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INTRODUCTION

‘Near-patient testing’ (NPT) and ‘Point-of-
care testing’ (POCT) are wused
synonymously to describe analytical
procedures performed for patients by
healthcare professionals outside of the
conventional laboratory. (The use by
patients of home-testing devices is not
included.) Advances in technology have
led to the development of instruments
and kits designed for use in this role and
which are able to provide an increasing
repertoire of tests. Analytical tests are
now available for use in operating
theatres, hospital wards, or outpatient
departments in the acute sector, in
general practice surgeries and in the
homes of patients in primary care.

The purpose of this document is to give
guidance to all users and potential users
on the need for laboratory-based
professionals to be closely involved in all
aspects of POCT provision. These
guidelines complement those issued by
the Joint Working Group on Quality
Assurance, which Clinical Pathology
Accreditation (UK) Ltd endorses, and any
department wishing to gain CPA
accreditation must comply with them.
The crucial role that the laboratory has to
play is clearly identified.

Biomedical scientists providing clinical
services to patients in healthcare are
required to be registered under the Health
Professions Order 2001, which stipulates
that registrants must be appropriately
educated and trained. This statutory
provision was made for the protection of
patients, and the Institute of Biomedical
Science considers that the underlying
principles of this legislation should apply
to staff performing POCT.

The Institute recognises that POCT can
lead to improved patient care. However,
it is considered imperative that wherever
POCT is operated, it must be monitored
and supervised by qualified staff of a
clinical laboratory that is accredited by
CPA (UK) Ltd. This also complies with the
principles of clinical governance related
to standards of patient care and the
control of clinical risk.

Analytical systems used according to
laboratory-approved operating
procedures provide clinically acceptable
measurements. It is widely recognised,
however, that procedural errors
generate inaccurate data that can be
clinically misleading. There are also
concerns about the health and safety
consequences of testing done outside
the contained environment of the
laboratory.

Accordingly, the Institute considers it
necessary for POCT to be operated
within the framework of a clearly defined
policy that recognises the essential role
of  laboratory-trained personnel.
Although analytical environments are
variable, precluding strict regulations,
general guidelines and
recommendations must not be so vague
as to be meaningless in practice. An
approach that can be varied with local
circumstances is to be preferred.

IMPLEMENTATION
Responsibility

The head of the clinical unit or
directorate and the head of pathology
should establish an initial clinical need
for POCT, in consultation with relevant
clinicians, that fundamentally will
depend on the relevance of the analysis
and the efficacy of the analyte(s) for the
specific clinical requirement; and the
ability of the laboratory to provide that
requirement.

When a need has been established,
there has to be mutual agreement on:
= the precise responsibility of the

laboratory in the management of

the service
= the arrangements by which the
service is delivered (senior

laboratory staff must be involved in
establishing the optimum means of
provision)

= the financial accountability for
purchase and subsequent
operation and maintenance of
equipment

= the responsibility for training the
appropriate non-laboratory staff

= actions to be taken in the event of
analytical incompetence or the
misuse of equipment.

Responsibility for the maintenance of
the service should normally reside with
a delegated senior biomedical scientist
with postgraduate qualifications such as
FIBMS or equivalent. He/she should be
authorised by the head of pathology to
act as the trainer and general ‘liaison
officer’. It is equally important to create
a complementary ‘liaison person’ with
the appropriate seniority and authority in
each clinical area using POCT. In
addition, the appropriate supplier
contacts for service and support must
be established.

Methods and equipment

A pilot study should be conducted, prior
to the implementationof POCT, so that
the potential problems can be assessed
and training requirements established.
Current analytical systems have
limitations, so suitability for specific
usage must be reviewed and assessed.
The required analytical performance
and characteristics will be dictated by
need. If the same analyte is also to be
measured by the laboratory, results (and
units) need to be comparable,
particularly if principles of measurement
are different.

An audit of clinical effectiveness and
outcome should be done before and
after implementation of the system.

Costs

The overall cost is determined by

considering all relevant factors, for

example:

= equipment costs — to include capital
cost of the equipment and recurring
service/maintenance costs

= running costs — to include the cost
of reagents, quality control
materials and miscellaneous items
such as lancets, syringes and
needles

= administration costs — to include the

cost of staff training, quality
assurance procedures, audit,
regular maintenance and

troubleshooting and any other
additional resources needed.

Training

The success of POCT depends crucially
on the effectiveness of the training of
non-laboratory staff. Trainers may need
to acquire additional teaching,
education and communication skills.
The designated trainer is responsible for
the routine training of all staff involved.
Although direct instruction with a
prospective operator is the most
effective technique, it is time consuming
and expensive and may have to be del-
egated, eg. as cascade training.
Training strategies will require a
mechanism for scrutiny and supervision.

A comprehensive training manual
should be prepared. (Although a
standardised training procedure is
effective in principle, allowances should
be made to ensure understanding by
those with differing educational
backgrounds.) Training should ensure:



an awareness of pre-analytical
factors, including obtaining the
correct specimen, the importance of
clinical contradictions, sample
handling and stability of sample and
reagents;
2 a demonstrable expertise in
analytical skills, including:
= operation, calibration and
routine maintenance, together
with, and understanding of, any
analytical limitations of the
instrument;
= a recognition of instrument
malfunction and simple
troubleshooting techniques;
= principles and procedures of
internal quality control and
external quality assessment;
= cleaning and decontamination
procedures;
3 an appreciation of the importance of
post-analytical factors including
accurate documentation of patient
data and basic knowledge of the
importance of normal and abnormal
results.

Certification

Prospective users who are assessed as

competent require formal certification.

This must contain the following:

= the unique identity of the competent
person (an RCN PIN number is
ideal for nurses)

= details of the instrument and the
test(s) performed

= the dated signature of the trainer,
together with the dated signature of
the trainee.

This means that an individual is certified
as having been satisfactorily trained, but
it does not necessarily imply
competence. Competence may only be
assessed after a suitable period of
supervised experience has been
acquired (note: if not ‘outside the
laboratory’ then ‘on site’). It is important
to recognise that liability for future
actions of the operator does not reside
with the trainer, as long as the training
and documentation can be shown to be
satisfactory.

A list of trained users should be kept at
the clinical location, and a log must be

maintained so that updates or retraining

of staff can be identified. Such sessions

need to be conducted and recorded:

= on aregular basis, eg. annually

= if a replacement instrument is
introduced

= if a problem with a user has been
identified

= with any major revision to the
service (or the training itself).

Operation and maintenance

The standard operating procedure

(SOP) incorporates the details included

in the standard training procedure

(STP); which it complements. It must

conform to CPA standards with a

mechanism for regular revision, and a

copy must be retained near the equip-

ment for convenient access. It should

provide clear precise instructions on:

= hazard warning and safety
information

= normal operating techniques

= contra-indications and limitations of
the instrument and technique

= how to perform routine operations
such as maintenance and
decontamination

= basic troubleshooting if an
instrument malfunction is
recognised

= the procedure for advice and
guidance if a problem is

unresolved.

An instrument log, which should be
retained for the life of the instrument, is
essential.  This should contain the
instrument serial number and service
history and details of problems
encountered and resolved, including
dates and signatures.

QUALITY ASSURANCE

Medico-legal considerations and the
requirements of the Data Protection Act
must be borne in mind when
establishing the quality procedures.
Quality assurance is thus considered in
the widest context. The chronological
link between test results, quality control
results and instrument status must be
retained.

The providers of a service operating
from a CPA accredited pathology
laboratory have a duty to ensure that the
service is carried out within
recommended national and/or local
quality assurance schemes.
The service must comply with any
relevant standards that may be required
under the in vitro diagnostic medical
device (IVDD) regulations.

Internal quality control (IQC)

IQC is a system for validating the results
before they are issued. This means that
the operator must know the acceptable
range of results for the QC material. It
is important to devise a protocol that will

distinguish between instrument
malfunction and a procedural error.

1 The ‘limits of acceptability’ should
be displayed by the instrument,
together with a protocol for
unacceptable results.

2 All trained operators must be
involved so that the quality of the
analytical team, as well as the
instrument, is effectively monitored.

3 The control material must mimic the
biological specimen as closely as
possible, both physically and
chemically, and be handled and
analysed in an identical way to the
test specimen; it must not receive
special treatment.

4 The controls must be analysed
regularly, although the frequency
will be determined locally; in
addition, they must be analysed
whenever an unexpected result is
achieved or when any instrument
malfunction is suspected.

5 Manipulations, such as dilutions or
reconstitution of lyophilised
material, must be performed by
laboratory staff who should be
responsible for controlling the
validity of the material (lot number,
expiry date) and maintaining the
correct storage conditions.

6 Results must be recorded along
with the date and time of analysis,
and be accompanied by unique
operator identification for scrutiny
by the laboratory: They must be
retained for any possible enquiry for
as long as is practicable or as
instructed in the SOP, or should
follow the recommendations
contained in The Royal College of
Pathologists guidance notes called
The Retention and Storage of
Pathological Records and Archives.

External quality
assessment (EQA)

EQA involves the analysis of samples
received into a clinical area from an
external source — this could be from the
local laboratory itself, from the
manufacturer or from an external body
such as a NEQAS. It is a means of
validating the results after they are
issued, which means that the
acceptable range of results is unknown
to the operator.

These samples should:

= be distributed periodically to the site
by the laboratory, which retains the
responsibility for ensuring that the
sample is representative throughout
the POCT service

= be handled and analysed in an
identical way to the specimen from
a patient

= have their results recorded and
retained as for IQC.



Test results

Quality assurance also requires that the

recording of analytical data from

specimens is satisfactory. There must

be a mechanism for recording data from

every specimen, which must be

identified uniquely by:

= name of patient with registration
number or NHS number

= date and time of analysis

= result(s) obtained

= name of operator.

These data must be retained for two
calendar years in such a way that they
can be linked with other quality
assurance data.

Instrument data

Instrument data should be recorded,
and retention times should be linked
with quality assurance and patient data
if possible. The record comprises
calibration details and any details of
malfunction.

They complement the instrument log,
into which they can be incorporated if
practicable.

HEALTH AND SAFETY

The following legislation and guidance

applies equally to all laboratories and

other sites where POCT is performed,

irrespective of size or location:

= Health & Safety at Work etc Act
1974

= Consumer Protection Act 1987

= Control of Substances Hazardous
to Health Regulations 2002

= Safe Working and the Prevention of
Infection in Clinical Laboratories
guidance 1991.

Hazards and risks

Staff performing NPT must be aware of
the microbiological hazards of samples
from patients, the chemical hazards of
reagents and the physical or electrical
hazards of equipment.

Suitable and sufficient risk assessments
must be carried out before equipment is
commissioned.

Controls

Standard operating procedures must

include protocols for:
= routine external and internal
decontamination of equipment

= safe disposal of biological material
= safe handling of all specimens and
spillages.

Staff must observe the precautions
required for safe working practice, eg.
the correct use of disposable gloves.

Security

The siting of equipment must be such
that unauthorised use is prevented — by
location, coding or password protection
— and that safety regulations are not
contravened.

Physical security, confidentiality of
reports and the legal requirements of the
Data Protection Act have to be
considered.
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