
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Mission Statement: 

 
‘Making a difference – right care, right place, right time’ 

 
 
 

St Helens Clinical Commissioning Group fully support and abide by the 
pledges set out within the NHS Constitution and we work to ensure we 
portray the values and behaviours expected of all NHS organisations 

 
 

 

St Helens CCG Extra Ordinary 
Governing Body Meeting  

PART I 
 

Date:  Wednesday, 12th December 2018 
 

Time:  at 9.30 am 
 
Venue:  Conference Room A, St Helens Chamber 
  Salisbury Street, St Helens   WA10 1FY     

 
          Part 1 of this meeting will be held in public 





Extra-Ordinary Meeting of the NHS St Helens Clinical 
Commissioning Group Governing Body 

to be held on Wednesday, 12th December at 9.30 am in  
Conference Room A, St Helens Chamber,  

Salisbury Street, St Helens WA10 1FY 
 

AGENDA 
 

 
Apologies for absence:  Sarah O’Brien, Paul Rose 
 
Declarations of Interest:  

 
Item Time Agenda Item 

 
Purpose Presented by 

PB18/12/01 
 

 Welcome and Apologies To Note Chair 

PB18/12/02 
 

 Declarations of Interest To 
Note/Action 

Chair 

PB18/12/03  COMMISSIONING 
 

1. 
 

 
 

 
Criteria Based Clinical Commissioning 
Policies 

 
For  Approval 

Ruth Hunter 
Snr Commissioning 
& Transformation 
Manager  
 

REFLECTION: What difference have we made to local people with the decisions we made in 
the meeting today? 

Date and time of next meeting: The next meeting of the NHS St Helens CCG Governing Body will take 
place on Wednesday,  9th January 2019, Conference Room A, St Helens Chamber, Salisbury Street, St 
Helens WA10 1FY 

 
NOTE: Enclosures are sent to Board Members only – copies will be available from the St 
Helens CCG Office: 01744 457237 or on the website: www.sthelensccg.nhs.uk 
 
“The Trust hereby resolves that the remainder of the meeting be held in private, because publicity 
would be prejudicial to the public interest, by reason of the confidential nature of the business to be 
transacted.” (Section 1 (2) 0f the Public Bodies (Admission to Meetings) Act 1960) 
 
If you are unable to attend this meeting, please send your apologies to Cathy Edge on 01744 
457237 or e mail Catherine.edge@sthelensccg.nhs.uk 

The Public Bodies (Admission to meetings Act 1960) permits the CCG to pass a resolution at the 
meeting to exclude the public and press from part of the meeting by reason of the confidential nature 
of the business or for other special reasons stated in the resolution.  Whenever a resolution to 
conduct business in private is passed, the resolution itself will be made public. 
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Report to NHS St Helens CCG 
Governing Body 

Date of meeting: Extraordinary GB meeting to be held on 12/12/18 
(Paper submitted in advance on 3/12/18) 

Governing Body Member Lead: Dr H Flett 

Accountable Director:  Deputy Strategic Director People’s Services 

Report title: 
Phase 3 Criteria Based Clinical Treatment Policy review – pre-
consultation engagement 
Author Dr R Hunter 

 
Item for: Decision         x   Assurance  Information   (Please insert X as 

appropriate) 
 

Strategic  
Objectives  

This report supports the following CCG Strategic Objectives.  Please insert ‘x’ as appropriate. 
 
1.   To deliver financial sustainability  x 
2.   To deliver improvements through system redesign and in priority areas.   x 
3.   To deliver improved outcomes for patients  x 
4.   To develop capacity and capability as system leaders 
5.   To stabilise, support and sustain primary care 

  
x 

 

 

Governance 
and Risk 

Does this report provide assurance against any of the risks identified in the Assurance 
Framework?    
Yes 
http://nww.sthelensccg.nhs.uk/governance/risk-management/ 
1.1, 1.2, 3.2, 3.3, 3.4, 5.2 
 
What level of assurance does it provide? Limited/Reasonable/Significant 
Limited 
 

 Is this report required under NHS guidance or for statutory purpose? (please specify) 
 
No 

 
Purpose of this paper 
Suite 3 of a review of the Cheshire and Merseyside 14/15 Criteria Based Clinical Treatment (CBCT) Policy is 
underway and draft updated policies are now available for 8 individual policies within the overall document. Suite 
3 also includes review of the full 15/16 assisted conception policy. 
The purpose of this paper is to recommend to Governing Body that the CCG begins pre-consultation 
engagement with the public with the draft updated suite 3 policies; the draft updated policies will be shared with 
the public as part of the process. 
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Further explanatory information required: 
 
Does this paper link to any of the 10 
key themes of the CCG’s Improvement 
Plan.  If yes, please specify. 

Out of Hospital care and Hospital Care - Planned 

How will this benefit the health and 
wellbeing of St Helens residents or the 
Clinical Commissioning Group? 

Review of the CBCT policy and assisted conception policy will 
ensure that care is given based on need rather than any 
subjective judgements which can exacerbate health inequalities 

Please describe any possible Conflicts 
of Interest associated with this paper. 

None identified at this point, if any emerge during the course of 
this work these will be identified and managed using the 
appropriate processes 

Please identify any current services or 
roles that may be affected by issues 
within this paper. 

Depending on the final policy there will be impacts on NHS and 
providers as they implement any revised criteria 

What risks may arise as a result of this 
paper?  How can they be mitigated? 

Changes to eligibility criteria for services can generate disquiet 
amongst the public, the CCG will be aware that it may receive 
negative publicity about the proposed changes. 
Mitigation 
The CCG has undertaken a number of events to inform the public 
about our financial position and that difficult decisions may need 
to be considered and taken. 
The amended policies remain evidence based. 
The policies have been amended via consensus and with a group 
across Cheshire and Merseyside so that this CCG’s position is 
consistent with that of others and should not be singled out 
negatively for its draft proposals. 
Ongoing expert advice and input has been sought from the CSU 
as the work has proceeded to ensure that our proposals and the 
communication and engagement plan are legal and fit for 
purpose. 

 
1. Executive Summary 
A review of the CBCT policy (formerly procedures of local clinical priority policy) is underway; the work is now at 
suite 3. The work is being led by Midlands and Lancashire CSU and includes neighbouring CCGs – Halton, 
Warrington, Southport and Formby, South Sefton and Liverpool. This suite has been particularly challenging as it 
includes a number of policies where new guidance is emerging, and, the full current Cheshire and Merseyside 
assisted conception policy. The draft review of 8 single policies is complete along with a review of the full 15/16 
assisted conception policy. The following are included in suite 3: 

1. Treatments for Dupuytrens Disease 

2. Botulinum Toxin A & B 

3. Policy for Prostatism/Lower Urinary Symptoms in Men 

4. Secondary Care Administered Steroid Peripheral Joint Injections 

5. Cough Assist Devices 

6. Continuous Glucose Monitoring 

7. Insulin pumps 

8. Transanal irrigation (TAI) 

9. Assisted conception policy (15/16) 
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A related paper was presented to Quality Committee on December 5th 2018 and the committee was 
asked to assure the quality of the draft proposed commissioned services and the plans for 
communication and engagement. (due to timing of meetings, any issues raised by Quality Committee 
(on 5/12/18) for consideration by GB at the extraordinary meeting on 12/12 will be brought by the 
commissioner to the 12/12 GB meeting) 

Revisions to policies 
For information the revisions made to policies and presented to Quality Committee on 5/12/18 are shown in 
appendix 1, attachments can also be accessed at: 
J:\St Helens CCG\COMMISSIONING\Commissioning Programmes (BAU)\PLCPs\policy review\supporting 
docs\1phase 3\CBCTpoliciesforGBDec2018 
2. Recommendations 
Governing Body are asked to agree that the CCG can begin pre-consultation engagement on the suite 3 policies, 
this will be in December as soon as CCG governance is complete across all CCGs. 

 
DOCUMENT DEVELOPMENT 
 

Process Yes No N/A Comments & Date 
(i.e. presentation, verbal, actual report) 

Outco
me 

Public Engagement (please detail 
the method i.e. survey, event, 
consultation) 
 
 

 No  This is the first part of the review, public pre-
consultation engagement will now begin 

 

Clinical Engagement (please detail 
the method i.e. survey, event, 
consultation) 
 
 

yes   Input from: 
• The policy development working group 

(includes Commissioners, Meds 
Management and GP) 

• The individual funding request panel 
• The virtual clinical forum (general 

practitioners from representatives 
CCG’s) 

• Specialist advisors if required 
• General practitioners and secondary care 

provider colleagues equality impact and 
risk assessments 

 

 

Has ‘due regard’ been given to 
Equality Analysis (EA) and any 
adverse impacts? (Please detail 
outcomes, including risks and how 
these will be managed) 
 

Yes   The EIRA have been prepared for this stage 
of engagement and were presented to 
Quality Committee on 5/12/18 

 

Legal Advice Sought 
 
 

 No  We have not been advised this is needed at 
this stage by CSU 

 

Presented to any other groups or 
committees including Partnership 
Groups – Internal/External (please 
specify in comments) 

 No  Presented to St Helens CCG Quality 
Committee on December 5th 2018, where the 
committee was assured of the quality of the 
draft proposed commissioned services. 

 

Note: Please ensure that it is clear in the comments and date column how and when particular stakeholders were involved in this work and 
ensure there is clarity in the outcome column showing what the key message or decision was from that group and whether amendments were 
requested about a particular part of the work. 
 
Appendix 1 

Sub Fertility policy vs 
Assisted Conception P    

Botox A & B Policy - 
2018-10-17.docx

CGM Policy - 
2018-11-06.docx

Cough Assist Devices 
policy - 2018-10-17.d
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Dupuytrens Policy - 
2018-10-17.docx

Insulin Pumps Policy  
-2018-11-16.docx

Policy for Prostatism 
LUTs - 2018-10-17.do

Secondary Care 
administered steroid P      

TAI Policy DRAFT - 
2018-11-19.docx
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Botulinum Toxin A & B 
 
Botulinum toxin is a protein produced by clostridium botulinum bacteria and related 
species. When injected into the body it affects the nervous system and it can be used to 
treat a number of disorders that cause excessive or abnormal muscle movement. These 
include spasticity that results from a stroke or a spinal cord injury, and spasms in the head 
and neck, eyelid, vagina, limbs, jaw or vocal cords. Botox can also be used to relax clenched 
muscles (for example, when people grind their teeth in their sleep) and to correct eye 
alignment (“crossed eyes”).  

A number of botulinum toxin type A products are commercially available (including Botox®, 
Dysport®, Xeomin®). Other brands are available but are only licensed for cosmetic 
procedures (Allergan). 
 
PROPOSED REVISED CRITERIA 

Intervention 
  

Name of policy 

Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

Botulinum Type B 
The use of Botulinum toxin type B is not routinely commissioned. 
 
Botulinum Type A 
 
Botulinum toxin type A is not routinely commissioned in the following indications:  

• Canthal lines (crow’s feet) and glabellar (frown) lines.  
• Any other indication that is not listed below.  

 
The use of Botulinum type A is commissioned for the following indications and provided the 
eligibility criteria are met: 
 
Anal fissures 

• Botulinum toxin type A is recommended as a treatment option in patients with chronic 
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anal fissure that has not healed despite at least 8 weeks of topical management. 
 
It has a similar mechanism of action to topical products. The preferred first line topical 
product is 0.4% glyceryl trinitrate (GTN) ointment, the only licensed non-surgical option 
available in the UK. Unlicensed topical 2% diltiazem cream and unlicensed topical 0.2% GTN 
ointment are alternatives if there has been a partial response to topical 0.4% GTN but 
intolerance such as headache has necessitated discontinuation.  
 
For patients who proceed to treatment with botulinum toxin type A and whose fissure has not 
healed after one course of injections, alternative options for on-going management should be 
considered. However, where the specialist determines there has been a partial response to 
the first course, a second course may be considered particularly for patients where surgery is 
less suitable.  
 
To assist with healing prevention of recurrence of fissures, patients should be encouraged to 
eat a high fibre diet and use laxatives if necessary. 
 
For the use of Botulinum toxin type A in treating Anal Fissures, refer also to the Pan Mersey 
Area Prescribing Committee Prescribing policy statement BOTULINUM TOXIN Type A injection 
for chronic anal 
fissure: https://www.panmerseyapc.nhs.uk/media/1568/botulinum_anal_201805_ps67_v030
0.pdf  
 
Hyperhidrosis 
 
Botulinum toxin type A is recommended as a treatment option in patients with severe axillary 
hyperhidrosis that has not been adequately controlled by topical aluminium chloride or other 
extra-strength antiperspirants. Severe axillary hyperhidrosis is indicated by a baseline score of 
3 or 4 on the Hyperhidrosis Disease Severity Scale (HDSS).  
 
The first line treatment for primary axillary hyperhidrosis is aluminium chloride hexahydrate 
20% solution, the only licensed non-surgical treatment currently available in the UK. 
Unlicensed or off label topical and oral treatments may be considered under specialist 
recommendation but there is weak evidence of their effectiveness.  
 

• For patients who proceed to treatment with botulinum toxin type A and who do not 
have a clinical response after one treatment session, consider alternative options for 
on-going management. A clinical response is indicated by more than a 2 point 
improvement from baseline on the HDSS scale or more than a 4 point improvement 
from baseline on the Dermatology Life Quality Index (DLQI).  

 
• Botulinum toxin type A should not be offered to treat hyperhidrosis in people with 

social anxiety disorder - NICE CG159 (May 2013).  
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For the use of Botulinum toxin type A in treating Hyperhydrosis, refer also to the Pan Mersey 
Area Prescribing Committee Prescribing policy statement BOTULINUM TOXIN TYPE A for 
Severe Axillary Hyperhidrosis 
https://www.panmerseyapc.nhs.uk/media/1067/botulinum_hidrosis_201507_ps145_v0101.p
df  
 
BOTULINUM TOXIN TYPE A is not routinely commissioned for non-axillary Hyperhidrosis. 
 
Migraine 
Botulinum toxin type A is recommended as a treatment option for the prophylaxis of 
headaches in adults with migraine in accordance with NICE TA 260 (June 2012).  
 
NICE recommend Botulinum toxin type A as an option for the prophylaxis of headaches in 
adults with chronic migraine (defined as headaches on at least 15 days per month of which at 
least 8 days are with migraine):  
 

• that has not responded to at least three prior pharmacological prophylaxis therapies  
AND  

• whose condition is appropriately managed for medication overuse.  
 
Treatment with botulinum toxin type A should be stopped in people whose condition:  

• is not adequately responding to treatment (defined as less than a 30% reduction in 
headache days per month after two treatment cycles)  

OR  
• has changed to episodic migraine (defined as fewer than 15 headache days per month) 

for three consecutive months.  
 
Botulinum toxin type A for the prophylaxis of migraine will be prescribed and administered 
under the supervision of a specialist designation neurological centre.  
 
Botulinum Toxin A is also commissioned in the following indications: 
 
Blepharospasm and hemifacial spasm 
 
Probable contracture of joint in multiple sclerosis, in conjunction with prolonged stretching 
modalities where other measures are inappropriate or ineffective (i.e. in line with NICE Clinical 
Guideline 186). https://www.nice.org.uk/guidance/cg186 
 
Focal dystonia, where other measures are inappropriate or ineffective. 
 
Focal spasticity in patients with upper motor neurone syndrome, caused by cerebral palsy, 
stroke, acquired brain injury, multiple sclerosis, spinal cord injuries and neurodegenerative 
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disease, where other measures are inappropriate or ineffective.  
 
Idiopathic cervical dystonia (spasmodic torticollis).  
 
Refractory detrusitor overactivity, only line with NICE Clinical Guideline 171 
(women) http://guidance.nice.org.uk/CG171 (updated November 2015) and Clinical Guideline 
97 (men) http://guidance.nice.org.uk/CG97 (updated June 2015)where conservative therapy 
and conventional drug treatment has failed to control symptoms and the patient is able and 
willing to self-catheterise. 
 
Sialorrhoea (excessive salivary drooling), when other treatments have failed. 

Rationale Botulinum toxin can be used to treat various medical conditions and is an effective way to 
reduce pain and decrease muscle spasms. It is not commissioned for cosmetic reasons. 

Evidence for 
inclusion 
and 
threshold  
 

NICE Technology Appraisal 159 relating to the treatment of hyperhidrosis in people with social 
anxiety disorder: https://www.nice.org.uk/guidance/cg159  

Pan Mersey Area Prescribing Committee (APC) Prescribing Policy Statement relating to the 
treatment of severe axillary 
hyperhidrosis: https://www.panmerseyapc.nhs.uk/media/1067/botulinum_hidrosis_201507_
ps145_v0101.pdf  
Pan Mersey Area Prescribing Committee (APC) Prescribing Policy Statement relating to the 
treatment of Chronic anal 
fissure: https://www.panmerseyapc.nhs.uk/media/1568/botulinum_anal_201805_ps67_v030
0.pdf 

NICE Technology Appraisal 260 relating to the treatment of 
migraines: https://www.nice.org.uk/guidance/ta260 

Spasticity in under 19s: management (CG145 Updated November 
2015) https://www.nice.org.uk/guidance/cg145/chapter/1-guidance   

NHS Choices: Dystonia  

http://www.nhs.uk/conditions/dystonia/Pages/Introduction.aspx  

MHRA Report on Botox produced by Allergan (?) 

http://www.mhra.gov.uk/home/groups/par/documents/websiteresources/con108643.pdf  

 
Multiple sclerosis in adults: management, Clinical guideline [CG186] Published date: October 
2014 
https://www.nice.org.uk/guidance/cg186  
 
Refractory detrusitor overactivity, only line with NICE Clinical Guideline 171 
(women) http://guidance.nice.org.uk/CG171 (updated November 2015) and Clinical Guideline 
97 (men) http://guidance.nice.org.uk/CG97 (updated June 2015) 
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CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Intervention   Botulinum Toxin A & B 
 Restricted 

Minimum eligibility criteria The use of botulinum toxin type A is commissioned in the following 
indications: 
• Anal fissures only following a minimum of two months with standard 

treatment (lifestyle and topical pharmaceutical products) for chronic 
anal fissures that have not resulted in fissure healing; and only a 
maximum of 2 courses of injections.  

• Blepharospasm and hemifacial spasm.  
• Probable contracture of joint in multiple sclerosis, in conjunction with 

prolonged stretching modalities (i.e. in line with NICE Clinical Guideline 
8). http://guidance.nice.org.uk/CG8 

• Focal dystonia, where other measures are inappropriate or ineffective. 
• Focal spasticity in patients with upper motor neurone syndrome, 

caused by cerebral palsy, stroke, acquired brain injury, multiple 
sclerosis, spinal cord injuries and neurodegenerative disease, where 
other measures are inappropriate or ineffective.  

• Idiopathic cervical dystonia (spasmodic torticollis).  
• Prophylaxis of headaches in adults with chronic migraine (defined as 

headaches on at least 15 days per month of which at least 8 days are 
with migraine) that has not responded to at least three prior 
pharmacological prophylaxis therapies, and whose condition is 
appropriately managed for medication overuse (i.e. in line with NICE 
Technology Appraisal 260). http://guidance.nice.org.uk/TA260 

• Refractory detrusitor overactivity, only line with NICE Clinical Guideline 
171 (women) http://guidance.nice.org.uk/CG171 and Clinical Guideline 
97 (men) http://guidance.nice.org.uk/CG97 where conservative 
therapy and conventional drug treatment has failed to control 
symptoms. 

• Sialorrhoea (excessive salivary drooling), when all other treatments 
have failed. 

 
Botulinum toxin type A is not routinely commissioned in the following 
indications:  
• Canthal lines (crow’s feet) and glabellar (frown) lines.  
• Hyperhidrosis. 
• Any other indication that is not listed above  
 
The use of Botulinum Type B is not routinely commissioned. 
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Where the use of botulinum toxin is used to treat an indication outside 
of the manufacturer’s marketing authorisation, clinicians and patients 
should be aware of the particular governance requirements, including 
consent (which must be documented) for using drugs outside of their 
licensed indications.  
 
For patients with conditions which are not routinely commissioned, as 
indicated above, requests will continue to be considered by Cheshire & 
Merseyside Clinical Commissioning Groups processes for individual 
funding requests, if there is evidence that the patient is considered to 
have clinically exceptional circumstances to any other patient 
experiencing the same condition within Cheshire & Merseyside. 
Requests to commission the use of botulinum toxin as an option to treat 
other indications, where a known cohort of patients can be identified, 
should be processed in accordance with the relevant CCG’s defined 
processes. 
 
If a subsequent CCG approved policy supersedes the information above, 
this section will be reviewed and updated. 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Continuous Glucose Monitors (CGM) 
 
You can see your blood glucose level every few minutes with a continuous glucose monitor (CGM). It 
lets you see patterns in your levels and warns you if your glucose is too high or low. 
 
A CGM is made up of: 

• a sensor – a small device you attach to your tummy – it senses how much glucose is in the 
fluid under your skin 

• a transmitter – attached to the sensor – it sends results to a receiver 
• a receiver – a small box that displays your blood glucose level – you can carry this on your 

belt or in your bag 
 

A sensor usually lasts for 14 days. Some are implanted and worn for 6 months. 
 
The National Institute for Health and Care Excellence (NICE) states there isn't enough evidence to 
show CGMs are cost-effective enough for everyone with type 1 diabetes. 
 
PROPOSED REVISED CRITERIA 

Intervention 
  

 

Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

FOR ALL PATIENTS 
A CGM system with a low Mean Absolute Relative Difference (MARD) value should be chosen.   
Where there is a CGM system with alarm function that will integrate and communicate directly 
with the patient’s established insulin pump, then this CGM system should generally be used.  
However, an appropriate real-time Dexcom CGM system with alarm function may be considered 
for patients using other insulin pumps, or those individuals where the integrated system is not 
the most clinically appropriate CGM system.   
 
The device should be withdrawn from patients who fail to achieve a clinically significant 
response after 6 months*.  
 
There should also be an annual review to assure the clinically significant response is maintained 
and that CGM is still the most appropriate method of glucose monitoring for the patient. 
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Consideration should be given to switching to an integrated insulin pump/CGM system when 
seeking to replace the insulin pump at warranty expiry, if appropriate. 
 
Children and young people with type 1 diabetes 
CGM is not routinely commissioned.  
 
CGM will only be considered for patients when the following criteria are met: 
 
Currently using a continuous subcutaneous insulin pump of high specification, in strict 
accordance with NICE appraisal TAG 151 and the local insulin pump policy. 
AND 
When provided by a specialist centre with a multidisciplinary team including an active member 
who attends at least 67% (2/3) of the North West children and young people's diabetes network 
meetings. In addition, the specialist centre is achieving best practice tariff in paediatric diabetes 
and is also engaged with the national peer review programme in paediatric diabetes, to monitor 
the quality of its service. 
AND 
Willing to commit to using CGM at least 70% of the time and to calibrate it as needed. 
PLUS  
Experiencing more than 2 episodes per week of severe hypoglycaemia. This is defined as having 
low blood glucose levels that require assistance from another person to treat and that are 
happening often enough to have a significant impact on school work or quality of life.  
OR 
Inability to recognise or communicate about symptoms of hypoglycaemia e.g. because of 
cognitive or neurological disabilities, or less than 4 years of age. 
OR 
Impaired awareness of hypoglycaemia which is associated with significant adverse consequences 
e.g. seizures or severe anxiety. 
 
Prior to transition to adult services, the child should be counselled on the transition process and 
advised that their CGM will be reviewed as part of the transition and their ongoing adult diabetes 
care.  On transition to adult services there should be a review to assure there is still a clinically 
significant response* and that CGM is still the most appropriate method of glucose monitoring 
for the patient. 
 
Ongoing continuation of CGM 
*   A clinically significant response is considered to be: 
• When the patient demonstrates wearing the sensor for at least 70% of the time. 
PLUS 
• A reduction in the frequency and/or severity of hypoglycaemic episodes. 
OR 
• A reduction in the need for third party intervention during hypoglycaemic episodes. 
AND/OR 
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• Achievement of a clinically significant reduction in HbA1c, that demonstrates the patient 
is moving towards their individually agreed HbA1c target. 
 
**Where CGM is initiated due to hyperglycaemia in adults, it should only be continued longer-
term if HbA1c can be sustained at or below 53 mmol/mol (7%) and/or there has been a fall in 
HbA1c of 27 mmol/mol (2.5%) or more, in accordance with NICE CG17 

Evidence for 
inclusion 
and 
threshold  
 

1. Benkhadra K, Alahdab F, Tamhane S, Wang Z, Prokop LJ, Hirsch IB, et al. Real-time continuous 
glucose monitoring in type 1 diabetes: a systematic review and individual patient data meta-
analysis. Clinical endocrinology. 2017;86(3):354-60.  
2. Lind M, Polonsky W, Hirsch IB, Heise T, Bolinder J, Dahlqvist S, et al. Continuous Glucose 
Monitoring vs Conventional Therapy for Glycemic Control in Adults With Type 1 Diabetes Treated 
With Multiple Daily Insulin Injections: The GOLD Randomized Clinical Trial. JAMA. 
2017;317(4):379-87.  
3. Kesavadev J, Vigersky R, Shin J, Pillai PBS, Shankar A, Sanal G, et al. Assessing the Therapeutic 
Utility of Professional Continuous Glucose Monitoring in Type 2 Diabetes Across Various 
Therapies: A Retrospective Evaluation. Advances in therapy. 2017.  
4. Beck RW, Riddlesworth T, Ruedy K, Ahmann A, Bergenstal R, Haller S, et al. Effect of 
Continuous Glucose Monitoring on Glycemic Control in Adults With Type 1 Diabetes Using Insulin 
Injections: The DIAMOND Randomized Clinical Trial. JAMA. 2017;317(4):371-8.  
5. Ruedy KJ, Parkin CG, Riddlesworth TD, Graham C, Group DS. Continuous Glucose Monitoring in 
Older Adults With Type 1 and Type 2 Diabetes Using Multiple Daily Injections of Insulin: Results 
From the DIAMOND Trial. Journal of diabetes science and technology. 2017:1932296817704445.  
6. van Beers CAJ, DeVries JH, Kleijer SJ, Smits MM, Geelhoed-Duijvestijn PH, Kramer MHH, et al. 
Continuous glucose monitoring for patients with type 1 diabetes and impaired awareness of 
hypoglycaemia (IN CONTROL): a randomised, open-label, crossover trial. The lancet Diabetes & 
endocrinology. 2016;4(11):893-902.  
7. New JP, Ajjan R, Pfeiffer AFH, Freckmann G. Continuous glucose monitoring in people with 
diabetes: the randomized controlled Glucose Level Awareness in Diabetes Study (GLADIS). 
Diabetic medicine : a journal of the British Diabetic Association. 2015;32(5):609-17.  
8. Battelino T, Liabat S, Veeze HJ, Castañeda J, Arrieta A, Cohen O. Routine use of continuous 
glucose monitoring in 10 501 people with diabetes mellitus. Diabetic medicine : a journal of the 
British Diabetic Association. 2015;32(12):1568-74.  
9. Lewis KR, McCrone S, Deiriggi P, Bendre S. Effectiveness of continuous glucose monitoring in 
children, adolescents, and young adults with poorly controlled type 1 diabetes. Journal for 
specialists in pediatric nursing : JSPN. 2017;22(1).  
10. Rachmiel M, Landau Z, Boaz M, Mazor Aronovitch K, Loewenthal N, Ben-Ami M, et al. The use 
of continuous glucose monitoring systems in a pediatric population with type 1 diabetes mellitus 
in real-life settings: the AWeSoMe Study Group experience. Acta diabetologica. 2015;52(2):323-
9.  
11. Aleppo G, Ruedy KJ, Riddlesworth TD, Kruger DF, Peters AL, Hirsch I, et al. REPLACE-BG: A 
Randomized Trial Comparing Continuous Glucose Monitoring With and Without Routine Blood 
Glucose Monitoring in Adults With Well-Controlled Type 1 Diabetes. Diabetes care. 
2017;40(4):538-45.  

15



12. Steineck I, Ranjan A, Nørgaard K, Schmidt S. Sensor-Augmented Insulin Pumps and 
Hypoglycemia Prevention in Type 1 Diabetes. Journal of diabetes science and technology. 
2017;11(1):50-8.  
13. van Beers CAJ, DeVries JH. Continuous Glucose Monitoring: Impact on Hypoglycemia. Journal 
of diabetes science and technology. 2016;10(6):1251-8.  
14. Anhalt H. Limitations of Continuous Glucose Monitor Usage. Diabetes technology & 
therapeutics. 2016;18(3):115-7.  
15. Yeoh E, Choudhary P, Nwokolo M, Ayis S, Amiel SA. Interventions That Restore Awareness of 
Hypoglycemia in Adults With Type 1 Diabetes: A Systematic Review and Meta-analysis. Diabetes 
care. 2015;38(8):1592-609.  
16. Biagi L, Hirata Bertachi A, Conget I, Quirós C, Giménez M, Ampudia-Blasco FJ, et al. Extensive 
Assessment of Blood Glucose Monitoring During Postprandial Period and Its Impact on Closed-
Loop Performance. Journal of diabetes science and technology. 2017:1932296817714272.  
17. Song I-K, Lee J-H, Kang J-E, Park Y-H, Kim H-S, Kim J-T. Continuous glucose monitoring system 
in the operating room and intensive care unit: any difference according to measurement sites? 
Journal of clinical monitoring and computing. 2017;31(1):187-94.  
18. Andelin M, Kropff J, Matuleviciene V, Joseph JI, Attvall S, Theodorsson E, et al. Assessing the 
Accuracy of Continuous Glucose Monitoring (CGM) Calibrated With Capillary Values Using 
Capillary or Venous Glucose Levels as a Reference. Journal of diabetes science and technology. 
2016;10(4):876-84.  
19. Reiterer F, Polterauer P, Schoemaker M, Schmelzeisen-Redecker G, Freckmann G, Heinemann 
L, et al. Significance and Reliability of MARD for the Accuracy of CGM Systems. Journal of diabetes 
science and technology. 2017;11(1):59-67.  
20. Kirchsteiger H, Heinemann L, Freckmann G, Lodwig V, Schmelzeisen-Redeker G, Schoemaker 
M, et al. Performance Comparison of CGM Systems: MARD Values Are Not Always a Reliable 
Indicator of CGM System Accuracy. Journal of diabetes science and technology. 2015;9(5):1030-
40. 13  
21. Cobelli C, Schiavon M, Dalla Man C, Basu A, Basu R. Interstitial Fluid Glucose Is Not Just a 
Shifted-in-Time but a Distorted Mirror of Blood Glucose: Insight from an In Silico Study. Diabetes 
technology & therapeutics. 2016;18(8):505-11.  
22. Sinha M, McKeon KM, Parker S, Goergen LG, Zheng H, El-Khatib FH, et al. A Comparison of 
Time Delay in Three Continuous Glucose Monitors for Adolescents and Adults. Journal of diabetes 
science and technology. 2017:1932296817704443.  
23. Facchinetti A. Continuous Glucose Monitoring Sensors: Past, Present and Future Algorithmic 
Challenges. Sensors (Basel, Switzerland). 2016;16(12).  
24. Schmelzeisen-Redeker G, Schoemaker M, Kirchsteiger H, Freckmann G, Heinemann L, Del Re 
L. Time Delay of CGM Sensors: Relevance, Causes, and Countermeasures. Journal of diabetes 
science and technology. 2015;9(5):1006-15.  
25. Siegmund T, Heinemann L, Kolassa R, Thomas A. Discrepancies Between Blood Glucose and 
Interstitial Glucose-Technological Artifacts or Physiology. Journal of diabetes science and 
technology. 2017:1932296817699637.  
26. Christiansen SC, Fougner AL, Stavdahl Ø, Kölle K, Ellingsen R, Carlsen SM. A Review of the 
Current Challenges Associated with the Development of an Artificial Pancreas by a Double 

16



Subcutaneous Approach. Diabetes therapy : research, treatment and education of diabetes and 
related disorders. 2017;8(3):489-506.  
27. Shapiro AR. The Safety of Nonadjunctive Use of Continuous Glucose Monitors for Insulin 
Dosing: Still Not Resolved. Journal of diabetes science and technology. 2017:1932296817704446.  
28. Shapiro AR. Nonadjunctive Use of Continuous Glucose Monitors for Insulin Dosing. Journal of 
diabetes science and technology. 2017:1932296816688303.  
29. Fonda SJ, Graham C, Munakata J, Powers JM, Price D, Vigersky RA. The Cost-Effectiveness of 
Real-Time Continuous Glucose Monitoring (RT-CGM) in Type 2 Diabetes. Journal of diabetes 
science and technology. 2016;10(4):898-904.  
30. Roze S, Saunders R, Brandt AS, de Portu S, Papo NL, Jendle J. Health-economic analysis of 
real-time continuous glucose monitoring in people with Type 1 diabetes. Diabetic medicine : a 
journal of the British Diabetic Association. 2015;32(5):618-26.  
31. Roze S, Smith-Palmer J, Valentine WJ, Cook M, Jethwa M, de Portu S, et al. Long-term health 
economic benefits of sensor-augmented pump therapy vs continuous subcutaneous insulin 
infusion alone in type 1 diabetes: a U.K. perspective. Journal of medical economics. 
2016;19(3):236-42.  
32. Chaugule S, Oliver N, Klinkenbijl B, Graham C. An economic evaluation of the introduction of 
continuous glucose monitoring (CGM) devices for people with Type 1 diabetes and impaired 
awareness of hypoglycaemia within North West London clinical commissioning groups in 
England. Diabetic Medicine. 2017;34:187.  
33. Moy FM, Ray A, Buckley BS, West HM. Techniques of monitoring blood glucose during 
pregnancy for women with pre-existing diabetes. The Cochrane database of systematic reviews. 
2017;6:CD009613.  
34. Heinemann L, Devries JH. Evidence for continuous glucose monitoring: Sufficient for 
reimbursement? Diabetic Medicine. 2014;31(2):122-5.  
35. Castle JR, Jacobs PG. Nonadjunctive Use of Continuous Glucose Monitoring for Diabetes 
Treatment Decisions. Journal of diabetes science and technology. 2016;10(5):1169-73.  
36. Toschi E, Wolpert H. Utility of Continuous Glucose Monitoring in Type 1 and Type 2 Diabetes. 
Endocrinology and metabolism clinics of North America. 2016;45(4):895-904.  
37. Peters AL, Ahmann AJ, Battelino T, Evert A, Hirsch IB, Murad MH, et al. Diabetes technology-
continuous subcutaneous insulin infusion therapy and continuous glucose monitoring in adults: 
An endocrine society clinical practice guideline. Journal of Clinical Endocrinology and Metabolism. 
2016;101(11):3922-37.  
38. McCarthy M. US doctors recommend continuous glucose monitoring for patients with type 1 
diabetes. BMJ (Clinical research ed). 2016;354:i5247.  
39. Wise J. Continuous glucose monitoring can benefit patients with type 1 diabetes. BMJ (Clinical 
research ed). 2017;356:j364.  
40. Acerini C. The rise of technology in diabetes care. Not all that is new is necessarily better. 
Pediatric diabetes. 2016;17(3):168-73.  
41. Rodbard D. Continuous Glucose Monitoring: A Review of Successes, Challenges, and 
Opportunities. Diabetes technology & therapeutics. 2016;18.  
42. Pettus J, Edelman SV. Recommendations for Using Real-Time Continuous Glucose Monitoring 
(rtCGM) Data for Insulin Adjustments in Type 1 Diabetes. Journal of diabetes science and 

17



technology. 2017;11(1):138-47. 

 

CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Intervention    
Policy 
Statement 

Not Routinely Commissioned 

Minimum 
eligibility 
criteria 

Not routinely commissioned and only considered if ALL of the following criteria are met;  
Type I diabetes.  
AND   
Currently on a sensor augmented continuous subcutaneous insulin pump in strict accordance with NICE appraisal 
TAG 151.   
AND   
HbA1c which is equal to or greater than 69 (8.5%) mmol/OR experiencing severe hypoglycaemic attacks which 
require intervention by a carer.  
AND   
Selected to use an approved sensor augmented pump system of high specification with a low Mean Absolute 
Relative Difference (MARD) value.  
AND   
Managed by a recognised centre of excellence in diabetes (currently using a minimum of 20 continuous infusion 
pumps per annum).  
AND   
Motivated to comply with the requirements.  
 
The device should be withdrawn from patients who fail to achieve clinically significant response after 6 months.   
 
All cases will be subject to individual approval by the IFR Team 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Cough Assist Devices 
 
Cough assist is a non-invasive device that removes mucus and other secretions in the lungs 
for patients who can’t cough effectively on their own. It works by gradually applying positive 
pressure to the airway before rapidly shifting to negative pressure, stimulating a stronger, 
more efficient cough. 
 
PROPOSED REVISED CRITERIA 

Intervention   Policy for Cough Assist Devices 
Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

Cough Assist devices will be commissioned where the following criteria are 
met: 

• Patient is unable to cough or clear secretions effectively with a PCF 
(Peak Cough Flow) less than 160 L/min  

OR  
• Peak cough flow between 160-270 in addition to a history of chest 

infections (National neuromuscular guidelines) 
 
Requests for MI-E or 'cough assist therapy' for patients who do not meet the 
above criteria are considered low priority and will not be routinely funded.  
 
For patients, who are unable to carry out lung function tests, an assessment 
of the appropriateness of such as device for that patient should be based on 
the following criteria: 

• The patient has repeated chest infections i.e. 3 within a period of 6 
months 

OR 
• The patient has had multiple hospital admissions i.e. 3 within 6 

months or any HDU/ICU admission,  
OR 

• a prolonged admission for respiratory difficulties i.e. over 3 weeks 
OR 

19



• The patient has a weak cough or inability to clear their own 
secretions 

Rationale This is because cough assist devices are seen to be effective in supporting 
patients with a range of lung conditions. 

Evidence for 
inclusion and 
threshold  
 

Motor Neurone Disease a Problem Solving Approach for General 
Practitioners and Allied Health Professionals 
2011 https://www.mndscotland.org.uk/media/1618/a-problem-solving-
approach-2012.pdf  
National Institute for Health and Care Excellence Multiple Sclerosis 
Stakeholder Comments – Draft Guideline June 
2014 https://www.nice.org.uk/media/default/about/what-we-do/our-
programmes/public-consulatiation-comments-and-responses.doc  
NICE Evidence 
search https://www.evidence.nhs.uk/search?q=cough+assist+machines  
Nottingham University Hospital NHS Trust Cough Assist Guideline August 
2013 https://www.nuh.nhs.uk/download.cfm?doc=docm93jijm4n4634.pdf&
ver=9164  
5. Muscular Dystrophy UK 2015 #Right To Breath 
Campaign http://www.musculardystrophyuk.org/news/campaign-success-
as-nhs-bosses-in-cornwall-agree-to-fund-cough-assist-machines/  

 

CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Not applicable, this is a newly developed policy for Merseyside CCGs. 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Treatments for Dupuytren’s Disease 
 
Dupuytren’s disease happens when the cords in the palm of the hand thicken and get tighter. This 
causes one or more fingers to bend into the palm of the hand and lock so that they can’t straighten. 
Treatments to release the fingers can include radiotherapy and collagenase injections. Sometimes a 
procedure called a needle fasciotomy is used instead. It uses a needle pushed through the skin to cut 
the cord(s) that have thickened and unlock the fingers. 
 
PROPOSED REVISED CRITERIA 

Intervention 
  

Treatments for Dupuytren’s Disease 

Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

Radiotherapy 
Radiotherapy for Dupytrens disease is not routinely commissioned. 
 
Palmar Fasciectomy or Percutaneous needle Faciotomy 
Palmar Fasciectomy or Percutaneous needle Faciotomy for Dupuytrens disease will be 
commissioned only when the following criteria are met: 
 
• Metacarpophalangeal joint contracture of 30° or more, (inability to place hand flat on table. 
OR  
• Any degree of proximal interphalangeal joint contracture. 
OR  
• Patients under 45 years of age with disease affecting 2 or more digits and loss of extension 

exceeding 10° or more.  
 
There should be significant functional impairment. 
 
Collagenase injections 
 
Collagenase injections are only commissioned in line with NICE TA459 
(https://www.nice.org.uk/guidance/ta459/chapter/1-Recommendations):  
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Collagenase clostridium histolyticum (CCH) is recommended as an option for treating 
Dupuytren's contracture with a palpable cord in adults only if all of the following apply: 

• There is evidence of moderate disease (functional problems and metacarpophalangeal 
joint contracture of 30° to 60° and proximal interphalangeal joint contracture of less than 
30° or first web contracture) plus up to 2 affected joints. 

AND 
• Percutaneous needle fasciotomy (PNF) is not considered appropriate, but limited 

fasciectomy is considered appropriate by the treating hand surgeon 
AND 

• The choice of treatment (CCH or limited fasciectomy) is made on an individual basis after 
discussion between the responsible hand surgeon and the patient about the risks and 
benefits of the treatments available 

AND 
• One injection is given per treatment session by a hand surgeon in an outpatient setting. 

 
See also: 
https://www.panmerseyapc.nhs.uk/media/1495/collagenase_dupuytren_201709_ps215_v0201.
pdf  

Rationale This is because current evidence on radiotherapy for Dupuytrens disease is inadequate in 
quantity and quality, and is difficult to interpret because of uncertainty about the natural history 
of Dupuytren's disease 
 
Current evidence on the safety and efficacy of needle fasciotomy for Dupuytren's contracture 
appears adequate to support the use of the procedure, provided that normal arrangements are 
in place for consent, audit and clinical governance. 
 
CCH is the first pharmacological treatment to get a marketing authorisation for treating 
Dupuytren's contracture. Although there are uncertainties in the available evidence, it has the 
potential to offer benefits compared with current treatments, including avoiding a general 
anaesthetic and a shorter recovery time. 

Evidence for 
inclusion 
and 
threshold  
 

Needle fasciotomy for Dupuytren's contracture, Interventional procedures guidance [IPG43] 
Published date: February 2004: https://www.nice.org.uk/guidance/ipg43 

See NICE Technology Appraisal 459: https://www.nice.org.uk/guidance/ta459/chapter/1-
Recommendations  

 
See Pan Mersey Area Prescribing Committee (APC) Prescribing Policy 
Statement: https://www.panmerseyapc.nhs.uk/media/1495/collagenase_dupuytren_201709_ps
215_v0201.pdf 
 
NHS Choices - Dupuytren's contracture 
https://www.nhs.uk/conditions/dupuytrens-contracture/ 
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CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Intervention   Palmar Fasciectomy/Needle Faciotomy for Dupuytren’s Disease and 
Radiotherapy Collagenase Injections for Dupytren’s Disease 

 Restricted 

Minimum 
eligibility 
criteria 

Radiotherapy Collagenase Injections for Dupytren’s Disease 
Requests for treatment will be considered when:  
• Metacarpophalangeal joint contracture of 30 degrees or more, (inability to place hand flat 

on table. 
OR  
• Any degree of proximal interphalangeal joint contracture. 
OR  
• Patients under 45 years of age with disease affecting 2 or more digits and loss of extension 

exceeding 10° or more.  
 
There should be significant functional impairment 
 
Radiotherapy Collagenase Injections for Dupytren’s Disease 
These procedures are not commissioned 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Continuous Sub-Cutaneous 
Insulin Infusion (CSII) Therapy (Insulin 

Pump Therapy) 
Diabetes mellitus is a chronic metabolic disorder caused by insufficient activity of the hormone 
insulin and a subsequent loss of control of blood glucose levels. There may be a lack of the hormone 
itself or resistance to its action, or both.  Insulin is produced by the beta cells of the pancreas in 
response to rising blood glucose levels and primarily regulates the metabolism of carbohydrates, but 
also that of proteins and fats. There are two main types of diabetes mellitus; Type 1 diabetes 
mellitus is caused by the destruction of insulin-producing cells, leading to an absolute lack of the 
hormone and requires life-long insulin treatment. Within this policy, patients who have had a 
pancreatectomy and therefore have an absence of insulin are subject to the same eligibility criteria 
as patients with Type 1 diabetes. Type 2 diabetes mellitus is characterised by insulin resistance and is 
often associated with obesity.  
A number of patients with cystic fibrosis also develop diabetes as a result of build-up of secretions 
surrounding the pancreas and delayed/blunted 1st phase insulin release. 
 
In Type 1 Diabetes or after pancreatectomy, insulin is administered subcutaneously as injections, or 
it may be given via an insulin pump as a ‘continuous subcutaneous insulin infusion’ (CSII).   CSII 
therapy makes use of an external pump that delivers insulin continuously from a refillable storage 
reservoir by means of a subcutaneously placed cannula. The pump is programmed to deliver a 
continuous ‘background’ insulin infusion to cover basal insulin requirements, with higher infusion 
rates triggered by the push of a button at meal times or to correct high blood glucose levels.  Basal 
insulin requirements often vary throughout the 24 hour period and are individualised according to 
patient need.  Insulin boluses may be administered ‘immediately’, or over a longer period of time 
according to factors including meal composition. 
 
Insulin pump therapy is recommended by NICE TA151 as a treatment option for some patients with 
Type 1 Diabetes with the following objectives:  
 
• Improved glycaemic control (reduced HbA1c) 
• Reduced rate of hypoglycaemia 

 
Appropriate targets for such improvements should be set by the responsible physician, in discussion 
with the person receiving the treatment or their carer.  
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PROPOSED CRITERIA 

Intervention   Continuous Sub-Cutaneous Insulin Infusion 
Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

NICE technology appraisal TA151 on insulin pump therapy states that continuous 
subcutaneous insulin pump therapy is recommended as a treatment option for adults and 
children 12 years and older with type 1 diabetes mellitus provided that: 
 

• Attempts to achieve target haemoglobin A1c (HbA1c) levels with multiple daily 
injections (MDIs) result in the person experiencing disabling hypoglycaemia. NICE 
guidance defines disabling hypoglycaemia as the repeated and unpredictable 
occurrence of hypoglycaemia that results in persistent anxiety about recurrence and 
is associated with a significant adverse effect on quality of life.  

or 
• HbA1c levels have remained high (that is, at 8.5% (69 mmol/mol) or above on MDI 

therapy (including, if appropriate, the use of long-acting insulin analogues) despite a 
high level of care.  
 

Insulin pump therapy is recommended as a treatment option for children younger than 12 
years with type 1 diabetes mellitus provided that: 
 

• MDI therapy is considered to be impractical or inappropriate, and  
• Children on insulin pumps would be expected to undergo a trial of MDI therapy 

between the ages of 12 and 18 years. 
 

Insulin pump therapy is also recommended as a treatment option for patients who have had 
a pancreatectomy and meet the criteria in NICE TA151. 
 
Insulin pump therapy is also recommended for a small cohort of patients with cystic fibrosis-
related diabetes (CFRD), as identified by the Advanced Nurse Practitioner for CFRD / CF 
specialist team at Liverpool Heart and Chest Hospital. These would be patients whose 
diabetes is not controlled despite carefully managed multiple daily injections and 
carbohydrate awareness.  
and/or 

• At least two hypoglycaemic episodes per day 
and/or 

• A complete loss of hypoglycaemia awareness 
•  

HbA1c is an unreliable measure of glycaemia in patients with CFRD owing to their increased 
red cell destruction. Guidelines recommend that decisions are not based on HbA1c but are 
based on glycaemic variability, especially hypoglycaemia. 
Insulin pump therapy is not recommended for the treatment of people with type 2 diabetes 
mellitus. 
 
This policy proposes that all currently available insulin pumps should be available for 
eligible patients defined above (see table). 
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Table: Commonly used insulin pumps across Merseyside Pump Centres (2018). Insulin 
pump costs excluding VAT - 2018 financial data provided by UK insulin pump company 
representatives for (1) & (2) Roche Diabetes Care Ltd, (3) Medtronic Ltd, (4) Cellnovo Ltd, 
(5) Insulet corporation), (6) Advanced Therapeutics (UK) Ltd and (7) Ypsomed Ltd.  Animas 
data (8) historical (Amimas UK & Ireland) – 2017.  
 
*NB ANIMAS Vibe pumps are being withdrawn so no new patients are to be started on 
these pumps. Existing patients will be supported until they transfer to an alternative 
system. 
 
This service will only provide pumps from the agreed list in this policy. Any amendments 
to this list will need to be approved by the respective CCGs prior to any changes being 
made.  Where one of these pumps is not suitable and the service wishes to use an 
alternative pump a request must be made via the individual patient commissioning route. 
 
This policy is to be reviewed in conjunction with the Insulin Pump – Service Specification 
document attached below: 
 

 

Name of pump CGM 
enabled? 

Cost of pump Annual 
consumables  

4 year cost  

1. Roche Accu-Chek 
insight 

No £2,495 £1,514.64 £8,553.56 

2. Roche Accu-Chek 
Combo 

No £2,495  £1,300.32 £8,443.27 

3. Medtronic 640G Yes £2,995 £1,746 £9,979 

4. Cellnovo No Starter kit £1,100 £2,040 £9,430 

5. Omnipod No 1st year £2,558.20 £2,373.20 £9,677.80 

6. DANA RS No £2,595 £1,605.63 
(approx.) 

£9,083.03 

7. YpsoPump No £1,900 £1,068 £6,172 

8. Animas Vibe* Yes £2,800 £1,464 £8,656 

Evidence for 
inclusion 
and 

1. NICE. Technology Appraisal 151.  Continuous Subcutaneous Insulin infusion for the 
Treatment of Diabetes Mellitus. 2008.  Available at: 
https://www.nice.org.uk/guidance/ta151 
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threshold  
 

 
2. NICE Guideline [NG] 3.  Diabetes in pregnancy: management from preconception to 

the postnatal period. 2015.  Available at: https://www.nice.org.uk/guidance/ng3 
 

3. NICE Guideline [NG] 18. Diabetes (type 1 and type 2) in children and young people: 
diagnosis and management.  2015 (updated 2016).  Available at: 
https://www.nice.org.uk/guidance/ng18 
 

4. Department of Health, Child Health and Maternity Services Branch. Transition: 
getting it right for young people. Improving the transition of young people with long 
term, conditions from children's to adult health services (2006).  Available at: 
http://webarchive.nationalarchives.gov.uk/20130123205838/http://www.dh.gov.uk
/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_413
2145 
 

5. Pickup J.  Insulin pumps. Int J Clin Pract Suppl 2011; 170: 16. 
 

6. White HD et al.  The United Kingdom service level audit of insulin pump therapy in 
adults.  Diabet Med 2014; 31 (4) 412-8. 
 

7. Ghatak A et al.  UK service level audit of insulin pump therapy in paediatrics.  Diabet 
Med 2015; 32(12):1652-7.  
 

8. The National Diabetes Audit Insulin Pump Report 2015-16 (Published July 2017).  
Available at https://www.digital.nhs.uk/catalogue/pub30027 
 

9. NICE Guideline [NG] 17.  Type 1 diabetes in adults: diagnosis and management. 2015 
(updated 2016).  Available at https://www.nice.org.uk/guidance/NG17 
 

10. Moran A et al. The CFRD guidelines committee. Clinical care guidelines for cystic 
fibrosis-related diabetes. Diabetes Care 2010; 33: 2697-2708. 
 

11. The Diabetes Control; Complications Trial Research Group. (1993).The effect of 
intensive treatment of diabetes on the development and progression of long-term 
complications in insulin--dependent diabetes mellitus. N Engl J Med 1993; 329 (14): 
977–86. 

 

CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Not applicable, this is a newly developed policy for Merseyside CCGs. 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Prostatism/Lower Urinary Tract 
Symptoms in men 

 
Prostate problems are common, particularly in men aged over 50. The prostate is a small 
gland found only in men. It surrounds the tube that carries urine out of the body (urethra).  
The prostate gland produces a thick, white fluid that gets mixed with sperm to create 
semen. 
 
The prostate gland is about the size and shape of a walnut but tends to get bigger as you get 
older. It can sometimes become swollen or enlarged by conditions such as: 

• prostate enlargement 
• prostatitis (inflammation of the prostate) 
• prostate cancer 
 

PROPOSED REVISED CRITERIA 

Intervention   Name of policy 
Policy Statement Restricted 

Minimum eligibility 
criteria 

Refer men for specialist assessment if they have one or more of the 
following symptoms: 
 
• lower urinary tract symptoms complicated by recurrent or 

persistent urinary tract infections 
• retention 
• renal impairment you suspect is caused by lower urinary tract 

dysfunction 
• suspected urological cancer 
• stress urinary incontinence 
• Failed a trial of the appropriate drug therapies or conservative 

management options. 
 
Surgery for Prostatism will only be funded under the following 
circumstances: 
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• For Voiding Symptoms only if voiding symptoms are severe 
AND 

• conservative management options have failed or are not 
appropriate  

 
For Storage Symptoms only if conservative management options 
have failed or are not appropriate  
  
In both scenarios refer 
to https://pathways.nice.org.uk/pathways/lower-urinary-tract-
symptoms-in-men#content=view-
index&path=view%3A/pathways/lower-urinary-tract-symptoms-in-
men/lower-urinary-tract-symptoms-in-men-overview.xml 
for guidance on conservative management options and Appendix A 
below  

Rationale This is because LUTS are a major burden for the ageing male 
population. Age is an important risk factor for LUTS and the 
prevalence of LUTS increases as men get older. Bothersome LUTS 
can occur in up to 30% of men older than 65 years. This is a large 
group potentially requiring treatment. 

Evidence for 
inclusion and 
threshold  
 

NHS Choices – Prostate Problems 
https://www.nhs.uk/conditions/prostate-problems/  
 
Lower urinary tract symptoms in men: management Clinical 
guideline [CG97] Published date: May 2010   Last updated: June 
2015  
https://www.nice.org.uk/guidance/cg97/chapter/Introduction  
 
See overview of NICE’s recommendations for the treatment of 
lower urinary tract symptoms in 
men: https://pathways.nice.org.uk/pathways/lower-urinary-tract-
symptoms-in-men 

 

CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Intervention   Surgery for Prostatism 
 Restricted 

Minimum eligibility 
criteria 

Only commissioned where there are sound clinical reasons and 
after failure of conservative treatments and in any of the 
following circumstances:  
• International prostate symptom score >7; dysuria;  
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• Post voided residual volume >150ml;  
• Recurrent proven Urinary Tract Infections (UTI);  
• Deranged renal function;  
Prostate-specific antigen (PSA) > age adjusted normal values. 
 

 

 

  

30



Appendix A - Prostatism/LUTs pathway 
1. Initial Assessment 2. Conservative treatment 3. Specialist Assessment 

Offer: 
• an assessment of general medical history to identify 

possible causes and comorbidities, including a review of all 
current medication (including herbal and over-the-counter 
medication) that may be contributing to the problem 

• a physical examination guided by symptoms and other 
medical conditions, an examination of the abdomen and 
external genitalia, and a digital rectal examination 

• a urine dipstick test to detect blood, glucose, protein, 
leucocytes and nitrites. 

Ask men with bothersome lower urinary tract symptoms to complete 
a urinary frequency volume chart. 
 
Offer a serum creatinine test (plus estimated glomerular filtration 
rate calculation) only if you suspect renal impairment (for example, 
the man has a palpable bladder, nocturnal enuresis, recurrent urinary 
tract infections or a history of renal stones). 
 
For men who’s lower urinary tract symptoms are not bothersome or 
complicated, give reassurance, offer advice on lifestyle interventions 
(for example, fluid intake) and information on their condition. Offer 
review if symptoms change. 
 
For men with mild or moderate bothersome lower urinary tract 
symptoms, discuss active surveillance (reassurance and lifestyle 
advice without immediate treatment and with regular follow-up) or 
active intervention (conservative management, drug treatment or 
surgery). 
 
Offer men considering treatment for lower urinary tract symptoms an 
assessment of their baseline symptoms with a validated symptom 
score (for example, the International Prostate Symptom Score). 
 
PSA testing 
Offer men information, advice and time to decide if they wish to have 
PSA testing if: 
• their lower urinary tract symptoms are suggestive of bladder 

outlet obstruction secondary to benign prostate enlargement or 
• their prostate feels abnormal on digital rectal examination or 
• they are concerned about prostate cancer (manage suspected 

prostate cancer in line with the pathway on prostate cancer and 

Storage symptoms 
If you suspect overactive bladder, offer supervised bladder training, 
advice on fluid intake, lifestyle advice and, if needed, containment 
products. 
Offer supervised pelvic floor muscle training to men with stress 
urinary incontinence caused by prostatectomy. Advise men to 
continue the exercises for at least 3 months before considering 
other options.  
 
Do not offer penile clamps. 
 
Containment products 
For men with storage lower urinary tract symptoms (particularly 
urinary incontinence): 
• offer temporary containment products (for example, pads or 

collecting devices) to achieve social continence until a diagnosis 
and management plan have been discussed  

• offer a choice of containment products based on individual 
circumstances and in consultation with the man 

• offer external collecting devices (sheath appliances, pubic pressure 
urinals) before considering indwelling catheterisation  

• provide containment products at point of need, and advice about 
relevant support groups. 

 
Voiding symptoms 
Offer intermittent bladder catheterisation before indwelling urethral 
or suprapubic catheterisation (see long-term catheterisation and 
containment [See page 15] in this pathway) if lower urinary tract 
symptoms cannot be corrected by less invasive measures. 
 
Tell men with proven bladder outlet obstruction that bladder training 
is less effective than surgery. 
 
Explain to men with post micturition dribble how to perform urethral 
milking. 

Refer men for specialist assessment if they have: 
• lower urinary tract symptoms complicated by recurrent or 

persistent urinary tract infection or 
• retention or 
• renal impairment you suspect is caused by lower urinary tract 

dysfunction or 
• suspected urological cancer or 
• stress urinary incontinence. 

Offer to refer men for specialist assessment if they have bothersome 
lower urinary tract symptoms that have not responded to 
conservative management or drug treatment. 
 
Offer: 
• an assessment of general medical history to identify possible 

causes and comorbidities, including a review of all current 
medication (including herbal and over-the counter medication) 
that may be contributing to the problem 

• a physical examination guided by symptoms and other medical 
conditions, an examination of the abdomen and external 
genitalia, and a digital rectal examination  

• flow-rate and post void residual volume measurement. 
Ask men to complete a urinary frequency volume chart. 
 
When to offer further tests or procedures 
Offer cystoscopy to men with lower urinary tract symptoms having 
specialist assessment only when clinically indicated, for example if 
there is a history of any of the following: 
• recurrent infection or 
• sterile pyuria or 
• haematuria or 
• profound symptoms or 
• pain. 

Offer imaging of the upper urinary tract to men with lower urinary 
tract symptoms having specialist assessment only when clinically 
indicated, for example if there is a history of any of 
the following: 
• chronic retention or 
• haematuria or 
• recurrent infection or 
• sterile pyuria or 
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referral guidelines for suspected cancer). 
 
Do not routinely offer: 
• cystoscopy to men with no evidence of bladder abnormality 
• imaging of the upper urinary tract to men with no evidence of 

bladder abnormality 
• flow-rate measurement 
• post void residual volume measurement. 

• profound symptoms or 
• pain. 

Consider offering multichannel cystometry if men are considering 
surgery. 
 
Offer pad tests only if the degree of urinary incontinence needs to be 
measured. 
 
PSA testing 
Offer men information, advice and time to decide if they wish to have 
PSA testing if: 
• their lower urinary tract symptoms are suggestive of bladder 

outlet obstruction secondary to 
• benign prostate enlargement or 
• their prostate feels abnormal on digital rectal examination or 
• they are concerned about prostate cancer (manage suspected 

prostate cancer in line with the pathway on prostate cancer and 
referral guidelines for suspected cancer). 

 

4. Drug Treatment 5. Surgical options 
Offer drug treatment only to men with bothersome lower urinary tract symptoms when conservative 
management options have been unsuccessful or are not appropriate. 
Take into account comorbidities and current treatment when offering drug treatment for lower urinary 
tract symptoms. 
 
 

 
Indication 

 
Treatment 

Review (assess symptoms and effect of 
the drugs on quality of life, and ask 
about any adverse effects) 

Moderate to severe 
lower urinary tract 
symptoms 

Offer an alpha blocker (alfuzosin, 
doxazosin, tamsulosin or 
terazosin) 

At 4–6 weeks, then every 6–12 months 

Overactive bladder Offer an anticholinergic At 4–6 weeks until stable, then every 6–
12 months 

Mirabegron is recommended as an option for treating the symptoms of 
overactive bladder only for people in whom antimuscarinic drugs are 
contraindicated or clinically ineffective, or have unacceptable side effects. 
People currently receiving mirabegron that is not recommended for them 
above should be able to continue treatment until they and their clinician 
consider it appropriate to stop. 

Voiding Symptoms 
Offer surgery only if voiding symptoms are severe or if drug treatment and conservative management 
options have been unsuccessful or are not appropriate. Discuss the alternatives to and outcomes from 
surgery. 
 
Surgery for voiding lower urinary tract symptoms presumed secondary to benign prostate enlargement 
 

Prostate size Type of surgery 
All Monopolar or bipolar TURP, monopolar TUVP or HoLEP. Perform HoLEP at a 

centre specialising in the technique, or with mentorship arrangements in 
place 

Estimated to be smaller 
than 30 g 

TUIP as an alternative to other types of surgery (TURP, monopolar TUVP or 
HoLEP) 

Estimated to be larger 
than 80 g 

TURP, TUVP or HoLEP, or open prostatectomy as an alternative. Perform 
HoLEP at a centre specialising in the technique, or with mentorship 
arrangements in place 

 
If offering surgery to manage voiding lower urinary tract symptoms presumed secondary to benign 
prostate enlargement, offer botulinum toxin injection into the prostate only as part of a randomised 
controlled trial. 
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Lower urinary tract 
symptoms and a prostate 
estimated to be larger 

      
     

   

Offer a 5-alpha reductase inhibitor At 3–6 months, then every 6–12 months 

Bothersome moderate to 
severe lower urinary 
tract symptoms, and a 
prostate estimated to be 
larger than 30 g or PSA 
greater than 1.4 ng/ml 

Consider an alpha blocker plus a 
5-alpha reductase inhibitor 

At 4–6 weeks, then every 6–12 months 
for the alpha blocker 
 
At 3–6 months, then every 6–12 months 
for the 5-alpha reductase inhibitor 

 
Consider offering an anticholinergic as well as an alpha blocker to men who still have storage symptoms 
after treatment with an alpha blocker alone. 
 
Consider offering a late afternoon loop diuretic1 for nocturnal polyuria. 
 
Consider offering oral desmopressin2 for nocturnal polyuria if other medical causes have been excluded 
and the man has not benefited from other treatments. (Other medical causes include diabetes mellitus, 
diabetes insipidus, adrenal insufficiency, hypercalcaemia, liver failure, polyuric renal failure, chronic heart 
failure, obstructive apnoea, dependent oedema, pyelonephritis, chronic venous stasis, sickle cell anaemia, 
calcium channel blockers, diuretics, and selective serotonin reuptake inhibitors.) Measure serum sodium 3 
days after the first dose. If serum sodium is reduced to below the normal range, stop desmopressin 
treatment. 
 
Do not offer phosphodiesterase-5-inhibitors solely for the purpose of treating lower urinary tract 
symptoms in men, except as part of a randomised controlled trial. 
 
Do not offer homeopathy, phytotherapy or acupuncture. 
 
If lower urinary tract symptoms do not respond to drug treatment 
If lower urinary tract symptoms do not respond to drug treatment, discuss active surveillance 
(reassurance and lifestyle advice without immediate treatment and with regular follow-up) or active 
intervention (conservative management or surgery). 
 

If offering surgery to manage voiding lower urinary tract symptoms presumed secondary to benign 
prostate enlargement, offer the following only as part of a randomised controlled trial that compares 
these techniques with TURP: 

• laser vaporisation techniques 
• bipolar TUVP 
• monopolar or bipolar TUVRP. 

 
Do not offer any of the following as an alternative to TURP, TUVP or HoLEP: 

• TUNA 
• TUMT 
• HIFU 
• TEAP 
• laser coagulation. 

 
Storage symptoms 
If offering surgery for storage symptoms, consider offering only to men whose storage symptoms have not 
responded to conservative management and drug treatment. Discuss the alternatives of containment or 
surgery. Inform men that effectiveness, side effects and long-term risks of surgery are uncertain. 
 
If considering offering surgery for storage lower urinary tract symptoms, refer men to a urologist to 
discuss: 

• the surgical and non-surgical options appropriate for their circumstances and 
• the potential benefits and limitations of each option, particularly long-term results. 

Do not offer myectomy to manage detrusor overactivity. 
 
 
Indication Type of surgery 

Detrusor overactivity Consider offering: 
 
• Cystoplasty. Before offering, discuss serious complications (that is, 

bowel disturbance, metabolic acidosis, mucus production and/or 
mucus retention in the bladder, urinary tract infection and urinary 
retention). The man needs to be willing and able to self-catheterise 

• Bladder wall injection with botulinum toxin. (At the time of publication 
[February 2012], botulinum toxin A and botulinum toxin B did not have 
UK marketing authorisation for this indication. Informed consent 
should be obtained and documented.) The man needs to be willing and 
able to self- catheterise 

• Implanted sacral nerve stimulation 
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Stress urinary incontinence Consider offering: 
• implantation of an artificial sphincter 
• intramural injectables, implanted adjustable compression devices and 

male slings only as part of a randomised controlled trial 

Intractable urinary tract 
symptoms if cystoplasty or 
sacral nerve stimulation 
are not clinically 
appropriate or are 
unacceptable to the man 

Consider offering urinary diversion 

 

6. Long-term catheterisation and containment 
Consider offering long-term indwelling urethral catheterisation if medical management has failed and surgery is not appropriate, and the man: 
• is unable to manage intermittent self-catheterisation or 
• has skin wounds, pressure ulcers or irritation that are being contaminated by urine or 
• is distressed by bed and clothing changes. 
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NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Secondary Care administered steroid 
Peripheral Joint Injections 

 
Steroids are a man-made version of hormones that are made naturally in the body. When 
injected into the body they can reduce inflammation (swelling). This can help to stop pain 
and ease stiffness so steroids are often used to treat joint pain and arthritis.  
 
PROPOSED REVISED CRITERIA 

Intervention   Secondary Care administered steroid Peripheral Joint Injections 
Policy Statement Restricted 

Minimum eligibility 
criteria 

It is expected that the steroid injection is performed in Primary Care 
either by the patient’s own GP Practice, or another Practice able to 
perform the injection unless: 

• The recommended number of landmark-sited injections 
have been undertaken in Primary Care have failed 

• A single ‘blind’ attempt has been made and failed in those 
with indiscernible landmarks 

Practices that are unable to provide an ‘in-house’ MSK steroid 
injection are able to refer to other Practices for the MSK steroid 
injections  
 
Provision of joint injections for pain in Secondary care will only be 
commissioned in the following circumstances:  

• Failed steroid injection in Primary Care or inappropriate to 
be performed in a Primary Care setting. 

• Injections due to the need for image guidance. (See below) 
• Only one injection will be commissioned as a diagnostic 

procedure if not undertaken already in Primary Care if 
surgery on a specific joint is likely to be indicated. Repeat 
injections will not be commissioned. 
 

Injections that are provided in secondary care must only be done 
within an Outpatient Department clinic setting or under ultrasound 
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control in a radiology department if clinically indicated (for example 
uncertain site of inflammation, previous landmark-sited injection 
has failed or landmarks indiscernible). These will only attract the 
relevant OPD tariff and day case is not commissioned. 

Rationale Steroid injections can help to stop pain and ease stiffness however 
CCGs expect that steroid injections are given in Primary care. 
Injections given in secondary care must meet the eligibility criteria 
outlined above. 

Evidence for 
inclusion and 
threshold  
 

NHS Choices - Steroid injections 
https://www.nhs.uk/conditions/steroid-injections/ 
 
Ultrasound-guided injections of joints of the extremities – 
University of York Centre for Research and Dissemination 2012. 

 

CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Intervention   Secondary Care Administered Steroid Joint Injections 
Policy Statement Restricted 

Minimum eligibility 
criteria 

Provision of joint injections for pain should only be undertaken in 
a primary care setting, unless ultrasound guidance is needed or 
as part of another procedure being undertaken in theatre. 
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Assisted Conception Policy 
Comparison document 
 
Halton CCG 
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South Sefton CCG 
Southport and Formby CCG 
St Helens CCG 
Warrington CCG 

V0.11 Following November 2018 Working Group.
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Current policy in place across Merseyside and Warrington CCGs Revised policy V0.10 Changes made to date 

Introduction 
• This policy describes circumstances in which the Clinical 

Commissioning Group (CCG) will fund treatment for 
subfertility as defined in section 3. 

• The objective of treatment for subfertility is to achieve a 
successful pregnancy quickly and safely with the least 
intervention required and the delivery of a healthy child. 

• The criteria set out in this policy apply irrespective of 
where the residents of the CCG have their treatment (local 
NHS hospitals, tertiary care centres or independent sector 
providers). A patient is defined as someone registered with 
a GP practice within the CCG boundary. 

• This policy has drawn on guidance issued by the 
Department of Health, Infertility Network UK and the NICE 
guidance (CG156) published in February 2013. 

• http://www.infertilitynetworkuk.com/uploaded/Fact%20Sh
eets/Standardising%20Access%20C riteria%20to%20NHS%
20Fertility%20Treatment%20FINAL.pdf 

• http://guidance.nice.org.uk/CG156  (summary guidance)  
• http://www.nice.org.uk/guidance/cg156/resources/cg156-

fertility-full-guideline3  
• Fertility problems | Guidance and guidelines | NICE 

Introduction 
• This policy describes circumstances in which the 

Clinical Commissioning Group (CCG) will fund treatment 
for subfertility as defined in section x. 

• The objective of treatment for subfertility is to achieve 
a successful pregnancy quickly and safely with the least 
intervention required and the delivery of a healthy 
child. 

• The criteria set out in this policy apply irrespective of 
where the residents of the CCG have their treatment 
(local NHS hospitals, tertiary care centres or 
independent sector providers). A patient is defined as 
someone registered with a GP practice within the CCG 
boundary. 

• This policy has drawn on guidance issued by the 
Department of Health, Infertility Network UK and the 
NICE guidance (CG156) published in February 2013, 
updated 2017. 

• http://www.infertilitynetworkuk.com/uploaded/Fact%20Sh
eets/Standardising%20Access%20C riteria%20to%20NHS%
20Fertility%20Treatment%20FINAL.pdf 

• http://guidance.nice.org.uk/CG156 (summary guidance) 
• http://www.nice.org.uk/guidance/cg156/resources/cg15

6-fertility-full-guideline3 
• Fertility problems | Guidance and guidelines | NICE 

No changes made to date 

General Principals 
• The CCG has had regard to the NICE guidance in the 

formulation of this policy. 
• The eligibility criteria set out below does not apply to clinical 

investigations for subfertility which are available to anyone 
with a fertility problem. 

• The eligibility criteria does not apply to the use of assisted 
conception techniques for reasons other than subfertility, for 
example in families with serious inherited diseases where in-
vitro fertilization (IVF) is used to screen out embryos carrying 
the disease or to preserve fertility, for example for patients 

General Principals 
• The CCG has had regard to the NICE guidance, specifically 

CG156, in the formulation of this policy. 
• The eligibility criteria set out below does not apply to 

clinical investigations for subfertility which are 
available to anyone with a fertility problem. 

• The eligibility criteria does not apply to the use of 
assisted conception techniques for reasons other than 
subfertility, for example in families with serious 
inherited diseases where in-vitro fertilization (IVF) is 
used to screen out embryos carrying the disease or to 

Clearer separation of the general principles and facts around 
fertility problems in the UK. 
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Current policy in place across Merseyside and Warrington CCGs Revised policy V0.10 Changes made to date 

about to undergo chemotherapy, radiotherapy or other 
invasive treatments. 

• The CCG respects the right of patients to be treated according 
to the obligations set out in the NHS Constitution and the 
Human Rights Act specifically with regard to age and sex 
discrimination. 

preserve fertility, for example for patients about to 
undergo chemotherapy, radiotherapy or other invasive 
treatments. 

• The CCG respects the right of patients to be treated 
according to the obligations set out in the NHS 
Constitution and the Equality Act 2010 specifically with 
regard to age and sex discrimination. 

• Fertility problems are common in the UK and it is 
estimated that they affect one in seven couples. 84% 
of couples in the general population will conceive within 
one year if they do not use contraception and have 
regular sexual intercourse.  Of those who do not 
conceive in the first year, about half will do so in the 
second year (cumulative pregnancy rate 92%).  In 25% 
of infertility cases the cause cannot be identified. 
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Current policy in place across Merseyside and Warrington CCGs Revised policy V0.10 Changes made to date 

Definition of Subfertility, Timing of Access to Treatment & Age Range 
• Fertility problems are common in the UK and it is 

estimated that they affect one in seven couples. 84% of 
couples in the general population will conceive within one 
year if they do not use contraception and have regular 
sexual intercourse.  Of those who do not conceive in the 
first year, about half will do so in the second year 
(cumulative pregnancy rate 92%).  In 25% of infertility 
cases the cause cannot be identified. 

• Where a woman is of reproductive age and having regular 
unprotected vaginal intercourse two to three times per 
week, failure to conceive within twelve months should be 
taken as an indication for further assessment and possible 
treatment. In the following circumstances an earlier 
assessment should be considered: 

o If the woman is aged 36 or over then such 
assessment should be considered after 6 months 
of unprotected regular intercourse since her 
chances of successful conception are lower and 
the window of opportunity for intervention is 
less. 

o If there is a known clinical cause of infertility or a 
history of predisposing factors for infertility. 

• Women should be offered access to investigations if they 
have subfertility of at least 1 year duration (6 months for 
women aged 36 and over) and offered IVF if they have 
subfertility of at least 2 years duration (12 months for 
women aged 36 and over). Additional criteria apply for IVF 
in women aged 40 – 42 (see paragraph 12.4). 

• If, as a result of investigations, a cause for the infertility is 
found, the patient should be referred for appropriate 
treatment without further delay. 
 

• The CCG will offer access to intra-uterine insemination 
(IUI) or donor insemination (DI) services where appropriate 
after subfertility of at least 12 months duration. See 
Section 11. 

• NICE guidance recommendations 117 – 119. P223 

Definition of Subfertility, Investigations and results of investigations 
• Where a woman is of reproductive age and having regular 

unprotected vaginal intercourse two to three times per 
week, failure to conceive within twelve months should be 
taken as an indication for assessment and possible 
treatment. 

• In the following circumstances an earlier assessment 
should be considered: 
• If the woman is aged 36 or over then assessment 

should be considered after 6 months of 
unprotected regular intercourse since her 
chances of successful conception are lower and 
the window of opportunity for intervention is 
less. 

• If there is a known clinical cause of infertility or a 
history of predisposing factors for infertility. 

• Women should be offered access to investigations if they 
have subfertility of at least 1 year duration (6 months for 
women aged 36 and over) and offered IVF if they have 
subfertility of at least 2 years duration (1 year of trying to 
conceive naturally and 1 further year trying to conceive 
whist investigations are carried out) (12 months for 
women aged 36 and over) ( 6 months  of trying to conceive 
naturally and 6 months trying to conceive whist 
investigations are carried out). Additional criteria apply for 
IVF in women aged 40 – 42 (see paragraph ##.#). 

• If, as a result of investigations, a cause for the infertility is 
found, the patient should be referred for appropriate 
treatment. 

• The CCG will offer access to intra-uterine insemination 
(IUI) or donor insemination (DI) services where 
appropriate after subfertility of at least 12 months 
duration.  

• NICE 
CG56: https://www.nice.org.uk/guidance/cg156/chapter/R
ecommendations#intrauterine-insemination  Fertility | 
Guidance and guidelines | NICE   

• This policy adopts the NICE guidance that access to high 

Hormonal Profiles 
Guidance around the applicable hormonal profiles to predict the 
likely ovarian response to gonadotrophin stimulation in IVF have 
been included to provide clarity for clinicians. 
 
Lower age limit for female patient 
NICE Guidance no longer refers to a lower age limit for female 
patients so the policy has been amended to reflect this. 
 
Minor Wording Tweaks to Definition of Subfertility, Investigations 
and results of investigations 
A number of minor wording tweaks have been made the text 
around the definition of subfertility: 
 
Working Group agreed to remove the word ‘Further’ from ‘…as an 
indication for further assessment and possible treatment’ under the 
Definition of Subfertility section 
 
Working Group agreed to remove the work ‘such’ from ‘…If the 
woman is aged 36 or over then such assessment should be 
considered’ under the Definition of Subfertility section 
 
The Working Group agreed to remove ‘without further delay’ from 
‘…If, as a result of investigations, a cause for the infertility is found, 
the patient should be referred for appropriate treatment without 
further delay’ under the Definition of Subfertility section. They 
agreed that to change this to ‘immediately’ could be interpreted in 
a number of different ways and therefore to avoid 
misinterpretation these words will be removed. 
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Current policy in place across Merseyside and Warrington CCGs Revised policy V0.10 Changes made to date 

• http://www.nice.org.uk/guidance/cg156/resources/cg156-
fertility-full-guideline3  

• Fertility | Guidance and guidelines | NICE section 1.91 p31 
• This policy adopts the NICE guidance that access to high 

level treatments including IVF should 
• be offered to women between the ages of 23 - 42. First 

treatment cycles must be commenced 
• before the woman’s 42nd birthday (See section 12.4 for 

further details). 
 

• Women will be offered treatment provided their hormonal 
profile is satisfactory i.e. in line with NICE CG156 section 
6.3 guidance recommendations. 

• http://www.nice.org.uk/guidance/cg156/resources/cg156-
fertility-full-guideline3  p101 

• Fertility | Guidance and guidelines | NICE section 1.3.3.2 
p20 

level treatments including IVF should be offered to women 
up to the age of 42. First treatment cycles must be 
commenced before the woman’s 42nd birthday. 

• Women will be offered treatment provided their hormonal 
profile is satisfactory i.e. in line with NICE CG156 guidance 
recommendations (1.3.3.2): 
o Use one of the following measures to predict the likely 

ovarian response to gonadotrophin stimulation in IVF: 
o total antral follicle count of less than or equal to 4 for 

a low response and greater than 16 for a high response 
o anti-Mullerian hormone of less than or equal to 5.4 

pmol/l for a low response and greater than or equal to 
25.0 pmol/l for a high response 

o follicle-stimulating hormone greater than 8.9 IU/l for a 
low response and less than 4 IU/l for a high response. 

o https://www.nice.org.uk/guidance/cg156/chapter/Rec
ommendations#investigation-of-fertility-problems-
and-management-strategies 

 

Other Eligibility Criteria 
Definition of Childlessness 

• Funding will be made available where a couple have no 
living children from a current or any previous relationship 
i.e. if previous living child from current or previous 
relationship then excluded from subfertility treatment. 

Other Eligibility Criteria 
Definition of Childlessness 
• Funding will be made available where a couple have no living 

child from a current or any previous relationship i.e. if one or 
both partners have a living child from a current or previous 
relationship they are excluded from subfertility treatment 

Definition of Childlessness 
This section has been strengthened and now states:  
 
Funding will be made available where a couple have no living 
child from a current or any previous relationship i.e. if one or 
both partners have a living child from a current or previous 
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• A child adopted by a patient or adopted in a previous 
relationship is considered to have the same status as a 
biological child. 

• Once a patient is accepted for subfertility treatment they 
will no longer be eligible for further treatment if a 
pregnancy leading to a live birth occurs or the patient 
adopts a child. 

 
 

regardless of their contact with that child. 
• A child adopted by a patient or adopted in a previous 

relationship is considered to have the same status as a 
biological child. 

• Once a patient is accepted for subfertility treatment they will 
no longer be eligible for further treatment if a pregnancy 
leading to a live birth occurs or the patient adopts a child. If a 
live birth is achieved, any remaining embryos will be stored 
for up to 12 months from the date of the live birth but not 
with a view to further NHS implantation. 

relationship they are excluded from subfertility treatment 
regardless of their contact with that child. 
 
This has also been strengthened to ensure it is clear that if 
following treatment under this policy, there is a live birth from IVF, 
any remaining embryos will be stored for 12 months but not with a 
view to further implantation  
 

 

 Age of Female 
• For women of reproductive age up to the age of 39 please 

refer to appendix X for the number of cycles offered. 
• All cycles must commence before the woman’s 40th birthday. 
• For women aged 40 and up to 42 the CCG offers 1 cycle (a 

cycle is the process whereby one course of IVF (or ICSI) 
commences with ovarian stimulation and is deemed to be 
complete when all viable fresh and frozen embryos resulting 
from that stimulation have been used, or once a live birth has 
been achieved) provided: 
• They have never previously had IVF (including private 

treatment). 
• There is no evidence of low ovarian reserve (see section 

#.#). 
• There has been a discussion about the implications of IVF 

at this age. 
• The cycle must commence before the woman’s 42nd birthday 

Age of female: 
Across the six CCGs, involved in the project we are not consistent 
in the language used to describe the age ranges. For clarity, 
wording has been amended to state ‘before a woman’s 40th 
birthday’, ‘Up to a woman’s 40th birthday’ and ‘up to a woman’s 
42nd Birthday’  
 
The age criteria now sits under a section called ‘Eligibility criteria’.   
 
The latest NICE Guidance has been reflected by using the term 
‘woman of reproductive age…’ 

Same Sex Couples & Single Women Eligibility Criteria 
• This policy is intended, as per NICE guidance, for people who 

have a possible pathological problem (physical or 
psychological) to explain their subfertility. The CCG will fund 
subfertility treatment for same sex couples and single women 
provided there is evidence of proven subfertility, defined as 
no live birth following artificial insemination (AI) of up to 6 
cycles or proven by clinical investigation as per NICE guidance. 
AI must be undertaken in a clinical setting with an initial 
clinical assessment and appropriate investigations. 

• The CCG will not fund the AI cycles referred to in 5.1 but will 

Same Sex Couples & Single Women Eligibility Criteria 
• This policy is intended, as per NICE Guidance, for people who 

have a possible pathological problem (physical or 
psychological) to explain their subfertility. The CCG will fund 
subfertility treatment for same sex couples and single women 
provided there is evidence of proven subfertility, defined as 
no live birth following Artificial Insemination (AI) of up to 6 
cycles or proven by clinical investigation as per NICE Guidance. 
AI must be undertaken in a clinical setting with an initial 
clinical assessment and appropriate investigations. 

• For same sex couples subfertility only needs to be proven in 

Same Sex Couples and single women criteria  
 
The following line has been removed from the policy 
'The CCG will not fund the AI cycles referred to above but will fund 
access to a clinical consultation to discuss options for attempting 
conception, further assessment and appropriate treatment'.  
 
The Working Group have strengthened the policy to make it clear 
that:  
 
It will not be possible to transfer IVF cycles between couples in a 
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fund access to a clinical consultation to discuss options for 
attempting conception, further assessment and appropriate 
treatment. 

 

one partner for the couple to be able to access the relevant 
treatment options outlined in this policy.  

• It will not be possible to transfer IVF cycles between couples in 
a female same-sex relationship.  

female same-sex relationship.  
 
As this would be inequitable. 

 Transgender patients 
• Transgender men (biologically born as a female) who still 

retain their female reproductive organs who wish to access 
treatment in their birth gender will be able to access the 
assisted conception pathway in the same way as single 
women and women in a same sex relationship if their 
gender reassignment has not impacted biologically upon 
their ability to conceive. However, the criteria relating to 
the female partner in section X.X must be met.  

Transgender patients  
Current policy makes no reference to Transgender patients, 
therefore the following lines have been developed. 
 
Transgender men (biologically born as a female) who still 
retain their female reproductive organs who wish to access 
treatment in their birth gender will be able to access the 
assisted conception pathway in the same way as single women 
and women in a same sex relationship if their gender 
reassignment has not impacted biologically upon their ability 
to conceive. However, the criteria relating to the female 
partner in section X.X must be met. 
 

Surrogacy 
• The  CCG  will  not  commission  any  form  of  fertility  

treatment  to  those  in  surrogacy arrangements (i.e. the 
use of a third party to bear a child for another couple).  
This is due to the numerous legal and ethical issues 
involved. 

Surrogacy 
• The CCG will not commission any form of fertility 

treatment to those in surrogacy arrangements (i.e. the use 
of a third party to bear a child for another couple).   

 

Surrogacy  
The Working Group agree that the current position on surrogacy 
remains appropriate.  
 

Reversal of Sterilisation & Treatment Following Reversal 
• Subfertility treatment will not normally be provided where this 

is the result of a sterilisation procedure in either partner. 
• The surgical reversal of either male or female sterilisation will 

not normally be funded. 
• Where subfertility remains after a reversal of sterilisation, 

treatment will not normally be funded. 

Reversal of Sterilisation & Treatment Following Reversal 
• Subfertility treatment will not be provided where this is 

the result of a sterilisation procedure in either partner. 
• The surgical reversal of either male or female sterilisation 

is not commissioned. 
• Where subfertility remains after a reversal of sterilisation, 

treatment is not commissioned. 
 

Wording tweaks to Reversal of Sterilisation & Treatment 
Following Reversal 
removal of ‘normally’ from 2nd and 3rd bullet points under 
Reversal of Sterilisation & Treatment Following Reversal to aid 
clarity. 
 
 

Female Body Mass Index (BMI) 
• Women will be required to achieve a BMI of 19-29.9 

before subfertility treatment begins. 
• Women outside this range can still undergo investigations, 

but subfertility treatment will not commence until their 
BMI is within this range. 

Female Body Mass Index (BMI) 
• The woman’s BMI must be in the range 19–30 before 

commencing assisted reproduction. A female BMI 
outside this range is likely to reduce the success of 
assisted reproduction procedures. 

Female BMI  
This has been aligned with current NICE Guidance 
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Smoking 
• Patients should be confirmed non-smokers in order to 

access any subfertility treatment and must continue to 
be non-smoking throughout treatment. Providers should 
seek evidence from referrers and confirmation from 
patients. Providers should also include this undertaking 
on the consent form and ask patients to acknowledge 
that smoking could result in cessation of treatment. 

Smoking 
• No amount of nicotine is deemed to be safe in pregnancy, 

therefore both partners must be confirmed non-smokers, 
(this also includes the use of e-cigarettes), in order to access 
any subfertility treatment and must continue to be non-
smoking throughout treatment. Providers must seek 
evidence from referrers and confirmation from patients. 
Providers must also include this undertaking on the consent 
form and ask patients to acknowledge that smoking or the 
use of nicotine products could result in cessation of 
treatment. 

Smoking, drugs and alcohol 
Section amended to make clear that no amount of Nicotine in 
pregnancy is deemed to be safe therefore the use of e-cigarettes 
will be taken into account. This section has also been reworded to 
ensure it applies to both partners. 

Drugs & Alcohol 
• Patients will be asked to give an assurance that their 

alcohol intake is within Department of Health guidelines 
and they are not using recreational drugs. Any evidence to 
the contrary will result in the cessation of treatment. 

• https://www.gov.uk/government/policies/reducing-drugs-
misuse-and-dependence  

• https://www.gov.uk/government/policies/reducing-
harmful-drinking   

Drugs & Alcohol 
• Both partners will be asked to give an assurance that their 

alcohol intake is within Department of Health guidelines and 
they are not using recreational drugs. Any evidence to the 
contrary will result in the cessation of treatment. 

• https://www.gov.uk/government/policies/reducing-drugs-
misuse-and-dependence 

•  www.gov.uk/government/policies/reducing-harmful-
drinking  

Drugs & Alcohol 
This section has also been reworded to ensure it applies to both 
partners. 

Treatment Options Treatment Options  
Intra-uterine Insemination (IUI)/Donor Insemination (DI) 
• Consider unstimulated intrauterine insemination as a treatment 

option in the following groups as an alternative to vaginal 
sexual intercourse: 

• People who are unable to, or would find it 
very difficult to, have vaginal intercourse 
because of a clinically diagnosed physical 
disability or-psychosexual problem who are 
using partner or donor sperm; 

• People with conditions that require specific 
consideration in relation to methods of 
conception (for example, after sperm 
washing where the man is HIV positive); 

• People in same sex relationships. 
 
• For people with unexplained infertility, mild endometriosis or 

‘mild male factor infertility’, who are having regular 

Intra-uterine Insemination (IUI)/Donor Insemination (DI) 
Intrauterine insemination 
• Consider unstimulated intrauterine insemination as a 

treatment option in the following groups as an alternative to 
vaginal sexual intercourse: 

• people who are unable to, or would find it very 
difficult to, have vaginal intercourse because of a 
clinically diagnosed physical disability or 
psychosexual problem who are using partner or 
donor sperm 

• people with conditions that require specific 
consideration in relation to methods of conception 
(for example, after sperm washing where the man is 
HIV positive) 

• people in same-sex relationships.  
 

• For people in the recommendation above who have not 

Intra-uterine Insemination (IUI)/Donor Insemination (DI) 
IUI 
The Working Group have had feedback that indicates 6 cycles of IUI 
is the most cost-effective number of cycles of IUI to offer. Under 
the current policy CCGs fund 12 cycles of IUI.  
 
For same sex couples and single women, the current policy states 
that the CCG will not fund Artificial Insemination (AI) but will fund 
Intrauterine Insemination (IUI) again, up to 12 cycles. Funding of AI 
for heterosexual couples is not referenced.  
 
Working Group agreed t a catch all statement here as the best 
approach around numbers of IUI cycles so that if after 6 cycles of 
IUI a clinician believes it is appropriate to conduct a further 6 then 
this would be funded by CCGs. The Working Group agreed the 
following wording:  
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unprotected sexual intercourse, do not routinely offer 
intrauterine insemination, either with or without ovarian 
stimulation. Advise them to try to conceive for a total period of 
time as per section 3.3 before IVF will be considered. 

• Donor insemination (with IUI) will be funded where clinically 
indicated. 

• Stimulated IUI will be funded where clinically indicated, due 
concern must be given to the risk of multiple births in this 
situation and insemination abandoned if this is felt to be a 
possibility. 

• Patients who are receiving IUI who have not conceived after 6 
cycles of donor or partner insemination, despite evidence of 
normal ovulation, tubal patency and semen analysis, should be 
offered a further 6 cycles of unstimulated intrauterine 
insemination before IVF is considered. 

• Patients who fail to achieve a pregnancy using IUI/DI will be 
considered for IVF. 

conceived after 6 cycles of donor or partner insemination, 
despite evidence of normal ovulation, tubal patency and 
semenalysis, offer a further 6 cycles of unstimulated 
intrauterine insemination before IVF is considered. 

• CCGs acknowledge that clinicians are best placed to 
determine the appropriate number of attempts at IUI per 
patient, so it will be for clinicians to make this determination 
based on the evidence and their clinical expertise.  

• CCGs will fund up to 12 cycles of IUI. After 6 cycles of IUI it is 
at the discretion of the clinician if it is more appropriate to 
move the patient along the pathway in their fertility 
treatment and reduce any treatment delay. 

• For people with unexplained infertility, mild endometriosis or 
mild male factor infertility, who are having regular 
unprotected sexual intercourse: 

• do not routinely offer intrauterine insemination, either with 
or without ovarian stimulation. Advise them to try to 
conceive for a total of 2 years (this can include up to 1 year 
before their fertility investigations) before IVF will be 
considered. [2016] 
 

Donor insemination 
Indications for donor insemination 
• The use of donor insemination is considered effective in 

managing fertility problems associated with the following 
conditions: 

• obstructive azoospermia 
• non-obstructive azoospermia 
• severe deficits in semen quality in couples who do not wish 

to undergo ICSI. 
 
Donor insemination should be considered in conditions such as: 
• where there is a high risk of transmitting a genetic disorder to 

the offspring 
• where there is a high risk of transmitting infectious disease to 

the offspring or woman from the man 
• severe rhesus isoimmunisation.  
• Stimulated IUI will be funded where clinically indicated, 

CCGs will fund up to 12 cycles of IUI. after 6 cycles of IUI it is at 
the discretion of the clinician if it is more appropriate to move the 
patient along the pathway in their fertility treatment and reduce 
any treatment delay.   
 
 
Current draft of the policy includes guidance taken from NICE 
CG156 relating to Donor Insemination. 
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due concern must be given to the risk of multiple births in 
this situation and insemination abandoned if this is felt to 
be a possibility. 

• Patients who are receiving IUI who have not conceived 
after 6 cycles of donor or partner insemination, despite 
evidence of normal ovulation, tubal patency and semen 
analysis, should be offered a further 6 cycles of 
unstimulated intrauterine insemination before IVF is 
considered. CCGs will fund up to 12 cycles of IUI. After 6 
cycles of IUI it is at the discretion of the clinician if it is more 
appropriate to move the patient along the pathway in their 
fertility treatment and reduce any treatment delay. 

• CCGs acknowledge that clinicians are best placed to 
determine the appropriate number of attempts at IUI per 
patient, so it will be for clinicians to make this determination 
based on the evidence and their clinical expertise. CCGs will 
fund 6 cycles of IUI.  

• Patients who fail to achieve a pregnancy using IUI/DI will 
be considered for IVF. 

IVF Definition & Number of Cycles 
• A cycle is the process whereby one course of IVF (or 

ICSI) commences with ovarian stimulation and is 
deemed to be complete when all viable fresh and 
frozen embryos resulting from that stimulation have 
been replaced. 

• For women aged 23-39 please refer to appendix 1 
for the number of cycles offered. 

• All cycles must commence prior to the woman’s 
40th birthday. 

• For women aged 40 and up to 42 the CCG offers 1 
full cycle provided: 
• They have never previously had IVF 

(including private treatment). 
• There is no evidence of low ovarian 

reserve (see section 3.4). 
• There has been a discussion about the 

implications of IVF at this age. 
• The cycle must commence prior to the 

IVF Definition & Number of Cycles 
• A cycle is the process whereby one course of IVF (or ICSI) 

commences with ovarian stimulation and is deemed to be 
complete when all viable fresh and frozen embryos resulting 
from that stimulation have been used, or once a live birth has 
been achieved. If a live birth is achieved, any remaining 
embryos will be stored for up to 12 months from the date of 
the live birth but not with a view to further NHS 
implantation). 

• For embryo storage, when a live birth has been achieved, the 
CCG will only fund storage for up to 12 months from the date 
that the live birth occurs and not with a view to further NHS 
Funded implantation. 

• All cycles must commence before the woman’s 40th birthday 
• For women aged 40 and up to 42 the CCG offers 1 full cycle 

provided: 
o They have never previously had IVF (including private 

treatment). 
o There is no evidence of low ovarian reserve. 

IVF Definition 
Working Group have agreed to a new definition of a cycle: 
A cycle is the process whereby one course of IVF (or ICSI) 
commences with ovarian stimulation and is deemed to be 
complete when all viable fresh and frozen embryos resulting from 
that stimulation have been used, or once a live birth has been 
achieved. If a live birth is achieved, any remaining embryos will 
be stored for up to 12 months from the date of the live birth, but 
not with a view to further NHS implantation.  
 
 
Religious objections to IVF   
references to cultural or religious reasons for declining IVF 
removed from the draft policy as these are not appropriate for 
inclusion in a clinical policy.  
 
 
Number of cycles offered 
The current offer per CCG is as follows: 
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woman’s 42nd birthday 
• Access to additional cycles is not an automatic right 

– the outcome of any previous cycle will be taken 
into account. 

• The number of IVF cycles commissioned is unrelated 
to the number of IUI/DI cycles commissioned. 

• As IVF success rates decline significantly after 3 
cycles the CCG will take into account the number of 
cycles received irrespective of whether they were 
funded by the NHS or privately. 

• If patients have funded 3 or more IVF cycles 
privately they will not be entitled to any NHS funded 
cycles. 

• If patients have funded 2* cycles privately they will 
be entitled to 1 NHS funded cycle. 

• If patients have funded 1* cycle privately they will 
be entitled to 1 or 2 NHS funded cycles. 

• If a CCG funds less than 3 cycles, then private cycles 
will still be taken into account and the CCG will fund 
NHS cycles up to their permitted maximum. Please 
refer to appendix 1. 

 

o There has been a discussion about the implications of IVF 
at this age. 

• The cycle must commence before the woman’s 42nd birthday 
• Access to additional cycles is not an automatic right – the 

outcome of any previous cycle will be taken into account 
• The number of IVF cycles commissioned is unrelated to the 

number of IUI/DI cycles commissioned. 
• As IVF success rates decline significantly after 3 cycles the 

CCG will take into account the number of cycles received 
irrespective of whether they were funded by the NHS or 
privately. 

 

 
Liverpool CCG – 3 with third via IFR 
St Helens CCG – 2 
Warrington CCG – 3 
Halton CCG – 3 
South Sefton CCG – 3 
Southport and Formby CCG - 3 

Number of Transferred Embryos 
• In keeping with the Human Fertilisation and Embryology 

Authority’s (HFEA) multiple birth reduction strategy patients will 
be counselled about the risks associated with multiple 
pregnancies and advised that they will receive a single embryo 
transfer (whether fresh or frozen) unless there is a clear clinical 
justification for not doing so (e.g. a single top quality embryo is 
not available). In any event a maximum of 2 embryos will be 
transferred per procedure (either fresh or frozen). 

• Patients with a good prognosis should be advised that a single 
embryo transfer, involving fresh followed by frozen single 
embryo transfers, can virtually abolish the risk of a multiple 
pregnancy while maintaining a live birth rate which is the same 
as that achieved by transferring 2 fresh or frozen embryos. 

• The CCG will only contract with providers who make a public 
commitment to comply with the HFEA single embryo transfer 

Number of Transferred Embryos 
• In keeping with the Human Fertilisation and Embryology 

Authority’s (HFEA) multiple birth reduction strategy 
patients will be counselled about the risks associated with 
multiple pregnancies and advised that they will receive a 
single embryo transfer (whether fresh or frozen) unless 
there is a clear clinical justification for not doing so (e.g. a 
single top-qua l ity  embryo is not available). In any event 
a maximum of 2 embryos will be transferred per 
procedure (either fresh or frozen). 

• Patients with a good prognosis should be advised that a 
single embryo transfer, involving fresh followed by frozen 
single embryo transfers, can virtually abolish the risk of a 
multiple pregnancy while maintaining a live birth rate which 
is the same as that achieved by transferring 2 fresh or frozen 
embryos. 

Number of transferred embryos 
No changes to date. 
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policy and can demonstrate significant progress towards 
achieving the annual target set by the HFEA with performance 
that is not significantly above the target. 

• Further information is available via the HFEA’s ‘One at a Time’ 
website http://www.oneatatime.org.uk  
 

• Provider multiple-pregnancy data is available via the HFEA’s 
website http://www.hfea.gov.uk/6195.html    

• The CCG will only contract with providers who make a public 
commitment to comply with the HFEA single embryo 
transfer policy and can demonstrate significant progress 
towards achieving the annual target set by the HFEA with 
performance that is not significantly above the target. 

• Further information is available via the HFEA’s ‘One at a Time’ 
website http://www.oneatatime.org.uk. 

• Provider multiple-pregnancy data is available via the HFEA’s 
website 

•  http://www.hfea.gov.uk/6195.html 

Cancelled & Abandoned Cycles 
• A cancelled cycle is defined by NICE as ‘egg collection not 

undertaken’. This would not count as a cycle when 
considering eligible number of cycles. 

• An abandoned cycle is not defined by NICE but is defined 
by this policy as including IVF treatment leading to a failed 
embryo transfer. This would count as a cycle when 
considering eligible number of cycles. 

Cancelled & Abandoned Cycles 
• A cancelled cycle is defined by NICE as ‘egg collection not 

undertaken’. This would not count as a cycle when 
considering eligible number of cycles. 

• An abandoned cycle is not defined by NICE but is defined 
by this policy as including IVF treatment leading to a failed 
embryo transfer. This would count as a cycle when 
considering eligible number of cycles. 

Definition of cancelled cycles 
No changes to date. 
 

Sperm Retrieval 
• Sperm retrieval for the management of male related fertility 

problems is a separate clinical procedure and will be charged 
at payment by results rates to the CCG. 

• Sperm retrieval for the management of male related fertility 
problems will be provided for men who, with their partner, 
will be eligible for NHS funded IVF treatment. 

• Couples will have to self-fund sperm retrieval for 
vasectomised men even if the female partner also requires 
subfertility treatment. 

Surgical Sperm Retrieval 
• Surgical Sperm retrieval is a separate clinical procedure and is 

commissioned by NHS England only, with specific providers. 
https://www.england.nhs.uk/commissioning/wp-
content/uploads/sites/12/2013/05/16040_FINAL.pdf  

surgical sperm retrieval 
Section on surgical sperm retrieval rewritten to ensure it is clear 
this is commissioned by NHS England only with specific providers.  
 
 

Ovum/Embryo Donation 
• Ovum/Embryo  donation  and  subfertility  treatment  will  

be  available  for  women  with  the following conditions: 
• Premature ovarian failure, defined as 

amenenorrhea of at least 12 months 
duration with a hormonal profile in the 
menopausal range, under the age of 40. 
The cause may be spontaneous, or as a 
result of other morbidity, or congenital 

Ovum/Embryo Donation and Storage, including Sperm storage 
• Ovum/Embryo donation and subfertility treatment will be 

available for women with the following conditions: 
o Premature ovarian failure, defined as 

amenenorrhea of at least 12 months duration with 
a hormonal profile in the menopausal range, under 
the age of 40. The cause may be spontaneous, or as 
a result of other morbidity, or congenital abnormality 
or iatrogenic 

Ovum/Embryo donation and egg and sperm storage: 
Ovum/embryo donation and Embryo, egg and sperm storage 
sections have been be combined.  
 
Line added to the section on Ovum/Embryo Donation and Storage, 
including Sperm storage that states  
 
it will be at the discretion of the treating clinician as to the most 
appropriate treatment option for patients who have poor ovarian 
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abnormality or iatrogenic. 
• NHS funding would not normally be available for women 

outside these groups who do not respond to follicular 
stimulation. 

o It will be for clinicians to determine the most 
appropriate treatment option for patients who have 
poor ovarian reserve or have responded very poorly 
to first stimulation but who are still menstruating, as 
to the best treatment options for these patients 

• NHS funding would not be available for women outside 
these groups who do not respond to follicular stimulation. 

• Embryo, egg and sperm storage will be funded for patients 
who are undergoing NHS subfertility treatment in line with 
The Human Fertilisation and Embryology Authority guidance. 
The storage standard period for sperm, egg and embryo 
storage is normally ten years, storage will be funded up to 
the female partners 42nd Birthday only or up to 10 years, 
whichever is sooner. 

• For embryo storage, when a live birth has been achieved, 
the CCG will only fund storage for up to 12 months from 
the date of the live birth and not with a view to further 
NHS Funded implantation. 

reserve or have responded very poorly for first stimulation but 
who are still menstruating as to the best treatment option for 
these patients.  
 
Clarity added to storage section of policy to state that 
storage will be funded up to the female partners 42nd Birthday 
only or up to 10 years, whichever is sooner. 
 
Clarity added to embryo storage following a live birth section of 
policy to state that 
For embryo storage, when a live birth has been achieved, the CCG 
will only fund storage for up to 12 months from the date of the 
live birth and not with a view to further NHS Funded 
implantation. 
 
 

Egg Sharing/Donation & Sperm Donation 
• Egg sharing/donation and sperm donation will be 

available for couples requiring donated eggs/sperm. 
• Egg  sharing/donation  for  any  ‘commercial’  

consideration  (i.e.  purchase  of  additional entitlements) 
will not be approved. 

• Egg and sperm donations will be sourced by providers 
and charged separately. 

Egg Sharing/Donation & Sperm Donation 
• Egg sharing/donation and sperm donation will be available 

for couples requiring donated eggs/sperm. 
• Egg sharing/donation for any ‘commercial’ consideration 

(i.e. purchase of additional entitlements) will not be 
approved. 

• Egg and sperm donations will be sourced by providers and 
charged separately. 

 
Screening of sperm donors 
• Units undertaking semen donor recruitment and the 

cryopreservation of donor spermatozoa for treatment 
purposes should follow the 'UK guidelines for the medical 
and laboratory screening of sperm, egg and embryo 
donors' describing the selection and screening of donors.  

Sperm Donation 
Section has been updated to reflect NICE Guidance alongside the 
current policy to aid clarity around screening of sperm donors.   
 
 

Embryo, Egg & Sperm Storage 
• Embryo, egg and sperm storage will be funded for 

patients who are undergoing NHS subfertility treatment 
in line with The Human Fertilisation and Embryology 
Authority guidance. The storage standard period for 

Embryo, Egg & Sperm Storage and Handling of Existing Frozen 
Embryos from Previously Funded Cycles 
• Embryo, egg and sperm storage will be funded for patients 

who are undergoing NHS subfertility treatment in line with 
The Human Fertilisation and Embryology Authority 

Embryo, Egg and Sperm Storage and handling of existing frozen 
embryos from previously funded cycles  
The sections on Embryo, Egg and Sperm Storage and handling of 
existing frozen embryos from previously funded cycles have been 
combined. 
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sperm, egg and embryo storage is normally ten years. 
 
 
Handling of Existing Frozen Embryos from Previously Funded 
Cycles 

• All stored and viable embryos should be replaced before 
a new cycle commences.   This includes embryos stored 
by private providers. 

guidance, storage will be funded up to the female partners 
42nd Birthday only or up to 10 years, whichever is sooner. 

• For embryo storage, when a live birth has been achieved, 
the CCG will only fund storage for up to 12 months from 
the date of the live birth and not with a view to further 
NHS Funded implantation. 

• All stored and viable embryos should be replaced before 
a new cycle commences.   This includes embryos stored by 
private providers. 

 

 
Clarity added to storage section of policy to state that 
storage will be funded up to the female partners 42nd Birthday 
only or up to 10 years, whichever is sooner. 
 
Clarity added to embryo storage following a live birth section of 
policy to state that 
For embryo storage, when a live birth has been achieved, the CCG 
will only fund storage for up to 12 months from the date of the 
live birth and not with a view to further NHS Funded 
implantation. 
  
Handling of existing frozen embryos for previously funded cycles:  
The Working Group agree that this is good practice so should 
remain and be combined with the section on Embryo, Egg & Sperm 
Storage. 
 
Hewitt Centre feedback on Embryo, Egg & Sperm Storage and 
Handling of Existing Frozen Embryos from Previously Funded 
Cycles  
Issue raised around whether men get funded for sperm freezing 
and women for egg freezing before gender reassignment 
treatment.  This section will need to be revisited following the pre-
engagement work and responses received from the transgender 
community. 

Pre-Implantation Genetic Diagnosis 
• This is subject to a separate NHS England policy. 
• All applications must be made to the NHS England for 

approval and must be for conditions listed by the Human 
Fertilisation and Embryology Authority. 

Pre-Implantation Genetic Diagnosis 
• This is subject to a separate NHS England policy. 
• All applications must be made to the NHS England for 

approval and must be for conditions listed by the Human 
Fertilisation and Embryology Authority. 

Pre implantation Genetic diagnosis:  
It was noted that this is subject to a separate NHS England policy 
and this remains the case.  
 

Anti-Viral Transmission (e.g. HIV and Hep C) 
• This  is  subject to separate guidance  issued by the Greater  

Manchester  Sexual  Health Network. The policy can be 
accessed at the following site; 

• http://www.sexualhealthnetwork.co.uk/media/documents/HIV%20
Infertility%20guidelines%20 DRAFT%2030%20_REVISED_%2001.0
3.12-63581586c959cb88b9d756179645917b.pdf 

 Anti- viral transmission 
It was noted that this is a treatment pathway rather than a 
policy area and we do not exclude these patient groups 
therefore we have removed this section out as it does not add 
anything to the 
policy.  

Cryopreservation 
• Cryopreservation services in line with the relevant 

Cryopreservation 
• Cryopreservation services in line with the relevant 

Cryopreservation 
Clarity provided around the fact that Although patients may meet 
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principals outlined in NICE IPG 156 Section 1.16 will be 
offered to: 

• Women with premature ovarian failure under the age of 
40 (see previous definition - see section 17). 

• Men and women with cancer, or other illnesses which 
may impact on fertility, may access tertiary care services 
to discuss fertility preservation (egg, embryo or sperm 
storage). Other illnesses are not defined in this policy but 
will be considered on an individual basis via an Individual 
Funding Request. 

• Storage will be in-line with section 19. 
• The eligibility criteria set out in this policy do not apply to 

cryopreservation but do apply to the use of the stored 
material. 

• Storage of ovarian tissue will not be funded. 

principles outlined in NICE IPG 156 Section 1.16 will be 
offered to: 

• Women with premature ovarian failure under the age of 40 
(see previous definition - see section 17). 

• Men and women with cancer, or other illnesses which may 
impact on fertility, may access tertiary care services to 
discuss fertility preservation (egg, embryo or sperm 
storage). Other illnesses are not defined in this policy but 
will be considered on an individual basis via an Individual 
Funding Request. 

• Storage will be in-line with section xx above. 
• Storage of ovarian tissue will not be funded. 
• Although patients may meet the policy for 

cryopreservation, they will need to be assessed against the 
relevant CCG Assisted Conception policy that is 
commissioned at the time that they apply for Assisted 
Conception treatment. 

• The eligibility criteria set out in the Assisted Conception 
policy do not apply to cryopreservation but do apply to the 
use of the stored material  

the policy for cryopreservation, they will need to be assessed 
against the relevant CCG Assisted Conception policy that is 
commissioned at the time that they apply for Assisted 
Conception treatment. 
 
 

 
Policy Title 
The Working Group recently identified ‘Assisted Conception Commissioning Policy’ with all CCGs implementing the policy listed, as the revised title for this policy. 
 
Format and layout changes 
In addition to the changes outlined above, the layout and flow of the document has been changed. It is now much more reflective of a patient journey in that it begins with 
investigations before moving on to describe eligibility criteria and then the relevant treatments commissioned by CCGs. Finally it explains what aspects are the 
responsibility of NHS England and separates into separate policies, the following: 

• Cryopreservation and 
• Reversal of sterilisation 

 
 

 
 
 

51



NHS Halton Clinical Commissioning Group 
NHS Liverpool Clinical Commissioning Group 
NHS St Helens Clinical Commissioning Group 

NHS South Sefton Clinical Commissioning Group 
NHS Southport and Formby Clinical Commissioning Group 

NHS Warrington Clinical Commissioning Group 
 

Policy for Transanal Irrigation 
 
Transanal irrigation systems (Peristeen®, IryPump®, Aquaflush®, Qufora®) are a highly specialist management 
option and should not be initiated by GPs in primary care, without specialist management. Comprehensive 
training for the individual plus on-going structured support is essential for safe and efficient long-term use of 
rectal irrigation1.  
 
Rectal irrigation should only be used after medication has been tried (oral drugs, suppositories and enemas), 
changes to the diet have been made and various physiotherapy and retraining sessions have taken place. 
Patients have to be motivated and determined to succeed with rectal irrigation. 
 
The evidence is weak2. The best evidence comes from a trial of 87 patients with neurogenic bowel dysfunction 
as a result of spinal cord injury3 but even this is limited as the outcome measures are reported by the patients. 
The NICE costing model is based on adults with neurogenic bowel dysfunction from the trial above and NICE 
admits there is considerable uncertainty in the costing. The estimated savings are £2,867 per patient over 37 
years, based on it being used every other day. The savings are based on fewer hospital visits, fewer healthcare 
professional visits, less carer time, reduced faecal incontinence leading to fewer incontinence pads and fewer 
urinary tract infections. 
 
 
PROPOSED REVISED CRITERIA 

Intervention   Policy for Transanal Irrigation 
Policy 
Statement 

Restricted 

Minimum 
eligibility 
criteria 

Transanal irrigation is commissioned for adults and children with neurogenic 
bowel dysfunction, post anterior resection syndrome, congenital bowel 
malformations, slow transit bowel, obstructive defaecation and a limited number 
of patients with faecal incontinence. All patients should meet the eligibility 
criteria below. 
 
ALL the following criteria must be met and apply to all patients whether referred 
to the specialist service by the GP or by another secondary care specialty: 
• Only commissioned for adults and children who have already undergone an 

adequate trial of all other less invasive management options such as diet, 
lifestyle, defecation dynamics, pelvic floor re-education, bowel retraining, 
cognitive behavioural therapy and drug therapy have been maximised but 
proved unsuccessful. 

• All appropriate laxatives should have been tried at adequate doses and for 
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several months at a time. See Pan Mersey Constipation Guidelines . 
• All appropriate investigations should have been carried out, including 

sigmoidoscopy, colonoscopy, defecating proctogram, biofeedback to strengthen 
the sphincter or transit studies. 

• The most cost-effective system should be used and prescribing should be 
initiated by a consultant-led multidisciplinary specialist service. 

• The patient should be established on alternate day use by the specialist service 
and the irrigation system should be stopped if the patient does not use it 
regularly or does not want to continue with it. 

• There should be a demonstrable improvement in validated measures of bowel 
function such as the Cleveland Clinic constipation scoring system, St Mark’s 
faecal incontinence score or neurogenic bowel dysfunction score 

• It may take 4-12 weeks to establish a reliable and effective routine. If success 
has not been achieved by 8-12 weeks, a re-evaluation needs to be undertaken. 
The specialist service should retain prescribing until the training and support 
criteria below have been met. 

• The patient, carers and NHS staff supporting the patient should receive 
specialist training in the use of the irrigation system. 

• Ongoing structured patient support including written information, risk-
awareness and action to take and contact telephone numbers must be 
established before the specialist requests a transfer of prescribing to primary 
care. 

• The patient’s Primary Care Clinician must be supplied with sufficient written 
supporting material to monitor compliance and effectiveness and to be able to 
provide ongoing prescribing and supervision, plus a contact telephone number. 
GPs do not have to take over prescribing if they do not feel confident and 
competent to do so. 

• The specialist service should be available for advice and support for both 
patients and Primary Care Clinicians. 

• Electric pumps such as Iry Pump and Electric Wellspect should only be used for 
patients that meet all the other criteria but have very poor dexterity eg as a 
result of spinal injury, MS or CVA and are unable to use a balloon pump.  

Evidence for 
inclusion and 
threshold  
 

• PrescQIPP Bulletin 171 February 2017. Rectal Irrigation (DROP-List) 
 

• NICE Medical Technology Guidance February 2018. Peristeen transanal irrigation 
system for managing bowel dysfunction. 

 
• Christenson P et al. A randomized, controlled trial of transanal irrigation versus 

conservative bowel management in spinal cord-injured patients. Gastroenterology 
2006;131:738-747 
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CRITERIA FROM THE CURRENT 2014/15 CHESHIRE AND MERSEYSIDE COMMISSIONING 
POLICY 

Not applicable, this is a newly developed policy for Merseyside CCGs. 
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