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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) The need and provision of intrathecal baclofen therapy for the 

management of spasticity in England: an assessment of the Hospital 

Episode Statistics database 

AUTHORS Narendran, Rajesh; Duarte, Rui; Valyi, Andrea; Eldabe, Sam 

 

VERSION 1 - REVIEW 

REVIEWER Jon Marsden 
School of Health Professions  
Faculty of Health and Human Sciences  
Plymouth University  
UK 

REVIEW RETURNED 28-Apr-2015 

 

GENERAL COMMENTS The paper rests on the fact that the actual number of ITB implants 
per million is less than the potential number. A more detailed 
justification of the potential number of ITB implants needs to be 
given. The paper is using estimates that will have 95% confidence 
intervals / variance. It would be useful to have an indication of this 
variance so the reader can determine whether there is indeed the 
hypothesized marked difference in delivery and need.  
Well as indicating the 95% confidence interval the sources of the 
information used in table 3 needs to be referenced.  
More detail is required about the sources of information about 
European rates  
 
There are other sites (n=2)in Europe that have a higher number f 
ITB implants for spasticity according to the figures but there are also 
2 sites that have a lower rate. Could the differences reflect an 
abnormally high and possibly unjustified number of implants in 
Belgium and Germany?. Could the authors comment on why they 
think there may be differences. Is this due to differences in the 
incidence of eligible conditions / variations in healthcare provision?  
Specific Comments  
P7 line 50 The number of implants performed in North of mEngland 
commissioning region was 148 compared to 62 and 70 in the 
Midlands and South of England commissioning regions during the 
year 2012/13.  
 
Please indicate if this figure is for a given population size otherwise 
differences in the population between the two regions could explain 
the figures. Why were these regions chosen (rather than others)?  
Abstract The phrase “The same period 2009-2014 has seen a 
significant increase in the delivery of other neuromodulation 
techniques including spinal cord stimulation, deep brain stimulation 
and sacral nerve stimulation.” Does not seem to be supported by the 
data presented in the paper and figures- please justify this 
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statement.  
 
The comment that ITB has not attracted the attention of clinicians (p 
5 line 41) needs to be justified. This is a subjective view that needs 
to be supported by qualitative data  
Minor Points:  
1. P4 line 6: I Continuing increases in procedure code A54.4 are to 
be expected, as there are more new implants per year than devices 
explanted, thereby resulting in an increasing number of pump refill 
procedures.  
Omit I  
2. Please improve the clarity of this sentence  
P7 line 40: “A systematic review evaluating the estimate the effect of 
continuous intrathecal  
baclofen infusion on function and quality-of-life measures in patients 
with severe spasticity and using  
UK costs concluded that ITB benefits are related to costs per QALY 
in the range of £6,900 to  
£12,800” 

 

REVIEWER Matthias Walter 
Neuro-Urology  
Spinal Cord Injury Center & Research  
University of Zürich  
Balgrist University Hospital  
Forchstrasse Zürich  
Switzerland 

REVIEW RETURNED 09-May-2015 

 

GENERAL COMMENTS Narendran et al. present an interesting manuscript regarding data for 
ITB procedures between 2009/10 to 2013/14 to evaluate changes in 
the uptake of ITB following commissioning of this therapy by NHS 
England in April 2013. They found no increase in performing this 
therapy (actual number 3.0 per million vs. estimated number of 4.6 
to 5.7 per million population nationwide).  
Subgroup analysis in individuals suffering from multiple sclerosis 
(MS), spinal cord injury (SCI) and cerebral palsy (CP) in table 3 
show a difference between actual and estimated number. 
Furthermore, differences are display for commissioning of ITB 
between Clinical Commissioning Groups (CCGs) and the amount of 
ITB performance depending on area teams (AT) (figure 1 and 2).  
These are important findings which should be taken into account for 
future developments in the UK.  
 
I would like the authors to comment on a few points:  
 
Page six, lines 32 to 34:  
Although ITB is less expensive and has a better overall favourable 
cost-effectiveness ratio compared with conventional medical 
management without ITB, why is there such a gap after introduction 
of CCGs?  
What is the authors’ opinion and/or experience? Will time, i.e. the 
next five years, change this status?  
 
Page six, lines 50 to 53:  
Can the authors explain (if knowledge is available on that matter) or 
comment on why there was such a difference in commissioning ITB 
procedures between North and South/Midlands in 2012/13?  
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Table 3  
Although the actual number of ITB procedures in individuals 
suffering from MS and SCI is close to the estimated one, a huge gap 
between both numbers is evident for individuals with CP.  
Therefore, we see a gap between the actual and estimated number 
overall.  
Can the authors comment on this fact, are individuals with CP less 
observed, i.e. a less stringent follow-up?  
 
Regarding Figure 1  
It is curious to see that only the first 9 CCGs (out of 87 on display, 
i.e. 10%) commissioned between 7 and 16 ITB implantations 
annually (15 and 32 ITBs in 2013-2014).  
Can the authors comment one this issue?  
 
Regarding Figure 2  
Only the first four area teams (AT) performed at least 15 ITB 
implantations. In contrast, the majority of ATs had less than ten 
procedures or to emphasize, half the ATs had just or less than five 
implantations a year.  
Can the authors comment on whether the inexperience to perform 
this procedure or the few cases per AT directly have an impact on 
the gap between the actual and estimated number? Is there a 
population area or hospital bias?  
 
Would, (1) a reduction of the number of CCGs and/or (2) only 
performing ITB in certain centres, i.e. less ATs, more cases per AT 
equals more experience and fewer complications, led to an uptake in 
the future?  

 

REVIEWER Stana Bojanic 
The Department of Neurosurgery, The John Radcliffe Hospital, 
Oxford 

REVIEW RETURNED 10-May-2015 

 

GENERAL COMMENTS A very clear paper, well thought out and presented. This highlights a 
difficult problem in service provision for this group of patients.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer Name Jon Marsden  

Institution and Country School of Health Professions  

Faculty of Health and Human Sciences  

Plymouth University  

UK  

Please state any competing interests or state ‘None declared’: None declared  

 

Please leave your comments for the authors below  

This is an interesting and potentially useful paper:  

General Comments  

The paper rests on the fact that the actual number of ITB implants per million is less than the potential 

number. A more detailed justification of the potential number of ITB implants needs to be given. The 

paper is using estimates that will have 95% confidence intervals / variance. It would be useful to have 

an indication of this variance so the reader can determine whether there is indeed the hypothesized 
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marked difference in delivery and need.  

Well as indicating the 95% confidence interval the sources of the information used in table 3 needs to 

be referenced.  

Response: Sources for the information used in table 3 have now been added. Unfortunately, 95% 

confidence intervals / variance are not provided in these sources. We would also like to point out that 

the same source is quoted by the NHS England policy on ITB in its epidemiology and needs 

assessment section.  

 

More detail is required about the sources of information about European rates  

Response: Source of information now added.  

 

There are other sites (n=2) in Europe that have a higher number f ITB implants for spasticity 

according to the figures but there are also 2 sites that have a lower rate. Could the differences reflect 

an abnormally high and possibly unjustified number of implants in Belgium and Germany?. Could the 

authors comment on why they think there may be differences. Is this due to differences in the 

incidence of eligible conditions / variations in healthcare provision?  

Response: We are unable to comment on this as the source of information for these numbers does 

not offer an adequate justification; therefore any comment on our part would be pure speculation.  

 

Specific Comments  

P7 line 50 The number of implants performed in North of England commissioning region was 148 

compared to 62 and 70 in the Midlands and South of England commissioning regions during the year 

2012/13. Please indicate if this figure is for a given population size otherwise differences in the 

population between the two regions could explain the figures. Why were these regions chosen (rather 

than others)?  

Response: We have now tried to describe possible reasons for the difference of ITB implants across 

England. The following has been added to the Discussion section: “The number of implants cannot be 

explained based on population factors; the population figures are much higher for the South 

(27.830,219) than the North (15.845,124) and Midlands (12.694,544). We can only speculate that the 

differences may relate to several factors including a number of high volume implanting centres based 

in the North of England. In addition, the variations in commissioning between CCGs may be explained 

by the individual ITB commissioning policies of the CCG precursors (the Primary Care Trusts) with 

more permissive Primary Care Trust policies towards implant of ITB pumps in the North than in the 

South or Midlands. It has previously been observed that commissioning policies varied vastly between 

Primary Care Trusts in respect to SCS commissioning.19”  

 

Abstract The phrase “The same period 2009-2014 has seen a significant increase in the delivery of 

other neuromodulation techniques including spinal cord stimulation, deep brain stimulation and sacral 

nerve stimulation.” Does not seem to be supported by the data presented in the paper and figures- 

please justify this statement.  

Response: We consider that this sentence is supported by Figure 3 in the manuscript. However we 

cannot claim that the increases were significant and have therefore deleted the word ‘significant’ from 

the sentence.  

 

The comment that ITB has not attracted the attention of clinicians (p 5 line 41) needs to be justified. 

This is a subjective view that needs to be supported by qualitative data  

Response: This comment is based on Figure 3, but we agree that we cannot make definite claims and 

have no qualitative data to support this. We have changed the sentence to read “…it would appear 

that ITB has not attracted as great an interest among clinicians (Figure 3).” to better indicate that we 

are merely hypothesising about the reasons.  

 

Minor Points:  
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1. P4 line 6: I Continuing increases in procedure code A54.4 are to be expected, as there are more 

new implants per year than devices explanted, thereby resulting in an increasing number of pump 

refill procedures.  

Omit I  

Response: Thank you for noticing this.  

 

2. Please improve the clarity of this sentence  

P7 line 40: “A systematic review evaluating the estimate the effect of continuous intrathecal  

baclofen infusion on function and quality-of-life measures in patients with severe spasticity and using  

UK costs concluded that ITB benefits are related to costs per QALY in the range of £6,900 to  

£12,800”  

Response: We have now changed the sentence to read: “A systematic review evaluating the effect of 

continuous intrathecal baclofen infusion on function and quality-of-life in patients with severe 

spasticity concluded that ITB has a cost per QALY in the region of £6,900 to £12,800.”  

 

 

 

Reviewer Name Matthias Walter  

Institution and Country Neuro-Urology  

Spinal Cord Injury Center & Research  

University of Zürich  

Balgrist University Hospital  

Forchstrasse Zürich  

Switzerland  

Please state any competing interests or state ‘None declared’: none  

 

Please leave your comments for the authors below  

Narendran et al. present an interesting manuscript regarding data for ITB procedures between 

2009/10 to 2013/14 to evaluate changes in the uptake of ITB following commissioning of this therapy 

by NHS England in April 2013. They found no increase in performing this therapy (actual number 3.0 

per million vs. estimated number of 4.6 to 5.7 per million population nationwide).  

Subgroup analysis in individuals suffering from multiple sclerosis (MS), spinal cord injury (SCI) and 

cerebral palsy (CP) in table 3 show a difference between actual and estimated number. Furthermore, 

differences are display for commissioning of ITB between Clinical Commissioning Groups (CCGs) and 

the amount of ITB performance depending on area teams (AT) (figure 1 and 2).  

These are important findings which should be taken into account for future developments in the UK.  

 

I would like the authors to comment on a few points:  

 

Page six, lines 32 to 34:  

Although ITB is less expensive and has a better overall favourable cost-effectiveness ratio compared 

with conventional medical management without ITB, why is there such a gap after introduction of 

CCGs?  

What is the authors’ opinion and/or experience? Will time, i.e. the next five years, change this status?  

Response: Thank you, this is an important question. We have now added the following to the 

Discussion section: “We believe this to be related to the complexity of the setup required to deliver the 

therapy and the need for interaction between a number of specialities including neurosurgery, pain 

medicine neurorehabilitation and spinal injuries all of which may not be present on the same hospital 

site. The creation of specialist centres will and should overcome this problem in the future although 

estimating the duration for the impact of specialised centres is difficult at this point.”  

 

Page six, lines 50 to 53:  
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Can the authors explain (if knowledge is available on that matter) or comment on why there was such 

a difference in commissioning ITB procedures between North and South/Midlands in 2012/13?  

Response: We have now tried to describe possible reasons for the difference of ITB implants across 

England. The following has been added to the Discussion section: “The number of implants cannot be 

explained based on population factors; the population figures are much higher for the South 

(27.830,219) than the North (15.845,124) and Midlands (12.694,544). We can only speculate that the 

differences may relate to several factors including a number of high volume implanting centres based 

in the North of England. In addition, the variations in commissioning between CCGs may be explained 

by the individual ITB commissioning policies of the CCG precursors (the Primary Care Trusts) with 

more permissive Primary Care Trust policies towards implant of ITB pumps in the North than in the 

South or Midlands. It has previously been observed that commissioning policies varied vastly between 

Primary Care Trusts in respect to SCS commissioning.19”  

 

Table 3  

Although the actual number of ITB procedures in individuals suffering from MS and SCI is close to the 

estimated one, a huge gap between both numbers is evident for individuals with CP.  

Therefore, we see a gap between the actual and estimated number overall.  

Can the authors comment on this fact, are individuals with CP less observed, i.e. a less stringent 

follow-up?  

Response: To our knowledge very few centres in the UK carry out paediatric ITB work therefore by 

the time they reach adulthood patients with CP are less likely to receive an ITB implant as their care 

may have stabilised.  

 

Regarding Figure 1  

It is curious to see that only the first 9 CCGs (out of 87 on display, i.e. 10%) commissioned between 7 

and 16 ITB implantations annually (15 and 32 ITBs in 2013-2014).  

Can the authors comment one this issue?  

Response: The variations in commissioning between CCGs may be explained by the individual ITB 

commissioning policies of the CCG precursors (the Primary Care Trusts). It has previously been 

observed that commissioning policies varied vastly between Primary Care Trusts in respect to SCS 

commissioning (Vyawahare et al 2014). – This has also been added to the Discussion section.  

 

Regarding Figure 2  

Only the first four area teams (AT) performed at least 15 ITB implantations. In contrast, the majority of 

ATs had less than ten procedures or to emphasize, half the ATs had just or less than five 

implantations a year.  

Can the authors comment on whether the inexperience to perform this procedure or the few cases per 

AT directly have an impact on the gap between the actual and estimated number? Is there a 

population area or hospital bias?  

Response: While the graph does show the facts as stated by the reviewer it does not follow that the 

actual implants occurred in the same area as the AT as patients for ITB are usually referred to higher 

volume centres. Patterns of commissioning and implant are somewhat different in our experience 

(Vyawahare et al 2014).  

 

Would, (1) a reduction of the number of CCGs and/or (2) only performing ITB in certain centres, i.e. 

less ATs, more cases per AT equals more experience and fewer complications, led to an uptake in 

the future?  

Response: As we explain above the patterns of commissioning do not necessarily clarify the actual 

geography of implants and care but we certainly agree with the reviewer that the direction of 

commissioning towards specialised centres will lead to improved uptake. We have now added a 

sentence on this to the discussion section.  
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Reviewer Name Stana Bojanic  

Institution and Country The Department of Neurosurgery, The John Radcliffe Hospital, Oxford  

Please state any competing interests or state ‘None declared’: None declared  

 

Please leave your comments for the authors below  

A very clear paper, well thought out and presented. This highlights a difficult problem in service 

provision for this group of patients. 

VERSION 2 – REVIEW 

REVIEWER Jon Marsden 
School of Health Professions  
Faculty of Helath and Human Sciences  
Plymouth University 

REVIEW RETURNED 01-Jun-2015 

 

GENERAL COMMENTS The authors have addressed all the points raised  

 

REVIEWER Matthias Walter 
Neuro-Urology  
Spinal Cord Injury Center & Research  
University of Zürich  
Balgrist University Hospital  
Forchstrasse Zürich  
Switzerland 

REVIEW RETURNED 07-Jun-2015 

 

GENERAL COMMENTS Revisions of manuscript have been carried out to answer all 
question from all reviewers sufficiently. Therefore I suggest to accept 
the manuscript.  
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