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IPG558 Biodegradable subacromial 
spacer insertion for rotator 
cuff tears 

This involves using a balloon-like device to create a physical 
barrier between the bones at the top and bottom of the shoulder 
joint. 
Current evidence on the efficacy and safety of biodegradable 
subacromial spacer insertion for rotator cuff tears is limited in 
quantity and quality. Therefore, this procedure should only be 
used in the context of research 
 

  

TA391 Cabazitaxel for hormone 
relapsed metastatic 
prostate cancer treated 
with docetaxel 

Cabazitaxel in combination with prednisone or prednisolone is 
recommended as an option for treating metastatic 
hormone-relapsed prostate cancer in people whose disease has 
progressed during or after docetaxel chemotherapy, only if: 

 the person has an eastern cooperative oncology group 
(ECOG) performance status of 0 or 1 

 the person has had 225 mg/m
2
 or more of docetaxel 

 treatment with cabazitaxel is stopped when the disease 
progresses or after a maximum of 10 cycles (whichever 
happens first) 

 NHS trusts purchase cabazitaxel in pre-prepared 
intravenous-infusion bags, not in vials, and 

 the company provides cabazitaxel with the discount 
agreed in the patient access scheme. 

1.2 When using ECOG performance status, healthcare 
professionals should take into account any physical, sensory or 
learning disabilities, or communication difficulties that could affect 
ECOG performance status and make any adjustments they 
consider appropriate. 
1.3 This guidance is not intended to affect the position of patients 
whose treatment with cabazitaxel was started within the NHS 
before this guidance was published and whose treatment with 
cabazitaxel is not recommended in this NICE guidance. Treatment 
of those patients may continue without change to whatever 
funding arrangements were in place for them before this guidance 

Funding for this would lie 
with NHSE 
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was published until they and their NHS clinician consider it 
appropriate to stop. 
 

TA390 Canagliflozin, dapagliflozin 
and empagliflozin as 
monotherapies for treating 
type 2 diabetes 

Canagliflozin, dapagliflozin and empagliflozin as monotherapies 
are recommended as options for treating type 2 diabetes in adults 
for whom metformin is contraindicated or not tolerated and when 
diet and exercise alone do not provide adequate glycaemic 
control, only if: 

 a dipeptidyl peptidase-4 (DPP-4) inhibitor would otherwise 
be prescribed and 

 a sulfonylurea or pioglitazone is not appropriate. 
1.2 Adults whose treatment with canagliflozin, dapagliflozin or 
empagliflozin as monotherapy is not recommended in this NICE 
guidance, but was started within the NHS before this guidance 
was published, should be able to continue treatment until they and 
their NHS clinician consider it appropriate to stop 
 

See NHS Rotherham CCG 
diabetes guidelines 

 

MIB64 Carelink network service 
for remote monitoring of 
people with cardiac devices 

NICE has developed a medtech innovation briefing (MIB) on the 
CareLink network service for remote monitoring of people with 
cardiac devices. 
The CareLink network service is a remote monitoring system for 
people with a Medtronic implantable cardiac device. The service 
uses the MyCareLink monitor or MyCareLink Smart (for 
smartphones or tablets) to collect data remotely from the device. 
These data are transferred to the patient’s clinician through the 
CareLink network with the aim of reducing the need for face-to-
face follow-up visits. Evidence from prospective studies of mixed 
quality suggests that the CareLink network service decreases the 
time from the detection of a clinical event to a clinical decision, 
and decreases the number of emergency visits and healthcare 
use in people with heart failure when compared with standard 
face-to-face follow-up. The CareLink network service showed a 
lower number of false negatives when compared with other home 
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monitoring devices and had 100% event notification. The list price 
of the CareLink network service including all components and 
software is £970 (excluding VAT) per patient. 
NICE has also published a medtech innovation briefing on the 
LATITUDE NXT remote monitoring system for people with a 
compatible Boston Scientific implantable cardiac device. 
 

ESNM72 Chronic obstructive 
pulmonary 
disease:tiotropium/olodater
ol (Spiolto Respimat) 

Compared with its individual mono-components, a combination of 
tiotropium/olodaterol (Spiolto Respimat) has shown statistically 
significant improvements in lung function and health-related 
quality of life outcomes, although the clinical relevance of these 
improvements is unclear. There are no published studies which 
directly compare the efficacy and safety of tiotropium/olodaterol 
with other long-acting muscarinic antagonist (LAMA) and long-
acting beta-2 agonist (LABA) combination inhalers or with 
combination treatment with tiotropium plus an individual 
component LABA inhaler.  
Regulatory status: Tiotropium/olodaterol (Spiolto Respimat) was 
launched in the UK in June 2015 and is the fourth LAMA/LABA 
combination inhaler to be available in the UK. 
 

See NHSR CCG respiratory 
guidelines 

 

CG152 Crohns 
disease:management  

When a person with Crohn's disease is starting infliximab or 
adalimumab (in line with recommendations 1.2.12, 1.2.15, 1.2.17 
and 1.2.20), discuss options of:  

 monotherapy with one of these drugs or 

 combined therapy (either infliximab or adalimumab, 
combined with an immunosuppressant) 
 
and tell the person there is uncertainty about the 
comparative effectiveness and long-term adverse effects 
of monotherapy and combined therapy. [new 2016] 

 

These drugs would be 
started in secondary care 

 

IPG557 Endovenous Current evidence on the safety and efficacy of endovenous   

https://www.nice.org.uk/advice/mib67
https://www.medicines.org.uk/emc/medicine/30495
https://www.medicines.org.uk/emc/medicine/30495
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mechanochemical ablation 
for varicose veins 

mechanochemical ablation for varicose veins appears adequate to 
support the use of this procedure provided that standard 
arrangements are in place for consent, audit and clinical 

governance. Clinicians are encouraged to collect longer‑term 

follow‑up data. 

TA217 Updated  Donepezil, 
galantamine, rivastigmine 
and memantine for the 
treatment of Alzheimer's 
disease 

Recommendation 1.3 in this technology appraisal has been 
partially updated by recommendation 1.6.2.3 in the NICE 
guideline on dementia (NICE guideline CG42). Specifically: 
 
•non-specialists can now prescribe donezepil, galantamine, 
rivastigmine and memantine, as long as they have taken advice 
from a clinician who has the necessary knowledge and skills. This 
includes: 
 
◦secondary care medical specialists such as psychiatrists, 
geriatricians and neurologists 
 
◦other healthcare professionals such as GPs, nurse consultants 
and advanced nurse practitioners with specialist expertise in 
diagnosing and treating Alzheimer's disease 
 
•local arrangements for prescribing, supply, and treatment review 
should follow the NICE guideline on medicines optimisation (NICE 
guideline NG5). 
 

These medications fall under 
the AMBER section of NHSR 
CCG traffic light policy and 
as such this amendment will 
not have a direct impact on 
the CCG staff.   
 
Also see the Dementia LES 

 

CG98 Updated  Jaundice in 
newborn babies under 28 
days 

In babies who are clinically well, have a gestational age of 38 weeks 
or more and are more than 24 hours old, and who have a bilirubin 
level that is below the phototherapy threshold but within 50 
micromol/litre of the threshold (see the threshold table and the 
treatment threshold graphs), repeat bilirubin measurement as follows:  
•within 18 hours for babies with risk factors for neonatal jaundice 
(those with a sibling who had neonatal jaundice that needed 
phototherapy or a mother who intends to exclusively breastfeed) 

These babies would be 
transferred to secondary 
care to have these blood 
tests performed.  This 
guidance update would affect 
those in secondary care who 
are actioning the results. 
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•within 24 hours for babies without risk factors. [new 2016] 
 
1.4.2 In babies who are clinically well, have a gestational age of 38 
weeks or more and are more than 24 hours old, and who have a 
bilirubin level that is below the phototherapy threshold by more than 
50 micromol/litre (see the threshold table and the treatment threshold 
graphs), do not routinely repeat bilirubin measurement. [new 2016] 
 
Use phototherapy[1] to treat significant hyperbilirubinaemia (see the 
threshold table and the treatment threshold graphs) in babies. [new 
2016] 

CG42 Updated  Dementia: 

supporting people with 
dementia and their carers 
in health and social care  
 

Treatment should be under the following conditions:  
•Prescribers should only start treatment with donepezil, galantamine, 
rivastigmine or memantine on the advice of a clinician who has the 
necessary knowledge and skills. This could include: 
 
◦secondary care medical specialists such as psychiatrists, 
geriatricians and neurologists  
 
◦other healthcare professionals such as GPs, nurse consultants and 
advanced nurse practitioners with specialist expertise in diagnosing 
and treating Alzheimer's disease. [new 2016] 
 
 
•Ensure that local arrangements for prescribing, supply and treatment 
review follow the NICE guideline on medicines optimisation (NICE 
guideline NG5). [new 2016] 
 

This links to the TA 217 as 
above  

 

NG47 Haematological cancers: 
improving outcomes 

This guideline covers integrated diagnostic reporting for diagnosing 
haematological cancer in adults, young people and children. It also 
covers staffing, facilities (levels of care) and multidisciplinary teams 
needed for adults and young people. It aims to improve care for people 
with suspected or diagnosed cancer by promoting best practice on the 
organisation of haematological cancer services. 

  

https://www.nice.org.uk/guidance/cg42
https://www.nice.org.uk/guidance/cg42
https://www.nice.org.uk/guidance/cg42
https://www.nice.org.uk/guidance/cg42
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DG24 ImmunoCAP ISAC 112 and 
microtest for multiplex 
allergen testing 

There is currently insufficient evidence to recommend the routine 
adoption of multiplex allergen testing, ImmunoCAP ISAC 112 or 
Microtest, to help diagnose allergy and predict the risk of an allergic 
reaction in people with allergy that is difficult to diagnose, when used with 
standard clinical assessment.  
 The ImmunoCAP ISAC 112 shows promise and further research is 
recommended on the clinical effectiveness of using it in people with 
allergy that is difficult to diagnose (see section 6.1).  
 Microtest is a new technology and further research by the company to 
show its clinical effectiveness is encouraged. 
An allergy healthcare professional with appropriate expertise is needed to 
ensure the results of multiplex allergen tests are interpreted correctly. 
 

  

MIB67 Latitude NXT patient 
management system for 
monitoring cardiac devices 
at home 

The LATITUDE NXT Patient Management System is a remote monitoring 
system for people with a compatible Boston Scientific implanted cardiac 
device. The system collects patient and device information and transfers 
it to a secure central database for review by a clinical team to evaluate 
both the patient and the device as an alternative to some outpatient visits. 
The relevant clinical evidence is limited; no prospective studies were 
identified that compared remote monitoring using LATITUDE NXT with 
standard in-clinic monitoring. In 1 small non-randomised prospective 
study LATITUDE NXT showed a low number of false negatives and false 
positives for detecting adverse patient and device events when compared 
with other home monitoring systems. In 1 retrospective observational 
study, remote monitoring using LATITUDE NXT was associated with a 
statistically significant reduction in all-cause mortality and hospital re-
admissions compared with no remote monitoring. In another retrospective 
observational study, the use of LATITUDE NXT was associated with a 
statistically significant increase in long-term post-implantation survival 
compared with in-clinic monitoring. The main component of the system, 
the LATITUDE Communicator, typically costs up to £500 (excluding VAT) 
per patient. The LATITUDE NXT Heart Failure Management System, 
which includes the Communicator, weighing scales and a blood pressure 
monitor, typically costs up to £1,200 (excluding VAT). 
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DG23 PIGF-based testing to help 
diagnose suspected pre-
eclampsia (Triage PIGF 
test, Elecsys immunoassay 
sFlt-1/PIGF ratio, DELFIA 
Xpress PIGF 1-2-3 test, 
and BRAHMS sFlt-1 
Kryptor/BRAHMS PIGF 
plus Kryptor PE ratio) 

May 2016: NICE is aware that availability of the Triage PlGF test (Alere 
International) to the NHS is limited. 
 

  

MIB65 Prolaris gene expression 
assay for expressing long-
term risk of prostate cancer 
progression 

NICE has developed a medtech innovation briefing (MIB) on the Prolaris 
gene expression assay for assessing long-term risk of prostate cancer 
progression. 
 
The Prolaris test is a multi-gene assay designed to predict the 
aggressiveness (growth and spread) of prostate cancer. Most of the 
relevant evidence is on clinical validity, and evidence for the prognostic 
value of Prolaris is based only on the retrospective analyses of archived 
material. No studies examined the prospective use of Prolaris on patient 
outcomes. Two studies examined whether Prolaris results affected 
clinicians’ treatment decisions. In 1 study, 65% of clinicians changed their 
treatment recommendation based on Prolaris results. In the second study 
results caused a change in treatment in 47.8% of patients. Limited 
economic evidence was identified. The list price for Prolaris is £1,800, 
excluding VAT. MIBs provide a description of the medical technology, 
including its likely place in therapy, the costs of using the technology and 
a critical review of the strengths and weaknesses of the relevant 
published evidence. 
 
Their purpose is to provide objective information on device and diagnostic 
technologies to aid local decision-making by clinicians, managers and 
procurement professionals. By making this information available, NICE 
helps to avoid the need for NHS organisations to produce similar 
information for local use. 
 

  

CG155 Psychosis and 
schizophrenia in children 

This guideline covers recognising and managing psychosis and 
schizophrenia in children and young people. It aims to improve early 

The choice of antipsychotic 
medication[5] should be 
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and young 
people:recognition and 
management 

recognition of psychosis and schizophrenia so that children and young 
people can be offered the treatment and care they need to live with the 
condition. 
 
In May 2016, a new recommendation was added on providing information 
about olanzapine when choosing antipsychotic medication for children 
and young people with a first episode of psychosis. 
 

made by the parents or 
carers of younger children, or 
jointly with the young person 
and their parents or carers, 
and healthcare 
professionals. Provide 

age‑appropriate information 

and discuss the likely 
benefits and possible side 
effects of each drug 
including: 
 
•metabolic (including weight 
gain and diabetes) 
 
•extrapyramidal (including 
akathisia, dyskinesia and 
dystonia) 
 
•cardiovascular (including 
prolonging the QT interval) 
 
•hormonal (including 
increasing plasma prolactin) 
 
•other (including unpleasant 
subjective experiences).  
 
1.3.15 When choosing 
between olanzapine and 
other 'second generation' 
antipsychotic medications[5], 
discuss with the young 
person and their parents or 
carers the increased 
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likelihood of greater weight 
gain with olanzapine. 
 
Inform them that this effect is 
likely to happen soon after 
starting treatment. 

ESNM73 Reversal of the 
anticoagulant effect of 
dabigatran: idarucizumab 

Idarucizumab is the first agent to be licensed in the UK that reverses the 

anticoagulant effect of a non‑vitamin K antagonist oral anticoagulant 

(NOAC). Its action is specific against the NOAC dabigatran etexilate. In 
the interim analysis of an ongoing, phase III, uncontrolled, cohort study 

(RE‑VERSE AD; n=90), treatment with a 5 g dose of idarucizumab 

completely reversed the anticoagulant effect of dabigatran etexilate in 
adults who had either serious bleeding or required urgent surgery. People 
may still need other supportive measures, for example blood products, to 
manage their bleeding and these should be considered as medically 
appropriate. 
•Idarucizumab is given as an intravenous infusion or bolus injection and is 

a hospital‑only drug. 

 
•No dose adjustment of idarucizumab is required based on renal function, 
age, or weight. 
 
•Idarucizumab costs £2,400 per 5 g (2×2.5 g/50ml) dose excluding VAT 
(MIMS, April 2016). 
 
•In certain clinical situations, administration of a second 5 g dose of 
idarucizumab may be considered. 
 

Dabigatran etexilate has a half‑life of approximately 12–14 hours in 

people with normal renal function, but this is increased in people with 
renal impairment. Therefore the timing of the last dose of dabigatran 
etexilate is likely to be a factor in whether reversal of its anticoagulant 
effect is needed. 
 
 

The anticoagulation group 
and APC are aware of this 
medication and are 
assessing its role. 

 

MIB66 Secca system for faecal NICE has developed a medtech innovation briefing (MIB) on the Secca   
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incontinence System for faecal incontinence. 
 
The Secca System is a device that is used to apply radiofrequency 
energy to the internal anal sphincter muscle in the anal canal (known as 
Secca Therapy) to treat faecal incontinence. The available evidence, 

which is of limited quality, quantity and generalisability, shows short‑term 

improvements in both faecal incontinence and quality of life, with no 
significant improvements in the relevant patient-reported scores in the 
medium and long term (1 and 3 years). The single-use Secca handpiece 
costs £1,495 and the reusable radiofrequency controller costs £25,000 
(both excluding VAT). 
 

IPG559 Transcutaneous electrical 
stimulation of the 
supraoribital nerve for 
treating and preventing 
migraine. 

Current evidence on transcutaneous electrical stimulation of the 
supraorbital nerve for treating and preventing migraine raises no major 
safety concerns. The evidence on efficacy is limited in quantity and 
quality. Therefore, this procedure should only be used with special 
arrangements for clinical governance, consent and audit or research. 
 
Clinicians wishing to offer transcutaneous electrical stimulation of the 
supraorbital nerve for treating and preventing migraine should: 
 
•Inform the clinical governance leads in their NHS trusts. 
 
•Ensure that patients understand the uncertainty about the procedure's 
efficacy and provide them with clear written information. In addition, the 
use of NICE's information for the public is recommended. 
 
•Audit and review clinical outcomes of all patients having transcutaneous 
electrical stimulation of the supraorbital nerve for treating and preventing 
migraine (see section 7.2). 
 
Patient selection should normally be done by clinicians in specialist 
headache clinics. 
 
NICE encourages further research on transcutaneous electrical 
stimulation of the supraorbital nerve for treating and preventing migraine. 
Data should be collected for all patients not entered into controlled trials. 
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Studies should describe clearly whether the procedure is used for 
treatment or prevention. They should include details of patient selection 
and the dose and frequency of use. Outcome measures should include 
the number and severity of migraine episodes, quality of life in the short 
and long term and any changes in medication. The development of any 
complications after starting treatment should be documented. NICE may 
update the guidance on publication of further evidence 

NG33 Tuberculosis This guideline covers preventing, identifying and managing latent and 
active tuberculosis (TB) in children, young people and adults. It aims to 
improve ways of finding people who have TB in the community and 
recommends that everyone under 65 with latent TB should be treated. It 
describes how TB services should be organised, including the role of the 
TB control board. 
 

  

 


