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1) ANSI/AAMI ST8:2013 Hospital steam sterilizers
5.5.2.5 Acceptance criteria
The manufacturer shall demonstrate that the recommended cycle has a 10 SAL or an SAL providing a greater
assurance of sterility (i.e., 107, 108, etc.) when the PCD is used. This SAL represents the inactivation of 12
logarithms of a microorganism with a D»«c of approximately 1.0 minute (D /] 77)and results in a
minimum product Fo value of > 12 (Fo 7% 12 LL_E)(based on a reference z value of 10°C [or 18°F]) (see
ANSI/JAAMUI/ISO 14161). The temperature sensor readings will confirm a time-at-temperature sufficient to
produce an Fy of at least 12.
2) ISO/TS 17665-2:2009 Sterilization of health care products -- Moist heat - Part 2: Guidance on the
application of ISO 17665-1 Annex A (informative) Evaluation of a sterilization process primarily based on the

measurement of physical parameters
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Decision trees of sterilization methods
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Grade A: The local zone for high risk operations, e.g. | ZL—F A: UAZDEWMEEEITHX
filling zone, stopper bowls, open ampoules and vials, | 38, 52 IXFCIEX IR, T 2483y /N —
making aseptic connections. Normally such conditions are | B 177 /L« AT L | R EEfe 2
provided by a laminar air flow work station. Laminar air | 172 /AT X3k CThH5, i, DL
flow systems should provide a homogeneous air speed in a | 7254121, 73— 7 7r—0DTU—
range of 0.36 — 0.54 m/s (guidance value) at the working | 7 A7 —TarRNigftsinsg, 73—

position in open clean room applications. The maintenance | =7 70— A7 AX, A—7 D7

of laminarity should be demonstrated and validated.

A uni-directional air flow and lower velocities may be used Ao AR AT L S a— XROT

in closed isolators and glove boxes.
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Grade A: The local zone for high risk
operations, e.g. filling zone, stopper bowls,
open ampoules and vials, making aseptic
connections. Normally, such conditions are
provided by a localised air flow protection,
such as laminar air flow work stations or
isolators. Unidirectional air flow systems
should provide a homogeneous air speed in
arange of 0.36 — 0.54 m/s (guidance value),
the point at which the air speed
measurement is taken should be clearly
justified in the protocol. During initial
qualification and requalification air speeds
may be measured either close to the
terminal air filter face or at the working
height, Where ever the measurement is

taken it is important to note that the key
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objective is to ensure that air visualization
studies should correlate with the airspeed
measurement to demonstrate air movement
that supports protection of the product and
open components with unidirectional air at
the working height, where high risk
operations and product and components are
exposed. The maintenance of unidirectional
airflow should be demonstrated and
validated across the whole of the grade A
area. Entry into the grade A area by
operators should be minimized by facility,

process and procedural design.
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2Z%$ 3. WHO(2011) :WHO Technical Report Series, No. 961, Annex 6, WHO-GMP for sterile

pharmaceutical Products.
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Grade A: The local zone for high-risk operations, e.g.
filling and making aseptic connections. Normally such
conditions are achieved by using a unidirectional
airflow workstation. Unidirectional airflow systems
should provide a homogeneous air speed of 0.36-0.54
m/s (guidance value) at a defined test position 15-30 cm
below the terminal filter or air distributor system. The
velocity at working level should not be less than 0.36
m/s. The uniformity and effectiveness of the
unidirectional airflow should be demonstrated by

undertaking airflow visualization tests.
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12 Maintaining process effectiveness
12.2 Recalibration (FHIE)
The interval between recalibration of each measuring chain should not exceed 12 months and should be

reduced if there is unscheduled maintenance or evidence of inaccuracy.
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