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reparation of intravenous antibiotics: agreed minimum standards of centralised
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intravenous additive services must be attained by all units

CURRENT 1ssues in centralised intravenous
additive services (CIVAS) revolve around
three related subjects; standards, risk and
funding. There has been much attention
given to standards of aseptic preparation
recently, culminating in EL(97)52.! Sub-
standard CIVA services cannot be con-
doned, and agreed minimum standards
must be attained by all units, regardless of
whether they produce 100 doses a day, or a
vear. However, within the finite budgetary
limits of the National Health Service, stan-
dards set must be realistic rather than ide-
alistic, and not require levels of investment
that are disproportionate. CIVA services,
along with all other health care specialties,
should be mcluded i a rsk management
evaluation process, so that the standards
applied to the service are seen to be achiev-
able m the wider health care context.

There has been a tendency to try to
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If centralised intravenous
additive services are to
thrive and continue to play a
part in the quality care of
patients, then the pharmacy
profession must take a more
appropriate and pragmatic
attitude to the provision of
these important services

impose the regulatory requirements derved
for large. mdustinal scale aseptic production
onto CIVAS. For many reasons, this 1s inap-
propriate. The industrnal operation 1s char-
actertsed by production of small numbers of
large batches. whereas hospital CIVA pro-
duction consists mostly of small, more
numerous  barches talored to  patients’
needs. An example 1s the apphcation of
sterility testing to CIVAS, which, by apply-
ing the standard probabihty calculations,’
can be shown to be of no value.

Much of the vahdation undertaken in
industrial operations s impractical in hos-
pital services. [ntuitively, this would sug

gest a lower level of assurance of product
quality. but what evidence 1= there for this’?
In this era of evidence based practice. on
what evidence 1s the seven-day expiry it
for unlicensed units based? The tragic
events in Manchester, " which prompted the
recent attention to aseptic umt standards,
would probably have happened regardless
of the seven-day expury linut. Bearmg m
mind that it 15 not possible to guarantee the
sterility of a product that s not termunally
stertlised. would expiry policy not be better
based on a risk analysis supported by
appropriate validation data?

FORMAL ASSESSMENT

There are risks associated with almost all
medical procedures. some of which have
been documented in Bandolcr.: However,
there seems as vet to have been no formal
risk assessment and no objective risk “tan
get” for CIVAS work. There are risks i=so
ciated with the preparation of CIVA doses,
but what represents an “acceptable” level of
risk? There 1s currently a debate as to
whether cytotoxic drugs should be prepared
in positive or negative pressure solators.
The advocates of positive pressure are argu
ing from the mtutive standpomnt that there
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is likely to be less risk to the product, but
there is no evidence to support this. Equally,
there is little evidence to support the use of
negative pressure on the grounds of opera-
tor safety, apart from observations that
spread of contamination is better contained
by a negative pressure environment. With
the monitoring of exposure to cytotoxics
being difficult and unreliable® should a
change from negative to positive pressure
isolators be undertaken without a rigorous
risk assessment from both operator and
patient perspectives?

Many of the risks of medical procedures
cannot be accurately quantified, but are bal-
anced as objectively as possible against the
benefits the procedure can bring.
Preparation of medicines by nurses and
physicians in clinical areas is not without
risks. Clinical complications associated with
anaesthetists drawing up and storing propo-
fol injection in syringes before administra-
tion to a patient are well documented.”®
Similarly, medication errors have been
reported regarding the preparation of injec-
tions by ward or clinic staff’ These are
probably significantly under-reported. As it
does for pharmacists, the Medicines Act
1968 controls the assembly of medicines by
nurses and physicians. However, regulators
appear pre-occupied by the medicine com-
pounding activities of pharmacists under
Section 10 of the Medicines Act. They have
paid little attention to the risks of patient
welfare occasioned by activities under
Sections 9 and 11, the exemption clauses
which allow the compounding of medicines
by nurses and doctors, respectively, in the
course of their professional duties.

MOVING FORWARD

How can CIVAS move forward? A prag-
matic approach to improve patient safety
could be to incorporate bacterial and pyro-
gen filters in infusion lines for susceptible
patient groups. These filters can be readily

validated for drug sorption, and work effec-
tively over a wide pH range. They also pro-
vide protection against arguably the most
significant infection risk from infusions,
that is, multiple line manipulations by nurs-
ing or medical staff.! Use of the filter also
reduces the frequency of such breaks] by
extending the time between line changes to
96 hours. Such devices have been argued
against in the past on the grounds that they
could encourage complacency in aseptic
techniques. This must surely be an outdat-
ed attitude in an age of objective risk man-
agement.

While striving for excellence in aseptic
techniques, we should also be asking our-
selves whether patient safety can further
benefit from the use of bacterial and pyro-
gen retentive filters. The limited data cur-
rently available!! suggest that it can, and
properly designed and controlled ran-
domised clinical studies need to be under-
taken in defined patient groups, to provide
support for this pragmatic approach.

There is currently a continuous “moving
of the goal posts” in CIVAS unit standards,
based not on fact or evidence of what is
required, but simply on the availability of a
new practice or technology. Those advising
on, or setting, standards need to be aware of
the current “near-patient” issues, and the
realities of “hands-on” CIVAS work.
Otherwise, there is the danger that resources
will be taken away from other areas of
patient care to upgrade the CIVAS without
any quantifiable gain in patient safety or
patient benefit. CIVA services need to take
their place on the long list of risk manage-
ment issues that confront all trust chief
executives. Pharmacy staff need to research
the relative errors and risks of injection
preparation at ward and pharmacy level to
support the risk assessment. There contin-
ues to be an acknowledgement at national
level that a CIVA service is preferable to
ward level injection preparation.! However,
if CIVAS are to thrive and continue to play

a part in the quality care of patients, then
the profession, both regulators and practi-
tioners alike, must take a more appropriate
and pragmatic attitude to the provision of
this important service.
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