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Excess paper
Tweezer on work surface
Contact with open fill port
Bare wrist

Mask low on nose
Goggles on forehead
Gown unzipped
Nonsterile supplies in
aseptic area

9 Arm resting on equipment
10 Adjusting goggles
11 Hood out of gown
12 Second hood out of gown
13 Rip in uniform
14 Bare wrist
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Figure 16-2 Example of a training cartoon showing 14 aseptic practice errors.

Other responsibilities of management that have great impact on employees, especially
those working in classified air environments, are listed in Table 16-8.

FDA Audits

It must be clearly appreciated that employee training occurs not to satisfy FDA and other
regulatory group expectations, but rather to ensure that safe and effective drug products are
manufactured and tested properly. When FDA GMP inspections focus on personnel training,
they basically question what kind of training is performed, how is it documented, how is

1 Transfer from less clean
environment
2 Gloved hand about to
touch non-sterile object
3 Goggles on head
4 Hood outside gown
5 Hand holding potential
non-sterile item
6 Tear in glove
7 Sitting on ladder
8 Face mask below nose
9 Torn uniform
10 Hand touching lower body
11 Body posture shows
poor attitude
12 Third hood outside gown
13 Picking up item on floor
14 Knee touching wall
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Figure 16-3 Another example of a training cartoon showing 14 aseptic practice errors.





