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Validation is the process of checking if something
satisfies a certain criteria
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EN ISO 15883 part 1,2 & 5 for
Washer Disinfectors

EN ISO 285 for Steam Sterilizers

EN ISO 17665 part 1 for

Sterilization of health care products
Moist heat

EN ISO 14937 for
Low temperature Sterilizers
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EN ISO 15883 Washer Disinfectors

Part 1 General requirements, terms,
definitions and tests

Part 2 Requirements and tests for washer-
disinfectors employing thermal
disinfection for surgical instruments,
anaesthetic equipment, bowls,
dishes,receivers, utensils, glassware,
etc.

Part 5 Test soils and methods for
demonstrating cleaning efficacy



Type One, Single chamber

Type Two, Multi chamber

Types of load to be processed
Instruments, containers, lumen devices, MIS.

Loading carriages for types of loads
Loading equipment Automatic / Manual
Independent monitoring system

Tests required during commissioning / PQ test



Table A1 — Summary of test programmes for WDs

Briaf description Requirements Test Type Waorks Operational Performance Routine
of test subclause subelause test test gualification qualification test
1 Cleaning efficacy
1.1 Charnber 4.2.11 6.10.2 X B x =] B
12 Load camer 5.1.10 6.10.2 x B x =] B
1.3 Load 4.2.11 6.10.2 x B x = X
6.10.3 B B B X XD
{wisual)
6.10.3 o X 2
(&mnex C)
2 Themmometric
2.1 Thermal disinfecticn
—  Charnber walls 4312, 4.83 x X ] X o
2.3.1.3,
4.3.3.2 and
5B.2
—  Load carrier 2311, 2.8.2 X X x = 2
4313
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EN ISO 285 for Steam Sterilizers

EN ISO 17665 part 1 for
Sterilization of health care products Moist heat



Chamber size

Single ended or double ended, left or right door"
Cycles 134°121° 115° Extended drying. etc
Loading carriages for types of loads

Loading equipment Automatic / Manual
Independent monitoring system

Tests required during commissioning / PQ test
Metal load dryness test, etc



Tables E.1 — Suggected tecks

Tiesst reguiremenis Tiesst Insixlbabon Cpeaiomnal
yozording fo yorording o Cuaticalen Cuaoalon

Ealety Tesis and checks Cee Clause 11 o . -

Elmam qualty i=sis

- Nom-mondensable gases 1232 1 X X

- DrsTiess vakue 1233 a2 X X

- Superheat 1234 £z 3 X X

- Conlarirans se= Table E2 . X X

Tremomeinc ests

- Small icad 8312 1e.1 - b

- Fall koead 2313 162 - P

Wicrooloiogical =5l rubber | 3.2 15 - X

k.

Soa e and Cick best 232 17 - xx

A |eagyoe fow rake 233 1& - XX

Alr delecior

- Emall kxad 3342 182 - xXx

- Faill boead 8334873 15.3 - b

- Furcior 3244 152 - xXx




Tabls E.1 (continu=mg)

Tesd Rezuiremenks Tk Imsia lsdon Cpsraticra
socording b socording o cusfncaton Cuslfcaion
Load dnress el l
-&mall kcad, Eties 241 201 x
- Full lo=d, bexdies g4 203 xx
- Mizial g4z 20 x
Cramesmmic pressure jast h 23 x

XX feohr which are suggeEssd

X =gt which may b= oonsiderad
- fegis which resd nok be perfoereed dunng K2 srdaor OO

"-:-|:"r||:-|=|"|-:= srioud o= ie=wisd in acmordance wih scinoslstged analyicsl melhod s
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User requirements PQ Tests

N 4/

Functional requirements ‘ ’ OQ Tests

IQ Tests

Specification







Periodic Testing



Daily

Weekly

Quarterly

Annually



Daily
15883-1-Washers 6.10.3
EN 285 Sterilizers No specified tests.

Tests listed in paragraphs 15-23 may be used in
periodic testing

DD CEN ISO/TS 17665-2-2009
Sterilization of health care products-Moist heat

Bowie and Dick test- EN 285 8.3.2 17



Weekly
15883-1-Washers No specified tests.
EN 285 Sterilizers No specified tests.

Tests listed in paragraphs 15-23 may be used in
periodic testing

DD CEN ISO/TS 17665-2-2009
Sterilization of health care products-Moist heat

Air detector function test



Quarterly
15883-1-Washers

6.10.2 Cleaning efficacy test 1

6.8.2 Load temperature test.

6.8.4 Temperature tests on tanks/chambers

6.8.3 Chamber wall temperature test

6.3.1 Cycle start interlock

6.3.4 Cycle complete door interlocks

6.3.3 Door interlocks on double-ended WDs

6.9.1 Chemical dispensed volume

6.9.2 Indication of insufficient process chemical for a cycle
6.6.1 Verification of calibration



Quarterly
EN 285 Sterilizers No specified tests.

Tests listed in paragraphs 15-23 may be used in periodic
Testing

DD CEN ISO/TS 17665-2-2009
Sterilization of health care products-Moist heat

Air leakage flow rate EN285 8.3.3 18

Thermometric test small load EN285 8.3.4.2 19.2



Annually

EN 285 Sterilizers No specified tests.
Tests listed in paragraphs 15-23 may be used in periodic
Testing

DD CEN ISO/TS 17665-2-2009
Sterilization of health care products-Moist heat

Steam quality

Full load Thermometric test
Hollow load

Air detector full and small load
Product test



Annual Validation

Quarterly Tests

Commissioning
Validation
Data

Weekly Test




Section 13.4 of the Code of Practice section 3 lists:-

Periodic testing for washer disinfectors as listed in
the HTM2030 table 5b page 45

Washer disinfectors Dally tests

1. Automatic control test
2. Check spray arm rotation for free movement
3. Check spray nozzles for blockage

4. Remove and clean strainers and filters




Washer disinfectors Weekly tests —

1. Weekly safety checks
2. Carry out Daily tests
3. Water hardness

4. Water conductivity

5. Cleaning efficacy test by residual soil detection



Washer disinfectors Quarterly tests

1. Weekly safety checks

2. Automatic control test

3. Verification of calibration of WD instruments
4. Thermometric test for thermal disinfection

5. Cleaning efficacy test



Section 19.4 of the Code of Practice lists:-

Periodic testing sterilizers as listed in the HTM2010
table 4 page 45

Sterilizers Dally test —

Bowie-Dick test for steam penetration




Sterilizers Weekly tests —

1. Weekly safety checks

2. Vacuum leak test

3. Air detector function test
4. Automatic control test

5. Bowie-Dick test for steam penetration



Sterilizers Quarterly tests

1. Safety checks

N

. Vacuum leak test

3. Vacuum leak test

© ® N o v A

(temperature and pressure sensors connected)

. Automatic control test

Verification of calibration of sterilizer instruments

. Thermometric test for a small load
. Vacuum leak test (sensors removed)

Air detector function test
Bowie-Dick test for steam penetration




UK Guidance Documents

HBN13 Sterile Service Departments.
HTM 2010 Sterilizers.
HTM 2030 Washer Disinfectors.

HTM 2031 Steam for sterilization.




Service Level Agreements



Frequency of the visits

Day and time of testing

List all the tests to be carried out

Action to be taken in the event of a failure

If maintenance is to be included a schedule of tasks
If parts are to be included list of parts to be replaced

Respons time to breakdowns









