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AS/NZS 4187:2014 Section 7: Validation

7.4 PERFORMANCE ”

QUALIFICATION _ 7.5.2.(i)

| T W — ,
- Stage of validation: '+ Performed using RMDs of each type of |
— Exposes the products as specified to ‘ product families, if applicable heat
the sterilization process . penetration studies for each type of
— Demonstrates equipment consistently | joad.

operates in accordance with ! Further: Successful PQ = can be
predetermined criteria extrapolated to other loads that that

~ Yields a product that is sterile and . | are covered by the reference load.
meels specified requirements
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AS/NZS 4187:2014 Section 7: Validation

i 7.4.5 STER!LIZING PROCESSES

1 ’

* Demonstrate the attainment of the
required sterilizing conditions ON
and THROUGHOUT a reusable
medical device (RMD) within the an RMD shall be established

specified sterilizer load. and added to the sterilization

— Physical performance qualification holding time (refer to table
— Microbial performance qualification 6.2).

« For PQ of a moist heat
sterilizing process the |
penetration time to all parts of
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AS/NZS 4187:2014- Relevant Parts

Table 6.2 | PQ for a .moist heat must
) include:

TARLE 6.2 Establishment of the heat penetration |
COMMON HOLDING TIMES

time using the most difficult to
s CATURATED STEAM sterilize RMD or RMD Set. Penetration
time must be added to the holding
PR el el T time of the defined temperature.
126

—= e e — Demonstration of microbial lethality

| 34 of the process strategically positioned
NOTIL The cormect correlation between Lemmge ralure -:: on most d”ﬂcu't to penetmte
PEessure M BrOsiaary o sosure e premnoe of asturat

slemmm, For pressare e ilsticeships, sem Vigure 6.

Temperature

Haldiog time
0('
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1ISO 17665 - 3

TABLE | — GENERA LATTRIBUTES | STRUCTURE ExAMTLE

ATTRIBUTE CODE BOLID. HOLL O ROWLE/ JUG/TRAY, CIISEL
DESIGN B L PIN A BOX IOmNTD SCISOORS  PORCT TS
LSy LAF S RATIL SUCTI OGS

WEIGHT b POROUS FILTTRY

TUNING O VING PANRTS FOWER TOOL HOSE/ ENT
MATE RIAL c TORTOUS PATHO DRILL/TSONTAL AND PO

STERILE BARRIER SYSTEM d | LULSLN SORROUNDED - CANNULATED SCREW DRIVER, |

[ LARGE MASS ONTURATOR, RACIET HANTOE

- | OTHER : PFRE FTLLED SYRINGE

—

TABLE 3. MATERIALS ; TABLE 4 - WEIGHT

CODE EXAMPLE | WEIGHT GRAMS CODE
(B) | (C)
1 /COFFLR BASED LESS THAN 50 1
ALLOYS/OTHER METAL
COMEBINATIONS 50-409

GLASS/TYC/PLYCARBOSATE | |
[SILICON - | 2000 AND GREATER

- OOUSLE WRAPFED IN POLCHDOURLE
500 - 1999 3 WRAPFED CONTEAER TRAY
q

COMENATION OF 2 OR MDRE SYSTEMS)
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ISO 17665 - PRODUCT FAMILIES IDENTIFIED

PRODUCT FAMILIES Equipment.4 X Steam Steriizers

ProductFamiy1 | 4C 5 Minutes
B | C ProductFamiy2 | 134C 10 Mimutes

 ProductFamily3 | 134C 18 Minotes
Product Familyd | 121C 20 Minutes

ATTRIBUTE

18TH WORLD STERILIZATION CONGRESS

BONN | GERMANY | OCTOBER, 4-7, 2017



AS/NZS 4187:2014 - PQ
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GEN 2 Universal Patella Tray

PFNA Lock and Removal Tray |
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Reference Load 1/Product Family 1
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Penetration time graphical data - PF 1

.......................................

18TH WORLD STERILIZATION CONGRESS

-------------------

BONN | GERMANY | OCTOBER, 4-7, 2017




Reference Load 2/Product Family 2
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Synthes Cannulated Screw
Driver

Osteo - Clage cable System

1B8TH WORLD STERILIZATION CONGRESS BONN | GERMANY | OCTOBER, 4~7, 2017




Penetration time graphical data - PF2
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PRODUCT FAMILY 3

LARS ACL Tray

LARS ATVS 3.5
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Reference load 3/Product family 3
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Penetration time graphical data - PF3
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PRODUCT FAMILY 4

GEN 2 Universal Patella Tray

Biotronik Pacemaker Lead
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Reference load 4/Product family 4

. | s Lo Ty 12172 Lot Vot Rpo u,

= Frogr o= '—'w'jc——;r e S

St

B ) Fraprem e “Mmvee ¥
v RO
)

C i
£ - o
sisa)y
|
YAar Iy pfa- |‘.\‘—,,_‘»:‘
.
'

CT I
F'—.r" e oy PILA)S
*Coie 18412 N - -

Felta )

-

- » - Y - -

' 3 l—-l(rs-rh-—-«-.,—-{r—,—_—..,.a'.w--
o..)*—-.lmlv" ‘

—4--.4.-:-*'!.--—.'——~ 3
—— ey '
- -

e -

» 1

-

-
‘ 2 : | nd - o
' - - e RRS——
b=ae ‘ 4 muay l AT T 10l
r B | -
, : . i
L L P G B e S Mdprtbae— > .
gt - ! ang e ] -y Fambe - 4 &y

I‘&Jl~ —

‘u;c-.. Pag—
Prevac 3 Lew Temp 1217 Isstrossests Loasd Lyyesn

+" )
Mlevi=es 8] - Oy 5= 218417 ‘ e
16420 Lowd CoPgraton

To2al Mavicwss Vaesd stad Losd Y gt 12 A%y “i bex \ ‘
14

|

* )

)

4

18TH WORLD STERILIZATION CONGRESS BONN | GERMANY | OCTOBER, 4-7, 2017



Penetration time graphical data - PF4
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IN CONCLUSION

P —

Compllance to standards IS necessary to |
maintain product realization. In this case,
RMDs must be reprocessed according to its
specific requirements of exposure to
predetermined values necessary to attain
lethality and meet minimum sterility
assurance level.
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