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Amount of Ease of dispersion,  Proximity from Penetration

contamination  or transfer (B) critical area (C) through control
on, or in, a method (D)
source { A)
0 = mil 0 =mil 0 = outside corridor 0 = barrier pro-
tection
(.5 =very low (.5 =very low (0.5 = air lock (1.5 = very good
control
1 =low | =low I = periphery of I = good control
cleanroom
L5=medium 1.5 = medium 1.5=general areaof 1.5 = some con-
cleanroom trol
2 = high 2 =high 2 = critical area 2 = no control
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Hazard Route Control method Monitoring methods Section
reference
Supply air airborne air filters filter integrity test chapter
12
Arcas adjacent  airborne OVerpressure; air room pressure differ- 10:2; 111
to the clean- movement control ential
room
contact cleanroom mats mat inspection 17.2.1
Various airborne ventilation air supply rate or 10.1
airborne velocity
dispersions counts of airborne chapter
particles 13
counts of airborne 14.1
MicTo-Organisms
control of airflow 1.2
Floors, walls contact cleaning surface counting of 216
and other sur- (and, where re- particles,
faces quired, disinfection)  and micro-organisms  14.3
People airborne cleanroom garments  surface counts; 19.6
inspection for tears;
particle penetration
testing
contact gloves inspection for pune- 20.2.4
tures
surface contamination 509 4
counts -
Machines airborne ventilation air extract rates and 10,1,
airflow patterns 12
contact design of machine; _— -
c!egnmg ar surface contamination  21.6
disinfection
Raw materials  mainly control of manu- particle and bacterial not
contact facturing of raw counts within, or on, discussed
materials the materials.
not
cleaning if solid, or  filiration systems discussed
filtration if fluids not
sterilisation sterilisation system discussed
Containers mainly control of their particle and microbial — not
and packaging contact composition and ~ countson surface discussed
manufacturing envi-
ronment
sterilisation sterilisation system not
discussed
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Cleanroom Technology:

Fundamentals of Design, Testing and Operation
15- Operating a Cleanroom: Contamination Control
W.Whyte
John Wiley & Sons Ltd.
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