnanuf
which were u

Tr ese nhewve been diluted frorm

ndatory tor fesis

\/VfJJrf ffJHS

i
ufac
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1995 version covered type & works testing,
10 and sorne routine rnonitoring.
w Nevw standard focuses on design and factory

rmoved to an inforrnative annes.
o 150 17865 will cover 10,00, PO & routine
rnonitoring.

he Us
who have

cluestioned the reJevarJge and applic e JJ1£y of
the siearn quality and Bowie and Diclk tests

lssues Arls fJJ frorn revisior:
4, Irtroduction of a Hollow Load PCD Test.

o The Gerrnan delegation t
‘troduce an additional

10 was forrmed to invest]

o r\ c/c/f’ur‘gu |
f the rJoHovvl o:xd test

Round Ropin tests - Outcorne

w Cornitiee reviewed results and decicded ther
was a need for:
2 Follow

Loz Test

o Ouicorne :
rupber lo
znc insensi

w The armendrertis currer ;Jy out for voie

u — clzadline 13" Dzc 2006 .

()

@
Q
=

be 1500rmrm JC)rJV\/JITJ a capsul
one end for placerment of an indicator.

o Wall Thickness = 0.5 +/- 0.025rnrr)

o Internal Diar =2.0 —r/ _l mrn

m = 1500 +/- 15 mrm

o =10.0-+/-0.1g

m =6 -+/- 1% of tot int vol
o = PTFE

Arising from revision:

. m’trocl uction of modified therrnocouple
tE for srnall load test .

[§0)
“
—h

o e rl#leg ]
m or olloJ
1
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The air pocret
Temperature profile

o Ternperature profile

LT 09" frorn within 2 texme
pack exposed to a sub
N :IEJTJC)_;OHHFJL OL”JJ”
_______ o~ ’/ y cycle with set poinis of
___@__ ______ o) 2/5m”—r3' cycle.
o
Srnall Load thermornetric T%r Y : :
) - - SIO10CICal alrc
Introduction of rultiple sensors inside pac =] J]JJJ JC‘J el 'J
N BN Y I T
Chemical Sterllization

o SpeCJrJea S2Verl Sersors
1 Sixshown plus ref point
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Definition of a Bl & scope Current Bl & Cl Standards
4 Bl - A rnicrobiological test systern O EN 8686/ 1SO 11138 — Biological Indicators.
provicling a defined resistance to @ EN 867 /]SO 11140 — Chermical Indicators

specified sterilization process.

4 Scope — Covers biological test sysierns
which cepend for their function on the
dernonstration of viability of a test
organisrm (however this is determined).

© 3M Health Care 2007
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EN 866 & 150 11138 paris

EN 888 1SO 11138

m Pil- General Requirernents m Pil— General Requirements
m PiZ-—Reqs ror:QaJJ m Pi2-—Reqsfor EO Bl's

B Pi3—Reqgs 8 Pt 3 - Reqs for Moist Heat Bl's
B P4 —Reqs

W Pt5

a Pig s for Dry Heat Bl's

B Pt7 - Reqs for Moist Heat SC's

B Pt 8- Reqsfor EO SC's Bl's

w Both sets of docs were combined using EN
forrmat — 1SO crnrmnt taking lead,

w Part 4 — Irrad Bl deleted (Irradiation industry
does not want reference to BI's).

o Part 7 & 8 deleted - Sel'f iz
(7 & 8) cornpinad with parts 2 & 3 of new
docurnent.

o Bacillus s ) ecl to B. atrophaeus

i us renarned to

=D xlogpP

o All parts of 11138: 2006 now gublished
O Pt 1l — General requirernents

apt2—8l's for EOQ

4 Pt 3 — Bl's for Moist Heat

a Pt 4 — Bl's for Dry Heat

QpPts —Bl's for LTS&F

Definition of a Cl & Scope

)
C] — Systern that reveals & change in one
or more predefined process variables

)
I9E] 5ed on & chemical or physical change
resulting frorm exposure to a process.

o Scope — Covers test sys em; which are
i | the

EN 867 and 15O 11140 parts

| 367 15O 11140
Pt 1 — General Requirernents B Ptl-— General Pwpurermemu
o Pt 22— Test Equipment
Pt 3 — Bowie and Dicl Test Sheets ® Pt 3 — Bowie & Dicl t
Pt 4 — Alte B Pt 4 - Alternative BDT pa
Pt5— Indi m Pi5-B s and 'erwue
for small s packs (US sensitivity).

w ]SO 11140 gt 1 contains specific requirernents
for class 1 & 3 to & indicators, This has
r‘omb]r ed with pis - N 85

Rv
5mgle Lea vessel star)
SO 18
o Classification as per 1SO 2 1 to & not A to D,
@ Section covering JFJ,J,JF;I_[OD cornpletely revised

to align rmore closely with funciion ie equivalency
to biological indicators.

© 3M Health Care 2007
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67-5 now i

1 BODT standards
2 Awaiting publication as FDIS.

Test Equipment for Cl's & Bl's

R vessels) will be
fO ’_1’_58 & 11140 and
ised into a single
S0 18472, overmq test
ification for testing Cl's

_\
LD
I
=

Cl's — Guidance on selection &

Puplished out in revisior.
Gives gu]dame on 11140 part 1t 5
explainir ;

2 in the process eg termperature.

les in the process

ors (Chemical Biological Indicators)

y which mimics the response of 2 BI if used in the
f

| Hes

with acceptable J_,mmmg ronrhrm

2g 1 /‘, for 3 mins.

Explena

h ’i

1 of Integrators

OJOJ cal indicar
1.5 mins

=

stearothzrmoptilus z typically = 10,
1 10 P inactivation level in a B m/mg these
we rized an exposure tirme of 16.5 mins at

, 115015 = 16.5 mins)
o Survivors vvoquI be expected to be seen at 7 log reductions
(10
(721.5=10.5mins )

tor for rnolst neeat:

An explanation of integrators

E‘

© 3M Health Care 2007
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An explanation of ernulators,

ors whichn should show
/rle peararneters nay

n»

k'L‘

An explanation of ernulators

e £
Class 6

9
9
2 a Pass af the stated value 2g 134 C for 3 mins
Ja Fail at sy -1C and sy, — 6% eg 133 C for 2" 50"
T I°e = e o = Ea el ae
[he UK Estates and Facilities Division
o NHS Jists, o Engineering o Guidance
\ - Technology and Stratedic
o New rIJvJsJon within Dorl — _eennoedy 9 otrategic
o CAVIFons Prograrnmes
2 Departrnent of Health Estates and Facilities i 05 . . .
w Design and Costing implernenting policy
Divisior,
o u Strategic Estate o Governance
ole: i
= Role Mgrnit
2 New Health Technical Mermoranda
J Professional R Ies ancd Responsibilities

Estates and Facilities

w?

o Will focus on policy and strategy
o ey personnel:
o e Holrr es — Public rlealth Engineer
2 Infection Coritrol
- JeCOﬂEEWfoIEW]DH
JSpe jalist Ventilatior
J Legionella

2 Med gases.

NEW HTM's

rJ Update over 190 existing

) wWith 2 suite of usable health
efe ernce rlocurrwmr'

ind split into 9 core roo]cs

2 Re Scoped guidance conternt

1 Prioritised role out in accordance with gov policy

© 3M Health Care 2007
3M is a trademark of the 3M Company.

11



New FTMs

u Nine core docurnerits
43 00— Core
201 -D
402 =1

1 03 — Veritilat

04 — Water

1 05 — Fire

1 08 — Electrical

2 07 — Environrernt
1 08 — Specialis

i Principals

ﬂ‘»
—
w2

HTM 00 — Policy ar

1.1
2. Overview of all htrns
3. Statutory requirements
4. Professional & technical support
5. Operational policy / user involvernerit
6. Ermergency preparadness

Staff training, systerns, maintenance
8. J,r irnisation of engineerad systerns
9. Design and access availability

HTM 01-01 Decorntarnination
of Reusanle Medical Davices
o Part A Myrnt &

Environs
o Managernent

lidzaition and Verification

2 Decontarninatior jtearn supply
Va ernernt s Operational Mymt

1 Buildings ancd 1 Washer Disinfectors
Environrment 8 Desi he

r Supply
s Operational Myt

FTMO101

o Consolidates previous docurnents into
one

o™ /OlO, 2030, 2031

o BN 1

o Mocdle] Engm ering Specs, 14,15, 30 eic

o Other guidance docs

Responsibility Structure

Designated Person

Appointed Senior Exec at Board level
with responsibility for service

AP(D)

Trust employed qualified
technical engineer

CP(D)

Craftsperson for testing and
maintenance

HTM 01-01 — Current Status
Dec08f

HTIVIOO will be published Decernber
HTMOLO1-A — reviewed and armencded
Planned for publication before end Var 07
HTVIOLO1-B — cornrnent period just finished
Planned for publication end Mar 07

[ o N )

t concern regarding cortent of

© 3M Health Care 2007
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TrHE END

ANY QUESTIONS ?
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