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NATIONAL INSTITUTE FOR HEALTH AND CARE 
EXCELLENCE 

Medical technology consultation: MT457 Episcissors  

Supporting documentation – Committee papers 

 

The enclosed documents were considered by the NICE medical technologies 

advisory committee (MTAC) when making their draft recommendations: 
 

1. EAC assessment report – an independent report produced by an 

external assessment centre who have reviewed and critiqued the 

available evidence.  

2. Assessment report overview – an overview produced by the NICE 

technical lead which highlights the key issues and uncertainties in the 

company’s submission and assessment report. 

3. Scope of evaluation – the framework for assessing the technology, 

taking into account how it works, its comparator(s), the relevant patient 

population(s), and its effect on clinical and system outcomes. The scope 

is based on the sponsor's case for adoption. 

4. Adoption scoping report – produced by the adoption team at NICE to 

provide a summary of levers and barriers to adoption of the technology 

within the NHS in England. 

5. Sponsor submission of evidence – the evidence submitted to NICE by 

the notifying company. 

6. Expert questionnaires – expert commentary gathered by the NICE team 

on the technology. 

7. EAC correspondence log – a log of all correspondence between the 

external assessment centre (EAC) and the company and/or experts 

during the course of the development of the assessment report. 

8. Company fact check comments – the manufacturer’s response 

following a factual accuracy check of the assessment report. 

 

Please use the above links and bookmarks included in this PDF file to 

navigate to each of the above documents. 

 

https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/about/what-we-do/into-practice/adoption-team
















































































































































































































 

Threshold Analysis  

Threshold analysis shows how the rate of OASIS in both the standard 

scissors arm and the Episcissors-60 arm impacts the cost savings. The higher 

the rate of OASIS in the standard scissors arm and the greater the impact of 

Episcissors-60 in reducing the rate of OASIS, the more cost saving 

Episcissor-60 is likely to be. If Episcissor-60 does not reduce the rate of 

OASIS or if there is any increase in the rate of OASIS compared with 

standard scissors, then Episcissors-60 would be cost incurring. 

Figure 2: Threshold Analysis using Company Base Case   
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Figure 3: Threshold Analysis using EAC Base Case 
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NATIONAL INSTITUTE FOR HEALTH AND CARE 
EXCELLENCE 

Medical technology guidance 

SCOPE 

Episcissors-60 for guided mediolateral episiotomy 

1 Technology  

1.1 Description of the technology  

Episcissors-60 are adapted surgical scissors made from stainless steel used 

to perform an incision for mediolateral episiotomies. There are reusable and 

single use versions. The scissors have 5-centimetre long blades with a guide-

limb mounted at the blade pivot point and angled at 60 degrees from the 

blades.  A cutting angle of 60 degrees is ensured by positioning the guide limb 

pointing towards the anus in the vertical perineal midline.  

Evidence suggests that the cutting angle of a mediolateral episiotomy affects 

the incidence of OASIs (Stedenfeldt et al. 2012, Eogan et al. 2006).  The aim 

of Episcissors-60 is to prevent inaccurate visual estimation of the cutting angle 

and so reduce the incidence of obstetric anal sphincter injuries (OASIs). 

Two versions of Episcissors-60 are available based on operator preference: a 

straight version and an angled version. The straight version has blades in line 

with the handles, whereas the angled version has blades at 150 degrees to 

the handles. Both versions give an incision point 1 centimetre horizontally 

offset from the posterior vaginal fourchette.  

The reusable version of Episcissors-60 can form part of a reusable equipment 

birthing pack following cleaning and sterilising between uses. They are 

intended for use in secondary care midwifery and obstetric units, primary care 

midwifery units and birth centres, and for home births. Episcissors-60 was 

included in the NHS Innovation and Technology Tariff (ITT) 2017/18. 

https://www.nice.org.uk/terms-and-conditions
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3489037/
https://www.ncbi.nlm.nih.gov/pubmed/16411997
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1.2 Regulatory status 

Episcissors-60 was CE-marked as a Class I medical device in March 2014. 

The single use version is planned to launch in the NHS in June 2019 after 

which the reusable version will be phased out. Episcissors-60 are currently 

made by 2 manufacturers under license from MEDINVENT LTD.   

1.3 Claimed benefits 

The benefits to patients claimed by the company through the use of 

Episcissors-60 for guided mediolateral episiotomy are: 

• Cuts at a fixed 60 degree angle at crowning in line with the Royal College 

of Obstetricians and Gynaecologists’ recommendation  

• Prevention of OASIs 

• Fewer complications such as wound breakdown, infections and anal 

incontinence 

 

The benefits to the healthcare system claimed by the company are: 

• Preferred by staff over normal scissors 

• Cost-saving because of fewer OASIs  

• Reduced costs associated with fewer complications 

• Reduced length of stay  

1.4 Relevant diseases and conditions 

Episcissors-60 are intended for use in mediolateral episiotomy, which is 

recommended only when there is a clinical need, such as for instrumental 

deliveries or in cases of suspected fetal compromise. Routine episiotomy is 

not indicated during spontaneous vaginal birth or after third or fourth-degree 

tears from previous childbirth.   

According to HES online, 15.2% of all births in England between 2011 to 2012 

required an episiotomy. OASIs can be minimised by mediolateral 

episiotomies, but only if the correct cutting angle is achieved. OASIs occur in 

2.9% of all  vaginal births in the UK, 6.1% of first-time births and 1.7% of births 

in women who have given birth 2 or more times before (Thiagamoorthy et al. 

https://www.nice.org.uk/terms-and-conditions
https://www.rcog.org.uk/globalassets/documents/guidelines/gtg-29.pdf
https://www.rcog.org.uk/globalassets/documents/guidelines/gtg-29.pdf
https://digital.nhs.uk/data-and-information/publications/statistical/nhs-maternity-statistics/2011-12
https://www.ncbi.nlm.nih.gov/pubmed/24832856
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2014). A meta-analysis found that 30% of women who had an OASI still had 

symptoms 1 year after childbirth (Oberwalder et al. 2003). Symptoms include 

faecal urgency, inability to control wind and uncontrolled bowel movements 

(Dudding et al. 2008).  

Perineal trauma was the 4th highest reason for obstetric claims settlements. 

The compensation cost for perineal trauma across NHS organisations for the 

10 years to March 2010 was £31.2 million according to the NHS Litigation 

Authority 2012. Perineal trauma was the 4th highest reason for obstetric claim 

settlements over this period of time. 

1.5 Current management 

Current clinical practice in the NHS for a woman requiring mediolateral 

episiotomy is described by several guidelines. NICE clinical guideline on 

intrapartum care for healthy women and babies recommends that an 

episiotomy should only be performed if there is a clinical need, such as an 

instrumental birth or suspected fetal compromise. An episiotomy should be 

mediolateral, originating at the vaginal fourchette and directed towards the 

right side. The angle of the cut to the vertical axis at the time of episiotomy is 

recommended to be 45 to 60 degrees. Tested effective analgesia should be 

provided before carrying out an episiotomy, except in emergency cases such 

as acute fetal compromise. 

The Royal College of Obstetricians and Gynaecologists’ guidance on The 

Management of Third and Fourth Degree Tears recommends in a similar way 

that an episiotomy should be mediolateral and should only be performed if 

clinically indicated. The cutting angle is advised to be 60 degrees from the 

midline at the time of episiotomy. Should an OASI occur during vaginal 

delivery, it should usually be repaired in an operating theatre under general or 

regional anaesthesia. Broad-spectrum antibiotics should be given following 

repair of OASIs. Follow up should involve 6-12 week review. Women with 

ongoing OASI symptoms should be referred to a specialist gynaecologist or a 

colorectal surgeon.  

https://www.nice.org.uk/terms-and-conditions
https://www.ncbi.nlm.nih.gov/pubmed/24832856
https://www.ncbi.nlm.nih.gov/pubmed/14598410
https://www.ncbi.nlm.nih.gov/pubmed/18216527
https://resolution.nhs.uk/wp-content/uploads/2018/11/Ten-years-of-Maternity-Claims-Final-Report-final-2.pdf
https://resolution.nhs.uk/wp-content/uploads/2018/11/Ten-years-of-Maternity-Claims-Final-Report-final-2.pdf
https://www.nice.org.uk/guidance/cg190
https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg29/
https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg29/
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The NICE clinical guideline on faecal incontinence in adults: management 

recommends that women with OASIs are identified as high risk for faecal 

incontinence. Women should be treated with condition-specific interventions 

as well as general measures for faecal incontinence. General measures 

include coping strategies, incontinence pads, anti-diarrhoeal medicines and 

pelvic floor muscle training. 

2 Statement of the decision problem  

 Scope issued by NICE 

Population  Women who have a clinical need for an episiotomy, such as for 
instrumental deliveries or in cases of suspected fetal compromise.  

Intervention Episcissors-60  

Comparator(s) • Standard reusable episiotomy scissors  

• Standard disposable episiotomy scissors 

 (see also ‘Cost analysis’ below) 

Outcomes The outcome measures to consider include: 

Procedural outcomes: 

• Device-related adverse events 

• Incidence and severity of OASIs 

• Complication rates, e.g. wound breakdown, infections, anal 
incontinence and postpartum haemorrhage 

• Ease of use of instrument, including handedness 

• Operator learning curve 

• Costs of any complications (including OASI repair). Duration of 
follow up should be sufficient to capture all relevant 
complications. 

• Post-delivery suture angles 

• Length of episiotomy 

• Post-delivery distance from midline 

 

Patient outcomes: 

• Length of stay 

• Quality of life 

Cost analysis Comparator(s): 

• Standard reusable episiotomy scissors 

• Standard disposable episiotomy scissors 

Costs will be considered from an NHS and personal social services 
perspective. 
 
The time horizon for the cost analysis will be sufficiently long to 
reflect any differences in costs and consequences between the 
technologies being compared. 
 

https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/guidance/cg49
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Sensitivity analysis will be undertaken to address uncertainties in the 
model parameters, which will include scenarios in which different 
numbers and combinations of devices are needed. 

Subgroups to 
be considered 

Ethnicity   

Special 
considerations, 
including those 
related to 
equality   

Episcissors-60 are intended for use in pregnant women during 
labour. Some women of Asian family origin may be more at risk 
of OASIs.  
People with severe faecal incontinence may meet the criteria 
for disability under the Equality Act 2010.  
Sex, pregnancy, race and disability are protected 
characteristics under the Equality Act 2010.  
Consideration will be given to whether Episcissors-60 can 
easily be used by lefthanded people. 

Special 
considerations, 
specifically 
related to 
equality issues 

Episcissors‑60 are intended for use in pregnant women during 
labour. Some women of Asian family origin may be more at risk of 
OASIs. Those with severe faecal incontinence may meet the criteria 
for disability under the Equality Act 2010. Sex, pregnancy, race and 
disability are protected characteristics under the Equality Act (2010).   

Are there any people with a protected characteristic for 
whom this device has a particularly disadvantageous 
impact or for whom this device will have a 
disproportionate impact on daily living, compared with 
people without that protected characteristics? 

No 

Are there any changes that need to be considered in the 
scope to eliminate unlawful discrimination and to promote 
equality? 

No 

Is there anything specific that needs to be done now to 
ensure MTAC will have relevant information to consider 
equality issues when developing guidance? 

No 

 

3 Related NICE recommendations and NICE 

pathways  

Published 

NICE Clinical Guidelines 

• Intrapartum care for healthy women and babies. NICE clinical guideline 190 

(2014, updated 2017). Available from 

https://www.nice.org.uk/guidance/cg190 

• Faecal incontinence in adults: management. NICE clinical guideline 49 

(2007). Available from https://www.nice.org.uk/guidance/cg49 

 

https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/guidance/cg190
https://www.nice.org.uk/guidance/cg49
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NICE Pathways 

• Faecal incontinence. NICE pathway (2013, updated 2019). Available from 

https://pathways.nice.org.uk/pathways/faecal-incontinence 

• Intrapartum care. NICE pathway (2011, updated 2019). Available from 

https://pathways.nice.org.uk/pathways/intrapartum-care 

• Antenatal care for uncomplicated pregnancies. NICE pathway (2011, 

updated 2019). Available from 

https://pathways.nice.org.uk/pathways/antenatal-care-for-uncomplicated-

pregnancies 

Under development 

NICE is developing the following guidance (details available from 

www.nice.org.uk): 

• Antenatal care for uncomplicated pregnancies update. NICE clinical 

guideline. Publication expected December 2020.  

4 External organisations  

4.1 Professional organisations 

4.1.1 Professional organisations contacted for expert advice 

At the selection stage, the following societies were contacted for expert 

clinical and technical advice:  

• Royal College of Midwives 

• Royal College of Obstetricians and Gynaecologists 

• British Society of Urogynaecology  

4.1.2 Professional organisations invited to comment on the 

draft scope 

The following societies have been alerted to the availability of the draft scope 

for comment:  

• Royal College of Midwives 

https://www.nice.org.uk/terms-and-conditions
https://pathways.nice.org.uk/pathways/faecal-incontinence
https://pathways.nice.org.uk/pathways/intrapartum-care
https://pathways.nice.org.uk/pathways/antenatal-care-for-uncomplicated-pregnancies
https://pathways.nice.org.uk/pathways/antenatal-care-for-uncomplicated-pregnancies
http://www.nice.org.uk/
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• Royal College of Obstetricians and Gynaecologists 

• British Society of Urogynaecology   

• British Society of Psychosomatic Obstetrics, Gynaecology and Andrology 

4.2 Patient organisations 

At the selection stage, NICE’s Public Involvement Programme contacted the 

following organisations for patient commentary and alerted them to the 

availability of the draft scope for comment:  

• Baby Lifeline 

• Birth Trauma Association (BTA) 

• Disability, Pregnancy & Parenthood international (DPPi) 

• Multiple Births Foundation 

• PANDAS Foundation 

• Tommy’s – The Baby Charity 

• Twins and Multiple Births Association (TAMBA) 

• WellBeing of Women 

https://www.nice.org.uk/terms-and-conditions
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Adoption scoping report: MTG 457 Episcissors-60 for guided 

mediolateral episiotomy 

 

 

1. Introduction 

This adoption scoping report includes some of the benefits and difficulties that may 

be faced by organisations when planning to adopt Episcissors-60 into routine NHS 

use. This report refers to both the straight and angled reusable version of 

Episcissors-60.  

2. Contributors 

Adoption information was gathered from the company and 7 NHS staff in 6 trusts:  

• 1 consultant obstetrician  

• 1 consultant in obstetrics and gynaecology  

• 5 midwifes (2 delivery suite coordinators)  

 

The angled version has been used by 2 contributors, a midwife and a consultant in 

obstetrics and gynaecology. The midwife has had access to the technology for 1 

year and has used it on 2 patients, the consultant has used it on 9 patients in 5 

Summary  

Adoption levers 

• Increases confidence in carrying out an episiotomy 

• May reduce the risk of third and fourth degree perineal tears  

 

Adoption barriers 

• Cost of purchasing (and replacing) Episcissors-60  

• Not included in pre-prepared birth packs and other scissors are 

• Create an unnecessary large cut in some deliveries  

• May cause an increase in episiotomy rates 

• May be mistaken for single use and inadvertently discarded 

• Re-use and decontamination concerns  

• Perceived lack of training in episiotomies in general and with Episcissors-60 

 

https://www.nice.org.uk/terms-and-conditions
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years. Two contributors have observed the scissors in use by colleagues but not 

used themselves by choice.  

3. Use of Episcissors-60 in practice 

The company states Episcissors-60 is available in 70% of NHS hospitals in England 

in May 2019. 

Users of the technology explained Episcissors-60 have been used in instrumental 

and non-instrumental deliveries.  

Non-instrumental deliveries are usually carried out by a midwife. In this type of 

delivery a smaller episiotomy may be carried out when the baby is crowning. The 

perineum is stretched and pale in colour and there may be less blood loss.  

Instrumental deliveries are usually carried out by a doctor. In this type of delivery a 

larger episiotomy may be required when the baby’s position may be higher. The 

perineum may not be stretched and not as pale in colour and could result in a higher 

blood loss. Contributors reported more episiotomies are carried out in instrumental 

deliveries. 

One user is left handed and would use Episcissors-60 with her right hand as they 

would any other episiotomy scissors. Thy have had no issues to report.  

4. Reported benefits 

The benefits of adopting Episcissors-60 as reported to the adoption team by the 

healthcare professionals either using the technology or with expertise in this area 

are: 

• Increases confidence in carrying out an episiotomy 

• Potentially reduces the risk of third and fourth degree perineal tears  

https://www.nice.org.uk/terms-and-conditions
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5. Insights from the NHS 

Care pathway 

Birth packs are purchased from an external company containing single use items 

including disposable episiotomy scissors at 1 contributor’s organisation. This is 

reported to be an adoption barrier particularly in an urgent delivery as staff prefer to 

use episiotomy scissors that are available nearby and that they are familiar with. As 

the packs contain sterile items and are sealed by an external company it is not 

possible to replace the scissors with the higher cost Episcissors-60.  

Clinician acceptance 

Contributors acknowledged the Episcissors-60 may reduce third and fourth degree 

perineal tears, although some said there was not enough high quality evidence to 

demonstrate this. Some contributors were concerned the Episcissors-60 may 

encourage staff to carry out episiotomies more routinely causing an unnecessary 

increase in episiotomy rates.  

Resource impact 

All contributors agreed the cost of purchasing and replacing Episcissors-60 is high 

and reported that reusable equipment often gets lost. At a contributor’s organisation, 

6 pairs were purchased and only 3 remain. It is suspected they are mistakenly 

discarded with other single use equipment.   

Another contributor explained that due to the cost of the technology, their 

Episcissors-60 are labelled with a code. When staff use them, they are expected to 

record the code within the patient’s notes so usage can be traced. Staff therefore 

feel uncomfortable using the high cost technology in case they go missing.  

One contributor’s organisation has a policy of not reusing reusable equipment to 

reduce infection rates within their unit. 

https://www.nice.org.uk/terms-and-conditions
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Training 

Episiotomy training is part of initial midwifery training and further formal on-the-job 

episiotomy training is generally not provided. The company have product 

demonstration videos on their website.  

Most contributors agreed that episiotomy training generally could be improved and 

that this would increase staff confidence. Training should cover appropriate timing, 

the procedure and how to use episiotomy scissors.  

Patient experience 

Some contributors explained Episcissors-60 create a cut the full length of the blade 

and that this may create an unnecessary large cut. This can increase blood loss and 

require more sutures, and as a consequence may increase pain and prolong healing 

in some patients. Two contributors explained, as the incision is larger, the sutures 

required for the cut are deeper.  

Maintenance  

Sterilisation of the reusable Episcissors-60 was considered a barrier by some 

contributors due to turnaround time in CSSD (internal decontamination and 

sterilisation department) and concerns that they would go missing.   

 

 

https://www.nice.org.uk/terms-and-conditions
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Medical technologies guidance 

Collated expert questionnaires 

 

Technology name & indication:    Episcissors-60 for guided mediolateral episiotomy   
 
Experts & declarations of interest (DOI) 
 

Expert #1   Ashish Pradhan, Consultant Urogynaecologist, Addenbrookes Hospital, Cambridge University Hospitals NHS Foundation 

Trust   

 DOI:   none   

Expert #2   Abdul H. Sultan, Consultant Obstetrician and Gynaecologist, Croydon University Hospital   

 DOI:   NONE   

Expert #3   Ranee Thakar, Consultant Urogynaecologist, Croydon University Hospital   

 DOI:   NONE   

Expert #4   Kylie Watson, Senor Midwife, Manchester University Hospitals Foundation Trust   

 DOI:   NONE   

Expert #5   Bini Ajay, Consultant Obstetrician and Gynaecologist, Croydon University Hospital   

 DOI:   NONE   

Expert #6 Latha Vinayakarao, Consultant Obsterician, Poole Hospital NHS Foundation Trust 

DOI: NONE 

Expert #7 Kerry Barker -Williams, Research Midwife, Countess of Chester NHS Foundation Trust 

DOI: Yes, Consultancy fee received from the company, professional development towards portfolio 

Expert #8 Allison Farnworth, Senior Research Midwife, Newcastle University 
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DOI: Yes, Co-authored paper: “Obstetric anal sphincter injuries (OASIs) before and after the introduction of the Episcissors-60: A 
multi-centre time series analysis”. Time funded by Academic Health Science Network North East and North Cumbria to complete a 
project exploring implementation of Episcissors-60 in the region (0.2WTE for 12 months) 

Expert #9 Dr Paul Ayuk, Consultant Obstetrician, Newcastle-upon-Tyne Hospitals NHS Trust 

DOI: Yes, Lead author of the paper: ‘Obstetric anal sphincter injuries (OASIs) before and after the introduction of the Episcissors-
60: A multi-centre time series analysis.’ Revised version submitted for publication. At early stages of a proposal for a randomised 
controlled trial to evaluate the Episcissors-60 

Expert #10 Dr Patricia Seddon, Locum Consultant Obstetrician, Manchester Foundation Trust 

DOI: None 

 
How NICE uses this information: the advice and views given in these questionnaires are used by the NICE medical technologies advisory 
committee (MTAC) to assist them in making their draft guidance recommendations on a technology. It may be passed to third parties associated 
with NICE work in accordance with the Data Protection Act 2018 and data sharing guidance issued by the Information Commissioner’s Office. 
Expert advice and views represent an individual’s opinion and not that of their employer, professional society or a consensus view (unless 
indicated). Consent has been sought from each expert to publish their views on the NICE website. 

For more information about how NICE processes data please see our privacy notice. 

mailto:https://www.nice.org.uk/privacy-notice
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1. Please describe your level of experience with the technology, for example: Are you familiar with the technology? Have you used 
it? Are you currently using it? Have you been involved in any research or development on this technology? Do you know how 
widely used this technology is in the NHS? 

 

Expert #1 Yes I am familiar with the EPISCISSCORS-60. I have conducted a prospective time series analysis of this product and published the 
results in a peer reviewed medical journal. 

We are currently using it in our department. My time series analysis was the first large prospective cohort study published about this 
product and further studies have been publishes since then. I am not aware of how widely it is used in the NHS currently. 

 

Expert #2 I am familiar with the technology and have used the Episcissors 60 and it is currently being used in our delivery suite. We have 

evaluated it and published the results. I am aware that the Episcissors 60 is used in many NHS hospitals in the UK but I do not know 

the current percentage. 

 

Expert #3 I am familiar with the technology and have used the Episcissors -60 on labour ward. It is currently being utilised on our labour ward 

in Croydon. We have produced an abstract based on this technology. It is widely being used in the United Kingdom in response to 

the NHS Innovation and Technology Tariff (ITT). 

 

Expert #4 I am familiar with the Episcissors and we currently use them at the Trust I am based at. We have 67 pairs in circulation and they are 
used by midwives, obstetricians and junior doctors the majority of the time an episiotomy is needed. I am not involved in any 
research or development on the technology. 

 

Expert #5 No answer given.  

Expert #6 Yes. We use it in labour ward everyday. 

Expert #7 I am aware of the technology but I have never used it. I have not been involved in the research or the development of the 

technology. To my knowledge it is not widely used in the NHS. 

Expert #8 I am familiar with the technology. I have not personally used it and was not involved in the research or development of it. 

I was funded by the Academic Health Science Network (AHSN) in North East and North Cumbria (NENC) region to conduct a project 

exploring adoption and implementation of the technology in the nine maternity units in NENC.  This involved speaking with senior 
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midwives and consultants leading implementation.  I know how widely it was implemented in the NENC region last year and what 

staff reported about adoption and implementation (or non-adoption/implementation) of the technology. 

Expert #9 Very familiar with the Episcissors-60. Led a project funded by AHSN North-East and North Cumbria to introduce the technology in 4 

NHS Trusts and evaluate its safety and efficacy. Project report submitted to the AHSN and manuscript being currently revised for 

publication. Also used the technology personally and supervised junior doctors using it. As part of the AHSN-funded project, we also 

undertook a qualitative study to examine barriers and facilitators to the uptake of the technology.  

I also have experience with the adoption of technologies that appear self-evidently cost-effective. When I took over as lead for intra-

partum care at my Trust in 2008, the unit was set to deploy cell salvage for all women having an emergency caesarean section 

(~1000 / year). A business case had been accepted and £25,000 had been spent on equipment. NICE had issues a technology 

assessment on cell salvage in obstetrics. Despite this, I revised local guidelines to restrict adoption because of the lack of high-

quality evidence. I then worked with colleagues across the country to undertake an RCT (SALVO, HTA-funded). This showed that 

cell salvage in obstetrics is not cost-effective. Cell salvage is now rarely used in our unit and without this trial we will be spending 

£30 more per emergency CS on cell salvage consumables. 

I am currently working with a team of other clinicians to develop further high-quality research on the Episcissors and we have 

undertaken a survey on the use of this technology across the NHS. 

Expert #10 I have used Episcissors as a clinician for the last 3 years and am currently using it within MFT as part of the OASI bundle, I have not 

been involved in the development of the technology. 

 

2. Has the technology been superseded or replaced? 
 

Expert #1 No it has not been superseded or replaced 

Expert #2 Yes, it as been superceded in centres that have the Episcissors-60 

Expert #3 Yes, Most units now use these scissors as opposed to straight scissors 

Expert #4 Not to my knowledge. 

Expert #5 No  
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Expert #6 No  

Expert #7 No  

Expert #8 Not as far as I am aware. 

Expert #9 No 

Expert #10 No 

 

Current management 
 

3. How innovative is this technology, compared to the current standard of care? Is it a minor variation or a novel concept/design? 
 

Expert #1 Novel design based on scientific data 

Expert #2 Although the design is novel in that it ensures that the correctly placed scissors virtually guarantees a 60 degree angle of incision, 

ordinary scissors have been used previously to perform the same procedure. Unfortunately, our research has shown that with 

ordinary scissors very few midwives and doctors were performing a 60 degree angle resulting in an increase in obstetric anal 

sphincter injuries (OASIS) a collective term used for third and fourth degree tears 

Expert #3 This is a novel innovation as it ensures a 60 degree angle of episiotomy which is associated with a lower rate of 3rd and 4th degree 

anal sphincter tears which occur at the time of vaginal delivery. 

Expert #4 This is technology with a novel (albeit minor) variation that assists the practitioner in performing an episiotomy at a 60 degree angle 

on an extended and stretched perineum. 

Expert #5 Blank  

Expert #6 Minor variation  

Expert #7 It is a novel design. A variation of the usual scissors used for episiotomies. It is also innovative. 
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Expert #8 A minor variation, i.e. the innovative aspect of this technology is that they have angled the scissors in a specific way and added a 

guide wire – a well-trained clinician should be able to get the same effect with a regular pair of Mayo scissors but Episcissors-60 

promote consistency and reduce potential for user error (and there is evidence that user error is an issue with regular scissors). 

Expert #9 It is a novel application of an established concept. 

Expert #10  

 

4. Are you aware of any other competing or alternative technologies available to the NHS which have a similar function/mode of 
action to the notified technology? If so, how do these products differ from the technology described in the briefing? 

 

Expert #1 There are other scissors for cutting an episiotomy but none have the angled design which allows EPISCISSORS-60 to cut at an 

accurate angle of 60 degrees 

Expert #2 No 

Expert #3 No 

Expert #4 No. 

Expert #5 NO  

Expert #6 No  

Expert #7 No I am not aware of any competing designs. 

Expert #8 No.  I am aware of other ways of reducing incidence of OASI but not a specific technology like episcissors-60 – the alternative would 

be standard scissors. 

Expert #9 Standard episiotomy scissors. They rely on the surgeon estimating the angle of episiotomy and its length. The key question is 

whether scissors that enable cutting at a pre-specified angle and length are better at reducing obstetric anal sphincter injuries than 

those that rely on human judgement. The available evidence (recently published systematic review and meta-analysis plus our 

paper) would indicate uncertainty remains and better quality studies are needed. 
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Expert #10 No 

 

Potential patient benefits 

 

5. What do you consider to be the potential benefits to patients from using this technology? 
 

Expert #1 Reduced risk of obstetric anal sphincter injury and reduced risk of anal incontinence. 

Expert #2 As recommended by the RCOG, an incision of 60 degrees should be made when an episiotomy is planned during perineal 
distension by the head. Episcissors-60 is the only instrument that  would ensure the correct angle of incision would be made and 
thereby reduce the risk of OASIS. 

Secondly these scissors are sharp and tend to maintain their sharpness if used correctly, ensuring an adequate incision. I am aware 

of litigation resulting in the development of OASIS due to the use of blunt scissors. 

Expert #3 Reduction in 3rd and 4th degree anal sphincter tears, which have short and long term consequences on a woman’s quality of life, 

reduction in litigation and economical benefits to the NHS. 

Expert #4 The benefits to patients using this technology may be many. Episiotomies performed with post-delivery angles of <30 degrees or 

>60 degrees increase the likelihood of obstetric anal sphincter injuries (OASIS). This technology assists in the episiotomy being 

performed at the correct angle thereby potentially reducing OASIS. The short and long-term effects of OASIS can have a 

devastating effect on women including pain, dyspareunia and anal incontinence and increase cost to the NHS long term. 

Expert #5 Prevention of OASIS  

Expert #6 To avoid perineal tears 

Expert #7 The technology could have a very positive effect on patient’s physical and psychological outcomes following childbirth. The epi-

scissors could reduce obstetric anal sphincter injuries which can lead to further complications for women both physically and 

psychologically. 

Expert #8 If Episcissors-60 reduce incidence of OASI then this is of benefit to the women who will avoid an OASI and all the associated 

morbidity.  To my knowledge nobody has looked at women’s views of this technology – I think it would be safe to say that no woman 
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would have an issue with avoiding OASI though!  That said, the majority of women who have an episiotomy would not have an OASI 

regardless so these women will not benefit, neither will women who have an OASI without an episiotomy.   

Expert #9 Reducing the risk of obstetric anal sphincter injury. However, there are potential risks – bigger episiotomies and possibly more blood 

loss at delivery. Whether the totality of benefits outweighs risks / disadvantages is unknown. 

Expert #10 Reduction in 3rd degree tears 

 

6. Are there any groups of people who would particularly benefit from this technology? 
 

Expert #1 All women having a vaginal delivery 

Expert #2 All women having a vaginal delivery in whom an episiotomy is indicated 

Expert #3 Midwives and Obstetricians 

Expert #4 Women with an increased risk of OASIS may benefit from this technology and this will include women undergoing instrumental (by 

forcep or ventouse) births. 

Expert #5 Every pregnant women planning to have a vaginal delivery  

Expert #6 Primi  

Expert #7 Any woman who requires an episiotomy for any reason during childbirth. 

Expert #8 Any woman having a vaginal delivery may benefit; nulliparous women and women who are having an assisted vaginal delivery are 

most likely to experience OASI and would therefore benefit most from a technology that reduces this risk.   

Expert #9 First time mothers having a vaginal birth 

Expert #10 No 
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7. Does this technology have the potential to change the current pathway or clinical outcomes? Could it lead, for example, to 
improved outcomes, fewer hospital visits or less invasive treatment? 

 

Expert #1 Yes it has potential to improve clinical outcomes by reducing patient follow up appointments and reducing the cost of managing 

women with anal incontinence following childbirth. 

Expert #2 Yes. By reducing the OASIS rate, it would reduce the risk of the woman developing anal incontinence. Depending on the local 

protocol there would be reduced follow-up visits in the perineal clinic, investigations with anal ultrasound and anal manometry and 

repeating these investigations in subsequent pregnancies. In women who sustain OASIS, it would also reduce the risk of requiring 

caesarean sections in subsequent pregnancies 

Expert #3 Yes. Reduction in rates of 3rd and 4th degree tears, less hospital appointments, less need for invasive investigations, reduction in 

caesarean sections and psychological effects, less litigation 

Expert #4 The technology has the potential to reduce OASIS (although a stronger evidence base is needed). If OASIS rates are reduced then 

this could lead to reduced postnatal care and outpatient visits including with obstetricians, midwives and physiotherapists. Quality of 

life would be improved for women and other indirect benefits to consider may also be parental attachment and breastfeeding. 

Expert #5 Yes it will become mandatory  

Expert #6 Yes  

Expert #7 Yes it could lead to less anal sphincter injuries during childbirth. These injuries need surgery to repair them and can lead to 

complications such as infection, anal incontinence and pain. These complications would require longer stays in hospital or more 

hospital appointments. The psychological benefits also need consideration, anal sphincter injuries can cause anxiety and depression 

in women who suffer complications which requires treatment and support. 

Expert #8 If Episcissors-60 reduce incidence of OASI then this should lead to reduced care needs in women who would previously have had 

OASI (i.e. less complicated repair, less follow up appointments, less treatment for associated morbidities) 

Expert #9 Yes, but this needs to be demonstrated 

Expert #10 May lead to reduced 3rd degree tear rates with reduction in morbidity to patients. Also reduction in follow up visits and invasive FU 

anorectal investigations. Reduction in morbidity in future pregnancies 
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Potential system impact 

 

8. What do you consider to be the potential benefits to the health or care system from using this technology? 
 

Expert #1 Reduce incidence of anal sphincter injury during childbirth and reduce costs of managing women with after effects of anal sphincter 

injury. 

Expert #2 In prospective studies and a systematic review the use Episcissors-60 has shown as significant reduction in OASIS. Therefore 

implementation of this practice throughout every hospital will reduce the morbidity associated with vaginal delivery. 

Expert #3 A recent systematic review the use Episcissors-60 has shown as significant reduction in OASIS with no increase in episiotomy rates 

There is increasing evidence of the benefits. . 

Expert #4 A decrease in OASIS leading to reduced morbidity from childbirth. We have seen a reduction in our OASIS rate but the Episcissors 

and the OASIS care bundle were introduced at a similar time and so difficult to determine robust reasons for the drop in OASIS rate. 

Expert #5 Prevention of OASIS, less medicolegal cases, money saved by NHS, quality of life better  

Expert #6 Less incidence of Perineal tears 

• Improvement in life quality 

• reduce the incidence of C/S due to previous third degree tear 

Expert #7 Improved outcomes in patients which means less injuries for medical staff to repair or treat. Shorter stays in hospital, fewer hospital 

visits, possible reduction in legal claims. All of these can lead to cost saving. 

Expert #8 Reduced resource use associated with repair and follow up of OASI and the morbidities associated with it 

Expert #9 Fewer obstetric anal sphincter injuries and therefore fewer women with long-term complications such as perineal pain, incontinence 

or caesarean section in future pregnancies 

Expert #10 Reduction in theatre time with reduction in 3rd degree tear rate . Reduction in follow up investigations and appointments 
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9. Considering the care pathway as a whole, including initial capital and possible future costs avoided, is the technology likely to 
cost more or less than current standard care, or about the same?  

 

Expert #1 It is likely to cost equivalent to current technology and in the long term save costs with the savings on managing women with long 

term effects of anal sphincter injury. 

Expert #2 Compared to standard scissors, Episcissors-60 is more expensive to purchase but business cases have shown it to be cost 

effective. The. York Health Economic Consortium’s report suggests a return on investment of more than 3000% within one year. 

Expert #3 More due to the cost of the device 

Expert #4 This is impossible to answer without a strong evidence base that includes a comprehensive health economic evaluation. 

Expert #5 It is one time investment to buy episcissors as it can be reused it can be cost effective  

Expert #6 Cost more (instrument cost)  

Expert #7 Likely to cost less. 

Expert #8 I don’t know, it is complicated.  Some models suggest a cost saving associated with use of the device assuming a reduction in the 

incidence of OASI and the costs associated with that.  However some studies have observed an increase in the episiotomy rate or 

an increased maternal blood loss - the implications of this and the associated potential costs have not been incorporated into these 

models as far as I am aware.   

Expert #9 This is unknown. Any potential benefits from a reduction in obstetric anal sphincter injuries may be negated by the consequences of 

bigger episiotomies (more blood loss, more pain). The number of episiotomies needed to prevent one anal sphincter injury is about 

30. So in effect 30 women may need bigger episiotomies so 1 woman does not sustain a sphincter injury. Whether this benefits the 

population of women having a vaginal birth is uncertain. 

Expert #10 Less 
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10. What do you consider to be the resource impact from adopting this technology? Could it, for example, change the number or 
type of staff needed, the need for other equipment, or effect a shift in the care setting such as from inpatient to outpatient, or 
secondary to primary care? 

 

Expert #1 The impact will not be on reduction in staff needed nor will any other equipment will be needed. It is a replacement for current type of 

scisssors but with the added benefit of reducing anal sphincter injury, and as a result reducing the burden of managing patients with 

the effects of anal sphincter injury. 

Expert #2 I foresee no impact on the resources indicated 

Expert #3 No, but should be accompanied with a good training package 

Expert #4 There is the potential for reduced resource impact from using this technology but again, robust research is needed. There may be a 

reduction in women attending for follow-up care in the secondary setting for an OASIS and potential reduced length of stay. 

Expert #5 No extra staff required  

Expert #6 No  

Expert #7 It has the potential to lighten the workload of obstetric doctors as the epi-scissors could lead to less injuries for them to repair and 

reduce the amount of complications these injuries can cause. I do not think it would change the number of staff needed, but they 

have the potential to reduce the amount of equipment needed in that if anal sphincter injuries are avoided women will not need 

surgery to repair those injuries. 

Expert #8 There is a small resource impact from initial purchase and specific containers are sometimes required to sterilise Episcissors-60 in a 

way that protects the guide wire – these are small costs.  Otherwise it should have little resource impact, it is just a matter of medics 

and midwives using these scissors instead of regular scissors.     

Expert #9 In the 4 maternity units that we studied, there was no reduction in the rates of anal sphincter injuries although other centres have 

reported a benefit. If there is a reduction in sphincter injuries then there should be a resource benefit in terms of savings from the 

initial surgical repair and future complications / cost of litigation. I will not expect a change in care pathways as risk is reduced but not 

eliminated. 

Expert #10 Reduction in theatre time with reduction in 3rd degree tear rate . Reduction in follow up investigations and appointments 
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11. Are any changes to facilities or infrastructure, or any specific training needed in order to use the technology?  
 

Expert #1 No change to facilities or infrastructure needed but staff need training in the use of this device. 

Expert #2 No, except initially when introduced to new doctors and midwives and this can be taught using models 

Expert #3 No 

Expert #4 A simple training package is needed to familiarise staff with the technology and ensure correct adoption of its use. We have a 

training perineum that can be used with the Episcissors for staff training and the use of the Episcissors is included in our perineal 

training workshop for midwives. 

Expert #5 Initial training of doctors and midwives  

Expert #6 Needs training for the staff  

Expert #7 There would need to be a brief explanation to midwives and doctors on how to use the epi-scissors. 

Expert #8 Respondents in our study suggested that little training is required in order to use this technology and all managed training in-house 

without difficulty 

Expert #9 The expected training in the use of any surgical instrument. 

Expert #10 Basic training requiring just one or two training opportunities before able to use 

 

12. Are you aware of any safety concerns or regulatory issues surrounding this technology? 
 

Expert #1 None 

Expert #2 No 

Expert #3 No 



        14 of 21 

Expert #4 The Episcissors can become blunt and if this occurs then the risk of damage increases. We have had suggestions that there is an 

increase in blood loss and the episiotomy has to be repaired promptly.  There is anecdotal evidence that there may be heavier blood 

loss with the episcissors but we would need to collect this data 

Expert #5 None  

Expert #6  I am not aware  

Expert #7 No  

Expert #8 I am aware that a study in the NENC region observed a small increase in maternal blood loss of around 50ml (blood loss as 

estimated by clinicians).   

Expert #9 We have highlighted the risk that episiotomies with these scissors are longer (published reports) and this may contribute to greater 

delivery blood loss. We also need to evaluate the implications of bigger episiotomies on women (potentially more pain or they could 

be beneficial and reduce the risk of more complex tears). We do not fully understand whether the benefits outweigh these risks given 

the number of episiotomies needed to prevent one sphincter injury. 

Expert #10 No 

 

General advice 
 

13. Please add any further comments on your particular experiences or knowledge of the technology, or experiences within your 
organisation. 

 

Expert #1 This device has significant advantages and cost saving to patients and wider NHS. 

Expert #2 In an audit conducted in our hospital, 91% of doctors and midwives  preferred EPISCISSORS-60 to normal scissors (RCOG World 
Congress 2016). 

Expert #3 The scissors are of excellent quality. 

Expert #4 We have purchased 67 pairs of the Episcissors for circulation within our maternity unit. Unfortunately this is not enough to ensure 

that a pair is available for every delivery pack and so sometimes they need to be sought out prior to birth. We have also had some 

issues with the Episcissors becoming blunt. This has been resolved and once a pair has been used 20 times then it gets sharpened. 
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We have been unable to collect any data on how frequently the Episcissors are used or clinical outcome data as we do not have the 

IT capability within our labour recording system (K2). This should be resolved shortly and we hope to collect data within the next 6 

months. 

Expert #5 Have been using since 2015  

Expert #6 It is a useful guide to perform episiotomy at correct angle. I felt that Midwives are confident in giving episiotomy using episcissors 

Expert #7 I have had conversations with obstetric staff who have used the epi-scissors in other units and they speak very positively about the 

epi-scissors. 

Expert #8 A number of the clinicians involved in our study noted that their old stock of episiotomy scissors (mayos) were blunt – they described 
having to ‘hack’ through the perineum several times to achieve an episiotomy.  Their most consistent observation about episcissors 
was that they are very sharp and this was seen as the key advantage of episcissors.  Some observed that they would have liked to 
see a comparison of sharp mayos versus episcissors.  In the post implementation period some noted that episcissors were starting 
to blunt also. 

Expert #9 No answer given. 

Expert #10 There are some general concerns about the efficacy of the episcissors in relation to their use. Most noticeably that the product can 
often be blunt leading to repositioning of the scissors and ultimately a changed in direction of episiotomy hindering its intended 
benefit. Midwifery staff have concerns about the size of episiotomy often being larger then they intended. 

 

Other considerations 
 

14. Approximately how many people each year would be eligible for intervention with this technology, either as an estimated 
number, or a proportion of the target population? 

 

Expert #1 All women having vaginal birth in the NHS 

Expert #2 Approximately 100 000 episiotomies are performed in the UK annually 

Expert #3 The average episiotomy rates in the United Kingdom is 20%. Likely to be huge. 

Expert #4 Approximately 2000 (22% of all births) women per year undergo an episiotomy at our Trust. 
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Expert #5 75% of pregnant women having vaginal delivery  

Expert #6 Can’t provide exact numbers  

Expert #7 Approx 15% of births in the UK require an episiotomy and would be eligible for the epis-scissors. 

Expert #8 I am aware of research by the NPMA reporting episiotomy rates of 21.7% of all women having a singleton cephalic baby at term and 

an OASI rate of 3.6% (England, 2015-16).  I am aware of research by Gurol-Urganci et al (2013) that quotes an episiotomy rate of 

36% and an OASI rate of 5.9% for primparous women with a singleton term cephalic baby having a vaginal delivery in 2012 in the 

NHS.  Both of these represent subsets of the total birthing population.   I am not sure there is data about the total number of women 

having a vaginal birth with an episiotomy AND sustaining an OASI which are the population you would be trying to prevent OASI in.   

Expert #9 About 20% of women who have a vaginal birth have an episiotomy and will be eligible – about 91,000 women / year in England. 

Expert #10 1400 per year (instrumental delivery rate) plus a proportion of normal deliveries 

 

15. Would this technology replace or be an addition to the current standard of care? 
 

Expert #1 Replace current scissors 

Expert #2 It would replace the standard scissors being used to cut an episiotomy 

Expert #3 Replace 

Expert #4 If the evidence base existed and we had the funds then all scissors for episiotomies would be replaced by Episcissors. 

Expert #5 It should be replaced by the current scissors we use 

Expert #6 No  

Expert #7 It would replace usual episiotomy scissors. 

Expert #8 It would replace the scissors usually used for episiotomies 
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Expert #9 Replace 

Expert #10 Addition 

 

16. Are there any issues with the usability or practical aspects of the technology? 
 

Expert #1 Needs appropriate training prior to use. 

Expert #2 No 

Expert #3 Should be accompanied with training 

Expert #4 No 

Expert #5 None  

Expert #6 I am not aware of any issues.  

Expert #7 No  

Expert #8 It is not designed for left handed clinicians and I have heard left handers being told to deal with this in different ways.  I have also 

heard senior clinicians say that sometimes they feel the angle of cut is not correct or will cut too far into the buttock, and I have also 

spoken to senior clinicians who admit to altering the angle of cut where they feel this required (i.e. not angling the guide wire towards 

the anus as intended) – if this becomes widespread it may naturally impact on the effectiveness of the technology 

Expert #9 No 

Expert #10 See above – general advise 
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17. Are you aware of any issues which would prevent (or have prevented) this technology being adopted in your organisation or 
across the wider NHS?  

 

Expert #1 Initial costs of purchasing the device 

Expert #2 A financial business case was not possible as the hospital was losing PBR-tariff income for repair of OASIS. 

Expert #3 No 

Expert #4 Further funding to purchase. 

Expert #5 None  

Expert #6 No  

Expert #7 No  

Expert #8 I completed a study explicitly exploring barriers and facilitators to adoption and sustainable implementation.  Key barriers were: 

• Bureaucratic systems that make it difficult for clinicians to procure the technology 

• Lack of leadership in relation to organising adoption/implementation 

• Units where OASI rates are already low  

• Units where other clinical or organisational issues are a major priority 

• Failure to acknowledge the different training, support and leadership needs of medical staff and midwives 

• Limitations of the evidence base leaving clinicians unconvinced that episcissors make any difference/are a worthwhile 

expenditure 

• Price differential between traditional scissors (mayo) and episcissors  

• Concerns about observed unexpected increase in blood loss 

• Feelings that there are better ways to reduce incidence of OASI 

Expert #9 We approached 9 NHS Trusts in our network to introduce the technology and 5 agreed to adopt it. We have undertaken a qualitative 

study including interviews with key staff in adopting and non-adopting centres. I am also aware of a survey by our AHSN with 

adopting and non-adopting Trusts. The key barrier to adoption is that clinicians are concerned about the low level of evidence on 

efficacy. 
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Expert #10 No answer given. 

 

18. Are you aware of any further evidence for the technology that is not included in this briefing? 
 

Expert #1 none 

Expert #2 No 

Expert #3 No 

Expert #4 No. 

Expert #5 No  

Expert #6 No  

Expert #7 No  

Expert #8 A large scale before and after study has been conducted in the north east and north cumbria, led by Dr Paul Ayuk.(before (n = 

11,192) and after (n = 8,064)) – I was part of this study team.  This study did not find a reduction in episiotomy or OASI rates but did 

observe a significant increase in maternal blood loss (increase ~ 50mls).  The study has been submitted for publication but is not yet 

published - the AHSN-NENC, who funded the study, have a report detailing the outcomes.   

Expert #9 Recently published systematic review & meta-analysis plus our study which has been peer-reviewed and currently being revised for 

publication. 

Expert #10 No 

 

 

 

 

 



        20 of 21 

19. Are you aware of any further ongoing research or locally collected data (e.g. audit) on this technology? Please indicate if you 
would be able/willing to share this data with NICE. Any information you provide will be considered in confidence within the NICE 
process and will not be shared or published. 

 

Expert #1 We have submitted longer term data about outcomes following use of this device and awaiting response from the scientific journal. 

Yes I would be willing to share this data 

Expert #2 No 

Expert #3 No 

Expert #4 As above, we hope to collect data within the next 6 months. 

Expert #5 Every hospital is collecting there data  

Expert #6 No  

Expert #7 No  

Expert #8 I am not 

Expert #9 As above and our study will hopefully be published soon. I will also ask co-authors who published recent systematic review to update 

it. 

Expert #10 Regular audit on occurrence of 3rd degree tears. 

 

20. Is there any research that you feel would be needed to address uncertainties in the evidence base? 
 

Expert #1 no 

Expert #2 I do not believe that a randomised controlled trial is feasible because of learning bias in the non epscissors-60 arm. Therefore, I 

believe that currently there is adequate research in the literature for its introduction into all hospitals 
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Expert #3 A randomised study may be beneficial but would need a lot of resources.   

Expert #4 Yes, a large multi-centre RCT with health economic analysis is needed to determine true benefit. 

Expert #5 No  

Expert #6 No  

Expert #7 No, but ongoing audit of units using the epi-scissors should take place to be able to assess their impact on obstetric anal sphincter 

injuries. 

Expert #8 The research completed so far is limited is mostly observational and before/after research methods which has clear limitations.  

Published research from the UK is somewhat compromised by the introduction of the RCOG care bundle around the same making it 

difficult to tease out which interventions have impacted on OASI rates and to what extent episcissors has contributed to that.  The 

results of the large study completed in the North East (which excluded maternity units introducing the OASI care bundle) have not 

confirmed a reduction in OASI rate though this study has its own limitations.  One would expect a gold standard RCT to address the 

shortcomings in the existing evidence base however how achievable this is when Episcissors-60 have been promoted so heavily in 

the NHS already is questionable.   

Expert #9 A high-quality study (RCT) is now essential otherwise some maternity units may not adopt a useful technology because of concerns 

about the evidence base or the NHS could incentivise a technology for several years only to find out that it is ineffective or harmful. 

My experience with cell salvage in obstetrics suggests that we should be very cautious about wide-spread adoption of surgical 

interventions without high-quality evidence. Even in the presence of such evidence, recent experience with mesh surgery in 

gynaecology will indicate that post-adoption surveillance is essential and this should become standard practice. 

Expert #10 No 
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Submission section # Question / Request  
 

Response 
 

Action / Impact / 
Other 
comments 

Company Reps 

Teleconference with 
manufacturer 

1. What is the cost of disposable Episcissors-60?  Cost is the same as the reusable scissors in 
that it is priced on a per use basis at £16 per 
use 

 

2. Will disposable scissors replace the re-usable 
completely 

 

Yes  

3. Are they different in any way or just re-
marketed that single use item? 

 

They don’t have the tungsten carbide inserts 
and the additional confidential steps taken to 
prolong cutting durability in the reusable 
version. 
 

 

4. Will trusts having already purchased reusable 
continue with these until the end of their 
lifespan?  

 

That depends on them. Trusts may choose 
to use disposable scissors for certain types 
of birth, and continue using reusable 
scissors for other types. 

 

5. For clarification: what is the difference between 
nulliparous and primiparous? Do we need 
specific clarification about nulliparous including 
still birth, non-viable infant? 

 

Some authors chose the term according to 
their preference but both mean first births. 
 

 

6. Is there a reason the evidence should exclude 
multiparous women? I understand the potential 
risk for OASIS is higher in nulliparous women 
but this topic is about women who have an 
episiotomy.  Scope doesn’t state if only about 
NP but probably need to be sure what the 
patient population is in each paper and be able 
to disaggregate data 

 

All the published studies chose to focus on 
the nulliparous women as this is a more 
homogenous group, with an untried, 
untested perineum. We had no control over 
this. The OASIS reduction should be the 
same in multiparous women. 
 

 

7. What is the likelihood of a Caesarean birth in 
subsequent pregnancies for women with an 
OASIS?  

 

Edozien et al reported 25% of women with 
OASIS opted for elective Caesarean birth in 
their next pregnancy. This is cited in the 
submission. 
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8. What is the possibility that the availability of 
Episcissors-60 will result in a behaviour 
change?  

It is possible but there is no evidence other 
than anecdotal evidence based on 
midwives/consultants saying they feel more 
confident to perform episiotomy with 
episcissors-60.  

 

Follow-up Questions Could you give me a little more information about the 
Koh et al abstract that has been included in the clinical 
submission. You state that it is currently submitted for 
peer review, would you have any idea of whether the 
paper has been accepted for publication and if so 
what the timeline for publication might be? 
 

I am not privy to their publication status but 
it has not been accepted anywhere yet 
otherwise I would have known. So unlikely 
to be published in our time frame.  
No journal will accept the paper if the 
contained information is in the public domain 
(barring conference abstracts). So they 
won't share their paper with you.  
 

 

I know that you got the cost for the standard 
episiotomy scissors in confidence but could I just 
clarify that the cost per unit you were given was for a 
disposable (single use) episcissors 

Yes, that is correct.  
I would draw your attention to two important 
points in understanding the pricing of 
surgical scissors. 
SINGLE USE= These scissors are usually 
manufactured in a low-wage country, and 
shipped to the UK/EU. They are then 
cleaned in a MHRA certified clean room, 
packed with protective inserts, and then 
sterilised with gamma radiation or ETO. 
There is per unit cost of this process which 
involves the UK labour, equipment, 
regulatory compliance, and maintenance. 
This usually cannot go below £.150-1.70 for 
a UK facility. 
The cost of the scissors is separate to this.  
REUSABLE= These are sold anywhere 
between £25-£300 per scissor. The wide 
variation in price is due to the kind of alloys 
used in making the scissors, the kind of 
processing that the blades undergo, and the 
cost of tungsten-carbide welding to the 
scissor blades. 
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I have a query about the values that you have put into 
the economic model that I am hoping I can clarify with 
you if possible. The rate of OASIS reported in 
Thiagmoorthy is a median of 2.85% (0%-8%). In the 
economic submission you have put 2.85% (2-4%) and 
I was wondering whether I had missed something in 
the Thiagmoorthy publication as I cannot see the 
range 2-4% in the paper. 

  

Could you give me more information about the 
Episcissor-60 specific tray and its cost? 

We do not sell a specific tray No cost to be 
included in the 
model  

Teleconference with NHS 
England & NHS 
Improvement:  Alan 
Blighe 

A teleconference was arranged by NICE between 
NICE, the EAC and Alan Blighe from NHS 
Improvement to discuss what data are available 
relating to Episcissors-60 

Link to the paper I mentioned: 
http://www.ahsn-nenc.org.uk/wp-
content/uploads/2019/03/AHSN-Episcissors-
Implementation-Evaluation-Final-Report.pdf 
 
Link to our technical guidance: 
https://www.england.nhs.uk/publication/nhs-
england-innovation-and-technology-
payment-2019-to-2020-technical-notes/ 
In terms of data, we can share the following 
by AHSN region and at the national level: 
•Number of mothers requiring surgical repair 
after obstetric anal sphincter injury for the 
previous quarter. This is only required for 
the first claim. 
•Number of guided mediolateral 
episiotomies undertaken using the 
Episcissors or other approved device during 
this period of reporting. Providers will be 
paid based on this number. 
•Number of mothers requiring additional 
surgical repair after undergoing guided 
mediolateral episiotomy during this period of 
reporting. 
•Average discharge time of mothers who 
have received a guided mediolateral 
episiotomy using the Episcissors or other 
approved device. 

 

http://www.ahsn-nenc.org.uk/wp-content/uploads/2019/03/AHSN-Episcissors-Implementation-Evaluation-Final-Report.pdf
http://www.ahsn-nenc.org.uk/wp-content/uploads/2019/03/AHSN-Episcissors-Implementation-Evaluation-Final-Report.pdf
http://www.ahsn-nenc.org.uk/wp-content/uploads/2019/03/AHSN-Episcissors-Implementation-Evaluation-Final-Report.pdf
https://www.england.nhs.uk/publication/nhs-england-innovation-and-technology-payment-2019-to-2020-technical-notes/
https://www.england.nhs.uk/publication/nhs-england-innovation-and-technology-payment-2019-to-2020-technical-notes/
https://www.england.nhs.uk/publication/nhs-england-innovation-and-technology-payment-2019-to-2020-technical-notes/
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Follow-up email  NICE/EAC responded to say that the data might prove 
useful 

Alan Blighe to look into getting the data to 
the EAC 

Alan Blighe 
stated that there 
is a possibility 
that the data 
would not be 
available before 
the submission 
date. The EAC 
raised this with 
NICE and 
proposed that in 
the event the 
data were not 
available, a final 
report would be 
submitted and on 
receipt of the 
data any 
amendments 
could be made 
and submitted 
provided it was in 
time for the 
MTAC meeting.  

Questions to Clinical Experts (additional to the original questionnaire sent by NICE) 

Abdul Sultan 1. Do you use the reusable or disposable version 
of Episcissors-60 

2. If using the reusable scissors, could you 
please give me a brief outline of the 
sterilisation process 

Yes 

Autoclaved in the central sterilisation 
department 

 

3. Do you have any issues with scissors going 
missing, needing to be replaced?  

infrequently  

4. Could you estimate an average number of 
scissors per year?  

1-2  

5. What is the average number of uses per 
Episcissors?  

There is no tracking system for either type of 
scissors 

 

6. If you were using an alternative reusable 
scissors, how does the number of uses per 
scissors compare? 
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7. There appear to be some potential problems 
with reusable scissors becoming blunt. 
 

a. Is this an issue for all reusable scissors 
or just Episcissors? 
 

b. What is the process for sharpening the 
scissors and how long does this mean 
they are unavailable for use? 

 

c. Is there a cost associated with this? 

 
 
 
Yes 
 
 
Scissors are returned for sharpening when 
considered to be blunt by users. Unavailable 
for 3 weeks 
 
Cost unknown to me 
 

 

8. In your clinical opinion, has the introduction of 
Episcissors-60 resulted in a behaviour 
change?  

9. Has there been a change in the number of 
episiotomies since the introduction of 
Episcissors-60?   

Yes 
 
 
 
 

 

10. Could you provide an estimate of the cost of 
standard episiotomy scissors 

No  

Follow up questions  Related to Lou et al (2016)  
Would  you have any idea why this discrepancy 
exists? Is it possible that the authors of the review 
included unpublished patient data from Croydon? 

Unknown cost to NHS  

Almost all the published literature is reporting the rate 
of OASIS with Episcissors-60 using the total births 
(with and without episiotomy) as the denominator 
which would seem to be inappropriate to me as the 
availability of Episcissors-60 cannot impact the rates 
of OASIS in women who do not have/need and 
episiotomy.  

 

You are absolutely correct that this may not 
be perceived as a pure effect per se but 
what we want to know is the effect of an 
intervention into overall obstetric practice. 
Episiotomy is performed when clinically 
indicated BUT this is an individual decision 
made when the head is crowning. The only 
way to establish the direct effect is to 
perform a RCT between Episcissors 
and  conventional scissors. However this will 
not be possible in the UK because there will 
be a learning effect that will introduce bias in 
the conventional scissors group.  
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some studies report the difference in OASIS rates 
between episiotomy and no episiotomy patients but 
my understanding is that there will be clinical 
indications that a women needs an episiotomy 
therefore I am not clear why these outcomes are 
being reported or are useful? 

 

Yes that is true and discussed above 
 

 

Is there a difference risk of OASIS between 
episiotomy and no episiotomy births?  

Yes in large observational studies with 
instrumental deliveries 

 

Is there a reason why an episiotomy would not be 
given when clinically indicated or given when not 
clinically indicated? 

 

Because it is the doctor or midwife who 
decides at the time of crowning. Some 
midwives especially the newly qualified ones 
have not been trained and others are 
apprehensive and let the woman tear. 
 
Although there are many randomised 
studies  with restrictive and routine 
episiotomy, none of these studies have 
measured the angle of the episiotomy but 
there are many studies that have shown that 
the the closer the angle to the anal sphincter 
the OASI rate. 

 

Would an episiotomy scissors be included as standard 
in a birth pack? Should it be considered a cost to a 
birth whether a women is given an episiotomy or not?  
 

If it is not disposable and if it is put in the 
birth pack then the risk is that it will be 
discarded. 
It is best to pack it separately as less than 
40 percent will require an episiotomy unless 
off course it is disposable and low cost 
 

 

Could tell me if any of your clinical staff have reported 
any problems using Episcissors-60 due to being left-
handed? 

I have enquired from my left handed staff 
and they all say that they use the right had 
to cut a right mediolateral episiotomies. This 
is similar practice with conventional scissors 

 

Myles Taylor 1. Do you use the reusable or disposable version 
of Episcissors-60 

2. If using the reusable scissors, could you 
please give me a brief outline of the 
sterilisation process 

No 
 
n/a 
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3. Do you have any issues with scissors going 
missing, needing to be replaced?  

n/a  

4. Could you estimate an average number of 
scissors per year?  

0  

5. What is the average number of uses per 
Episcissors?  

6. If you were using an alternative reusable 
scissors, how does the number of uses per 
scissors compare? 

Not Sure 
 
N/A 

 

7. There appear to be some potential problems 
with reusable scissors becoming blunt.  

a. Is this an issue for all reusable scissors 
or just Episcissors? 

b. What is the process for sharpening the 
scissors and how long does this mean 
they are unavailable for use? 

c. Is there a cost associated with this?  

Not Sure 
 

 

8. In your clinical opinion, has the introduction of 
Episcissors-60 resulted in a behaviour 
change?  

9. Has there been a change in the number of 
episiotomies since the introduction of 
Episcissors-60?   

We don’t use them  

10. Could you provide an estimate of the cost of 
standard episiotomy scissors 

£15  

Follow up Question Are there any plans to introduce Episcissors? No plans  

Ranee Thaker 1. Do you use the reusable or disposable version 
of Episcissors-60 

2. If using the reusable scissors, could you 
please give me a brief outline of the 
sterilisation process 

Reuseable 
 
sent to sterilisation services in the hospital 

 

3. Do you have any issues with scissors going 
missing, needing to be replaced?  

not yet, we use a cage for them   

4. Could you estimate an average number of 
scissors per year?  

I am unable to do this  

5. What is the average number of uses per 
Episcissors?  

Don’t know 
 
Don’t know 
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6. If you were using an alternative reusable 
scissors, how does the number of uses per 
scissors compare? 

7. There appear to be some potential problems 
with reusable scissors becoming blunt.  

a. Is this an issue for all reusable scissors 
or just Episcissors? 

b. What is the process for sharpening the 
scissors and how long does this mean 
they are unavailable for use? 

c. Is there a cost associated with this?  

All scissors get blunt with time 
 
Don’t know 
 
Don’t know 

 

8. In your clinical opinion, has the introduction of 
Episcissors-60 resulted in a behaviour 
change?  

9. Has there been a change in the number of 
episiotomies since the introduction of 
Episcissors-60?   

Unable to answer this question but has 
increased awareness of performing an 
apisiotomy at 60 degress 
 
I am not aware of this. Certainly not in our 
unit 

 

Could you provide an estimate of the cost of standard 
episiotomy scissors 

Don’t know 
We pack them separately in a metal cage   

 

could tell me if any of  your clinical staff have reported 
any problems using Episcissors-60 due to being left-
handed? 

  

Ashish Pradhan Do you use the reusable or disposable version of 
Episcissors-60 
If using the reusable scissors, could you please give 
me a brief outline of the sterilisation process 

Reusable 
 
They are sent to CSSD as per any other 
instrument 

 

Do you have any issues with scissors going missing, 
needing to be replaced?  

No  

Could you estimate an average number of scissors 
per year?  

50  

What is the average number of uses per Episcissors?  
If you were using an alternative reusable scissors, 
how does the number of uses per scissors compare? 

60-70 
Less for alternative reusable scissors 

 

There appear to be some potential problems with 
reusable scissors becoming blunt.  

a. Is this an issue for all reusable scissors 
or just Episcissors? 

All reusable scissors 
 
Goes to medical device for sharpening, 
couple of weeks for each scissor 
 
Not sure 
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b. What is the process for sharpening the 
scissors and how long does this mean 
they are unavailable for use? 

Is there a cost associated with this?  

In your clinical opinion, has the introduction of 
Episcissors-60 resulted in a behaviour change?  
Has there been a change in the number of 
episiotomies since the introduction of Episcissors-60?   

Yes 
Small increase in numbers but more 
awareness of need and appropriate 
technique 

 

Could you provide an estimate of the cost of standard 
episiotomy scissors 

Not Sure  

Could tell me if any of  your clinical staff have reported 
any problems using Episcissors-60 due to being left-
handed? 

As far as I am aware, none of our staff have 
reported any problems with being left 
handed 

 

Follow up Question 
relating to: “Comparison 
of obstetric anal sphincter 
injuries in nulliparous 
women before and after 
introduction of the EPISC 
ISS ORS -60® at two 
hospitals in the United 
Kingdom” 

table 1 which breaks down all of the data that there 
are rows for all Nulliparous and for Nulliparous 
(SVD+OVD) and I was wondering whether you could 
possibly explain the difference between these two? 
For example the table reports a combined total 
episiotomies of 792 for 2014 and 321 for 2015 but with 
different denominators depending on whether it is all 
Nulliparous or whether it is Nulliparous (SVD+OVD). 

All NP includes SVD + OVD + caesarean 
sections. 
NP (SVD+OVD) excludes the caesarean 
section deliveries. 

 

Kylie Watson E-mail sent with the same questions as to other 
experts, response received to say she was trying to 
find the answers and would get back to us. 

  

YHEC Case Study E-mail sent to ask who to contact about the case 
study 

E-mail forwarded to Jo Hanlon  

Jo Hanlon Could you give me a little bit of insight as to why the 
case study was based on total births and not just 
births that require an episiotomy?  
 

When developing the case study we had 
access to data on the rate of OASIS in total 
births, the rate of episiotomy in total births, 
plus evidence on the reduction in OASIS 
when using Episcissors-60 versus usual 
episiotomy scissors, for those births 
requiring episiotomy. 

 
The analysis included a number of 
assumptions, which are stated in the case 
study. 
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Follow-up Question: wondering more about the decision to cost Episcissors 
using the whole birth cohort? Was this just because 
those were the data available? I have seen that the 
clinical literature reports the rate of OASIS before and 
after episcissors in the whole birth cohort and not just 
in people who had an episiotomy. I am trying to 
understand the rationale behind that decision as 
Episcissors realistically can only impact the rate of 
OASIS in women who have an episiotomy and not in 
women who don’t and depending whether you look at 
the episiotomy population only or total births this has 
an impact on both the clinical and cost outcomes. 

  

Divakova et al (2019) 

Olga Divakova Table 2 states that the Lou (2016) study has a sample 
size of 2509 however the reference listed refers to 
only 79 deliveries. I do note in the PRISMA flow 
diagram that the Lou study represents a more recent 
audit and I wondered if you could tell me what the 
original study was and whether it is published.  
Would it be possible to clarify where the numbers in 
your review for Lou et al have been obtained?  I was 
also wondering whether the numbers are available for 
the rate of OASIS in patients with episiotomy with 
episcissors versus episiotomy with other scissors 
(rates in the episiotomy cohort rather than the whole 
birth cohort). 

We have contacted Lou directly via email. 
We told him that their poster published in 
BJOG supplement showed a reduction in 
OASIS from 5.6% to 3.2%, but we were 
asking to provide actual values. 
The reply was from Miss Bini Ajay (I think, 
one of the co-authors). She provided us with 
the number of total deliveries, number of 
SVD and OVD, episiotomy of SVD, total 
OASIS before and after using of 
Episcissors. There were no numbers for the 
rate of OASIS in patients with episiotomy 
with episcissors versus episiotomy with 
other scissors, just total number of OASIS 
before and after Episcissors-60. That's why 
we had two tables in our publication on the 
rate of OASIS, as not all the studies 
compared OASIS rate in the groups with 
versus without episiotomy if it does make 
sense for you. 
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