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DISCUSSION OF THE VALIDATION STUDY (1)

Results of these studies confirmed that Assurance GDS MPX ID for Top STEC is inclusive and specific for Top 6 STEC. In the internal method comparison study, MPX
ID and the reference culture methods are statistically not different for the detection of Top 6 STEC in raw beef trim, raw ground beef and raw spinach and on
stainless steel surfaces. POD statistical analyses of the samples indicated that for all foods analyzed, there was no statistical difference between the MPX ID
presumptive compared to the MPX ID confirmed.

The external method comparison study yielded similar results for raw ground beef and on stainless steel surfaces. In this study, we observed 100% inclusivity among
the 50 Top 6 STEC and 100% exclusivity for the 30 non-Top 6 STEC organisms analyzed. These results demonstrate that MPX ID is an effective method for the
detection of Top 6 STEC in raw beef trim, raw ground beef and raw spinach and on stainless steel surface.

The GDS MPX ID for Top STEC also may be used to confirm the presence of a Top STEC organism from an isolated colony. Fifty different Top 6 STEC organisms
were plated onto isolation agars and a non-selective plating agar. From all the agars tested, the MPX ID was able to properly identify all 50 Top 6 STEC organisms.
All non-target organisms were properly determined not to be a Top STEC. The Independent Laboratory study yielded similar results, except for two Top 6 STEC
organisms which were not properly identified from L-EMB agar only, although these two strains were successfully identified on the other four agars and in the
Method Developer study. These results demonstrate MPX ID can be used as a confirmation procedure for Top 6 STEC isolates from plating agar.

Finally, the PickPen device was compared to the OctoMACS separator for IMS isolation of Top 6 STEC from enriched samples. Across all samples, the PickPen and
OctoMACS were able to IMS isolate all of the presumptive STEC organisms from the samples, except for one sample for E. coli 026, in which the OctoMACS did not
isolate the organism while it was confirmed positive by the PickPen.

The OctoMACS procedure also requires an additional acid-treatment of the IMS isolation beads and re-plating of the sample on Rainbow agar, a procedure which
is not required for PickPen. These data demonstrate that the PickPen procedure is equivalent to the OctoMACS procedure and the acid treatment protocol for
isolation of Top 7 STEC. These findings are in agreement with a previous study that found the PickPen method to be advantageous for the isolation of E. coli
0157:H7 from cattle hide and fecal samples (7). The PickPen device may be used as a substitute for the OctoMACS column system for IMS isolation of Top 7 STEC.

Table 1. Validation of Inclusivity of Assurance GDS MPX ID for Top STEC (1)

Genotype ¢ MPX Top 7 STEC MPX ID
No. Organism Source Origin Serotype | eae stxi stx: Result Result
1 Escherichia coli MSU 2, TW04270 human 026:H2 + + - + 026
2 Escherichia coli MSU, TWO05555 human 026:HNT + + - + 026
3 Escherichia coli MSU, TW07705 stool, human 026:H46 + + + + 026
4 Escherichia coli MSU, TW07814 human 026:H11 + + + + 026
5 Escherichia coli MSU, TW07948 human 026:NM + + - + 026
6 Escherichia coli MSU, TW08570 HUS, human 026:H11 + - + + 026
7 Escherichia coli ATCC ¢, BAA-2204 human 026:H11 + - + 026
8 Escherichia coli ATCC, BAA-2205 stool, human 026:H11 + - + 026
9 Escherichia coli MSU, TW00965 HC, human 045:H2 + + - + 045
10 Escherichia coli MSU, TW01589 human 045:H2 + + - + 045
11 Escherichia coli MSU, TW03068 cow 045:H2 + + - + 045
12 Escherichia coli MSU, TW07947 diarrhea, human 045:NM + + - + 045
13 Escherichia coli MSU, TW09066 cow 045:NM + + - + 045
14 Escherichia coli MSU, TW09183 human 045:NM + + - + 045
15 Escherichia coli ATCC, BAA-2185 stool, human 045:H2 + + - + 045
16 Escherichia coli ATCC, BAA-2193 human 045:H2 + + - + 045
17 Escherichia coli MSU, TW04162 diarrhea, human 0103:H6 + + - + 0103
18 Escherichia coli MSU, TW07881 BD, human 0103:H2 + + - + 0103
19 Escherichia coli MSU, TW07971 human 0103:H6 + + - + 0103
20 Escherichia coli MSU, TW07975 human 0103:HNT + + - + 0103
21 Escherichia coli MSU, TW07990 human 0103:NM + + - + 0103
22 Escherichia coli MSU, TW08101 human 0103:H2 + + - + 0103
23 Escherichia coli MSU, TW08103 human 0103:H25 + + - + 0103
24 Escherichia coli ATCC, BAA-2199 stool, human 0103:H25 + + + 0103
25 Escherichia coli ATCC, BAA-2215 human 0103:H11 + + - + 0103
26 Escherichia coli MSU, TW04257 BD, human 0111:NM + + + + 0111
27 Escherichia coli MSU, TW05150 diarrhea, cow 0111:NM + + + + 0111
28 Escherichia coli MSU, TW06296 human 0111:H2 + + + + 0111
29 Escherichia coli MSU, TW07870 diarrhea, cow 0111:H2 + + - + 0111
30 Escherichia coli ATCC 700840 stool, human 0111:H8 + + + + 0111
31 Escherichia coli ATCC, BAA-2180 stool, human 0111:H8 + + + + 0111
32 Escherichia coli ATCC, BAA-2201 stool, human 0111:H8 + + + 0111
33 Escherichia coli CDCd, EO5 human O111:HNT + + + + 0111
34 Escherichia coli MSU, TW07927 diarrhea, human 0121:NM + - + + 0121
35 Escherichia coli MSU, TW07931 human 0121:NM + - + + 0121
36 Escherichia coli MSU, TW08004 human 0121:NM + - + + 0121
37 Escherichia coli MSU, TW08023 human 0121:H19 + - + + 0121
38 Escherichia coli MSU, TW08039 human 0121:HNT + - + + 0121
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39 Escherichia coli MSU, TW08970 HC, human O121:HNT + - + + 0121
40 Escherichia coli MSU, TW08974 HC, human O121:HNT + - + + 0121
41 Escherichia coli ATCC, BAA-2187 unknown 0121:H19 + - + + 0121
42 Escherichia coli ATCC, BAA-2219 stool, human 0121:H19 + - + + 0121
43 Escherichia coli MSU, TW03064 cow 0145:NM + + + 0145
44 Escherichia coli MSU, TW07596 diarrhea, human 0145:NM + + - + 0145
45 Escherichia coli MSU, TW07865 cow 0145:H28 + + + 0145
46 Escherichia coli MSU, TW09356 HUS, human 0145:H28 + + + + 0145
47 Escherichia coli ATCC, BAA-1652 stool, human 0145:H28 + + - + 0145
48 Escherichia coli ATCC, BAA-2211 stool, human 0145:H25 + + - + 0145
49 Escherichia coli ATCC, BAA-2222 stool, human 0145:NM + + - + 0145
50 Escherichia coli CDC, 2010C-4330 human 0145:NM + + + + 0145

9 Gene profile determined from originating source.

b MSU = Michigan State University STEC Center, Lansing, MI.
¢ ATCC = American Type Culture Collection, Manassas, VI.
9 CDC = Center for Disease Control and Prevention, Atlanta, GA.
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Table 2. Validation of Exclusivity of Assurance GDS MPX ID for Top STEC (1) _

. Genotype * MPX Top 7 STEC MPX ID
No. Organism Serogroup Source _ ®=€ stx, stx, Result Result
Non-E. coli
1 Citrobacter freundii N/A ATCC8090 ° - - - - -
2 Enterobacter gergovige N/A ATCC 33028 - - - - -
3 Escherichia hermannii N/A ATCC, 33650 - - - - -
4 Klebsiella oxytoca N/A ATCC 43086 - - - - -
5 Pseudomonas aeruginosa N/A ATCC 15442 - - - - -
6 Salmonella enterica subsp adeloide N/A ATCC10718 - - - - =
7 Shigella flexneri N/A ATCC 700930 - - - - -
Non-Target Serogroups (eae- / stx-)
8 Escherichia coli unk ATCCB677 - - - = =
9 Escherichia coli unk ATCC 8739 - - - - -
10 Escherichia coli unk ATCC11229 - - - - -
11 Escherichia coli 01 ATCC 11775 - - - - -
12 Escherichia coli unk ATCC 25922 - - - - -
13 Escherichia coli unk ATCC 29194 - - - = =
Non-Target Serogroups (eae+/ stx-)
14 Escherichia coli 055:H7 MSU, TW04052 + - - - -
15 Escherichia coli 0118:H8 MSU, TW04166 + - - - -
16 Escherichia coli 0119:H6 MSU, TWO07894 + - - - -
17 Escherichia coli 0172 Natural isolate © + - - _ _
Non-Target Serogroups (eae- / stx+)
18 Escherichia coli 08:H19 Natural isolate © - + + - -
19 Escherichia coli 076:H19 Natural isolate © - T+ - _ _
20 Escherichia coli 091:H21 ATCC51434 - - + - -
Non-Target Serogroups (eae+/ stx +)
21 Escherichia coli 0O69:NM  MSU, TW07942 + + - + -
22 Escherichia coli 0118:H16 MSU, TW06410 + + - + -
Target Serogroup (eae- / stx-)
23 Escherichia coli 026 ATCC 12795 - - - - -
24 Escherichia coli 0103 Natural isolate © - - - _ _
25 Escherichia coli 0111 MSU, TW06296 - - - - -
Target Serougroup (eae+/ stx -)
26 Escherichia coli 026:H11 MSU,TWO07143 + - - - -
27 Escherichia coli 045 MSU, TW09066 + - - - -
28 Escherichia coli 0111:H11 MSU,TWO03810 + - - - -
29 Escherichia coli 0145:NM  MSU, TW05149 + - - - -
Target Serougroup (eae- / stx+)
30 Escherichia coli 0121 USDA, Apr035A - + - = =

9 Genetic profile determined from originating source.

b ATCC = American Type Culture Collection, Manassas, VI
¢ Michigan State University STEC Center, Lansing, M.

4 Serotype determined by Penn State.

€ USDA = U.S. Department of Agriculture, Washington, DC.
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Table 4. Comparison of Assurance GDS MPX ID for Top STEC: GDS Presumptive vs. Confirmed — POD (1)

Concentration MPX ID Presumptive MPX ID Confirmed
Matrix MPN“//25g N PODc : 95% CI X PODcc 95% CI e 95% cI?

Raw beef 0.00 5 0 0.00 0.00, 0.43" 0 0.00 0.00,0.43 0.00 (-0.43), 0.43
trim 0.79 20 11 0.55 0.34,0.74 12 0.60 0.39,0.78 -0.05 (-0.33), 0.24
4.33 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43

0.00 5 0 0.00 0.00, 0.43 0 0.00 0.00,0.43 0.00 (-0.43), 0.43

0.51 20 8 0.40 0.22,0.61 8 0.40 0.22,0.61 0.00 (-0.28), 0.28

Raw ground 2.80 5 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43
beef 0.007 5 0 0.00 0.00, 0.43 0 0.00 0.00,0.43 0.00 (-0.43), 0.43
0.09' 20 13 0.65 0.43,0.82 16 0.80 0.58, 0.92 -0.15 (-0.40), 0.12

0.44' 5 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43

0.00 5 0 0.00 0.00,0.43 0 0.00 0.00,0.43 0.00 (-0.43), 0.43

Raw Spinach 2.02 20 16 0.80 0.58, 0.92 17 0.85 0.64, 0.95 -0.05 (-0.29), 0.19
3.58 5 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43

NA 5 0 0.00 0.00,0.43 0 0.00 0.00,0.43 0.00 (-0.43), 0.43

NA 20 13 0.65 0.43,0.82 13 0.65 0.43,0.82 0.00 (-0.28), 0.28

Steel NA. 5 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43
NA' 5 0 0.00 0.00, 0.43 0 0.00 0.00,0.43 0.00 (-0.43), 0.43

NA/ 20 8 0.40 0.22,0.61 8 0.40 0.22,0.61 0.00 (-0.28), 0.28

NA/ 5 5 1.00 0.57,1.00 5 1.00 0.57,1.00 0.00 (-0.43), 0.43

9MPN = Most Probable Number is based on the POD of reference method test portions using the Least Cost Formulations MPN calculator, with 95% confidence interval.
bN = Number of test potions.

¢x = Number of positive test portions.

9PODcp = Candidate method presumptive positive outcomes divided by the total number of trials.

€PODcc = Candidate method confirmed positive outcomes divided by the total number of trials.

fdPODcr = Difference between the candidate method presumptive result and candidate method confirmed result POD values.

995% Cl = If the confidence interval of a dPOD does not contain zero, then the difference is statistically significant at the 5% level.

hThis indicates the range of lowest to highest values, with a comma between the two values.

Analysis by Independent Laboratory.

JNA = Not applicable.

Table 5. Comparison of Assurance GDS MPX ID for Top STEC: GDS Presumptive to Reference — POD (1)

Concentration MPX ID Presumptive FDA/USDA Reference
Matrix MPN“//25g N PODc+ : 95% CI X r{ow 95% CI SRy 95% cI?
Raw beef 0.00 5 0 0.00 0.00, 0.43" 0 0.00 0.00, 0.43 0.00 (-0.43), 0.43
trim 0.79 20 11 0.55 0.34,0.74 11 0.55 0.34,0.74 0.00 (-0.28), 0.28
4.33 5 1.00 0.57, 1.00 5 1.00 0.57,1.00 0.00 (-0.43),0.43
0.00 5 0 0.00 0.00, 0.43 0 0.00 0.00, 0.43 0.00 (-0.43),0.32
0.51 20 8 0.40 0.22,0.61 7 0.35 0.18, 0.58 -0.05 (-0.23), 0.28
Raw ground 2.80 5 5 1.00 0.57, 1.00 5 1.00 0.57, 1.00 0.00 (-0.43), 0.43
beef 0.00/ 5 0 0.00 0.00, 0.43 0 0.00 0.00, 0.43 0.00 (-0.43),0.43
0.09' 20 13 0.65 0.43,0.82 13 0.65 0.43,0.82 0.00 (-0.28), 0.28
0.44 5 5 1.00 0.57, 1.00 5 1.00 0.57, 1.00 0.00 (-0.43), 0.43
0.00 5 0 0.00 0.00, 0.43 0 0.00 0.00, 0.43 0.00 (-0.43), 0.43
Raw Spinach 2.02 20 16 0.80 0.58, 0.92 17 0.85 0.64, 0.95 -0.05 (-0.29), 0.19
3.58 5 5 1.00 0.57, 1.00 5 1.00 0.57, 1.00 0.00 (-0.43),0.43
NA/ 5 0 0.00 0.00, 0.43 0 0.00 0.00, 0.43 0.00 (-0.43),0.43
NA 20 13 0.65 0.43,0.82 15 0.75 0.53, 0.89 -0.10 (-0.36), 0.28
steel NA. 5 5 1.00 0.57, 1.00 5 1.00 0.57, 1.00 0.00 (-0.43),0.43
NA/ 5 0 0.00 0.00, 0.43 0 0.00 0.00, 0.43 0.00 (-0.43),0.43
NA/ 20 8 0.40 0.22,0.61 13 0.65 0.43,0.82 -0.25 (-0.05), 0.50
NA/ 5 5 1.00 0.57, 1.00 5 1.00 0.57,1.00 0.00 (-0.43),0.43

9MPN = Most Probable Number is based on the POD of reference method test portions using the Least Cost Formulations MPN calculator, with 95% confidence interval.
bN = Number of test potions.

¢x = Number of positive test portions.

9PODc = Confirmed candidate method positive outcomes divided by the total number of trials.

€PODr = Confirmed reference method positive outcomes divided by the total number of trials.

fdPODc = Difference between the candidate method and reference method POD values.

995% Cl = If the confidence interval of a dPOD does not contain zero, then the difference is statistically significant at the 5% level.

hThis indicates the range of lowest to highest values, with a comma between the two values.

Analysis by Independent Laboratory.

JNA = Not applicable.



BioControl Systems, Inc. Assurance® GDS MPX ID for Top STEC (MPX ID), AOAC Performance Tested Methods*™ Certification Number 101502

Table 6. Validation of Assurance GDS MPX ID for Top STEC as Colony Confirmatory Method - Inclusivity Study (1)

Escherichia coli

ATCC d, BAA-2196

human

026:H11

3 Escherichia coli MSU, TW07705 stool, human 026:H46

4 Escherichia coli MSU, TW07814 human 026:H11 + + + + +
5 Escherichia coli MSU, TW07948 human 026:NM + + + + +
6 Escherichia coli MSU, TW08570 HUS, human 026:H11 +¢ +¢ +¢ + +¢
7

8

Escherichia coli

ATCC, BAA-2204

stool, human

026:H11

+
+ |+
+
+

9 Escherichia coli MSU, TW00965 HC, human 045:H2 +¢ +¢ +¢ + +¢
10 Escherichia coli MSU, TW01589 human 045:H2 + + + + +
11 Escherichia coli MSU, TW03068 cow 045:H2 +¢ +¢ +¢ 4¢ +¢
12 Escherichia coli MSU, TW07947 diarrhea, human 045:NM + + + + +
13 Escherichia coli MSU, TW09066 cow 045:NM + + + + +
14 Escherichia coli MSU, TW09183 human 045:NM + + + + +
15 Escherichia coli ATCC, BAA-2185 stool, human 045:H2 + + + + +
16 Escherichia coli ATCC, BAA-2193 human 045:H2 + + + + +
B T
17 Escherichia coli MSU, TW04162 diarrhea, human 0103:H6 +¢ +¢ +¢ + +¢
18 Escherichia coli MSU, TW07881 BD, human 0103:H2 + + + + +
19 Escherichia coli MSU, TW07971 human 0103:H6 + + + + +
20 Escherichia coli MSU, TW07975 human 0103:HNT + + + + +
21 Escherichia coli MSU, TW07990 human 0103:NM + + + + +
22 Escherichia coli MSU, TW08101 human 0103:H2 + + + + +
23 Escherichia coli MSU, TW08103 human 0103:H25 + + + + +
24 Escherichia coli ATCC, BAA-2199 stool, human 0103:H25 +¢ +e +¢ 4¢ +¢
25 Escherichia coli ATCC, BAA-2215 human 0103:H11 + + + + +
L e
26 Escherichia coli MSU, TW04257 BD, human 0111:NM + + + + +
27 Escherichia coli MSU, TW05150 diarrhea, cow 0111:NM + + + + +
28 Escherichia coli MSU, TW06296 human 0111:H2 + + + + +
29 Escherichia coli MSU, TW07870 diarrhea, cow 0111:H2 +¢ +¢ +¢ + +¢
30 Escherichia coli ATCC 700840 stool, human 0111:H8 +¢ +e +¢ + +¢
31 Escherichia coli ATCC, BAA-2180 stool, human 0111:H8 + + + + +
32 Escherichia coli ATCC, BAA-2201 stool, human 0111:H8 + + + + +
33 Escherichia coli CDC f, EO5 human O111:HNT + + + + +
-
34 Escherichia coli MSU, TW07927 diarrhea, human 0121:NM +¢ +¢ +¢ + +b
35 Escherichia coli MSU, TW07931 human 0121:NM + + + + +
36 Escherichia coli MSU, TW08004 human 0121:NM + + + + +
37 Escherichia coli MSU, TW08023 human 0121:H19 +¢ +¢ +¢ + +¢
38 Escherichia coli MSU, TW08039 human 0121:HNT + + + + +
39 Escherichia coli MSU, TW08970 HC, human 0121:HNT + + + + +
40 Escherichia coli MSU, TW08974 HC, human 0121:HNT + + + + +
41 Escherichia coli ATCC, BAA-2187 unknown 0121:H19 + + + + +
42 Escherichia coli ATCC, BAA-2219 stool, human 0121:H19 + + + + +
-_.,.-—-
43 Escherichia coli MSU, TW03064 cow 0145:NM + + + + +
44 Escherichia coli MSU, TW07596 diarrhea, human 0145:NM + + + + +
45 Escherichia coli MSU, TW07865 cow 0145:H28 + + + + +
46 Escherichia coli MSU, TW09356 HUS, human 0145:H28 +¢ +¢ +¢ + +¢
47 Escherichia coli ATCC, BAA-1652 stool, human 0145:H28 + + + + +
48 Escherichia coli ATCC, BAA-2211 stool, human 0145:H25 + + + + +
49 Escherichia coli ATCC, BAA-2222 stool, human 0145:NM +¢ +¢ +¢ + +¢
50 Escherichia coli CDC, 2010C-4330 human 0145:NM + + + + +

2 mRBA = modified rainbow agar; L-EMB = Levine’s eosin-methylene blue agar; TSA-YE = trypticase soy agar with yeast; RANC = rainbow agar with novobiocin and
cefixime; BVCC = enterohemolysin agar with selective agents.

b Michigan State University STEC Center, Lansing, MI.

¢ Strain analyzed also by Independent Laboratory. MPX ID Results were the same for Method Developer and Independent Laboratory for all isolates on each
individual plate type.

4 ATCC = American Type Culture Collection, Manassas, VI.

€ Strain analyzed also by Independent Laboratory. MPX ID Results were positive for Method Developer; Independent Laboratory results were negative from L-EMB
agar only.

fCDC = Center for Disease Control and Prevention, Atlanta, GA.
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Table 7. Validation of Assurance GDS MPX ID for Top STEC as Colony Confirmatory Method — Exclusivity Study (1)

Non-E. coli
1 Citrobacter freundii N/A ATCC b 6879 - - - - -
2 Enterobacter gergoviae N/A ATCC 33028 - - - - -
3 Escherichia hermannii N/A ATCC 33650 - - - - -
4 Klebsiella oxytoca N/A ATCC 43086 - - - - -
5 Pseudomonas aeruginosa N/A ATCC 15442 - - - - -
6 Salmonella enterica subsp typhimurium N/A ATCC 51812 -¢ -¢ -¢ -¢ -¢
7 Shigella flexneri N/A ATCC 700930 - - - - -
Non-Target Serogroup (eae- / stx -)
8 Escherichia coli unk ATCC 8677 - - - - -
9 Escherichia coli unk ATCC 8739 - - - - -
10 Escherichia coli unk ATCC 11229 - - - - -
11 Escherichia coli 01 ATCC 11775 -c -c -c -c -c
12 Escherichia coli 06 ATCC 25922 - - - - -
13 Escherichia coli unk ATCC 29194 - - - - -
Non-Target Serogroup (eae+ / stx-)
14 Escherichia coli 055:H7 MSU d, TW04052 - - - - -
15 Escherichia coli 0118:H8 MSU, TW04166 - - - - -
16 Escherichia coli 0119:H6 MSU, TW07894 - - - - -
17 Escherichia coli 0172 Natural isolate - - - - -
Non-Target Serogroup (eae- / stx+)
18 Escherichia coli 08:H19 Natural isolate - - - - -
19 Escherichia coli 076:H19 Natural isolate - - - - -
20 Escherichia coli 091:H21 ATCC 51434 - - - - -
Non-Target Serogroup (eae+ / stx +)
21 Escherichia coli 069:NM MSU, TW07942 - - - - -
22 Escherichia coli 0118:H16 MSU, TW06410 - - - - -
Escherichia coli 0157:H7 ATCC 43890 -e -e -e -e -e
Target Serogroup (eae- / stx -)
23 Escherichia coli 026 ATCC 12795 - - - - -
24 Escherichia coli 0103 Natural isolate, beef - - - - -
25 Escherichia coli 0111 MSU, TW06296 - - - - -
Target Serogroup (eae+ / stx -)
26 Escherichia coli 026:H11 MSU, TW01208 - - - - -
27 Escherichia coli 045 MSU, TW09066 - - - - -
28 Escherichia coli 0111:H11 MSU, TW03810 - - - - -
29 Escherichia coli 0145:NM MSU, TW05149 - - - - -
Target Serogroup (eae- / stx +)
30 Escherichia coli 0121 USDA f Apr035A - | - | - | - | -

2 mRBA = modified rainbow agar; L-EMB = Levine’s eosin-methylene blue agar; TSA-YE = trypticase soy agar with yeast; RANC = rainbow agar with novobiocin and
cefixime; BVCC = enterohemolysin agar with selective agents

b ATCC = American Type Culture Collection, Manassas, VI.

¢ Strain analyzed also by Independent Laboratory. MPX ID Results were the same for Method Developer and Independent Laboratory for all isolates on each
individual plate type.

4 Michigan State University STEC Center, Lansing, MI.

€ Strain analyzed by Independent Laboratory only.

fUSDA = U.S. Department of Agriculture, Washington, DC.
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Table 8: Comparison of Confirmation of Top STEC by OctoMACS and PickPen IMS procedures from mTSB (1)

Contaminating
Food Type Organism Source MLG  Sample Size CFU/g mTSB (mTSB+n)
PickPen OctoMACS
Total tested Presump confirmed confirmed
LOW 2 7 7 7
E. coli O45:H2 ATCC BAA-2185 o 0
Ground Beef 5B.05 High 5 5 5 5
- - Uninoculated 5
L 20 13 13 13
E. coli O45:H2  ATCC BAA-2185 325g ow
Ground Beef # 5B.05 High
- - Uninoculated 5 0 0
Ground Beef E. coli O157:H7 ATCC 35150 5.06 High 30 30 30 30
E. coli 0121:H19 ATCC BAA-2219 10 10 10
Low 20
E. coli 026 natural 1 1 1
Raw beef trim  E. coli O121:H19 ATCC BAA-2219 5B.05 4 4 4
3259 High 5
E. coli 026 natural 5 5 4
- - Uninoculated 5 0 0 0
E. coli O157:H7 ATCC 35150 L 1
Raw beef trim 5.06 ow 0 6 6 6
- - Uninoculated 2 0 0 0
E. coli 026:H11 ATCC BAA-1653 Low 20 15 15 15
Stainless Steel 5B.05 - High 5
- - Uninoculated 10 0 0
E. coli 026:H11 ATCC BAA-1653 Low 20 13 13 13
Stainless Steel 5B.05 - High 5
- - Uninoculated 10 0 0 0

9 - analyzed by Independent Lab
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Table 9: Comparison of Confirmation of Top STEC by OctoMACS and PickPen Il procedures in mEHEC (1)

Contaminating
Food Type Organism Source MLG Sample Size CFU/g mEHEC
PickPen OctoMACS
Total tested |  Presump confirmed | confirmed
E. coli O45:H2  ATCC BAA-2185 Low 20
Ground Beef 5B.05 3759 High 5
- - Uninoculated 5 0 0 0
E. coli O45:H2  ATCC BAA-2185 Low 2 16 16 16
Ground Beef ® 5B.05 3759 High 5 5 5 5
- - Uninoculated 5 0 0 0
E. coli O121:H19 ATCC BAA-2219 12 12 12
Low 20
E. coli 026 natural 1 1 1
Raw beef trim  E. coli O121:H19 ATCC BAA-2219 5B.05 3759 High 5 5 5 5
I
E. coli 026 natural 9 5 5 5
- - Uninoculated 5 0 0 0
E. coli 026:H11 ATCC BAA-1653 Low 20 13 13 13
Stainless steel 5B.05 - High 5 5 5 5
- - Uninoculated 10 0 0 0
E. coli 026:H11  ATCCBAA-1653 Low 20 8 8 8
Stainless steel 5B.05 - High 5 5 5 5
- - Uninoculated 10 0 0 0

9 - analyzed by Independent Lab
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