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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Interventional Procedures Programme 
 
 
Procedure Name:  Endovenous mechanochemical ablation 

for varicose veins (1006/2) 
 
Name of Specialist Advisor: Professor Alun Davies 
 
Specialist Society:  The Vascular Society of Great Britain 

and Ireland 
 
Please complete and return to: azeem.madari@nice.org.uk OR 

sally.compton@nice.org.uk      
 
  
 

1 Do you have adequate knowledge of this procedure to 
provide advice?    

 

X  Yes. 

 

 No – please return the form/answer no more questions. 

 
1.1 Does the title used above describe the procedure adequately?  
 

X  Yes.   

 

 No.  If no, please enter any other titles below. 

 
Comments: 
 
      
 

2 Your involvement in the procedure 
 
2.1 Is this procedure relevant to your specialty?   
 

X  Yes.  

 

 Is there any kind of inter-specialty controversy over the procedure? 

 

 No. If no, then answer no more questions, but please give any information 

you can about who is likely to be doing the procedure. 
 

Comments: 
 

      

 

mailto:azeem.madari@nice.org.uk
mailto:sally.compton@nice.org.uk
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The next two questions are about whether you carry out the procedure, or refer 
patients for it.  If you are in a specialty that normally carries out the procedure 
please answer question 2.2.1.  If you are in a specialty that normally selects or 
refers patients for the procedure please answer question 2.2.2. 
 

2.2.1 If you are in a specialty which does this procedure, please indicate your 
experience with it:    

 

 I have never performed this procedure. 

 

 I have performed this procedure at least once. 

 

X  I perform this procedure regularly. 

 
 
Comments: 
 
      
 
 
2.2.2   If your specialty is involved in patient selection or referral to another 

specialty for this procedure, please indicate your experience with it. 
 

 I have never taken part in the selection or referral of a patient for this 

procedure. 
 

 I have taken part in patient selection or referred a patient for this procedure at 

least once. 
 

 I take part in patient selection or refer patients for this procedure regularly. 

 
Comments: 
 
      
 
2.3 Please indicate your research experience relating to this procedure 

(please choose one or more if relevant): 
 
X  I have undertaken bibliographic research on this procedure. 
 

 I have undertaken research on this procedure in laboratory settings (e.g. 
device-related research). 

 
X  I have undertaken clinical research on this procedure involving patients or  

healthy volunteers. 
 

 I have had no involvement in research on this procedure. 
 

 Other (please comment) 
 
Comments: 
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3 Status of the procedure 
 
3.1 Which of the following best describes the procedure (choose one): 
 

x  Established practice and no longer new. 

 

 A minor variation on an existing procedure, which is unlikely to alter that 

procedure’s safety and efficacy.  
 

 Definitely novel and of uncertain safety and efficacy. 

 

 The first in a new class of procedure. 

 
Comments: 
 
It is a new procedure with a good safety and efficacy record. 

 
3.2 What would be the comparator (standard practice) to this procedure? 
 
Endothermal ablation and foam sclerotherapy 
 
 
3.3 Please estimate the proportion of doctors in your specialty who are 

performing this procedure (choose one): 
 

 More than 50% of specialists engaged in this area of work. 

 

 10% to 50% of specialists engaged in this area of work. 

 

X  Fewer than 10% of specialists engaged in this area of work. 

 

 Cannot give an estimate. 

 
Comments: 
 

Issues re funding and appropriate codes. 

 

 

4 Safety and efficacy 
 
4.1 What are the adverse effects of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Theoretical adverse events  

Failure- very low 

VTE – risk no different to endothermal ablation current gold standard  

Phlebitis 
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2. Anecdotal adverse events (known from experience) 

Phlebitis – less than endothermal 

Pain – less than endothermal 

 

 

3. Adverse events reported in the literature (if possible please cite literature) 

As above. 

 

 

Phlebology. 2015 Jun 30. pii: 0268355515593186. [Epub ahead of print] 

The advent of non-thermal, non-tumescent techniques 
for treatment of varicose veins. 

Bootun R1, Lane TR1, Davies AH2. 

Paper summarizes data to date. 

4.2 What are the key efficacy outcomes for this procedure? 
 
PROMS – AVVQ 
Occlusion rates 
 
 
 
 
 
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
Some have raised concerns re occlusion rates, however reviewing published data 
they are equivalent to occlusion rates of the endothermal techniques 
 
 
 
 
 
 
 
4.4 What training and facilities are required to undertake this procedure 

safely? 
 
Minimal, if already conducting an endovenous programme for managing VV as per 
NICE recommendations. 
 
 
 

http://www.ncbi.nlm.nih.gov/pubmed/?term=Bootun%20R%255BAuthor%255D&cauthor=true&cauthor_uid=26130051
http://www.ncbi.nlm.nih.gov/pubmed/?term=Lane%20TR%255BAuthor%255D&cauthor=true&cauthor_uid=26130051
http://www.ncbi.nlm.nih.gov/pubmed/?term=Davies%20AH%255BAuthor%255D&cauthor=true&cauthor_uid=26130051
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4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
YES. 

STUDY 
SAMPLE 
SIZE 

DURATION OCCLUSION 

VENOUS 
CLINICAL 
SEVERITY 
SCORE 
(VCSS) 

PATIENT 
PAIN 
SCORES 
(VAS 100MM 
OR 10 
POINT ) 

RETURN TO 
NORMAL 
ACTIVITIES/ 
WORK 

MAJOR 
ADVERSE 
EVENTS 

ELIAS ET 
AL, 201311 

29 patients 
30 limbs 

2 years 

Immediate- 
100% 
6 months- 
96.7% 
2 years – 
96% 

N/A 
No 
complaints of 
pain 

N/A None 

OZEN ET 
AL, 201415 

63 patients 
73 limbs 

2 years 

Immediate- 
98% 
6 months- 
94% 
1 year- 95% 
2 years- 95% 

6 Months: -
3.2 
1 year: -1.2 
2 years: -
1.1 

N/A N/A None 

BOERSMA 
ET AL, 
201212 

50 patients 1 year 

Immediate- 
100% 
6 Week- 
100% 
1 Year- 94% 

Baseline- 
3.0 
6 weeks- 
1.0 
1 year 1.0 

2 N/A None 

BOOTUN ET 
AL, 20146 

117 patients 
119 limbs 
(59 ClariVein 
limbs) 

1 month 92% N/A 19.3 mm 

3.5 days/ 5.3 
days 
*patients in 
Great Britain 
historically 
take more 
time for 
recovery 

None 

VAN 
EEKEREN 
ET AL, 20149 

92 patients 
106 limbs 

6 months 

Immediate- 
100% 
6 months- 
93.2% 
1 year- 88.2% 

Baseline- 
4.0 
6 months- 
1.0 
1 year- 1.0 

20 mm 
14 days- 
7.5mm 

1 day/ 1 day None 

BISHAWI ET 
AL, 201310 

126 patients 6 months 

Immediate- 
100% 
6 months- 
94% 

Baseline- 
9.0 
1 week- 6.5 
3 months- 
4.0 
6 months- 

2 
1 week- >1 

N/A None 
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3.0 

VAN 
EEKEREN 
ET AL, 20138 

68 patients 
(34 
ClariVein) 

6 weeks N/A 

Baseline- 
3.0 
6 weeks- 
1.0 

22 
3 days- 6.2 
14 days- 4.8 

1 day/ 1 day None 

VAN 
EEKEREN 
ET AL, 
201113 

25 patients 
30 limbs 

6 weeks 
Immediate- 
100% 

Baseline 
3.0 
6 weeks 
1.0 

4 
7 days- 2 mm 

N/A None 

VUN ET AL, 
20147 

127 patients 
147 limbs 
(57 ClariVein 
limbs) 

Immediate 91% N/A 1 N/A None 

 
 

 
 
 
 
 
 
4.6 Are you aware of any abstracts that have been recently presented/ 

published on this procedure that may not be listed in a standard literature 
search, e.g. PUBMED? (This can include your own work). If yes, please 
list. 

 
Papers submitted to phlebology in revision. 
 

Also Randomised Controlled Trial comparing Mechanochemical 

Ablation to Radiofrequency Ablation:  

the Multicentre Venefit
TM

 versus  ClariVein for Varicose Veins 

(VVCVV) trial 

 
R Bootun

1
, TRA Lane

1
, B Dharmarajah

1
, CS Lim

1,2
, M Najem

2
, S Renton

2
, K Sritharan

1
 and AH 

Davies
1
 

 

Being presented AVF 2016 February – Conclusion The results show that MOCA is 

less painful than RFA procedure. However, at 6 months, the clinical and specific 

quality of life scores showed similar improvement in both treatment groups, with 

comparable occlusion rates at 6-month 
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4.7 Is there controversy, or important uncertainty, about any aspect of the 

way in which this procedure is currently being done or disseminated? 
 
No 
 
 

 
 
 
5 Audit Criteria 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes – both short and long-term; and quality of life measures): 

 
     PROM  
Reintervention rates 
Occlusion rates 
 

 
 
 
 
 
 
 
5.2 Adverse outcomes (including potential early and late complications): 
 
VTE 
Re intervention 
      
 
 
 
 
 
 
 

  

6 Trajectory of the procedure 
 
6.1 In your opinion, what is the likely speed of diffusion of this procedure? 
 
Yes 
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6.2 This procedure, if safe and efficacious, is likely to be carried out in 
(choose one): 
 

X Most or all district general hospitals. 

 

 A minority of hospitals, but at least 10 in the UK. 

 

 Fewer than 10 specialist centres in the UK. 

 

 Cannot predict at present. 

 
Comments: 
 
      
 
 
 
 
 
 
 
 
6.3 The potential impact of this procedure on the NHS, in terms of numbers 
of patients eligible for treatment and use of resources, is:  
 

 Major. 

 

 Moderate. 

 

x Minor. 

 
Comments: 
 
Different technique for patients already being treated. 
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7 Other information 
7.1 Is there any other information about this procedure that might assist 
NICE in assessing the possible need to investigate its use? 

 
As above 
 
 
 
 
 
 
 
 

8 Data protection and conflicts of interest  
 
8.1 Data protection statement 

 
The Institute is committed to transparency.  As part of this commitment your 
name and specialist society will be placed in the public domain, in future 
publications and on our website (www.nice.org.uk) and therefore viewable 
worldwide.  This information may be passed to third parties connected with 
the work on interventional procedures.   
 
A copy of the completed Specialist Adviser advice will be sent to the 
Specialist Society who nominated the Specialist Adviser. 
 
Specialist Advisers should be aware that full implementation of the Freedom 
of Information Act 2000 may oblige us to release Specialist Advice from 2005.  
The Freedom of Information Act 2000 favours the disclosure of information 
however requests will be considered on a case by case basis.  If information 
is made available, personal information will be removed in accordance with 
the Data Protection Act 1998.  In light of this please ensure that you have not 
named or identified individuals in your comments.   
 

 

8.2 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

Please state any potential conflicts of interest, or any involvements in disputes 
or complaints, relevant to this procedure. Please use the “Conflicts of Interest 
for Specialist Advisers” policy (attached) as a guide when declaring any 
conflicts of interest.  Specialist Advisers should seek advice if required from 
the Associate Director – Interventional Procedures. 

Do you or a member of your family1 have a personal pecuniary interest?  
The main examples are as follows: 

                                                 
1
 ‘Family members’ refers to a spouse or partner living in the same residence as the member 

or employee, children for whom the member or employee is legally responsible, and adults for 
whom the member or employee is legally responsible (for example, an adult whose full power 
of attorney is held by the individual). 

http://www.nice.org.uk/
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Consultancies or directorships attracting regular or occasional 
payments in cash or kind  

 YES 

x NO 

Fee-paid work – any work commissioned by the healthcare 
industry – this includes income earned in the course of private 
practice 

 YES 

X NO 

Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry  

 YES 

X
 

NO 

Expenses and hospitality – any expenses provided by a 
healthcare industry company beyond those reasonably required 
for accommodation, meals and travel to attend meetings and 
conferences  

 YES 

X
 

NO 

Investments – any funds which include investments in the 
healthcare industry  

 YES 

X
 

NO 

Do you have a personal non-pecuniary interest – eg have you 
made a public statement about the topic or do you hold an office in 
a professional organisation or advocacy group with a direct 
interest in the topic? 

 YES 

X
 

NO 

Do you have a non-personal interest? The main examples are as follows: 

Fellowships endowed by the healthcare industry  YES 

x
 

NO 

Support by the healthcare industry or NICE that benefits 
his/her position or department, eg grants, sponsorship of posts 

X YES 

 NO 

If you have answered YES to any of the above statements please 
describe the nature of the conflict(s) below. 
 
Comments: 
 
Imperial College London has received grant funding from Vascular insights to run the 
VVCVV trial.  
 
 
 
 

Thank you very much for your help. 
 
Professor Bruce Campbell, Chairman, 
Interventional Procedures Advisory 
Committee 

Professor Carole Longson, Director, 
Centre for Health Technology 
Evaluation. 
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February 2010  
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Conflicts of Interest for Specialist Advisers 
 

1 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

1.1 Any conflicts of interest set out below should be declared on the 
questionnaire the Specialist Adviser completes for the procedure. 

1.2 Specialist Advisers should seek advice if required from the Associate 
Director – Interventional Procedures. 

2 Personal pecuniary interests 

2.1 A personal pecuniary interest involves a current personal payment to a 
Specialist Adviser, which may either relate to the manufacturer or 
owner of a product or service being evaluated, in which case it is 
regarded as ‘specific’ or to the industry or sector from which the 
product or service comes, in which case it is regarded as ‘non-
specific’. The main examples are as follows. 

2.1.1 Consultancies – any consultancy, directorship, position in or work for 
the healthcare industry that attracts regular or occasional payments in 
cash or kind (this includes both those which have been undertaken in 
the 12 months preceding the point at which the declaration is made 
and which are planned but have not taken place). 

2.1.2 Fee-paid work – any work commissioned by the healthcare industry 
for which the member is paid in cash or in kind (this includes both 
those which have been undertaken in the 12 months preceding the 
point at which the declaration is made and which are planned but have 
not taken place). 

2.1.3 Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry that are either held by the individual 
or for which the individual has legal responsibility (for example, 
children, or relatives whose full Power of Attorney is held by the 
individual). This does not include shareholdings through unit trusts, 
pensions funds, or other similar arrangements where the member has 
no influence on financial management. 

2.1.4 Expenses and hospitality – any expenses provided by a healthcare 
industry company beyond that reasonably required for accommodation, 
meals and travel to attend meetings and conferences (this includes 
both those which have been undertaken in the 12 months preceding 
the point at which the declaration is made and which are planned but 
have not taken place. 

2.1.5 Investments – any funds which include investments in the healthcare 
industry that are held in a portfolio over which individuals have the 
ability to instruct the fund manager as to the composition of the fund. 

2.2 No personal interest exists in the case of: 

2.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 



 

13 

the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)   

2.2.2 accrued pension rights from earlier employment in the healthcare 
industry.  

3 Personal family interest  

3.1 This relates to the personal interests of a family member and involves a 
current payment to the family member of the Specialist Adviser. The 
interest may relate to the manufacturer or owner of a product or service 
being evaluated, in which case it is regarded as ‘specific’, or to the 
industry or sector from which the product or service comes, in which 
case it is regarded as ‘non-specific’. The main examples include the 
following. 

3.1.1 Any consultancy, directorship, position in or work for a healthcare 
industry that attracts regular or occasional payments in cash or in kind. 

3.1.2 Any fee-paid work commissioned by a healthcare industry for which the 
member is paid in cash or in kind. 

3.1.3 Any shareholdings, or other beneficial interests, in a healthcare 
industry which are either held by the family member or for which an 
individual covered by this Code has legal responsibility (for example, 
children, or adults whose full Power of Attorney is held by the 
individual). 

3.1.4 Expenses and hospitality provided by a healthcare industry company 
(except where they are provided to a general class of people such as 
attendees at an open conference) 

3.1.5 Funds which include investments in the healthcare industry that are 
held in a portfolio over which individuals have the ability to instruct the 
fund manager as to the composition of the fund. 

3.2 No personal family interest exists in the case of: 

3.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)  

3.2.2 accrued pension rights from earlier employment in the healthcare 
industry. 

4 Personal non-pecuniary interests  

These might include, but are not limited to: 

4.1 a clear opinion, reached as the conclusion of a research project, about 
the clinical and/or cost effectiveness of an intervention under review 

4.2 a public statement in which an individual covered by this Code has 
expressed a clear opinion about the matter under consideration, which 
could reasonably be interpreted as prejudicial to an objective 
interpretation of the evidence 
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4.3 holding office in a professional organisation or advocacy group with a 
direct interest in the matter under consideration  

4.4 other reputational risks in relation to an intervention under review. 

5 Non-personal interests 

5.1 A non-personal interest involves payment that benefits a department or 
organisation for which a Specialist Advisor is responsible, but that is 
not received by the Specialist Advisor personally. This may either 
relate to the product or service being evaluated, in which case it is 
regarded as ‘specific,’ or to the manufacturer or owner of the product 
or service, but is unrelated to the matter under consideration, in which 
case it is regarded as ‘non-specific’. The main examples are as 
follows. 

5.1.1 Fellowships – the holding of a fellowship endowed by the healthcare 
industry. 

5.1.2 Support by the healthcare industry or NICE – any payment, or other 
support by the healthcare industry or by NICE that does not convey 
any pecuniary or material benefit to a member personally but that does 
benefit his/her position or department. For example: 

 a grant from a company for the running of a unit or department for 
which a Specialist Advisor is responsible 

 a grant, fellowship or other payment to sponsor a post or member of 
staff in the unit for which a Specialist Adviser is responsible. This does 
not include financial assistance for students 

 the commissioning of research or other work by, or advice from, staff 
who work in a unit for which the specialist advisor is responsible 

 one or more contracts with, or grants from, NICE. 

5.2 Specialist Advisers are under no obligation to seek out knowledge of 
work done for, or on behalf of, the healthcare industry within 
departments for which they are responsible if they would not normally 
expect to be informed. 
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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Interventional Procedures Programme 
 
 
Procedure Name:  Endovenous mechanochemical ablation 

for varicose veins (1006/2) 
 
Name of Specialist Advisor: Arun Sebastian 
 
Specialist Society:  British Society of Interventional 

Radiology 
 
Please complete and return to: azeem.madari@nice.org.uk OR 

sally.compton@nice.org.uk      
 
  
 

1 Do you have adequate knowledge of this procedure to 
provide advice?    

 

 Yes. 

 

 No – please return the form/answer no more questions. 

 
1.1 Does the title used above describe the procedure adequately?  
 

 Yes.   

 

 No.  If no, please enter any other titles below. 

 
Comments: 
 
      
 

2 Your involvement in the procedure 
 
2.1 Is this procedure relevant to your specialty?   
 

 Yes.  

 

 Is there any kind of inter-specialty controversy over the procedure? 

 

 No. If no, then answer no more questions, but please give any information 

you can about who is likely to be doing the procedure. 
 

Comments: 
 

This procedure is mainly performed by Vascular surgeons in the UK, but there are some 

Interventional Radiologists who also perform endovenous treatment in large numbers. 

mailto:azeem.madari@nice.org.uk
mailto:sally.compton@nice.org.uk
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Interventional Radiologists as experts in Endovascular procedures have knowledge of these 

procedures, but are not directly performing this procedure in centres where Vascular surgeons 

have been historically performing them. 

 

The next two questions are about whether you carry out the procedure, or refer 
patients for it.  If you are in a specialty that normally carries out the procedure 
please answer question 2.2.1.  If you are in a specialty that normally selects or 
refers patients for the procedure please answer question 2.2.2. 
 

2.2.1 If you are in a specialty which does this procedure, please indicate your 
experience with it:    

 

 I have never performed this procedure. 

 

 I have performed this procedure at least once. 

 

 I perform this procedure regularly. 

 
 
Comments: 
 
I donot perform this procedure, but have understanding of this procedure.  
 
 
2.2.2   If your specialty is involved in patient selection or referral to another 

specialty for this procedure, please indicate your experience with it. 
 

 I have never taken part in the selection or referral of a patient for this 

procedure. 
 

 I have taken part in patient selection or referred a patient for this procedure at 

least once. 
 

 I take part in patient selection or refer patients for this procedure regularly. 

 
Comments: 
 
      
 
2.3 Please indicate your research experience relating to this procedure 

(please choose one or more if relevant): 
 

 I have undertaken bibliographic research on this procedure. 
 

 I have undertaken research on this procedure in laboratory settings (e.g. 
device-related research). 

 
 I have undertaken clinical research on this procedure involving patients or  

healthy volunteers. 
 

 I have had no involvement in research on this procedure. 
 

 Other (please comment) 
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Comments: 
 
      

3 Status of the procedure 
 
3.1 Which of the following best describes the procedure (choose one): 
 

 Established practice and no longer new. 

 

 A minor variation on an existing procedure, which is unlikely to alter that 

procedure’s safety and efficacy.  
 

 Definitely novel and of uncertain safety and efficacy. 

 

 The first in a new class of procedure. 

 
Comments: 
 
Not sure if any of the above  describe this procedure well. It is a 
combination/variation of existing procedures, but efficacy may vary. 

 
3.2 What would be the comparator (standard practice) to this procedure? 
 
Sclerotherapy and ablation techniques 
 
 
3.3 Please estimate the proportion of doctors in your specialty who are 

performing this procedure (choose one): 
 

 More than 50% of specialists engaged in this area of work. 

 

 10% to 50% of specialists engaged in this area of work. 

 

 Fewer than 10% of specialists engaged in this area of work. 

 

 Cannot give an estimate. 

 
Comments: 
 

      

 

4 Safety and efficacy 
 
4.1 What are the adverse effects of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Theoretical adverse events  

Vein perforation 
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2. Anecdotal adverse events (known from experience) 

      

 

 

3. Adverse events reported in the literature (if possible please cite literature) 

Vein perforation, skin bruising 

 

 

 

4.2 What are the key efficacy outcomes for this procedure? 
 
Venous occlusion on imaging 
 
 
 
 
 
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
The longer term efficacy of this procedure ( compared to sclerotherapy and ablation) 
is less certain 
 
 
 
 
 
 
 
4.4 What training and facilities are required to undertake this procedure 

safely? 
 
Minimal training for those already performing endovenous procedures. 
 
 
 
 
 
 
 
4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
I am not aware of any. 
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4.6 Are you aware of any abstracts that have been recently presented/ 

published on this procedure that may not be listed in a standard literature 
search, e.g. PUBMED? (This can include your own work). If yes, please 
list. 

 
I am not aware of any. 
 
 
 
 
 
 
 
4.7 Is there controversy, or important uncertainty, about any aspect of the 

way in which this procedure is currently being done or disseminated? 
 
The longer term outcomes are less certain than its established comparators. 
 
 

 
 
 
5 Audit Criteria 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes – both short and long-term; and quality of life measures): 

 
Ultrasound confirmation of venous occlusion. Symptom scores. 

 
 
 
 
 
 
 
5.2 Adverse outcomes (including potential early and late complications): 
 
Vein perforation. Higher recurrence rates. 
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6 Trajectory of the procedure 
 
6.1 In your opinion, what is the likely speed of diffusion of this procedure? 
 
If there is evidence to support long term efficacy. 
 
 
 
 
 
 
6.2 This procedure, if safe and efficacious, is likely to be carried out in 
(choose one): 
 

 Most or all district general hospitals. 

 

 A minority of hospitals, but at least 10 in the UK. 

 

 Fewer than 10 specialist centres in the UK. 

 

 Cannot predict at present. 

 
Comments: 
 
      
 
 
 
 
 
 
 
 
6.3 The potential impact of this procedure on the NHS, in terms of numbers 
of patients eligible for treatment and use of resources, is:  
 

 Major. 

 

 Moderate. 

 

 Minor. 

 
Comments: 
 
Patients who could have this procedure are probably already having another form of 
endovenous treatment. 
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7 Other information 
7.1 Is there any other information about this procedure that might assist 
NICE in assessing the possible need to investigate its use? 

 
The disposable consumables can be expensive. 
 
 
 
 
 
 
 
 

8 Data protection and conflicts of interest  
 
8.1 Data protection statement 

 
The Institute is committed to transparency.  As part of this commitment your 
name and specialist society will be placed in the public domain, in future 
publications and on our website (www.nice.org.uk) and therefore viewable 
worldwide.  This information may be passed to third parties connected with 
the work on interventional procedures.   
 
A copy of the completed Specialist Adviser advice will be sent to the 
Specialist Society who nominated the Specialist Adviser. 
 
Specialist Advisers should be aware that full implementation of the Freedom 
of Information Act 2000 may oblige us to release Specialist Advice from 2005.  
The Freedom of Information Act 2000 favours the disclosure of information 
however requests will be considered on a case by case basis.  If information 
is made available, personal information will be removed in accordance with 
the Data Protection Act 1998.  In light of this please ensure that you have not 
named or identified individuals in your comments.   
 

 

8.2 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

Please state any potential conflicts of interest, or any involvements in disputes 
or complaints, relevant to this procedure. Please use the “Conflicts of Interest 
for Specialist Advisers” policy (attached) as a guide when declaring any 
conflicts of interest.  Specialist Advisers should seek advice if required from 
the Associate Director – Interventional Procedures. 

Do you or a member of your family1 have a personal pecuniary interest?  
The main examples are as follows: 

                                                 
1
 ‘Family members’ refers to a spouse or partner living in the same residence as the member 

or employee, children for whom the member or employee is legally responsible, and adults for 
whom the member or employee is legally responsible (for example, an adult whose full power 
of attorney is held by the individual). 

http://www.nice.org.uk/
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Consultancies or directorships attracting regular or occasional 
payments in cash or kind  

 YES 

 NO 

Fee-paid work – any work commissioned by the healthcare 
industry – this includes income earned in the course of private 
practice 

 YES 

 NO 

Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry  

 YES 

 NO 

Expenses and hospitality – any expenses provided by a 
healthcare industry company beyond those reasonably required for 
accommodation, meals and travel to attend meetings and 
conferences  

 YES 

 NO 

Investments – any funds which include investments in the 
healthcare industry  

 YES 

 NO 

Do you have a personal non-pecuniary interest – eg have you 
made a public statement about the topic or do you hold an office in 
a professional organisation or advocacy group with a direct interest 
in the topic? 

 YES 

 NO 

Do you have a non-personal interest? The main examples are as follows: 

Fellowships endowed by the healthcare industry  YES 

 NO 

Support by the healthcare industry or NICE that benefits his/her 
position or department, eg grants, sponsorship of posts 

 YES 

 NO 

If you have answered YES to any of the above statements please 
describe the nature of the conflict(s) below. 
 
Comments: 
 
I have had industry support to attend various conferences. 
 
 
 
 

Thank you very much for your help. 
 
Professor Bruce Campbell, Chairman, 
Interventional Procedures Advisory 
Committee 

Professor Carole Longson, Director, 
Centre for Health Technology 
Evaluation. 
 

February 2010  
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Conflicts of Interest for Specialist Advisers 
 

1 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

1.1 Any conflicts of interest set out below should be declared on the 
questionnaire the Specialist Adviser completes for the procedure. 

1.2 Specialist Advisers should seek advice if required from the Associate 
Director – Interventional Procedures. 

2 Personal pecuniary interests 

2.1 A personal pecuniary interest involves a current personal payment to a 
Specialist Adviser, which may either relate to the manufacturer or 
owner of a product or service being evaluated, in which case it is 
regarded as ‘specific’ or to the industry or sector from which the 
product or service comes, in which case it is regarded as ‘non-
specific’. The main examples are as follows. 

2.1.1 Consultancies – any consultancy, directorship, position in or work for 
the healthcare industry that attracts regular or occasional payments in 
cash or kind (this includes both those which have been undertaken in 
the 12 months preceding the point at which the declaration is made 
and which are planned but have not taken place). 

2.1.2 Fee-paid work – any work commissioned by the healthcare industry 
for which the member is paid in cash or in kind (this includes both 
those which have been undertaken in the 12 months preceding the 
point at which the declaration is made and which are planned but have 
not taken place). 

2.1.3 Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry that are either held by the individual 
or for which the individual has legal responsibility (for example, 
children, or relatives whose full Power of Attorney is held by the 
individual). This does not include shareholdings through unit trusts, 
pensions funds, or other similar arrangements where the member has 
no influence on financial management. 

2.1.4 Expenses and hospitality – any expenses provided by a healthcare 
industry company beyond that reasonably required for accommodation, 
meals and travel to attend meetings and conferences (this includes 
both those which have been undertaken in the 12 months preceding 
the point at which the declaration is made and which are planned but 
have not taken place. 

2.1.5 Investments – any funds which include investments in the healthcare 
industry that are held in a portfolio over which individuals have the 
ability to instruct the fund manager as to the composition of the fund. 

2.2 No personal interest exists in the case of: 

2.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
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the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)   

2.2.2 accrued pension rights from earlier employment in the healthcare 
industry.  

3 Personal family interest  

3.1 This relates to the personal interests of a family member and involves a 
current payment to the family member of the Specialist Adviser. The 
interest may relate to the manufacturer or owner of a product or service 
being evaluated, in which case it is regarded as ‘specific’, or to the 
industry or sector from which the product or service comes, in which 
case it is regarded as ‘non-specific’. The main examples include the 
following. 

3.1.1 Any consultancy, directorship, position in or work for a healthcare 
industry that attracts regular or occasional payments in cash or in kind. 

3.1.2 Any fee-paid work commissioned by a healthcare industry for which the 
member is paid in cash or in kind. 

3.1.3 Any shareholdings, or other beneficial interests, in a healthcare 
industry which are either held by the family member or for which an 
individual covered by this Code has legal responsibility (for example, 
children, or adults whose full Power of Attorney is held by the 
individual). 

3.1.4 Expenses and hospitality provided by a healthcare industry company 
(except where they are provided to a general class of people such as 
attendees at an open conference) 

3.1.5 Funds which include investments in the healthcare industry that are 
held in a portfolio over which individuals have the ability to instruct the 
fund manager as to the composition of the fund. 

3.2 No personal family interest exists in the case of: 

3.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)  

3.2.2 accrued pension rights from earlier employment in the healthcare 
industry. 

4 Personal non-pecuniary interests  

These might include, but are not limited to: 

4.1 a clear opinion, reached as the conclusion of a research project, about 
the clinical and/or cost effectiveness of an intervention under review 

4.2 a public statement in which an individual covered by this Code has 
expressed a clear opinion about the matter under consideration, which 
could reasonably be interpreted as prejudicial to an objective 
interpretation of the evidence 
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4.3 holding office in a professional organisation or advocacy group with a 
direct interest in the matter under consideration  

4.4 other reputational risks in relation to an intervention under review. 

5 Non-personal interests 

5.1 A non-personal interest involves payment that benefits a department or 
organisation for which a Specialist Advisor is responsible, but that is 
not received by the Specialist Advisor personally. This may either 
relate to the product or service being evaluated, in which case it is 
regarded as ‘specific,’ or to the manufacturer or owner of the product 
or service, but is unrelated to the matter under consideration, in which 
case it is regarded as ‘non-specific’. The main examples are as 
follows. 

5.1.1 Fellowships – the holding of a fellowship endowed by the healthcare 
industry. 

5.1.2 Support by the healthcare industry or NICE – any payment, or other 
support by the healthcare industry or by NICE that does not convey 
any pecuniary or material benefit to a member personally but that does 
benefit his/her position or department. For example: 

 a grant from a company for the running of a unit or department for 
which a Specialist Advisor is responsible 

 a grant, fellowship or other payment to sponsor a post or member of 
staff in the unit for which a Specialist Adviser is responsible. This does 
not include financial assistance for students 

 the commissioning of research or other work by, or advice from, staff 
who work in a unit for which the specialist advisor is responsible 

 one or more contracts with, or grants from, NICE. 

5.2 Specialist Advisers are under no obligation to seek out knowledge of 
work done for, or on behalf of, the healthcare industry within 
departments for which they are responsible if they would not normally 
expect to be informed. 
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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Interventional Procedures Programme 
 
 
Procedure Name:  Endovenous mechanochemical ablation 

for varicose veins (1006/2) 
 
Name of Specialist Advisor: Professor Gerry Stansby 
 
Specialist Society:  The Vascular Society of Great Britain 

and Ireland 
 
Please complete and return to: azeem.madari@nice.org.uk OR 

sally.compton@nice.org.uk      
 
  
 

1 Do you have adequate knowledge of this procedure to 
provide advice?    

 

yes  Yes. 

 
 
1.1 Does the title used above describe the procedure adequately?  
 

No  No.  If no, please enter any other titles below. 

 
Comments: 
 
I would call it endovenous pharmacomechanical 
 

2 Your involvement in the procedure 
 
2.1 Is this procedure relevant to your specialty?   
 

YES  Yes.  

 

NO  Is there any kind of inter-specialty controversy over the procedure? 

 

 No. If no, then answer no more questions, but please give any information 

you can about who is likely to be doing the procedure. 
 

Comments: 
 

      

 

The next two questions are about whether you carry out the procedure, or refer 
patients for it.  If you are in a specialty that normally carries out the procedure 

mailto:azeem.madari@nice.org.uk
mailto:sally.compton@nice.org.uk
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please answer question 2.2.1.  If you are in a specialty that normally selects or 
refers patients for the procedure please answer question 2.2.2. 
 

2.2.1 If you are in a specialty which does this procedure, please indicate your 
experience with it:    

 

 I have never performed this procedure. 

 

 I have performed this procedure at least once. 

 
YES I perform this procedure regularly. 
 
 
Comments: 
 
I have started the procedure about one year ago 
 
 
2.2.2   If your specialty is involved in patient selection or referral to another 

specialty for this procedure, please indicate your experience with it. 
 

 I have never taken part in the selection or referral of a patient for this 

procedure. 
 

 I have taken part in patient selection or referred a patient for this procedure at 

least once. 
 

 I take part in patient selection or refer patients for this procedure regularly. 

 
Comments: 
 
We select and treat relevant patients 
 
2.3 Please indicate your research experience relating to this procedure 

(please choose one or more if relevant): 
 

 I have undertaken bibliographic research on this procedure. 
 

 I have undertaken research on this procedure in laboratory settings (e.g. 
device-related research). 

 
 I have undertaken clinical research on this procedure involving patients or  

healthy volunteers. 
 
No research  I have had no involvement in research on this procedure. 
 
I have done a systematic Cochrane review on VV treatments but there were no 

appropriate trials to include on this  Other (please comment) 
 
Comments: 
 
      

3 Status of the procedure 
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3.1 Which of the following best describes the procedure (choose one): 
 

 Established practice and no longer new. 

 

 A minor variation on an existing procedure, which is unlikely to alter that 

procedure’s safety and efficacy.  
 

YES  Definitely novel and of uncertain safety and efficacy. 

 

 The first in a new class of procedure. 

 
Comments: 
 
It doesn’t quite fit any of the categories! The main issue for me is its efficacy and cost 
effectiveness rather than safety. And how it allows more day case local anaesthetic 
procedures. 

 
3.2 What would be the comparator (standard practice) to this procedure? 
 
Endothemal techniques –RFA and laser, also to some extent foam sclerotherapy  
 
 
3.3 Please estimate the proportion of doctors in your specialty who are 

performing this procedure (choose one): 
 

 More than 50% of specialists engaged in this area of work. 

 

 10% to 50% of specialists engaged in this area of work. 

 

YES  Fewer than 10% of specialists engaged in this area of work. 

 

 Cannot give an estimate. 

 
Comments: 
 

      

 

4 Safety and efficacy 
 
4.1 What are the adverse effects of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Theoretical adverse events  

 

DVT, failure to occlude the vein, recanalization,  
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2. Anecdotal adverse events (known from experience) 

      

 

 

3. Adverse events reported in the literature (if possible please cite literature) 

      

 

 

 

4.2 What are the key efficacy outcomes for this procedure? 
 
Successful closure of the treated vein – ideally after one year minimum 
QoL after treatment – specific and generic 
Post operative pain 
As many cases can be done under local anaesthesia cost effectiveness  
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
Long term patency data 
 
 
 
 
 
 
 
4.4 What training and facilities are required to undertake this procedure 

safely? 
 
Probably needs background knowledge – so someone already versed in US and 
endothermal treatments 
 
Demonstration of the way the device works and mentoring for first cases 
 
 
 
 
 
 
 
 
 
 
4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
I don’t know 
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4.6 Are you aware of any abstracts that have been recently presented/ 

published on this procedure that may not be listed in a standard literature 
search, e.g. PUBMED? (This can include your own work). If yes, please 
list. 

 
No 
 
 
 
 
 
 
 
4.7 Is there controversy, or important uncertainty, about any aspect of the 

way in which this procedure is currently being done or disseminated? 
 
The man wone is that there are limits on the amount of sclerosant making it difficult 
to treat both legs or many varicosities.       
 
 

 
 
 
5 Audit Criteria 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
 
Any complications esp VTE 
Successful occlusion of the vein  
Need for 2nd treatments 
LA or GA 
 
 
 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes – both short and long-term; and quality of life measures): 

 
Successful occlusion of vein – ideally 6 weeks, 1 year, 3 years 
Clinical recurrence 
Need for retreatment in same territory 
 
Aberdeen VV score 
VCCCSS 
Generic measure – SF36 
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5.2 Adverse outcomes (including potential early and late complications): 
 
Pain scores 
Return to work 
Leg complications – including phlebitis and pigmentation 
 
VTE 
 
 
 
 
 
 
 

  

6 Trajectory of the procedure 
 
6.1 In your opinion, what is the likely speed of diffusion of this procedure? 
 
Slow – competing procedures exist 
 
 
 
 
 
 
6.2 This procedure, if safe and efficacious, is likely to be carried out in 
(choose one): 
 

 Most or all district general hospitals. 

 

 A minority of hospitals, but at least 10 in the UK. 

 

 Fewer than 10 specialist centres in the UK. 

 

YEs  Cannot predict at present. 

 
Comments: 
 
Depends on competing procedures esp Cyanoacrylate glue  
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6.3 The potential impact of this procedure on the NHS, in terms of numbers 
of patients eligible for treatment and use of resources, is:  
 

YES  Major. 

 

 Moderate. 

 

 Minor. 

 
Comments: 
 
If it were to become the treatment of choice in the NHS 
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7 Other information 
7.1 Is there any other information about this procedure that might assist 
NICE in assessing the possible need to investigate its use? 

 
      
 
 
 
 
 
 
 
 

8 Data protection and conflicts of interest  
 
8.1 Data protection statement 

 
The Institute is committed to transparency.  As part of this commitment your 
name and specialist society will be placed in the public domain, in future 
publications and on our website (www.nice.org.uk) and therefore viewable 
worldwide.  This information may be passed to third parties connected with 
the work on interventional procedures.   
 
A copy of the completed Specialist Adviser advice will be sent to the 
Specialist Society who nominated the Specialist Adviser. 
 
Specialist Advisers should be aware that full implementation of the Freedom 
of Information Act 2000 may oblige us to release Specialist Advice from 2005.  
The Freedom of Information Act 2000 favours the disclosure of information 
however requests will be considered on a case by case basis.  If information 
is made available, personal information will be removed in accordance with 
the Data Protection Act 1998.  In light of this please ensure that you have not 
named or identified individuals in your comments.   
 

 

8.2 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

Please state any potential conflicts of interest, or any involvements in disputes 
or complaints, relevant to this procedure. Please use the “Conflicts of Interest 
for Specialist Advisers” policy (attached) as a guide when declaring any 
conflicts of interest.  Specialist Advisers should seek advice if required from 
the Associate Director – Interventional Procedures. 

Do you or a member of your family1 have a personal pecuniary interest?  
The main examples are as follows: 

                                                 
1
 ‘Family members’ refers to a spouse or partner living in the same residence as the member 

or employee, children for whom the member or employee is legally responsible, and adults for 
whom the member or employee is legally responsible (for example, an adult whose full power 
of attorney is held by the individual). 

http://www.nice.org.uk/
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Consultancies or directorships attracting regular or occasional 
payments in cash or kind  NO 

 YES 

 NO 

Fee-paid work – any work commissioned by the healthcare 
industry – this includes income earned in the course of private 
practice NO 

 YES 

 NO 

Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry NO 

 YES 

 NO 

Expenses and hospitality – any expenses provided by a 
healthcare industry company beyond those reasonably required for 
accommodation, meals and travel to attend meetings and 

conferences NO 

 YES 

 NO 

Investments – any funds which include investments in the 

healthcare industry NO 

 YES 

 NO 

Do you have a personal non-pecuniary interest – eg have you 
made a public statement about the topic or do you hold an office in 
a professional organisation or advocacy group with a direct interest 

in the topic? NO 

 YES 

 NO 

Do you have a non-personal interest? The main examples are as follows: 

Fellowships endowed by the healthcare industry NO  YES 

 NO 

Support by the healthcare industry or NICE that benefits his/her 
position or department, eg grants, sponsorship of posts NO 

 YES 

 NO 

If you have answered YES to any of the above statements please 
describe the nature of the conflict(s) below. 
 
Comments: 
 
      
 
 
 
 

Thank you very much for your help. 
 
Professor Bruce Campbell, Chairman, 
Interventional Procedures Advisory 
Committee 

Professor Carole Longson, Director, 
Centre for Health Technology 
Evaluation. 
 

February 2010  
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Conflicts of Interest for Specialist Advisers 
 

1 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

1.1 Any conflicts of interest set out below should be declared on the 
questionnaire the Specialist Adviser completes for the procedure. 

1.2 Specialist Advisers should seek advice if required from the Associate 
Director – Interventional Procedures. 

2 Personal pecuniary interests 

2.1 A personal pecuniary interest involves a current personal payment to a 
Specialist Adviser, which may either relate to the manufacturer or 
owner of a product or service being evaluated, in which case it is 
regarded as ‘specific’ or to the industry or sector from which the 
product or service comes, in which case it is regarded as ‘non-
specific’. The main examples are as follows. 

2.1.1 Consultancies – any consultancy, directorship, position in or work for 
the healthcare industry that attracts regular or occasional payments in 
cash or kind (this includes both those which have been undertaken in 
the 12 months preceding the point at which the declaration is made 
and which are planned but have not taken place). 

2.1.2 Fee-paid work – any work commissioned by the healthcare industry 
for which the member is paid in cash or in kind (this includes both 
those which have been undertaken in the 12 months preceding the 
point at which the declaration is made and which are planned but have 
not taken place). 

2.1.3 Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry that are either held by the individual 
or for which the individual has legal responsibility (for example, 
children, or relatives whose full Power of Attorney is held by the 
individual). This does not include shareholdings through unit trusts, 
pensions funds, or other similar arrangements where the member has 
no influence on financial management. 

2.1.4 Expenses and hospitality – any expenses provided by a healthcare 
industry company beyond that reasonably required for accommodation, 
meals and travel to attend meetings and conferences (this includes 
both those which have been undertaken in the 12 months preceding 
the point at which the declaration is made and which are planned but 
have not taken place. 

2.1.5 Investments – any funds which include investments in the healthcare 
industry that are held in a portfolio over which individuals have the 
ability to instruct the fund manager as to the composition of the fund. 

2.2 No personal interest exists in the case of: 

2.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
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the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)   

2.2.2 accrued pension rights from earlier employment in the healthcare 
industry.  

3 Personal family interest  

3.1 This relates to the personal interests of a family member and involves a 
current payment to the family member of the Specialist Adviser. The 
interest may relate to the manufacturer or owner of a product or service 
being evaluated, in which case it is regarded as ‘specific’, or to the 
industry or sector from which the product or service comes, in which 
case it is regarded as ‘non-specific’. The main examples include the 
following. 

3.1.1 Any consultancy, directorship, position in or work for a healthcare 
industry that attracts regular or occasional payments in cash or in kind. 

3.1.2 Any fee-paid work commissioned by a healthcare industry for which the 
member is paid in cash or in kind. 

3.1.3 Any shareholdings, or other beneficial interests, in a healthcare 
industry which are either held by the family member or for which an 
individual covered by this Code has legal responsibility (for example, 
children, or adults whose full Power of Attorney is held by the 
individual). 

3.1.4 Expenses and hospitality provided by a healthcare industry company 
(except where they are provided to a general class of people such as 
attendees at an open conference) 

3.1.5 Funds which include investments in the healthcare industry that are 
held in a portfolio over which individuals have the ability to instruct the 
fund manager as to the composition of the fund. 

3.2 No personal family interest exists in the case of: 

3.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)  

3.2.2 accrued pension rights from earlier employment in the healthcare 
industry. 

4 Personal non-pecuniary interests  

These might include, but are not limited to: 

4.1 a clear opinion, reached as the conclusion of a research project, about 
the clinical and/or cost effectiveness of an intervention under review 

4.2 a public statement in which an individual covered by this Code has 
expressed a clear opinion about the matter under consideration, which 
could reasonably be interpreted as prejudicial to an objective 
interpretation of the evidence 
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4.3 holding office in a professional organisation or advocacy group with a 
direct interest in the matter under consideration  

4.4 other reputational risks in relation to an intervention under review. 

5 Non-personal interests 

5.1 A non-personal interest involves payment that benefits a department or 
organisation for which a Specialist Advisor is responsible, but that is 
not received by the Specialist Advisor personally. This may either 
relate to the product or service being evaluated, in which case it is 
regarded as ‘specific,’ or to the manufacturer or owner of the product 
or service, but is unrelated to the matter under consideration, in which 
case it is regarded as ‘non-specific’. The main examples are as 
follows. 

5.1.1 Fellowships – the holding of a fellowship endowed by the healthcare 
industry. 

5.1.2 Support by the healthcare industry or NICE – any payment, or other 
support by the healthcare industry or by NICE that does not convey 
any pecuniary or material benefit to a member personally but that does 
benefit his/her position or department. For example: 

 a grant from a company for the running of a unit or department for 
which a Specialist Advisor is responsible 

 a grant, fellowship or other payment to sponsor a post or member of 
staff in the unit for which a Specialist Adviser is responsible. This does 
not include financial assistance for students 

 the commissioning of research or other work by, or advice from, staff 
who work in a unit for which the specialist advisor is responsible 

 one or more contracts with, or grants from, NICE. 

5.2 Specialist Advisers are under no obligation to seek out knowledge of 
work done for, or on behalf of, the healthcare industry within 
departments for which they are responsible if they would not normally 
expect to be informed. 
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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Interventional Procedures Programme 
 
 
Procedure Name:  Endovenous mechanochemical ablation 

for varicose veins (1006/2) 
 
Name of Specialist Advisor: Ms Sophie Renton 
 
Specialist Society:  The Vascular Society of Great Britain 

and Ireland 
 
Please complete and return to: azeem.madari@nice.org.uk OR 

sally.compton@nice.org.uk      
 
  
 

1 Do you have adequate knowledge of this procedure to 
provide advice?    

 

x Yes. 

 

 No – please return the form/answer no more questions. 

 
1.1 Does the title used above describe the procedure adequately?  
 

x Yes.   

 

 No.  If no, please enter any other titles below. 

 
Comments: 
 
      
 

2 Your involvement in the procedure 
 
2.1 Is this procedure relevant to your specialty?   
 

x Yes.  

 

 Is there any kind of inter-specialty controversy over the procedure? 

 

 No. If no, then answer no more questions, but please give any information 

you can about who is likely to be doing the procedure. 
 

Comments: 
 

      

 

mailto:azeem.madari@nice.org.uk
mailto:sally.compton@nice.org.uk
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The next two questions are about whether you carry out the procedure, or refer 
patients for it.  If you are in a specialty that normally carries out the procedure 
please answer question 2.2.1.  If you are in a specialty that normally selects or 
refers patients for the procedure please answer question 2.2.2. 
 

2.2.1 If you are in a specialty which does this procedure, please indicate your 
experience with it:    

 

 I have never performed this procedure. 

 

 I have performed this procedure at least once. 

 

x I perform this procedure regularly. 

 
 
Comments: 
 
      
 
 
2.2.2   If your specialty is involved in patient selection or referral to another 

specialty for this procedure, please indicate your experience with it. 
 

 I have never taken part in the selection or referral of a patient for this 

procedure. 
 

 I have taken part in patient selection or referred a patient for this procedure at 

least once. 
 

x I take part in patient selection or refer patients for this procedure regularly. 

 
Comments: 
 
      
 
2.3 Please indicate your research experience relating to this procedure 

(please choose one or more if relevant): 
 

 I have undertaken bibliographic research on this procedure. 
 

 I have undertaken research on this procedure in laboratory settings (e.g. 
device-related research). 

 
x I have undertaken clinical research on this procedure involving patients or  

healthy volunteers. 
 

 I have had no involvement in research on this procedure. 
 

 Other (please comment) 
 
Comments: 
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3 Status of the procedure 
 
3.1 Which of the following best describes the procedure (choose one): 
 

 Established practice and no longer new. 

 

 A minor variation on an existing procedure, which is unlikely to alter that 

procedure’s safety and efficacy.  
 

 Definitely novel and of uncertain safety and efficacy. 

 

x The first in a new class of procedure. 

 
Comments: 
 
      

 
3.2 What would be the comparator (standard practice) to this procedure? 
 
Radiofrequency ablation 
 
 
3.3 Please estimate the proportion of doctors in your specialty who are 

performing this procedure (choose one): 
 

 More than 50% of specialists engaged in this area of work. 

 

 10% to 50% of specialists engaged in this area of work. 

 

x Fewer than 10% of specialists engaged in this area of work. 

 

 Cannot give an estimate. 

 
Comments: 
 

      

 

4 Safety and efficacy 
 
4.1 What are the adverse effects of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Theoretical adverse events  

Failure to ablate the vein treated, deep vein thrombosis and pulmonary emboli, 
migraine, visual disturbance, stroke, skin staining, thrombophlebitis, superficial nerve 
injury 
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2. Anecdotal adverse events (known from experience) 

Skin staining and thrombophlebitis 

 

 

3. Adverse events reported in the literature (if possible please cite literature) 

      

 

 

 

4.2 What are the key efficacy outcomes for this procedure? 
 
Ablation of the incompetent veins and resolution of symptoms relating to venous 
incompetence 
 
 
 
 
 
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
Ablation success rate. Long term results and recurrence rates – both of symptoms 
and duplex detected incompetence. 
 
Risk of complications 
 
 
 
 
 
 
 
4.4 What training and facilities are required to undertake this procedure 

safely? 
 
Assuming that the operator has competence in endovenous ablation and venous 
cannulation under ultrasound, minimal training is required as the basic technique is 
similar. The operator needs instruction in how to flush, load  and arm the machine. 
He/she will also need instruction on the safe placement of the catheter tip as this is 
futher from the junction than the endovenous ablation techniques, the speed of 
withdrawal of the catheter and the infusion rate. The kit comes with a chart to guide 
the operator on infusion rates and volume of infusion relating to the size of the target 
vein 
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4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
      
 

Trials. 2014; 15: 421.  

Published online 2014 Oct 29. doi:  10.1186/1745-6215-15-421 

PMCID: PMC4228073 

Mechanochemical endovenous ablation versus radiofrequency ablation in the 
treatment of primary small saphenous vein insufficiency (MESSI trial): study 
protocol for a randomized controlled trial 

Doeke Boersma,  Ramon RJP van Eekeren, Hans JC Kelder, Debora AB Werson, 

Suzanne Holewijn, Michiel A Schreve, Michel MPJ Reijnen, and Jean Paul PM de 

Vries 

 
Trials. 2014; 15: 121.  

Published online 2014 Apr 11. doi:  10.1186/1745-6215-15-121 

PMCID: PMC3996515 

Mechanochemical endovenous Ablation versus RADiOfrequeNcy Ablation in 
the treatment of primary great saphenous vein incompetence (MARADONA): 
study protocol for a randomized controlled trial 

Ramon RJP van Eekeren,
1
 Doeke Boersma,

2
 Suzanne Holewijn,

1
 Anco Vahl,

3,4
 Jean 

Paul PM de Vries,
2
 Clark J Zeebregts,

5
 and Michel MPJ Reijnen

1
 

 
 
 
 
 
4.6 Are you aware of any abstracts that have been recently presented/ 

published on this procedure that may not be listed in a standard literature 
search, e.g. PUBMED? (This can include your own work). If yes, please 
list. 

 
  'The Venefit Versus Clarivein for Varicose Veins (VVCVV) Randomised Controlled 
Trial – Full Results and Final Outcomes' has been successfully submitted online and 
is presently being given full consideration for publication in BJS. 
 
Our manuscript # is BJS-1569-Oct-15 
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4.7 Is there controversy, or important uncertainty, about any aspect of the 

way in which this procedure is currently being done or disseminated? 
 
No 
 
 

 
 
 
5 Audit Criteria 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes – both short and long-term; and quality of life measures): 

 
Patient reported quality of life , both disease specific (Aberdeen Varicose Vein 

Questionnaire - AVVQ) and generic (Euroqol 5 Domain 3 Level - EQ-5D-3L and 

EuroQol VAS); clinical scores (Venous Clinical Severity Score -  VCSS, Venous 

Disability Score - VDS and Clinical Etiology Anatomy Pathology score - CEAP) and 

time taken to return to normal activities and work. 

Technical success using duplex scanning to assess closure of target vein 

 
 
 
 
 
 
 
5.2 Adverse outcomes (including potential early and late complications): 
 
Failure to achieve primary closure and recurrence rates 
 
Deep vein thrombosis and pulmonary emboli, migraine, visual disturbance, stroke, 
skin staining, thrombophlebitis, superficial nerve injury 

 
 
 
 
 
 
 

  

6 Trajectory of the procedure 
 
6.1 In your opinion, what is the likely speed of diffusion of this procedure? 
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It is likely that surgeons who undertake endovenous ablation under local anaesthetic 
will be interested in taking up this technique due to its low pain profile. Surgeons who 
continue to treat varicose under general anaesthetic either with endovenous ablation 
or open surgery are likely to be more resistant to a newer technique 
 
 
 
 
 
 
6.2 This procedure, if safe and efficacious, is likely to be carried out in 
(choose one): 
 

x Most or all district general hospitals. 

 

 A minority of hospitals, but at least 10 in the UK. 

 

 Fewer than 10 specialist centres in the UK. 

 

 Cannot predict at present. 

 
Comments: 
 
      
 
 
 
 
 
 
 
 
6.3 The potential impact of this procedure on the NHS, in terms of numbers 
of patients eligible for treatment and use of resources, is:  
 

 Major. 

 

x Moderate. 

 

 Minor. 

 
Comments: 
 
As the procedure does not require tumescent anaesthesia, it is quicker to perform 
than endothermal therapies. The advantage would be to allow more patients to be 
treated on one list. 
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7 Other information 
7.1 Is there any other information about this procedure that might assist 
NICE in assessing the possible need to investigate its use? 

 
No 
 
 
 
 
 
 
 
 

8 Data protection and conflicts of interest  
 
8.1 Data protection statement 

 
The Institute is committed to transparency.  As part of this commitment your 
name and specialist society will be placed in the public domain, in future 
publications and on our website (www.nice.org.uk) and therefore viewable 
worldwide.  This information may be passed to third parties connected with 
the work on interventional procedures.   
 
A copy of the completed Specialist Adviser advice will be sent to the 
Specialist Society who nominated the Specialist Adviser. 
 
Specialist Advisers should be aware that full implementation of the Freedom 
of Information Act 2000 may oblige us to release Specialist Advice from 2005.  
The Freedom of Information Act 2000 favours the disclosure of information 
however requests will be considered on a case by case basis.  If information 
is made available, personal information will be removed in accordance with 
the Data Protection Act 1998.  In light of this please ensure that you have not 
named or identified individuals in your comments.   
 

 

8.2 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

Please state any potential conflicts of interest, or any involvements in disputes 
or complaints, relevant to this procedure. Please use the “Conflicts of Interest 
for Specialist Advisers” policy (attached) as a guide when declaring any 
conflicts of interest.  Specialist Advisers should seek advice if required from 
the Associate Director – Interventional Procedures. 

Do you or a member of your family1 have a personal pecuniary interest?  
The main examples are as follows: 

                                                 
1
 ‘Family members’ refers to a spouse or partner living in the same residence as the member 

or employee, children for whom the member or employee is legally responsible, and adults for 
whom the member or employee is legally responsible (for example, an adult whose full power 
of attorney is held by the individual). 

http://www.nice.org.uk/
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Consultancies or directorships attracting regular or occasional 
payments in cash or kind  

 YES 

x NO 

Fee-paid work – any work commissioned by the healthcare 
industry – this includes income earned in the course of private 
practice 

 YES 

x NO 

Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry  

 YES 

x NO 

Expenses and hospitality – any expenses provided by a 
healthcare industry company beyond those reasonably required for 
accommodation, meals and travel to attend meetings and 
conferences  

 YES 

x NO 

Investments – any funds which include investments in the 
healthcare industry  

 YES 

x NO 

Do you have a personal non-pecuniary interest – eg have you 
made a public statement about the topic or do you hold an office in 
a professional organisation or advocacy group with a direct interest 
in the topic? 

 YES 

x NO 

Do you have a non-personal interest? The main examples are as follows: 

Fellowships endowed by the healthcare industry  YES 

x NO 

Support by the healthcare industry or NICE that benefits his/her 
position or department, eg grants, sponsorship of posts 

x YES 

 NO 

If you have answered YES to any of the above statements please 
describe the nature of the conflict(s) below. 
 
Comments: 
 
'The Venefit Versus Clarivein for Varicose Veins (VVCVV) Randomised Controlled 
Trial – Full Results and Final Outcomes' has been successfully submitted online and 
is presently being given full consideration for publication in BJS.  This study was 
supported by a research grant from the Clarivein device manufacturer, Vascular 
Insights. Vascular Insights provided funding for Clarivein devices, patient follow-up 
and duplex ultrasonography.   
 
 
 
 

Thank you very much for your help. 
 
Professor Bruce Campbell, Chairman, 
Interventional Procedures Advisory 
Committee 

Professor Carole Longson, Director, 
Centre for Health Technology 
Evaluation. 
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February 2010  
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Conflicts of Interest for Specialist Advisers 
 

1 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  

1.1 Any conflicts of interest set out below should be declared on the 
questionnaire the Specialist Adviser completes for the procedure. 

1.2 Specialist Advisers should seek advice if required from the Associate 
Director – Interventional Procedures. 

2 Personal pecuniary interests 

2.1 A personal pecuniary interest involves a current personal payment to a 
Specialist Adviser, which may either relate to the manufacturer or 
owner of a product or service being evaluated, in which case it is 
regarded as ‘specific’ or to the industry or sector from which the 
product or service comes, in which case it is regarded as ‘non-
specific’. The main examples are as follows. 

2.1.1 Consultancies – any consultancy, directorship, position in or work for 
the healthcare industry that attracts regular or occasional payments in 
cash or kind (this includes both those which have been undertaken in 
the 12 months preceding the point at which the declaration is made 
and which are planned but have not taken place). 

2.1.2 Fee-paid work – any work commissioned by the healthcare industry 
for which the member is paid in cash or in kind (this includes both 
those which have been undertaken in the 12 months preceding the 
point at which the declaration is made and which are planned but have 
not taken place). 

2.1.3 Shareholdings – any shareholding, or other beneficial interest, in 
shares of the healthcare industry that are either held by the individual 
or for which the individual has legal responsibility (for example, 
children, or relatives whose full Power of Attorney is held by the 
individual). This does not include shareholdings through unit trusts, 
pensions funds, or other similar arrangements where the member has 
no influence on financial management. 

2.1.4 Expenses and hospitality – any expenses provided by a healthcare 
industry company beyond that reasonably required for accommodation, 
meals and travel to attend meetings and conferences (this includes 
both those which have been undertaken in the 12 months preceding 
the point at which the declaration is made and which are planned but 
have not taken place. 

2.1.5 Investments – any funds which include investments in the healthcare 
industry that are held in a portfolio over which individuals have the 
ability to instruct the fund manager as to the composition of the fund. 

2.2 No personal interest exists in the case of: 

2.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
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the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)   

2.2.2 accrued pension rights from earlier employment in the healthcare 
industry.  

3 Personal family interest  

3.1 This relates to the personal interests of a family member and involves a 
current payment to the family member of the Specialist Adviser. The 
interest may relate to the manufacturer or owner of a product or service 
being evaluated, in which case it is regarded as ‘specific’, or to the 
industry or sector from which the product or service comes, in which 
case it is regarded as ‘non-specific’. The main examples include the 
following. 

3.1.1 Any consultancy, directorship, position in or work for a healthcare 
industry that attracts regular or occasional payments in cash or in kind. 

3.1.2 Any fee-paid work commissioned by a healthcare industry for which the 
member is paid in cash or in kind. 

3.1.3 Any shareholdings, or other beneficial interests, in a healthcare 
industry which are either held by the family member or for which an 
individual covered by this Code has legal responsibility (for example, 
children, or adults whose full Power of Attorney is held by the 
individual). 

3.1.4 Expenses and hospitality provided by a healthcare industry company 
(except where they are provided to a general class of people such as 
attendees at an open conference) 

3.1.5 Funds which include investments in the healthcare industry that are 
held in a portfolio over which individuals have the ability to instruct the 
fund manager as to the composition of the fund. 

3.2 No personal family interest exists in the case of: 

3.2.1 assets over which individuals have no financial control (for example, 
wide portfolio unit trusts and occupational pension funds) and where 
the fund manager has full discretion as to its composition (for example, 
the Universities Superannuation Scheme)  

3.2.2 accrued pension rights from earlier employment in the healthcare 
industry. 

4 Personal non-pecuniary interests  

These might include, but are not limited to: 

4.1 a clear opinion, reached as the conclusion of a research project, about 
the clinical and/or cost effectiveness of an intervention under review 

4.2 a public statement in which an individual covered by this Code has 
expressed a clear opinion about the matter under consideration, which 
could reasonably be interpreted as prejudicial to an objective 
interpretation of the evidence 
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4.3 holding office in a professional organisation or advocacy group with a 
direct interest in the matter under consideration  

4.4 other reputational risks in relation to an intervention under review. 

5 Non-personal interests 

5.1 A non-personal interest involves payment that benefits a department or 
organisation for which a Specialist Advisor is responsible, but that is 
not received by the Specialist Advisor personally. This may either 
relate to the product or service being evaluated, in which case it is 
regarded as ‘specific,’ or to the manufacturer or owner of the product 
or service, but is unrelated to the matter under consideration, in which 
case it is regarded as ‘non-specific’. The main examples are as 
follows. 

5.1.1 Fellowships – the holding of a fellowship endowed by the healthcare 
industry. 

5.1.2 Support by the healthcare industry or NICE – any payment, or other 
support by the healthcare industry or by NICE that does not convey 
any pecuniary or material benefit to a member personally but that does 
benefit his/her position or department. For example: 

 a grant from a company for the running of a unit or department for 
which a Specialist Advisor is responsible 

 a grant, fellowship or other payment to sponsor a post or member of 
staff in the unit for which a Specialist Adviser is responsible. This does 
not include financial assistance for students 

 the commissioning of research or other work by, or advice from, staff 
who work in a unit for which the specialist advisor is responsible 

 one or more contracts with, or grants from, NICE. 

5.2 Specialist Advisers are under no obligation to seek out knowledge of 
work done for, or on behalf of, the healthcare industry within 
departments for which they are responsible if they would not normally 
expect to be informed. 
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