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What will we discuss today ?

1. Review of the ISO 14937 standard.
Defining compliance to ISO 14937 ?

2. The importance of validation in gas plasma sterilizers
according to ISO 14937

3. Routine Monitoring and control for low temperature sterilizers.
What can be used?

4. Parametric release of the loads in Europe. Why and How ?




Section 1 - ISO 14937 review

Introduction

In the 90’s, we started to see coming on the market a new
generation of low temperature sterilizers.

This was driven by the fact that we had more and more
« high tech » instruments to be reprocessed.

While there were specific standards for steam, ETO and FO
sterilizers, there was no standard for this new generation of
sterilizers.

For this reason, the ISO committee decided to release one
standard which is not specific to one technology.




Section 1 - ISO 14937 review

Definition

Sterilization of healthcare products

General requirements for characterization of a
sterilizing agent and the development, validation anad

routine control of a sterilization process for medical
devices.

The ISO 14937 is a generic standard about the requirements to

achieve the sterility of medical devices based on a quality
management system.

It doesn’t give details about what parameter to measure and
how to proceed like other standard for steam for example.




Section 1 - ISO 14937 review (cont.)

Objectives

sldentify requirements for sterilization processes
without a specific standard

*Provide common understanding between
manufacturers, regulators and users

*Outline responsibilities of manufacturers of
sterilizing equipment, device manufacturers and
users

*Provide a framework for revision of existing
sterilization standards

sHarmonize terminology

Note : The ISO committee is in discussion regarding a
standard for the validation of sterilizers using Vapour Hydrogen
Peroxide.




Section 1 - ISO 14937 review (cont.)

Like any ISO standard, the ISO 14937 is a voluntary standard.

ISO 14937 refers to other harmonized standards.

ISO 13485:2016
Medical devices -- Quality management systems -- Requirements for regulatory purposes

ISO 13488:2001
Quality systems -- Medical devices -- Particular requirements for the application of ISO 9002

EN 61010-1:2001
Safety requirements for electrical equipment for measurement, control and laboratory use.



http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=36786

Section 1 - ISO 14937 review (cont.)

ISO 10012:2003
Measurement management systems -- Requirements for measurement processes and measuring
equipment -- Part 1: Metrological confirmation system for measuring equipment

ISO 10993-1:2003
Biological evaluation of medical devices -- Part 1: Evaluation and testing

ISO 10993-17:2002
Biological evaluation of medical devices -- Part 17: Establishment of allowable limits for leachable
substances

ISO 11737-2:1998
Sterilization of medical devices -- Microbiological methods -- Part 2: Tests of sterility performed in the
validation of a sterilization process

1ISO 11138-1:2006
Sterilization of health care products -- Biological indicators -- Part 1: General requirements

SO 11140-1:2005
Sterilization of health care products -- Chemical indicators -- Part 1: General requirements

ISO 11737-1:2006

Sterilization of medical devices -- Microbiological methods -- Part 1. Determination of a population of

microorganisms on products



http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=33956
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=35046
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=38711
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=37875
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=23955
http://www.iso.org/iso/iso_catalogue/catalogue_tc/catalogue_detail.htm?csnumber=23267

Section 1 - ISO 14937 review (cont.)

Compliance to this standard is a process.

This process involves

a) the manufacturer of the sterilizer,
b) the manufacturer of the medical devices to be sterilized and
c) the health care facility (user).

Too many times we see in the tenders :
« the sterilizer should be compliant to the ISO 14937 »

A model of sterilizer and associated consumables can be
developped and designed according to the ISO 14937,
however, only a specific machine installed and validated
on a specific site will be compliant after different actions
have been completed by the different parties.




Section 1 - ISO 14937 review (cont.)

Compliance is not a one time event.

The compliance of the sterilizer is not limited to the installation and
validation of the machine.

It's a daily process.

As part of the compliance, different procedures should be defined
and applied by the health care facility.

» procedure to release the load.

» procedure for the routine control and monitoring of the sterilization
process.

» procedure to maintain the effectiveness of the sterilization process.

» procedure for the re-qualification of the sterilizer.

= periodic re-qualification or after a major repair.

The healthcare facility needs to take ownership of the process!



Section 1 - ISO 14937 review (cont.)

Compliance and validation of the sterilizer may involve the
validation of other systems associated to the process.

> Biological Indicators (BI) are used for the validation of the
sterilizer, and /or for the release of the load, we have to validate

the incubator for the Bls.

» Sealing of the packaging of the load could have an impact on
the expected result, the heat sealer should be validated as well.




Section 1 - ISO 14937 review (cont.)

Structure and responsibility

/1

B ~N o a ~ w N

. Application field

Normative reprimands
Definitions _
Quality system
Sterilizing agent characterization Under the
__ responsibility of the
Process / equipment characterization manufacturers
Product definition
Process definition -
. Validation R Under the

responsibility of the
— health care facility
with support from

MDMs CASP )




Section 2 - The importance of the validation (cont.)

» As part of the quality assurance, our customers want to have
a guarantee that the process delivered by the sterilizer to the

surgical instruments is effective, documented, safe and
reproducible.

» As part of the quality label from JCI/NIAZ-QMentum

» For this reason, users adhere and comply with IS014937
even if there is no obligation in their country.

» Patient care and safety are the key drivers for this decision.




Section 2 - The importance of the validation (cont.)

Recap of activities Tools to assist

R

. Application field

Normative reprimands

Definitions

Quality system

Sterilizing agent characterization
Process / equipment characterization | ¢ Technical dossier

Product definition

—

Process definition

B ~N o a ~ w N

. Validation

} Validation service
} Printout ticket, BI, IMS, graphs

} Printout ticket, BI, IMS, graphs
} Service contract, re-qualification




Section 2 - Installation Qualification

9.2 Installation qualification

9.21 Eqguipment
3211 Equipmenit to be used in the stenlization process, including any ancillary iterns, shall be specified.
5212 Sterilization equipment shall comply with IEC §1010-2-040.

9213 The ocperating procedures for the equipment shall be specified. These operating procedures shall
imclude, but are not limited to:

a) step-by-step operating instructions:;
b) fauhl conditions, the manner in which they are indicated, and actions o be taken;
c}  instructions for maintenance and calibration;

dj details of contacts for techinical support.

3.2.2 Installation

95221 The lecation in which the eguipment is to be installed, including any services reguired, shall be
specified. Any special precautions and provisions shall be identified (for example, safety eguipment).

5222 Instructions for installation shall be specified and shall include instructions pertinent to the health
and safety of perscnnel.

5223 If applicable, conditicns for the safe storage of the sterlizing agent to ensure that its quality and
composition remain within specification shall be specified.

9224 Frior to 14, the calibration status of all instrumentation (including any test instruments) used for
monitorng, controllimg, in-::li-:.:i'l:*'lg or recordimg shall be confimed (s=e 4.3.3)

9225 It shall be demonstrated that the egquipment, any ancillary fems and storage conditions, as
installed, cperate as intended.




Section 2.1 - Installation Qualification (cont.)

> Information regarding the equipment

e Identification of equipment and control Instrumentation, IMS
(hardware, part nr, ser nr)

e Materials and Test Instruments (thermom., voltmeter, plasma verif
box,...)

e Documentation (techn doss, user guide)

e Personnel and contacts

= Installation Qualification Report




Section 2.1 - Installation Qualification (cont.)

Report

Installation Qualification Section 1-1. Equipment Identification

Saction 1-1. Equipment [demification Manutsctursr's Name

Saction 1-2. Control Intemal IS

Saction 1-3. Materials and Test Instroments Manutscturer's Serisl Humbsr

Saction 14, Docementmion [
Saction 15, Pra-Qualification Histery 2
Saction 1-6. Verification Chack List Utilities Identification

Control report e -

[ vac s eramme

Accessories |dentification

« Completion of dossier —
e Signatures o - ;
* Dates

« Serial nr maching  sesgmmwe . | e

Component Name Part Number Serial Number

M board

FIEEM EyHIEM VENCENn DO

" gmu
Control System Hardware
‘ Pracsurs A (EMOS Mgn)
Component Name Part Number Serial Number P ———

‘coma Enaswe

Prassurs wansdoar (vaparizer)

[rmm————

Prasma ysiem (RF m LFAS genaratr)

R maich (i appiicae) Trermacupe CramoE 2
AC Enconre Trermacaupe Cramo 3
D pawer supply Trermacaugsz Do 1
Vapaiaz Acsy Tremacupe Dox 2

Vagum Conral Vave p———

Vacm Pumg Thermocoups CondensarTuoe
). Pump or Camvery sysEm
Frazsure TransoucE (cnEmOE g

Commans

Praseure Transtuoas (chamber low)

Frassure TransCE (VEPIZE, I Sppecae)
Door Thenmistar

[Perormes 5y [o=
Champar Thermiskr [Reveneasy ED

Vaponzer Themistar (1 3ppcane)
TR e rp—
i recabver [ appicae)

H:0: Matr (1 appecaniz)

‘Control System Software




Section 2.2 - Operational Qualification

MEN-EN-IS0 14037:2009
150 14337:2009(E)

9.3 Operational qualification

931  Prior to OQ, the calibration status of all instrumentation (including any test instrumenis) used for
mionitoring, controlling, indicating, or recording shall be confirmed (see 4.3.3).

932 0Q shall demonstrate that the installed equipment is capable of delivering the specified process
(see 8.11) within defined tolerances.




Section 2.2 - Operational Qualification (cont.)

> Information regarding the process

Instrumentation calibration verified and documented (Include BI incubator)

Functioning test
Alarm Conditions Tested
Equipment running cycles

 Delivering the specified process :

« Within defined tolerances

Preparation to be able to release the load based on parameters
« Pressure, temp, plasma, time
« 3 consecutive cycles

» each type of cycle : each available program
= OQ report completed (ticket STERRAD®, graph IMS,...)




Section 2.2 - Operational Qualification (cont.)

Report

* Each cycle run
during validation
IS documented

*The 4 critical
parameters are
monitored

* Pressure
* Plasma Power
* Time

* Temperature

480
540




Section 2.3 - Performance Qualification

5.3 Operational gualiflicaticn

5331 Prior to OQ, the callrafon stas of all nstrumentation ncluding amy test Instruments) used for
monitorng, contrailing, INdcsEng, or recanding shall be confinmed (see 4.3.3).

532 OO shall demonsiate Mat the Installed equipment s capabie of deliverng the specifled process
{522 8.11) Within defined toierances.

5.4 Performance qualification
941 Calbration activiies (see 4.3.3) shall be compieted for Instuments used In PQ.
542 The manner of presenting the product for sterlilzation, Incuding the ofertation of product, shall be

spectlied.

9.4.3 Produd usad in PO shall be packaged Igemiically to that o be sterized roudnaty.

944 Data shal b= bo gemonsiElE the atainment of e defined phiysical andior chemical
condiions, within iolerances, thmuwghout the sterflzsiion load. Relationshipis) bebaeen the
conditions occuming at poshions used roubinely to monitor the sterlization process and those condlions

oou.mrgﬂ'lu.g'ulﬂ'esleﬁllzaﬂm Ioad shall be estabilshed. This Is achieved by determining the attsinmant
of tha spectfiad condtion{s) at predetemmined posions thmughout the sterltzation load.
545 mmmlmmumaml agent under
mm%mmuﬁ?ﬂ’ummmmmmm ﬁm

of the pARCOmeEs of such mmﬁ]mlmmmmﬂmwmum
slefizaton process, Me Speciied reqUIremsants T sienify ars met The agproaches 10 procsss definiton
desoribed In Annexes B, C of T May 350 be ampioyed I MIcosegical peromancs qualificaton stdies.

945  Elslogeal NGCIios empioyed SUnng microbicioglesl perfonmancs quaiNication shall comply with 5.3,

947 If tests of starlity are pesforTead on product subjected 1o conditions 35 specfied In 2,45, such tests
snall pe perfonmad I ACCOMEnce Wi 150 11737-2

948 Fchemica indcalors are used In PO, they shall comply with 5.4,
945 PCDs are usadIn PO, they shall comply with 5.
.40 mﬂllmmamuzmmmmummmmmmm

mnmmm.lnmmmmwm e procass. Resulis from PO outside
of defined olerances shall be reviewed and comeciive actions: detemmined and insthuted before Initiating a

new seres of SXposLIes.

The series of Tiree successiul shall be mﬂwﬁl_'j‘e findire] outside definad
iplerances «an De airisuled o T nof rejlevant o the eMecivensss of processs Deing valldabed, Such
findings shall be documsanted 35 urrelatsd o pefemance of the: stallization process.

EXAMPLES The finding might b= attrbuted, but mot Imited to, power fallures, oss of services or fallae of extemnial
ONRONNG SquipTEnt.

3.4.11 mmmmmmmemmmmmmmmm
shail be demonstEied a5 Deing below the specified Imits Ideniifed In the healm-oased risk
assessment (see 3.6).

9412 It shall ba confimed hat the product mests s specifiad requirements for sai=ty, quality and
perfommance folowing application of the defined process a the upper inierances of the IOCEES DarameisTs.

MOTE Information gathered In atoordsnos wihi 5.9 can be wsed o mest this requirement

&S0 2000 — Al fghis resareed 13
D dociirmant ks door NER o Boanta " [ Th s b b Lischer Bemden bry MEN bt




Section 2.3 - Performance Qualification (cont.)

Information regarding the reproducable
process with load

Materials :
« Independent Monitoring System
« Validation Kit :

« Challenge Pack
 Biological indicators

« Per program : 3 reduced parameter consecutive cycles
(half cycles)

= Physical and microbiological report
(STERRAD® and IMS, ticket, graph, Paramprint, BI )




Section 2.3 - Performance Qualification (cont.)
Validation load

Bl handling after cycle



BI handling after the cycle.MOV

Section 2.3 - Performance Qualification (cont.)

The validation of the performance should be done in challenging
conditions

- a validation load has been developped

Validation Kit

IN
1

Log Recovery
w

2 Bls in lumens
1_
0 T T
0.0 1.0 2.0 3.0

Hydrogen Peroxide (mg/L)

CycleSure Validation Kit: y = -2.2905x + 6.2189

i i i i y=-3, + 6.
Biological Validation Model: y =-3.0006x + 6.0661 R? = 0.9347

R?=0.9789



Section 2.3 - Performance Qualification (cont.)

Documentation of test and measurements

Edinburgh Royal Infirmary - HSDU - IMS on STERRAD 200 s/n 070874 55
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During the validation the operating conditions of the machine are verified

(1Q), calibration and functionality are verified (OQ), and the capability to
sterilize in challenging conditions is measured and verified (PQ).



Section 2.3 - Performance Qualification (cont.)

PQ cycles printouts

Report

The curves (pressure, temperature, Plasma power) of the different cycles are available in Appendix D.
Standard Cycle 1 Standard Cycle 2 Standard Cycle 3

§1La% SSERRADN 105K nf: JIQLENGHY Stérilisat STERZAD® 10IKC n*: LON11Z0440 ieilint 3

5
g

To check :
e BI’'s
 Printouts

ETERREDG Lo

 Cycles

Jrarilisatice

1 Be oriea gen: 4
i Cperat ]
Neast Chary alam:

Btaat qees et
VALZDATION 370 5 o
HoLe B b pele;
Ly

(2

ir tin cycle

i L5 excle: bt fpa

2erde dooelée

Duree dcpdte

A, coete L

Bat opcle: Reeant

Proeas wming
Proces tersion

Valide par;

Poade callal

Performed by Vanvuchelen Gert Date 29-11-2016

Reviewed By Van Hoorde Vincent Date 29-11-2016




Section 2.3 - Performance Qualification

To check :

BI's
Printouts
Cycles

Final Report

Section 5. Final Report

Review And Approval Of Validation Checklist
IS0 14937 Text STERRAD Sterilization System Compliance Initials
Section Number Summary
9.2 Installation Qualification oK GV
9.3 Operational Qualification oK GV
9.4 Parformance Cualification oK GV
STERRAD” Sterilizer
Serial Number 1042130147
Model Number 100NX
Conforms to ISO 14937 standard
YES [H No [
Check the appropriate bowx.
Note:

The validation of this sterilizer was performed in accordance with the manufacturers instructions and the
general principles of EN IS0 14937, All materials used during the course of this validation were
manufactured by or on behalf of the sterilizer manufacturer, Advanced Sterilization Products. All such
materials have been validared for use with the STERRAD Sterilization process. Any subsequent use of
materials not approved by the manufaciurer, Advanced Seerilization Products, violares the validation of this
sterilizer and may well compromise the sterility of any item thus processed. In all cases of doubt the advice
of the sterilizer manufacurer showld be sought.

Final product and process review approved and signed off by:

Mame and Title :Vanvuchalen Gert / Egui L] Comments ¥/
Technician

Signature :

Date 13-12-2013

MName and ?ﬂfé?ﬁowjefﬁ;mck! Technical Manager FraBeNe | Comments o

Signature

Date 13-12-2013

Mt P | - |
Name and Title: 1 \Q/’(_)-O_.{ '};—C (b""_" Jhmts:

Signature

Q—‘Dam ) ;”4- X /hf

—

(cont.)



Section 3 - Routine Monitoring and control

O

. Application field

2. Normative reprimands
3. Definitions
4. Quality system
5. Sterilizing agent characterization Under the
. L __ responsibility of the
6. Process / equipment characterization manufacturers
7. Product definition
8. Process definition —
9. Validation Under the

responsibility of the
— health care facility
with support from

MDMs CASP )




Section 3 - Routine Monitoring and control

-> Provide evidence through direct measurement that the
process was delivered within the defined tolerances

1/ STERRAD® controller and/or IMS printout

2/ Paramprint tables

3/ Change color chemical indicators
(BI, tape, Tyvek®, strips)

4/ Result of the Biological indicator, if used




Section 3 - Routine Monitoring and control (cont.)

Rapport paramétrique de cycle Standard STERRAD® 100NX™

Btérilisat ETERRAD® 100HX n®:

Humdéro oycloc 448

Pege 1 e 2
. Rapport da oyole param STERRADI(H) 1O00ME
Veraion lagleiel: 10247105232
Tiom &tabliss:
fom cu sarvica: STERILISETION
Id gtariligat:
0N* ssrie
hamero cycle= 448
iy cycles guor: &
rat: g )
Charg &lém: Hbéant
Totes cycle: Néant
gélect cycle: BTRANDARD o
stércilisat IM3
Hr démar cycla: 40172012 152812 24/01/2013 15:=49:12
Hr fin gyole: 24,/01/3013 1&:47:55 24,/01/2012 15=47:55
Duréas Ecoulée Bo:48:43 DO:48:43
Frat cycle: Reoas i
Hom &taps | Faramdtre | Unité Limite alarme | ~ shériliaat | ~ M@
Ens Hanal Mio x Min Mo
Evacuation Pregelon vaparigat Tore h.930 .4 20 E.1ER B.1d1
vaporisak 1 Temp condeansat [ 13.00 37.04 14.5B 15.82 15.10 J&.60
Durfe fkbaps i S =16:4040 5:15 -
Evacuation Fragaion chambra TorT v, 0o o, 1%l 0,139 0,134
chamo 1 Daras atapa bi g 00 20500 O0n:l13 EEE
Transi 1 Temp condensat c 65 . 00 75.04 E3.5E 70.51 71.00 73.30
Durée &bape T =08 00 0%:02 s=sa
Cerl preseion 1 Pregelon chambre Torr 3.8900 25,04 1%.2R 19.19
Alre H2D3 =gl =747, 00 5183 R
Taux conasbank liaec £ 0,02 0.002 Sme-
Flagma 1 Fregsion chambra TOET . 200 a. 0 D.4an02 .51% b.4n& i.510
Puigs fournia Watte 450.0 5&0 .0 4895 .0 a499.40 4491.0 5Ll&.0
Temps ploma mE 35 =0T 30 a7:30 ----
fyvacuarion Pregalon vaporisat TOrY 5.830 & . 420 G.144d &.117
vAporigat 2 Temp condengat c 13.00 17 . 00 34.49 35.B6 i5.00 Is.&0
Duras Stapa e 88 <1000 05:16 LR




Section 3 - Routine Monitoring and control (cont.)

St&Erilismat STERRA

DR 100MX n®:

Huméro cycle 448

Faqge 2 De ]
Evacuation Eroggics chambro Iore D.0po 0.Ll50 | 0.13g 0,147
2 Durdpe éakapo Tm: 58 <0500 ao.12
Trangf 2 Tenp coodanzak I B85, 00 75,00 EB.ES 71.02 TO.80 T3.00
Dureées &baps -85 =0&:00 0%:03 ----
Ctrl presgion I |Freamicn chambra lTore .0 25 .80 20,55 i0.4%
fire HIO02D Tg=a/ 1 =747 .00 4063 L
Taux congtant l/aez = 0,02 0,003 ----
Flasra 23 Eresgios chambre Iorr D200 0.&00 0.40%F 0.51% 0. 393 0,510
Fuise fournie WAEES 450.0 550,140 496 .0 499 .q 478.0 515.4
Terps plema T G F0T A0 0730 raas
Cyole Tenp chambre o 47. 00 56,00 49,88 51440 49,70 51.580
de gtérilisation: |Tenp pocke I 47. 00 58 .04 49,84 51.09 49 .20 50.440
Tenp vaporisat [ RO, DO BO . Q0 T3.2% T d4 T1.30 T7.30

Froces teminé

Walidé parc: Eg
Mumdso lot casset
Poalt cellule & 7T

be: O011E082




Section 3 - Routine Monitoring and control (cont.)

Version logiciel: 1024710342 Stérilisat STEREAD® 100MX n°: 1042070045 Page 1Ds 2
Total cycles mach: 103 Nom établiss: CHU TOURS - BRET. Charg &lém: Paramétres IM5 Ok
1 cyele quot: 1 Nom du service: STERILISATION Néant Tenp chambre
stérilisat Ms 1d stérilisat: Temp ports 0K
Hr démar cycle:  18/07/2011,09:41:38  18/07/2011,09:41:3Rum sér: 1042070045 Temp condensat
Hr fin eyele: 18/07/2011,10:05:59  18/07/2011,10:05: 5981ect cyels: Express Temp vaporisar
Durée écoulée 00:24:21 00:24:21 Opérat: derouet Puiss plasma
Brat cycle: Béussi
Notes cycle: NEant
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Section 4 - Product release from sterilization

O

. Application field

g N o a A w N

Normative reprimands

Definitions

Quality system

Sterilizing agent characterization Under the

. L __ responsibility of the
Process / equipment characterization manufacturers
Product definition
Process definition —
Validation Under the

responsibility of the
— health care facility
with support from

MDMs CASP )




Section 4 - Product release from sterilization

11.2 Parametric release shall only be used if all process parameters
are specified, controlled and directly monitored. Records of process
parameters shall be retained (ISO 14937 §11.2 pg 14).

11.3 If biological indicators or chemical indicators are used to monitor
the sterilization (ISO 14937 §11.3 pg 14). The results from
exposure to these indicators shall be included within the criteria for
product release from sterilization.




Section 4 - Product release from sterilization
(cont.)
Factors relating to parametric release:

> A major requirement in the CSSD department is ‘time’ and speed of
reprocessing.

» A CSSD has to continually deal with budget cuts and constraints, yet
still have the demands to reprocess delicate, sensitive and expensive
iInstruments

» It is not common to have a plentiful supply of these types of
instrument sets

For these 3 reasons, in Europe, many health care
facilities decided to release the instruments
based on the parameters of the cycle without
waiting for the result of a Biological Indicator
(parametric release).




Section 4 - Product release from sterilization

(cont.)

The parametric release can be done only after the CSSD
facilities has an extensive experience with the process, and
through a direct measurement and evaluation of the
parameters of the process.

. ) 5, To understand and interpret the
SR RS s B e parameters of the sterilization
T e S process a training is required.

The person who releases the
T IR load should be confident in the
_— e technology and should trust the
system.

For these customers who do a parametric release, complying to
the 1ISO14937 and doing re-qualification of their process every

year is a good practice to guarantee their sterilizer is performing
correctly.




Section 4 - Product release from sterilization
(cont.)

Chemical indicator
Biological indicator

Via Independent Monitor :

« Measurement of all parameters via paramprint, based on the
defined tolerances (paramprint)




Summary

Review about the
ISO 14937

The
importance of
the validation

Routine
monitoring
and control

The
parametric
release

eThe ISO 14937 is a voluntary standard

eIt is used for the compliance of the gas plasma sterilizers in absence of any specific
standard

eThe compliance is a process involving different parties

eThe health care facility is responsible for the validation, the routine control and
monitoring, the product release, and to maintain the effectiveness of the process

eThe validation of a gas plasma sterilizer according to the ISO 14937 is part of the
Quality Assurance of the CSSD and can be documented to accreditation

eEach cycle has the Printout ticket, BI, IMS and or graphs

eTo limit the inventory of sensitive instruments, many European users do a
parametric release.

eThe parametric release requests experience with the sterilization process and an
evaluation of the measured parameters of each cycle



END

Thank you for your
attention

Please refer always to the Instructions for Use /
Package Insert that come with the device for the most
current and complete instructions.

ASP17-002
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