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Table 1—Material compatibility table, given a single processing

Key: (e#)=poor; (ee) =fair, (eee)=good; (e eee)=excellent; (U)=unknown

Hydrogen
Material Radiation EO Moist heat Dry heat peroxide Ozone
Thermoplastics
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AAMI TIR76 Calculation Tool

c11 Screenshot of the header and the Calculation Inputs - Part 1 Panel.

AAMI TIR76 Calculation Tool (CT) for Method VD pax>P-° Values v2.0

Welcome!

TIR76 extends the Method VD,,,, approach to sterilization dose substantiation by determining

verification doses for SAL values of 10, 10°%, 10! and 10~ and also allowing the use of 10, 30, or 90
product items in the verification dose experiment

This tool, for a set of input values (average bioburden, SAL, SIP, sterilization dose to be substantiated,
and number of product items to be irradiated in the verification dose experiment), calculates the

appropriate VD,,,,,>" > verification dose and dose augmentation values.

Calculation Inputs - Part 1 :FE;'_; FE) Wy
A: Calculation Identifier (Optional): ' i %_%E/ (\\J 9:

B: Multiple or Single Production Batch Sterilization Dose Substantiation?

C17: SIP = 1.0 Average Bioburden (Batch 1) “ “ —_
€2 SIP = 1.0 Average Bioburden (Batch 2) Ilzi,:j} \/]/ 7I-} \_T >

C3: SIP = 1,0 Average Bioburden (Batch 3)

D: Sterility Assurance Level (SAL) 1 0_6’\’ 1 O_3TE*R

Calculate Average Bioburden & Reference Minimum Irradiation Dose

@ BI-APY2




AAMI TIR76 Calculation Tool

C1.2 Screenshot of the Calculation Outputs - Part 1 Panel.

Calculation Outputs - Part 1

O1: S5IP = 1.0 Average Bioburden
02: VD> = Calculation Bioburden Value

03: Reference Minimum Irradiation Dose (kGy)

C.1.3 Screenshot of the Calculation Inputs - Part 2 Panel and headeri/footer.

Show Annex D Table for Selected SAL

Calculation Inputs - Part 2
E Sterilzation Dose Selocted for Substantiation (kGy) i 25 : MR EIEIR

SIPZ A7]

F. SIP of Product to Be Iradiated

G: Number of Product tems for Irradiation 10 $iw RO EROIRIREL
7 I1EIR O] e
Caiculate VD, 502 Output Values 10 or 30 or 90
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AAMI TIR76 Calculation Tool

C14 Screenshot of the Calculation Outputs - Part 2 Panel and footer.

Calculation Outputs - Part 2
04: SIP = 1.0 Verification Dose (kGy) for the Sterilization Dose Selected

A=
for Substantiation *ﬁﬂil‘f‘i% E—H:HE
O5: SIP < 1.0 Verification Dose (kGy) for the Sterilization Dose Selected NA -SIP =1.0

for Substantiation Input

06: D A tation Value (kGy) 33 %J?E%EH%@
: Dose Augmentation Value (kGy ;

—— e W= (ISee e

Saturday,
October 27, 2018

Date of Calculation

Calculation Performed By:

Calculation Reviewed / Approved By:

Reenter Part 1 Reenter Part 2 Reset
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5= (kg) 3.60
HEEE (g/co) 0.067
=2E (g/cc) 0.031
BRHRE 151
FEIEER 28
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