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1. INTRODUCTION

This is the ýrst version of this guide, and it may be reviewed from time to time as the technology 
improves and the demands of the NHS Cervical Screening Programme (NHSCSP) change.

The guide takes into account the experience gained by laboratories, the works departments that 
monitor electrical safety performance and the service engineers who maintain the equipment. It is 
intended to assist prospective purchasers in drawing up their equipment purchasing speciýcation, to 
provide equipment assessors with a common set of recommendations against which comparisons of 
different liquid based cytology (LBC) systems can be made and to inform equipment manufacturers 
of usersô needs.

The recommendations are based on existing systems evaluated as part of the Department of Health 
LBC pilots in England.1 These are the ThinPrepÈ system, supplied by Cytyc UK Ltd, and the Sure-
PathÊ LBC system, supplied by Medical Solutions plc. Note that the recommendations in this guide 
are in addition to the particular requirements of IEC 60601-1:1990 (BS 5724-1:1989) Medical Elec-
trical Equipment: General Requirements for Safety,2 the EC Medical Devices Directive3 and the EC 
In Vitro Diagnostic Directive.4

The NHS will continue to evaluate the performance range of the systems available. Where minimum 
requirements are met, all systems will be tested under NHS conditions in order to provide advice in 
the context of the NHSCSP. Before purchasing any new equipment, laboratories and commissioners 
should ensure that their particular requirements are met.

2. EQUIPMENT REQUIREMENTS

2.1 Throughput

Å The production throughput capacity of the system, from vial to coverslipped and labelled slide, 
should be stated.

Å The timings, and whether or not staining is included in this process, should be speciýed.
Å Any system must be automated to a degree that comfortably permits the processing of 20 sample 

vials per hour by a single operator.

2.2 Adjunctive equipment

Å The preparation must be compatible with staining regimes that are acceptable within the 
NHSCSP.
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Å If slide staining forms part of the system, it must produce preparations that meet the standards for 
liquid based cytology as deýned in the External Quality Assessment Scheme for the Evaluation 
of the Papanicolaou Staining in Cervical Cytology: Protocol and Standard Operating Proce-
dures.5

Å The slide produced and associated slide carriage devices should be suitable for use with automated 
staining and/or automated coverslipping devices unless the system incorporates such modules.

Å The system should be compatible with future requirements for either automated testing and/or 
for other tests (eg human papillomavirus testing) that may need to be performed on the same 
sample.

3. SYSTEM DESIGN

3.1 Installation and commissioning

Å The information displayed on the unit must include the serial number and model number.
Å The system should be capable of operating over a range of laboratory temperatures (15ï35AC) 

and under typical laboratory humidity.
Å The requirements for space, þoor type and loading, drainage, water, electrical supply and waste 

disposal must be described.
Å Voltage, current and fusing requirements must be stated and must be compliant with British 

Standards. An uninterrupted power supply and electrical ýlter should be provided if required.
Å The equipment must be installed by the supplierôs own service engineers or their appointed 

agent.
Å The supplier must be able to provide advice and support in the event that the instrument has to 

be moved after installation.
Å The supplier must state the assistance and support to be provided during the commissioning phase, 

acceptance testing and validation of performance.
Å The supplier must satisfactorily demonstrate that the equipment is fully functional and capable 

of performing to required standards before formal handover.

3.2 System operation

Å The system must be easily operable and routinely maintained by laboratory staff (biomedical 
scientists and/or medical laboratory assistants).

Å The supplier must provide full training and comprehensive operator manuals in English.
Å The operator manual must include details of start-up and calibration, sample processing, decon-

tamination and fault recognition and handling.
Å The supplier must document the system features that minimise the risk of carry-over between 

specimens.
Å The equipment should provide messages that identify common errors to operators. Corrective 

actions must be documented in the operator manual.
Å Start-up and shut-down (including decontamination procedures) should not take longer than 15 

min per day. Ideally, the system should be capable of running directly from standby.
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Å All service reports and data relating to routine performance, planned and unplanned maintenance, 
and fault rectiýcation must be provided by the supplier and its service agent.

3.3 System consumables

Å Working reagents must be supplied ready prepared, or in appropriate volumes and containers and 
be simple to prepare.

Å The reagents should be stable on board the system for at least three days, and the shelf life of the 
reagents should be stated and should be at least three months upon delivery.

Å All consumables must be readily available from the suppliers as stock items.

3.4 Collection vials

Å Collection vials must be those in regular use throughout the NHS, or which can be supplied to 
the NHS in a reliable and regular manner to the required quantity and quality.

Å Vials must be provided preýlled with collection þuid. There must be a mechanism to allow check-
ing that the vial contains sufýcient þuid and that there has been no contamination or þuid loss.

Å The supplier must provide trays to assist the handling of multiple vials. These should be designed 
to minimise the risk of spillage and sample loss. A visual recognition system or colour coding 
system is desirable.

Å The supplier must detail the storage requirements for vials and advise on any restrictions regard-
ing the number of vials that can be stored together. Control of Substances Hazardous to Health 
(COSHH) Regulations 20026 data must be available to both laboratories and sample takers.

Å The supplier must detail any special requirements or restrictions for the transportation of vials, 
both before and after the addition of the sample. This should include the speciýcation of suitable 
transport boxes.

Å It should be clear to the sample taker when the vial lid is ýrmly closed.
Å The vials should have a shelf life of at least 18 months from date of manufacture.
Å The supplier must recommend and advise on appropriate disposal methods for vials and other 

consumables once testing is complete.

3.5 System maintenance and servicing

Å The in-house maintenance procedures must be documented in English in a comprehensive manual 
together with an estimate of the time required.

Å The external service requirements and contracts available must be described, together with guar-
anteed response times. The level of support outside normal working hours must be speciýed. 
Speciýc exclusions to the contract must be stated. Options for back-up/loan systems should be 
available should long-term down-time occur (two weeks or more).

Å An English speaking point of contact must be provided.
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