


  



  



  



  

Vision Sciences Endoscopes 
and EndoSheath ® Technology 
Preparation Wall Chart 

 Endoscopes and EndoSheath® Technology should not be used without a thorough review and understanding of the User’s Manual. 

 Before inserting the Endoscope into the Sheath, ensure that the insertion Tube is Clean, Dry and Undamaged. 

 Review the User’s Manual for Recommended Cleaning procedures for the Endoscope. 

 If setting up for sterile field, double-glove with sterile gloves. 

When applicable insert 

irrigation/suction tube 

through the flow 

control valve. 

Attach the end of the 

irrigation/suction tube 

to an irrigation/ 

suction source. 

Deflect Scope tip to 

ensure Sheath 

window is seated 

properly. 

If setting up sterile, 

remove outer gloves. 

Unfold cover over 

control body of Scope 

and secure with clips. 

Ready for use.  

Verify angulation 

function and water 

flow/suction before use. 

Lock Sheath to Scope 

by turning knob 900 

(horizontal)  

Place Sheath into 

installation stand with 

accessory port facing 

out 

Double glove, Sterile. 

Apply drape bag to 

installation stand 

Carefully place Sheath 

contents in sterile 
field. 

Double glove before 

starting removal process. 
Re-insert Scope into 

stand, detach clips and 

move control Body Cover 
without contaminating 

handle. Remove outer 

gloves. 

Detach  irrigation/ 

suction Tube from the 

Flow Control Vale and 

Water Source. 

Unlock Sheath rom 

Scope by Turning the 

Locking Knob to the 

Vertical Position.

  

Remove Scope from 

Sheath. 

Deposit used Sheath 

and gloves into drape 

bag and dispose as per 

hospital policy. 

The tip of the scope 

MUST be straight when 

placing into Sheath. If 

there is any resistance 

in loading, verify that 

the Sheath channel is 

properly aligned. If the 

channel is misaligned 

/ twisted, straighten 

the channel before 

continuing scope 

insertion 

When using a CV-1.5 

Sheath, attach the 

irrigation source 

tubing directly to 

the sheath 

connector accessory 

port. 

If resistance is felt 
during removal. STOP, 

Make sure the sheath 

and Scope are 
STRAIGHT and ensure 

the channel is not 

wrapped around the 
insertion tube. Use the 

drape bag as a barrier 

between the fingers 

and sheath, gently 
grasp the window of 

the Sheath and remove 

the Scope WITHOUT 

rotating the Scope 
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Fax: +44 (0)20 8451 4115  
Website:  www.genmedhealth.com 
 

Gently insert Scope 

into Sheath with the 
endoscope label facing 

forward and the flat 

edge of the insertion 

tube against the flat 
edge of the Sheath 

connector opening 
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Remove endoscope from Sheath and 

place in a clean/Sterile area. Do not 
handle the endoscope with 
contaminated gloves 

After removing the Sheath, Inspect 

the endoscope insertion tube and 

distal bending section and confirm 

these areas are dry and 

undamaged. 

If the endoscope was 

dry when the sheath 

was fitted it will be dry 

when removed. If 

moisture is observed, 

this could indicate a 

breach of the sheath and 

high level disinfection 

can be considered. If 

high level disinfection is 

decided upon, the 

endoscope must be 

prepared according to 

instructions in the user 

manual.  

Gently wash all external surfaces of 
the endoscope with an appropriate 

instrument grade detergent or 
EndoWipeTM Enzymatic sponge 

After washing thoroughly rinse the 
outside of the Endoscope with clean 
lukewarm water. 

Wipe down the entire Endoscope with 

Gauze soaked in 70% ethyl/isopropyl 
alcohol or an EndoWipeTM Towelette . 
Ensure full coverage of alcohol 

Ensure all external surfaces of the 

Endoscope are dry prior to installing 
another Sheath. 

Connect the leak tester to the 

endoscope’s EtO/vent valve. Push 

down and rotate the leak tester 
connector clockwise until it is 
secured. 

Pressurise the Endoscope. Ensure 

leak tester’s valve is closed. Pump 
the hand bulb until the needle 

reaches the green section. Maintain 

pressure for 10 seconds, observing 

the needle position. Endoscope may 
require several pumps of the bulb to 

completely pressurise 

If the needle position remains 

steady. Immerse the entire scope in 

water and observe if for 30 seconds. 

Angulate the distal bending section 
up and down while the Endoscope is 

immersed. The absence of air bubbles 

confirms the scope is air tight. 

Remove from water and open the 
leak tester’s valve. Ensure the needle 

on the pressure gauge fails to zero 

and disconnect the leak tester from 

the endoscope. 

If the pressure 

decreases the leak tester 
connection may be loose 

or the pressure valve on 

the leak tester may be 

open Re-attach the leak 

tester. If the symptoms 
persists, contact Genesis 

Medical. A small stream 

of bubbles indicates a 

leak in the endoscope 
that was not detected by 

pressure gauge. Do not 

continue to use a leaking 

endoscope and contact 
Genesis Medical for 
repair. 

LEAK TESTING (needed if contamination occurs) 

 CLEANING AN INTERMEDIATE LEVEL DISINFECTION (after each procedure) 

LEAK TESTING (If a leak is suspected & if high level disinfection is needed) 



  



  



  



  



  



  



  



  



  

 
 



 

DECONTAMINATION RISK ASSESSMENT FOR USE OF ENDOSHEATH 

TECHNOLOGY IN AN OUTPATIENT OR DAY SURGERY SETTING 

Report Author: Diane Lumley, Head of Decontamination 

1.0 Aim 
To provide an overview of the benefits to the Trust for implementation of the Vision 

Science Endosheath Flexible Cystoscopy System (EFCS) and ensuring that uniformed 

standards of safe decontamination within an outpatients or day surgery theatre 

setting are maintained. 

2.0 Objectives 
To ensure that there are systems in place that as far as reasonably practicable, all 

cystoscopes are effectively decontaminated prior to use and that any risks 

associated with the decontamination environment and processes are adequately 

managed. 

 
2.1 Inspection of decontamination environment 

2.2 Identify applicable statutes 
2.3 Identify hazards 

2.4 Make recommendations to achieve compliance 

2.5 Review information provided to staff, contractors, patients and visitors 

3.0 Methodology 
To ensure that the potential benefits to the Trusts of the implementation of the EFC 

System provides uniformed standards of safe decontamination enabling risk 

reduction, as far as possible balanced against the expected benefits. 

 

4.0 Introduction 
The Trust has accepted the use of Vision Sciences Cystoscopes covered by sterile 

sheaths following the prescribed US Foods and Drug Administration (FDA) protocol, 

however questions were raised by the Trust Infection Prevention & Control Team and 

Infection Control Doctor (Microbiologist) as to whether the procedure can be safely 

carried out in a standard operating theatre or day outpatient setting. 

 

This report is based on Decontamination guidelines and statutory compliance. 

4.1. Cystoscopy 
Cystoscopy is the most frequently performed urological procedure and provides an 

invaluable tool for both diagnostic and surveillance in identifying lower urinary tract 

pathology and is currently performed in a clinical theatre setting. 

Cystoscopy procedures are classified as ‘Minor Procedures’, (H. Humphrey et al. / 

Journal of Hospital Infection 80 (2012) 103-109) (Appendix I). 

 

 

 

 

 



4.2 Cystoscope EndoSheath System 
The EFCS is an alternative to conventional cystoscopy procedures and is designed to 

never come into contact with the patient. The reusable scope is protected from 

cross-contamination by a single-use sterile sheath. Also when used correctly the 

sheath eliminates the need to high-level disinfect between procedures. 

 

The Vision Science cystoscopes are essential exactly the same as cystoscopes 

currently used within Barnet & Chase Farm provided by Olympus. There is however 

one exception, Vision Science cystoscopes do not have a working channel instead they 

are covered which provides a durable, protective barrier between patient and scope, 

as well as operating a disposable working channel. The scope has a lever to lock onto 

the disposable sheath and a depression valve for irrigation, the sheath incorporates a 

working channel for biopsy and ureteric stent removal. 

 

4.3   Sterile Sheath 
The use of a sterile sheath is supported within the Choice Framework for Local Policy 

and Procedure 01-06 (CFPP) (3.60 page 17), ‘cleaning and disinfection is required 

even if single-use sheaths are used’. 

The EFCS is designed to reduce the risk of cross-contamination by providing a sterile, 

single-use barrier between the patient and the device. The cystoscope is covered by 

a sterile sheath incorporating the working channel which is the insertion tube that 

enters a body cavity. 

 

The FDA have cleared the endosheath as a protective and proven barrier to micro-

organisms as small as 27nm, which has been demonstrated to be an effective barrier 

to viral passages and states that ‘the use of a disposable sheath eliminates the need 

for high-level disinfection between procedures’. 

 

Endoscopes used are contaminated with various types of microorganisms, if these organisms are 

not removed before subsequent use there is a risk of disease transmission to other patients. 

One method of decreasing this risk is the use of a sterile sheath that covers the insertion tube 

portion of an endoscope. 

Following each procedure, it is recommended that the insertion part of the 

cystoscope is inspected together with the sheath to confirm their integrity. If a tear 

has occurred then the cystoscope will require decontamination through an automated 

process (EWD). No leak in a sheath has been reported. 

 

4.3. Chlorine Dioxide Wipes 
With the use of a disposable sheath research has concluded that the reprocessing 

step for the EFCS need not be high-level disinfected, but rather meticulous cleaning 

of the endoscope, followed by an intermediate-level disinfection step, combined with 

careful aseptic techniques. 

 

The use of the three wipe system as confirmed as a compliant method of 

decontamination on non-lumened endoscopes, such as nasendoscopes in the CFPP 

provides a practical and highly effective way to decontaminate heat sensitive, non-

lumened instruments. The three wipe system uses chlorine dioxide acting as a 

powerful oxidising agent providing an effective disinfection agent killing all organisms 

on a pre-cleaned surface within 30 seconds of the first application. The process is 

currently adopted for all nasendoscope reprocessing, transoesophageal echo TOE 

Probes, Transrectal and Transvaginal probes and provides high-level disinfection in a 

busy outpatient clinic setting in a relatively short time. 

 



Chemical decontamination by the chlorine dioxide wipe system has been widely used 

by many hospitals for several years and episodes of cross- infection have not been 

reported, and neither is there any evidence to show that the use of chlorine dioxide 

leads to greater risk of cross-infection compared to processing endoscopes in a 

central decontamination unit. However, this system must be carried out according to 

a set protocol with standard operating procedures. 

 

The application of the wipe system is subject to regular user training and comes 

complete with a fully traceable tracking system, which is  externally audited 

providing a quality management audit trail. All users, doctors and consultants will be 

provided with Three Wipe decontamination training, which will be certificated. 

 

Each stage of the three wipe process will be timed to ensure accurate application of the 

product. 

 

4.4  Current Position 
The six cystoscopes currently in use and under the existing PFI contract have reached 

the end of their useful life. The Trust PFI Partners Siemens are in agreement to 

replace them with the Endosheath System. 

5.0 The Legal Environment 
The Trust and its partners have a duty of care to patients, staff and visitor’s.  

Relevant statutes on this subject include: 

5.1. The Choice Framework for Local Policy and Procedure (CFPP) - Decontamination 

of Flexible Endoscopes 01-06: offers best practice guidance on the management and 

decontamination of flexible endoscopes (14304 Page 6) and supersedes the relevant 

parts of HTM2030 (Page 7). 

 

The CFPP is a suite of guidance documents that has replaced previous guidance 

supplied in the form of Health Technical Memorandum (HTM). The CFPP supports 

local decision making in the commissioning, regulation, management, use and 

decontamination of medical devices in acute care. It has been designed to support 

continuous improvements in the efficiency and outcomes in terms of safety, clinical 

effectiveness and patient experience with core principles centred on having an 

evidence base working with engineering standards applying a risk control approach 

with a view to ‘progressive improvement’, therefore risk assessment is essential in 

determining the decontamination of invasive medical devices. This is  directly in line 

with the health policy direction being taken by the UK government for the 

modernisation of the NHS in England as outlined in the Health and Social Care Act 

2012. 

 

The Health and Social Care Act gives power to clinicians to make commissioning 

decisions and therefore advocates the adoption of an ‘Essential Quality 

Requirements’ (EQR) leading to ‘Best Practice’ (BP) approach to allow greater choice 

for commissioners across providers both within the NHS and private sector, using a 

risk-control approach to the management and decontamination processes for 

reusable medical instruments. 

 

This risk assessment has been produced taking into account the requirements of BS 

EN ISO 14971:2012 ‘Risk Management for Medical Devices’, a key standard 

specifying a process for a manufacturer to identify the hazards associated with 

medical devices, to estimate and evaluate the associated risks, enabling control of 

the risks and to monitor the effectiveness of the controls. The requirements of this 

standard are applicable to all stages of the life-cycle of a medical device. 



5.1.1   CFPP 01-06 Operational Management:  
Executive Summary 

Scope: ‘This document covers flexible endoscope management and decontamination 

only. Clinical issues relating to endoscopy or the manufacture of EWDs are not 

discussed. In addition this document does not cover the processing of flexible 

endoscopes used to examine sterile body tissues. These endoscopes should be sterile, 

possibly using low temperature gas sterilisation and may be the subject of future 

guidance’ 

 

All cystoscopes pass through a non-sterile urethra which may or may not contain 

pathogens. The bladder is commonly believed to be sterile but work published in 

2012 by the Journal of Clinical Microbiology showed this not to be the case (Appendix 

II). 

 

5.1.2    CFPP Decontamination of Flexible Endoscopes 
Policy and Management – Decontamination 
Environment 

‘Examples of Essential Quality Requirements’ (Page16) 

States: ‘Lumened instruments should be reprocessed using a validated automated 

process (where applicable) following the manual cleaning stage’ 

- The Endosheath cystoscope system is non-lumened 
therefore this ‘Best Practice’ requirement does not apply 
 

‘Examples of Best Practice’ (Page 17) 

States: ‘In Essential Quality Requirements, the environment where the 

decontamination process is carried out should be such as to minimise the risks of 

recontamination of instruments or the inadvertent use of incompletely 

decontaminated endoscopes and of cross-contamination of clean and dirty areas’ 

- This applies to the Endosheath cystocope 
decontamination process: Decontamination can be 
carried out in one environment provided the area 
has a dirty to clean flow 

 

There must be a clearly designated flow from dirty to decontamination (clean) which 

demonstrates the stages of the decontamination of the cystoscope. It is essential 

that the room floor area be adequate to support the full process of endoscope 

management and decontamination without compromising quality. 

-  
Single-Room decontamination unit for low throughput 
units is supported within the CFPP (Appendix VI) 

 

It is important to ensure that the workflow within the department is from dirty to 

clean to avoid the possibility of recontamination of reprocessed endoscopes from 

surfaces contaminated by unprocessed devices, whilst using the Three Wipe System. 

 

 

 



5.1.3 Theatre Setting: Bronchoscopy Theatre Day 
Surgery Barnet 

The proposed theatre at Barnet is currently used to carry out Bronchoscopies for the 

therapeutic endoscopic procedures involving the airway. The theatre is at negative 

pressure as these procedures carry an increase of risk for air contamination with M. 

Tuberculosis in patient with known or undiagnosed tuberculosis, a disease spread by 

the airborne route. Negative pressure must be maintained in order to protect the 

worker and the environment. However, cystoscopy procedures are classed as a ‘Minor 

Procedures’, therefore special ventilation is not required, the only requirement is for 

both theatre and outpatient settings are: ‘Natural ventilation, including the presence of 

opening windows but with a fly screen, is acceptable’. (Appendix VII Table 1: H. 

Humphreys et al / Journal of Hospital Infection 80 (2012) – ‘Other’, page 107). 

HTM03-01 Part A Design and Validation 2007: Appendix 2 – Recommended Air-

Change rates: ‘Cystoscopy ventilation is not a critical factor in Infection Prevention’. 

 

The theatre at Barnet is also used to carry out Transrectal procedures involving the 

use of probes, which are non-lumened. These are currently decontaminated using 

the three wipe system within the theatre environment. 

 

An area has been identified adjacent to the theatre which would provide an adequate 

decontamination area but will require upgrading. 

 

5.1.4 Outpatient Setting: 
By nature outpatient environments can be crowded and poorly controlled. The EFCS 

does not have lumens and therefore in accordance with the CFPP can be reprocessed 

in an outpatient procedure room environment, provided dirty to clean flows are 

established. There are no special ventilation requirements for negative or positive 

pressure rooms. 

 

5.1.5 CFPP Decontamination of Nasendoscopes (Non-
Channelled Scopes) 

Nasendoscopes are used for the examination of naspharynx, larynx and hypopharynx. 

They are short flexible endoscopes usually without lumens. The decontamination of 

these endoscopes requires the same standards of cleanliness and disinfection as 

other flexible endoscopes. All ‘EQR’ outlined in the CFPP ‘Policy and Management’ 

volume apply, except that nasendoscopes without lumens can be manually 

decontaminated using wipes and procedures validated for that purpose (3.59 Page 

17). 

 

Vision Science Cystoscopy Endoscopes are non-channelled so these guidelines apply. 

 

Currently all Trust nasendoscopes are reprocessed in an outpatients setting, in one room 

with clearly defined clean to dirty flow. 

 

5.1.6 Infection Control Asepsis Protocols 
It would be advisable for the Infection Control Team to oversee the Aseptic EndoSheath 

technique applied by the Urology Team. 

 

 

 



5.2   US Food and Drug Administration (FDA) 
The FDA is an agency within the Department of Health and Human Resources. 

Companies that design, manufacture, repackage, re-label, and/or import medical 

devices into the United States are regulated by the FDA’s Center for Devices and 

Radiological Health (CDRH). UK equivalent: Medicines and Healthcare Products 

Regulatory Agency (MHRA). The FDA’s organisation consists of the Office of the 

Commissioner and four directorates overseeing the core functions of the agency: 

 

 Medical Products and Tobacco 
 Foods 
 Global Regulatory Operations and Policy 

 Operations 

 

The Vision Science EndoSheath Technology system (Video Cystoscope) manufactured 

by Vision Science has been approved by the FDA (December 2007) under Regulatory 

Class II demonstrating that it can be legally marketed for use on urology patients 

(Appendix III). 

 

In addition a Laboratory FDA Study (Appendix V) researcher’s recommended: ‘that an 

endoscope reprocessing step be combined with the use of a disposable sheath’ and 

data indicated: ‘that the step need not be high-level disinfection’. Instead, they 

concluded that meticulous cleaning of an endoscope followed by intermediate-level 

disinfection should provide a safe instrument for otolaryngologic endoscopy’. The 

disposable EndoSheath has been cleared by the FDA as providing a protective barrier 

and has been demonstrated to be an effective barrier to viral passages. 

 

6. The Health and Safety at Work etc. Act 1974 
Places general duties on the employer under sections 2 and 3 

 

7. The Management of health and Safety at Work 
Regulations 
Requires duty holders to ‘undertake a suitable and sufficient risk assessment’ 

 

8. The Workplace Health, Safety and Welfare 
Regulations 1992 
Encourages a more systematic and better organised approach to dealing with 

health and safety in all workplaces 

 

9. Health & Social Care Act 2008: Code of Practice 
on the Prevention & Control of Infections and 
related guidance, supporting the NHS as set out 
in the Health & Social Care Act 2012 

 

 

 



 

The Code of Practice Health and Social Care Act 2008 on the prevention and 

control of infections and related guidance, provides the standards for this 

aspect of patient care. Complementing this is the Department of Health 

guidance CFPP which will assist the Trust in complying with the 

decontamination guidance set out in the above Code of Practice and in 

meeting the Care Quality Commission (CQC) registration requirement on 

hygiene and infection control. 

 

10. Joint Advisory Group on GI Endoscopy (JAG) 
Joint Advisory Group Accreditation Unit, Royal College of Physicians confirmation 

of decontamination requirements (Appendix VI). 

The letter clearly states that there are no JAG requirements regarding the use 

of EndoSheath cystoscopes, should the Trust decide to use this technology to 

improve patient care and service delivery there would be no restraints or 

conditions imposed upon them from JAG. 

 

11. Identify Hazards 
Cystoscopy is classified as a ‘Minor Procedure’, which under various 

disciplines may be performed outside a ventilated operating theatre. 

 

11.2. CJD/vCJD 
The greatest fear with regard to cross contamination is a prion-related disease 

such as vCJD. However, none of the decontamination systems, including 

washing, high-level decontamination using an automated process or 

autoclaving is 100% effective at eradicating prions. The risk of inducing 

disease using a sterile sheath process is likely to be extremely low. 

 

It is advisable to monitor immuno-compromised patients undergoing 

cystoscopy procedures using the endosheath technology. Should an 

endoscope be used in a patient with suspected vCJD the cystoscope must be 

placed in quarantine immediately until the condition of the patient is known. 

If the patient is subsequently shown to be positive for vCJD the cystoscope 

should be destroyed. 

 

11.3. Ineffective Use of Chlorine Dioxide Wipes 
There is no evidence to show that a risk exists after following the protocol for 

endosheath cystoscope cleansing and disinfection with chlorine dioxide. As 

long as hospital personnel are properly trained in performing and adhering to 

this protocol, the risk of an endoscope being contaminated is extremely low. 

 

11.4. Risk of Damaging the Endosheath Cystoscopy or 
sheath 
Chlorine Dioxide will not impair the optical image resulting in mis-diagnosis of 

important pathology of the cystocope as the working channel forms part of the 

sheath. In the event of a tear to the sheath, the cystoscope must be processed 

using an automated endoscope washer disinfector. 

 

 

 



11.5. Manual Cleaning Process 
 A manual cleaning process is not a validated process and does not form part of 

the CFPP. There is no requirement for the endosheath cystoscope to be 

manually cleaned before use, however manufacturer instructions recommend 

that the scope be manually wiped with an enzymatic cleanser, which forms part 

of the three wipe process. 

 

11.5.1. Manual Cleaning Sink – Leak Testing 
Leak testing is only required if a leak is suspected, or there is damage to the 

scope and it needs to be returned for repair. A fully decontaminated dry 

cystoscope is inserted into the sheath and it will remain dry. So after 

removal from the sheath, the scope must be inspected to ensure that it 

remains dry and not damaged. If the cystoscope is wet this will indicate that 

the sheath was perforated (although this has never been reported) before, 

during or after the procedure. If the scope is damaged then Vision Science 

requests that it must be leak tested and high-level disinfected before 

return. Leak testing can be carried out in any location. 

 

A leak within a sheath will not result in cross-infection, the cystoscope would 

have been highly disinfected using the three wipe system and should a 

contaminated scope be aseptically covered by a sterile sheath following the 

correct protocol, then contamination could not pass on to the next patient 

through the sheath. This was shown in an FDA study: Laryngoscope: Volume 

109(04) April 1999 – (636-639) Evaluation of Endoscope Sheaths As Viral 

Barriers. 

 

Users will be trained to follow the correct protocol by Genesis and this should be 

overseen by Infection Control. 

 

Theatre Setting: Ideally in a decontamination area with a double sink used for 

manual cleaning and leak testing, this is situated in the Day Surgery 

Endoscopy Decontamination Area. The side room once upgraded will provide a 

full decontamination area. 

 

Outpatient Setting: The only manual sink area in the outpatient area of 

Barnet is situated in the Sluice Room. This is currently used to analyse and 

dispose of urine sample down the sluice. There is a sink available which would 

provide an adequate manual cleaning facility however the process of disposal 

of urine and manual cleaning or leak testing could not occur at the same time. 

Rigid local protocols will need to be written and adhered to so that the users 

of the cystoscope and nursing staff analysing and disposing of the urine 

sample both understand and work together. This will involve a minor change 

of the layout of the room and arrangements for access. 

 

A letter of confirmation has been provided by the Trust AE(D), Peter Rust. 

 

11.6. Transporting 
All contaminated and decontaminated scopes will require transporting in sealed 

containers. 

  



12 Recommendations 
12.1 Weekly Ninhydrin Testing 

Manual pre-cleaning is essential to remove deposits from lumens and around 

the controls of an endoscope and provides a critical step during the 

decontamination process. The endosheath cystoscope does not have lumens, 

but still requires cleaning this is completed by the first process of the three 

part wipe system. The cystoscope does have control buttons and requires 

specific attention to these areas when applying the wipe system, however in 

order to assess the level of contaminants that might remain on the cystoscope 

after the three wipe system has been applied, this is usually achieved by 

measuring qualitatively or quantitively the extent of protein residue. Residual 

protein detection is currently recommended by the Department of Health 

CFPP as a gauge of cleaning efficacy. 

 

Technology providing levels of residual protein detection after washing and 

disinfection are available and the Ninhydrin Testing method is widely used 

within endoscopy and sterile service departments. It will provide accurate and 

reliable proteinaceous residue detection based   on reagents strongly binding to 

amino acids and short peptides the constitutes of protein residues, this is neatly 

demonstrated by the use of ninhydrin testing. However, with most of these test 

they should be used caution owing to their lack of sensitivity but data provided 

by the manufacturers and training will ensure that the trust is provided with a 

protein detection process for the endosheath cystoscopes on a weekly basis of 

those difficult to clean area including all control buttons. This process will be 

closely monitored and audited. Training will be provided by the manufacturers. 

 

SUMMARY 
The CFPP supports local decision making, these documents are considered 

risk-control-based, allowing the ‘user’ to make active local choices on the 

precautionary strategies that are most suitable for both their local 

circumstances and the patient. 

 

Whilst the trust must always strive towards achieving ‘Best Practice’, the 

endoscopy equipment within the trust has reached the end of it’s useful life, 

although plans are in place for a modular unit with new endoscopy equipment 

the need for an alternative method of reprocessing to support the urology 

service is clearly evident. 

 

 The CFPP recognises nasendoscopes as non-lumened and confirms 

that using a three wipe system is an adequate means of 

decontamination. Nasendoscopes used within the Trust are currently 

being decontamination using the three wipe system 

 

 Nasendoscope reprocessing is carried out in an outpatient setting, with dirty to 

clean flow using one entrance 

 

 The EndoSheath Cystoscope is non-lumened, therefore can be 

decontamination in accordance with the CFPP by using the three wipe system 

 

 The CFPP supports the use of sheaths 

  



 

 The CFPP allows decontamination in one room. There must be clear 

evidence of dirty to clean flow 

 

 The EndoSheath Cystoscope does not require manually cleaning in a sink 

 

 There is no requirement for cystoscopies to be carried out in pressurised 

settings 

 

 

 

The outpatient environment provides a one-room decontamination 

environment, with use of the sluice area. It is advised that configuration of this 

room is carried out to allow both urine sample nurses access and 

decontamination processes should the need arise. Manual sink access within 

this area would provide a dedicated place for manual cleaning processes or 

leak testing should the need arise. 

 

The day theatre environment provides a perfect opportunity for 

decontamination to be carried out in the adjacent room, this would 

require some enabling works and upgrade with manual sink and hand 

wash basin. 

 

Both areas within Barnet Hospital, Outpatients and Day Surgery Theatre were 

visited by the Trust AE(D) Peter Rust, who is in agreement that there is no 

reason why this EndoSheath Cystoscope System cannot be adopted 

immediately within either setting. 

 

All consultants have been provided with Tristel Three Wipe Training, refresher 

training will be provided. 

  



RISK ASSESSMENT for ENDOSHEATH TECHNOLOGY 

 

WARD / AREA / DEPARTMENT :  Barnet Hospital 
Urology Service 

TASK ASSESSED : EndoSheath Cystoscopy 
RISK ASSESSMENT NUMBER : 001 DATE :    June 2014 REVIEW DATE : July 2014 
Assessors :  Diane Lumley Head of Decontamination  

 

Activity Hazard 

and 

possibl

e 

impact

s 

Who 

or what 

is at risk 

and 
how 

Existing 

controls 
Risk Rating 

(RR) Score 
 
S L (SxL)RR 

Additional 

controls 

required 

Only one Cystoscope 

must be used in the 
room at one time 

  Written Local Protocol     

Check all Cystoscope 
documentation to 

confirm its number, 
date, time and status of 
decontamination 

  Written Local Protocol     

Ensure patients details 
are identified and 
accompany the 

cystoscope to the 
decontamination room 
and the three wipe 
system is traceability 
book is correctly filled in 

  Written Local Protocol     

 

Cystoscopes must only 
be handled by staff 
trained in handling 
them. Staff must be 
regularly assessed as 
competent by means of 

documented training 
and assessment by an 
appropriate person. 
Competency 
documentation must be 

  Written Local Protocol     

retained by a Manager and 

copies available in the 
decontamination area 

       



 

Cystoscopes must only be 

used once fully 
decontaminated using the 
three wipe system 

  Written Local Protocol     

 

There must be a clearly 
defined clean and dirty 
demarcation area within the 

procedure room 

  Written Local Protocol     

 

Staff must wear full PPE at 

all times when undertaking 
the decontamination 
process 

  Written Local Protocol     

 

Cystoscopes must be wiped 

down immediately after the 
procedure 

  Written Local Protocol     

 

Staff must comply with the 
requirements of the COSHH 
Policy 

  Written Local Protocol     

 

Health Screening must be 

undertaken for all staff 
decontaminating the 
cystoscopes 

  Written Local Protocol     
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Abstract 

Objective: The objective of this article is to compare the incidence of post-cystoscopy urinary tract 
infections (UTIs) between cystoscopes sterilised between patients and cystoscopes that use 
removable sterile sheath technology. 
 
Patients and methods: A total of 200 patients undergoing flexible cystoscopy at the Norfolk and 
Norwich Hospital (Norwich, UK) between November 2011 and March 2012 were identified 
prospectively as part of an ongoing audit of the department’s services. One hundred patients were 
recruited from day procedure lists, using KeyMed® cystoscopes sterilised between patients (sterilised 
scope, SS); 100 patients were recruited from a ‘one-stop’ urology clinic, using a Vision Sciences® 
CST-5000 cystoscope with disposable sterile Endosheath® technology (removable sheath, RS). Mid-
stream urine (MSUs) samples and patient symptoms were recorded prior to the cystoscopy and at 
least three days following the cystoscopy. 
 
Results: No significant difference was found in the incidence of new MSU-confirmed UTI (2.7% (SS) 
vs. 2.0% (RS)). In those undergoing their first cystoscopy, no significant differences were found in 
either new symptoms (34.1% (SS) vs. 36.7% (RS)) or requirement for antibiotics (13.6% (SS) vs. 
13.0% (RS)). 
 
Conclusion: Flexible cystoscopy using removable sterile sheath technology does not have a higher 
incidence of UTI compared to a cystoscope sterilised between patients. The introduction of 
cystoscopes using this technology can therefore safely transform flexible cystoscopy into an 
outpatient clinic procedure. 
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  Key Points:- 
• To demonstrate that Outpatient flexible cystoscopy was a feasible practice 
• 27 patients awaiting diagnostic or check cystoscopy in the Leeds area were invited to attend an Outpatient 

Clinic to evaluate the Vision Sciences CST2000 scope that uses the Endosheath system 
• The performance of the system was evaluated and patient feedback obtained through questionnaire 
• The results were positive indicating Outpatients scenario was ideal for flexible cystoscopy of this nature 
• The system was rated highly for image quality, ease of use and handling 

• Patients complimented the service and preferred Outpatient setting to day-ward or theatre based 
procedure 

        

Conclusions:- 
• The Vision Sciences system makes it possible to perform outpatient flexible cystoscopy, economically and 

efficiently with the aid of a disposable Endosheath system 



 

 

 

 

  



  



  





 


