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FDA thinking had required

1. CCI studies

2. Release control bacterial detection step
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FDA’s current thinking regarding pre-
storage pooling of WBPCs (aka random 
platelets) is that such systems can be 
cleared if culture monitoring QC is 
performed by tests with analytical 
sensitivity similar to that cleared for 
single units
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BacT/ALERT Microbial Detection System
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Inocul Actual Standard aerobic bottles - Hours Standard anaerobic bottles - Hours

Organism CFU/mL CFU/mL Mean SD Min Max Mean SD Min Max

B. cereus 4 5 8.4 0.1 8.2 8.6 9.3 0.6 8.2 9.7

E. cloacae 20 17 11.8 0.1 11.7 11.9 10.7 0.1 10.6 10.9

E. coli 13 6 11.4 0.1 11.4 11.5 10.6 0.1 10.5 10.6

K. pneumo 12 2 12.1 0.2 11.9 12.2 11.8 0.1 11.6 11.9

P. acnes 10 <2 N/A N/A N/A N/A 74.9 1.1 74.4 76.8

S. aureus 12 4 12.8 0.2 12.6 12.9 12.7 0.3 12.4 13.1

S. epiderm. 5 3 18.5 0.3 18.1 18.8 21.2 0.7 20.6 22.4

S. marces. 20 2 12.2 0.1 12.0 12.2 12.0 0.1 11.8 12.0

S. viridans 4 3 43.0 4.9 35.0 47.5 21.4 0.6 20.7 22.0

Mean Total 11 5 16.3 10.7 N/A N/A 20.5 19.9 N/A N/A

Pooled Leukoreduced PRP Platelets
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Single
Inocul

Single
Actual

# 
plates

CFU/mL

20

2

14

20

13

20

19

20

8

15

15.1

30.0

1.9

238

135

171

61.1

170

78.6

81.4

240

Aerobic bottles - Hours Anaerobic bottles - Hours

Organism

120.7

41

<2

405

190

30

60

49

38

25

75

91.5

Mean SD Min Max Mean SD Min Max 

B. cereus 8.6 0.1 8.5 8.7 9.6 0.3 9.1 10 

Clos perf 10.9 0.4 10.3 11.9

E. Cloacae 11.9 0.2 11.6 12.1 10.5 0.2 10.4 10.9

E. coli 10.6 0.2 10.3 10.8 10.0 0.2 9.8 10.5

K. pneumo 11.4 0.2 10.9 11.8 11.2 0.2 10.9 11.6

P. acnes 74.9 26.8 64.8 151.2

S. aureus 11.9 0.2 11.7 12.2 12.6 0.2 12.3 13 

S. epiderm. 16.6 0.2 16.3 16.8 19.6 0.6 18.7 20.5

S. marces. 12.7 0.2 12.5 12.9 12.7 0.1 12.7 13

S. viridans 30 1.7 27 32.3 19.7 0.3 19.1 20.3

Mean Total 14.2 0.4 13.6 14.7 19.2 2.9 17.8 27.3

Pooled Leukoreduced PRP Platelets 100 CFU/mL (1+5)



Click here to type 
presentation title

Click here to type subtitle

Hospitals

Hospitals
UNC

Single
Inocul

Single
Actual

# 
plates

CFU/mL

7

1

20

7

0

2

4

8

1

1

5.1

3

0.2

24

13.5

17

6.1

17

7.9

8.1

24

Aerobic bottles - Hours Anaerobic bottles - Hours

Organism

12.1

<2

<2

13

9

3

6

8

2

<2

<2

4.9

Mean SD Min Max Mean SD Min Max 

B. cereus 9.5 0.2 9.1 9.8 11.4 0.7 10.3 12.3

Clos perf* 13.3 2.9 10.6 16.4

E. Cloacae 12.8 0.2 12.6 13.1 11.6 0.2 11.4 11.9

E. Coli 11.8 0.2 11.5 12.0 11.1 0.2 10.80 11.4

K. Pneu* 12.3 0.2 12.0 12.7 12.2 0.2 12.0 12.5

P. Acnes 74.4 1.6 72 76.8

S. Aureus 13.2 0.1 13 13.3 13.9 0.3 13.3 14.3

S. epiderm. 18.0 0.3 17.5 18.5 22.1 0.7 21.1 22.8

S. marces* 14.9 0.8 14.2 16 16.9 4.1 14.5 23

S. virid* 48.4 6.8 37.6 55.2 23.7 1.5 21.3 25.4

Mean Total 17.6 1.1 15.9 18.8 21.1 1.2 19.7 22.7

Pooled Leukoreduced PRP Platelets 10 CFU/mL (1+5)
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Single
Inocul

Single
Actual

# 
plates

CFU/mL

7

Clos perf 1.9 <2 2 10.9 0.4 10.3 11.9

20

7

K. pneumo 171 30 13 11.4 0.2 10.9 11.8 11.2 0.2 10.9 11.6

2

4

8

S. marces. 81.4 25 8 12.7 0.2 12.5 12.9 12.7 0.1 12.7 13

S. viridans 240 75 15 30 1.7 27 32.3 19.7 0.3 19.1 20.3

8.6

3

24

13.5

6.1

17

7.9

Aerobic bottles - Hours Anaerobic bottles - Hours

Organism

56.6

<2

13

9

6

8

2

16.8

Mean SD Min Max Mean SD Min Max 

B. cereus 9.5 0.2 9.1 9.8 11.4 0.7 10.3 12.3

E. Cloacae 12.8 0.2 12.6 13.1 11.6 0.2 11.4 11.9

E. Coli 11.8 0.2 11.5 12.0 11.1 0.2 10.80 11.4

P. Acnes 74.4 1.6 72 76.8

S. Aureus 13.2 0.1 13 13.3 13.9 0.3 13.3 14.3

S. epiderm. 18.0 0.3 17.5 18.5 22.1 0.7 21.1 22.8

Mean Total 14.9 0.4 14.3 15.5 19.9 0.5 19.2 20.6

Pooled Leukoreduced PRP Platelets composite (1+5) 

All bottles reactive (anaerobic bottles only for strict anaerobies)
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Single
Inocul

Single
Actual

# 
plates

CFU/mL

7

Clos perf 1.9 <2 2 10.9 0.4 10.3 11.9

20

7

K. pneum* 17 3 0 12.3 0.2 12.0 12.7 12.2 0.2 12.0 12.5

2

4

8

S. marces. 81.4 25 8 12.7 0.2 12.5 12.9 12.7 0.1 12.7 13

S. virid* 24 <2 1 48.4 6.8 37.6 55.2 23.7 1.5 21.3 25.4

5.9

3

24

13.5

6.1

17

7.9

Aerobic bottles - Hours Anaerobic bottles - Hours

Organism

19.6

<2

13

9

6

8

2

7.2

Mean SD Min Max Mean SD Min Max 

B. cereus 9.5 0.2 9.1 9.8 11.4 0.7 10.3 12.3

E. Cloacae 12.8 0.2 12.6 13.1 11.6 0.2 11.4 11.9

E. Coli 11.8 0.2 11.5 12.0 11.1 0.2 10.80 11.4

P. Acnes 74.4 1.6 72 76.8

S. Aureus 13.2 0.1 13 13.3 13.9 0.3 13.3 14.3

S. epiderm. 18.0 0.3 17.5 18.5 22.1 0.7 21.1 22.8

Mean Total 17.3 1.0 15.7 18.4 20.4 0.6 19.5 21.2

Pooled Leukoreduced PRP Platelets composite (1+5) 

2 bottle set reactive (excepting strict anaerobes)



Klebs. Pneumoniae
3 CFU/m:  (0/20 plates)

Serratia. Marcescens
<2 CFU/mL (1/20 plates)

Strep. Viridans
<2 CFU/mL (1/20 plates)

Bottle Set BPA BPN BPA BPN BPA BPN

1 R R R R R

2 R R R R

3 R R R R R

4 R R R R R

5 R R R R R

6 R R R R R

7 R R R R R

8 R R R

9 R R R

10 R R R R
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Conclusion

BacTAlert reliably detects a contamination
Level of 10 CFU/mL in a single unit after 
Pooling/dilution with 5 other units.

Such detection may facilitate FDA approval of 
pre-pooled whole blood derived platelets.
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