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Objectives:

At the end of the session, participants will be able to...

J Understand what is validation
J Know the ways of validation the sterilization equipment.



Validation

A process that consists of systematically carrying out
the process in a specific manner in order to improve
by planning.

Usually applies to equipment or procedures used for
reprocessing medical devices.

Establish temporary programmes and checklists,
validation protocols with criteria for
acceptance/rejection, resource needs and risk
analysis.
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Validation should consist of the following:

Installation Qualification (1Q)
Operational Qualification (0Q)
Performance Qualification (PQ)
Documentation
Microbiological Performance Qualification
(MPQ)

6. Validation report and certificates
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Installation
Qualification (IQ)

A process of obtaining
and documenting
evidence that
equipment has been
provided and installed
in accordance with its
specification.




Steps of 1Q:

1. Verify correct installation of connections
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Technical Data Sheet
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Diata for the dimensioning of the sanitary and electrical instalations on site
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Steps of 1Q:

2. Verify the correct operation of the equipment’s different
security functions, according to standards.

DATE - 06/02/09 SIGNALS

PROCESS START - 12:34:56 A3 CHAMBERPRESSURE

STERILIZER NAME - 120074 Al27 S CHAMBER PRESSUR

STERILIZER NUMBER: 1 AIOO VP

CYCLE COUNTER =200 Al24___ SCHAMBERTEMP
01 JACKET TEMP D

PARAMETERS

STERIL TEMP 121.0 C

STERIL TIME 00:20:00
POST VACUUM TIME 00:05:00

PROGRAM: P1POROUS LOAD

PROGTIME AI03 AI27 AI00 AIO1
START

00:00:00 1.008 1.007 45.0 45.1 118.9
00:00:10 1.011 1.010 45.1 45.1 118.5
00:00:20 1.016 1.015 45.2 45.2 118.2

PREVACUUM
00:00:20 1.016 1.015 45.2 45.2 118.2
00:00:30



Steps of 1Q:

3. Confirm that the machine is equipped with technical
documentation.

Installation plans
Technical/Operational User Manual




Operational
Qualification (PQ)

A process of obtaining and >
documenting evidence that
the installed equipment -}
operates within
predetermined limits when
used accordance with its
operational procedures.




Aim:

1. To verify that the sterilizer’s different measurement
and control element function correctly and within
the ranges specified by the manufacturer.

2. To verify that the temperature distribution in the

chamber is uniform and within the parameters
designated by the country standards.
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Steps of OQ on Pre-Vacuum Steam Sterilizer:

1. Calibration of the regulation and control elements




Steps of OQ on Pre-Vacuum Steam Sterilizer:

2. Carry out a cycle with the vacuum test.




Steps of OQ on Pre-Vacuum Steam Sterilizer:

3. Carry out a cycle with the Bowie-Dick Test




Steps of OQ on Pre-Vacuum Steam Sterilizer:

4. Implement three thermometric tests in an empty
chamber in order to obtain the temperature profile at all
points of the chamber

P81544 MultiChannel
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Performance
Qualification (PQ)

A process of obtaining and
documenting evidence that the
equipment as installed and
operated is in accordance with
operational procedures
consistently performs in
accordance with predetermined
criteria and thereby yields a
product meeting its
specification.




Tests must include:

1. Reference load that corresponds to the routine

load.
2. Packaging systems that corresponds to the

routine packaging system.
3. Load configuration specified and known to be

the most difficult to sterilize- worst case.
4. Volume and weight.



Qualification Responsible Person

1. Installer Qualification The installer

The installer/

2. Operational Qualification User/Operator

3. Performance Qualification = User/Operator



FISPM...

Fil-Internat rocessing Management Inc.
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Thank you!




