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PURPOSES

» Measure chemical contamination of the isolator

» Measure contamination of the surface of the
cytotoxic preparation

» Measure efficient cleaning of the isolator
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METHODS
Contamination inside the isolator

» Filter paper soaked with WFI water
» Cytotoxic test : 5-Fluorouracil

» Points collected :
» Manipulator gloves (n=5)
» Plastic bags in isolator (n=5)

» Surface of the cytotoxic preparation (n=10)
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METHODS
Efficient of cleaning

» Points collected :
» Work surface
» Control knob

» System to transfer the rubbish outside the isolator

» 9 points collected after a cleaning with Sieve spray® alone

» 8 points collected after a cleaning with water before and then
Sieve spray®

» Dosages of 5-Fluorouracil (5-FU) were done in Lyon (France)

» Detection limit : 2 ng by filter paper (ng/fp)
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RESULTS/DISCUSSION
Contamination inside the isolator

Number of | Manipulator| Plastic Number of 5-FU rate at the
. . . surface of the
Date preparation gloves bags Date preparation with 5- preparation
with 5-FU ng/f ng/f FU
(ng/fp) (ng/fp) (ne/fo)

10. déC 7. mars.

1| 2015 / 62 6 1| 2016 12 e
14. déc. 16. mars.

2| 2015 14 >200 65 2| 2016 6 <2
15. déc. 18. mars.

3| 2015 4 155 2 3| 2016 6 <2
16. déc. 21. mars.

4| 2015 11 17 38 4| 2016 11 2
17. déc. 24. mars.

5| 2015 / >200 <2 5| 2016 11 i
30. mars.

6| 2016 12 o

Median : 7 |4. avr. 2016 12 <2

- Manipulator gloves : 155 ng/fp 8 |6. avr. 2016 10 3

- Plastic bags : 12 ng/fp 9 |7. avr. 2016 9 <2

- Surface of the preparation : < 2ng/fp [10]7. avr. 2016 9 <2
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RESULTS/DISCUSSION
Efficient of cleaning

System to transfer the
Work surface Control knob y .
rubbish
Water + Sieve Water + Sieve Water + Sieve
H ® H ® H ®
Sieve Spray Spray® Sieve Spray Spray® Sieve Spray Spray®
1 44 6 33 11 >200 15
) 4 6 6 3 >200 13
3 / / / / >200 <2
4 / / / / 32 <2
5 / / / / i /
Median :

- Sieve Spray® : 33 ng/fp
- Water + Sieve spray® : 6 ng/fp
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CONCLUSION

» Specific measures have been put in place :

» Gloves change for the manipulator helper when he handles
the plastic bags

» Replacement reusable system to transfer the rubbish with a
single-use system

» Implementation of an isolator big cleaning with WFI water
then Sieve Spray® every week
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