
to be able to provide that informa-
tion, the question is, what meth-
odology is the manufacturer to
use in documenting that capa-
bility?

Having been a member of
AAMI’s  Committee on Aseptic
Barrier Materials, MS Ryan
knows that after seven years of
attempting to reach consensus on
a test method, the group aban-
doned the undertaking.2  Not only
were wrappers not a matter of
concern, but they were deliber-
ately excluded from considera-
tion.

Nevertheless, reason tells us
that some provision must be made
for permeability in these filters so
as to permit the entrance and
withdrawal of the sterilizing
agent. By the same token, the
filter must not be readily penetra-
ble by potential contaminating in-
vaders so as to provide “an ade-
quate barrier to microorganisms
or their vehicles.“3  The result is
the paradox of permeability and
penetrability.*

Granting the fact that the air
vents in the containers are de-
signed to provide a tortuous path
to any and all contaminants, the
level of protection to the contents
is only as good as its most
penetrable point. This is particu-
larly important when one consid-
ers the principle that the mainte-
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and not time-related.3 1986;10:30-31.

In support of the economics of
the rigid container systems, MS
Ryan amortized the cost of the
container in its first year of use,
and concluded that the only cost
incurred in the second year is that
of the filters. This would be true
if, of course, the container’s compo-
nents did not have to be repaired
or replaced for any reason during
that two-year period. However,
inasmuch as this may not prove to
be the case, it might be advisable
to apprise readers of that pos-
siblity.

Peggy Ryan, RN, was asked to
respond to this letter.

It is not my intent to say that
rigid containers are not an im-
provement over traditional pack-
aging or wrapping techniques, or
that their use cannot be justified
on a cost/benefit ratio.

I appreciate Dr. Belkin’s contin-
uing concerns for the costs of cur-
rent and competitive sterilization
packaging systems. As we both
are aware, healthcare facilities
that conduct a cost analysis of any
reusable packaging system-ei-
ther containers or fabrics-must
include the costs of routine and
preventative maintenance and all
replacement factors relating to
individual components of the sys-
tem. These costs will vary from
one facility to another depending
upon the care and handling of
these reusable products during
processing and use.

Nathan L. Belkin, PhD
Seminole, Florida
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