
Method ANSI/A AMI/ISO 11137  
Method 1 

ANSI/A AMI/ISO 11137  
VDmax25 

Find Sub-lethal (Verification) Dose Use Table 5 to find sub-lethal dose 
(SAL 10-2) 

Use Table 9 to find sub-lethal dose 
(SAL 10-1) 

Sub-lethal (Verification) Dose 
Irradiation 

Irradiation 100 product units at sub-lethal 
dose (+/- 10%) 

Irradiation 10 product units at sub-lethal 
dose (+/- 10%) 

Sterility Test Sterility test irradiated products Sterility test irradiated products 

Passing Criteria Two or fewer positives out of 100 One or zero positives out of 10 

Identify Minimum Sterilization Dose Find appropriate minimum sterilization 
dose for desired SAL (10-6/10-3) in 
Table 5 

Validate for minimum sterilization dose of 
25 kGy 

Routine Irradiations Begin routine irradiations at sterilization 
dose 

Begin routine irradiations at 25 kGy 

Are there other options for dose setting besides VDmax25 and 
Method 1? 

Yes.  Contained in 11137-2 and TIR 33 are additional methods 
including Method 2 (incremental dosing) and VD max for selected 
doses of 15-35 kGy ( in 2.5 kGy increments).  Each method has 
specific limitations and requirements that must be fully 
investigated before selection. 

Definitions: 

Bioburden: Population of viable microorganisms on a product. In 
the context of irradiation sterilization, bioburden is determined 
immediately prior to sterilization. The unit of measurement is 
CFU: Colony Forming Unit. 

Sterility Test: Test to determine if viable microorganisms are 
present on a product and/or package. 

Sterility Assurance Level (SAL): Probability of a viable 
microorganism being present on a product unit after sterilization. 
Normally expressed as 10-n, the SAL at a particular sterilization 
dose estimates the likelihood of one positive sterility test out of a 
total of 10n sterility tests. 

Recovery Efficiency: Measure of the ability of a specified 
technique to remove microorganisms from product. 

Bacteriostasis/Fungistasis Testing (B&F): Test performed with 
selected microorganisms to demonstrate the presence of 
substances that inhibit the multiplication of these 
microorganisms. This must be retested if any changes are made 
to the product. It is recommended that even without changes that 
the test be repeated every 1-3 years to account for any changes 
in raw materials or suppliers. The number of samples required for 
this testing should be confirmed with the laboratory performing 
the testing (usually 3-6). 

References: 

1. ANSI/AAMI/ISO 11137:1 2006.  Sterilization of health care 
products-Radiation-Part 1: Requirements for the 
development, validation and routine control of a sterilization 
process for medical devices 

2. ANSI/AAMI/ISO 11137-2:2006. Sterilization of health care 
products-Radiation-Part 2: Establishing the sterilization dose 

3. ANSI/AAMI/ISO 11137-3:2006. Sterilization of health care 
products-Radiation-Part 3: Guidance on dosimetric aspects 

4. AAMI TIR 33:2005. Sterilization of health care products-
Radiation-Substantiation of a selected sterilization dose-
Method VDmax 

5. AAMI/ANSI/ISO 11737-1: 2006. Sterilization of Medical 
devices-Microbiological methods-Part 1: Estimation of the 
population of microorganisms on product 

6. AAMI/ANSI/ISO 11737-2:1998. Sterilization of Medical 
Devices-Microbiological Methods-Part 2: Tests of Sterility 
Performed in the Validation of a Sterilization Process 
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