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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE 
 

Interventional Procedures Programme 
 

Specialist Adviser questionnaire 
 

Before completing this questionnaire, please read Conflicts of Interest for Specialist 

Advisers. Certain conflicts exclude you from offering advice, however, please return 

the questionnaire to us incomplete for our records. 

 

Please respond in the boxes provided.  

 
Please complete and return to:  Deonee.Stanislaus@nice.org.uk 
 

 

 
 
Procedure Name:  Low-level laser therapy for oral mucositis 
 
Name of Specialist Advisor:  Michael Nugent 
 
Specialist Society:  British Association of Head & Neck Oncologists 

(BAHNO)    
 
 

 
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? 
 

http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
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 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 2 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 that does this procedure, please indicate your 

experience with it:    
 

 I have never done this procedure. 
 

 I have done this procedure at least once. 
 
x I do 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 done bibliographic research on this procedure. 
 

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

 
x I have done clinical research on this procedure involving patients or healthy 

volunteers. 
 

 I have had no involvement in research on this procedure. 
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 Other (please comment) 
 
Comments: 
 
      
 
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 the 
procedure’s safety and efficacy.  

 
 Definitely novel and of uncertain safety and efficacy. 

 
 The first in a new class of procedure. 

 
Comments: 
 
     This procedure is established practice in many other countries but not yet in 
the UK. 
 
 
3.2 What would be the comparator (standard practice) to this procedure? 
 
     The standard practice in the UK is to manage oral mucositis with analgaesics 
and mouthwashes. 
 
 
3.3 Please estimate the proportion of doctors in your specialty who are doing 

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 is the potential harm of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Adverse events reported in the literature (if possible please cite literature) 
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     None that I am aware of. 

 

2. Anecdotal adverse events (known from experience) 

     None that I am aware of. 

 

3. Theoretical adverse events  

     Eye injury. Increased risk of disease persistence and recurrence. 

 

4.2 What are the key efficacy outcomes for this procedure? 
 
     Reduced oral mucositis. Reduced mouth soreness. Improved oral intake, with 
concomitant reduction in feeding tube dependency. Reduction in analgaesic usage. 
Fewer mucositis related admissions.  
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
     No concerns about efficacy, some uncertainty around effectiveness and cost 
effectiveness in UK NHS practice. There is some evidence for both effectiveness and 
cost effectiveness out with the UK. 
 
 
4.4 What training and facilities are needed to do this procedure safely? 
 
     Laser safety training. Device use training. Low level laser machine, safety eye 
wear, laser warning signs, consumables (protective sheaths and cleaning wipes). 
 
 
4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
     The Liteform Trial. LaserMucite, Effectiveness of Low Energy Laser Treatment 
in Oral Mucositis Induced by Chemotherapy and Radiotherapy in Head and Neck 
Cancer 
 
 
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, for example PUBMED? (This can include your own work). If yes, 
please list.  
Please note that NICE will do a literature search: we are only asking you 
for any very recent or potentially obscure abstracts and papers. Please 
do not feel the need to supply a comprehensive reference list (but you 
may list any that you think are particularly important if you wish). 

 
      
 
4.7 Is there controversy, or important uncertainty, about any aspect of the 

way in which this procedure is currently being done or disseminated? 
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     The frequency of delivery of the laser treatment (how many times per week). 
Whether the treatment can be delivered trans-cutaneously to the buccal and 
pharyngeal mucosa. 
 
 
5 Audit Criteria  - 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
Diagnosis (tumour type/anatomical site/stage) 
Treatment ((chemo)radiotherapy dose, laterality) 
Age 
Grade of mucositis (WHO) 
Laser parameters (Fluence/irradiance) 
No. of laser treatments per week 
No. of sites within the mouth treated. 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes, both short and long - term; and quality-of-life measures). Please 
suggest the most appropriate method of measurement for each: 
 
Clinical Short term - WHO mucositis score, pain score, analgaesic usage, duration of 
tube feeding, admission to hospital, Timed water swallow, MDADI. 
QuOL Short term- OMWQ-HN, EORTC QLQ C30/HNC 35/EQ-5D 5L. 
Clinical Long term – this is debatable as mucositis is a short term phenomenon 
usually. Possibly timed water swallow and MDADI.  
QuOL Long term - EORTC QLQ C30/HNC 35. 
 
5.2 Adverse outcomes (including potential early and late complications). 
Please state timescales for measurement e.g. bleeding complications up to 1 
month post-procedure: 
 
Eye injuries (these would be within 24 hours), tumour persistence/recurrence would 
require longer term follow up – 6 months-5 years. 
 
6 Trajectory of the procedure 
 
6.1 In your opinion, how quickly do you think use of this procedure will 
spread? 
 
5-10 years. 
 
 
6.2 This procedure, if safe and efficacious, is likely to be carried out in 
(choose one): 
 

 Most or all district general hospitals. 
 
x A minority of hospitals, but at least 10 in the UK. 
 

 Fewer than 10 specialist centres in the UK. 
 

 Cannot predict at present. 
 
Comments: 
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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:  
 

 Major. 
 
x Moderate. 
 

 Minor. 
 
Comments: 
      
 
 
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? 
 
     I have made the above comments in relation to oral mucositis caused by head 
and neck cancer irradiation. There is a stronger body of evidence to support the use 
of low level laser/photobiostimulation for patients with the same condition (oral 
mucositis) caused by chemotherapy in cancer sites other than head and neck. 
 
 
8 Data protection and conflicts of interest  
 

8. Data protection, freedom of information and conflicts of interest 

8.1 Data Protection 

The information you submit on this form will be retained and used by the NICE and 

its advisers for the purpose of developing its guidance and may be passed to other 

approved third parties. Your name and specialist society will be published in NICE 

publications and on the NICE website. The specialist advice questionnaire will be 

published in accordance with our guidance development processes and a copy will 

be sent to the nominating Specialist Society. Please avoid identifying any individual 

in your comments. 

I have read and understood this statement and accept that personal information 

sent to us will be retained and used for the purposes and in the manner specified 

above and in accordance with the Data Protection Act 1998. 

 

 

8.2 Declarations of interest by Specialist Advisers advising the NICE 
Interventional Procedures Advisory Committee  
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Nothing in your submission shall restrict any disclosure of information by NICE that is 
required by law (including in particular, but without limitation, the Freedom of 
Information Act 2000). 

Please submit a conflicts of interest declaration form  listing any potential conflicts of 
interest including any involvement you may have in disputes or complaints relating to 
this procedure. 

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when 
declaring any conflicts of interest.  Specialist Advisers should seek advice if needed 
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: 

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 that include investments in the healthcare 
industry  

 YES 

x NO 

Do you have a personal non-pecuniary interest – for example 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 

 YES 

x 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. 
 

                                                 
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). 
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Dr Tom Clutton-Brock, Interventional 
Procedures Advisory Committee Chair 

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

Jan 2016  
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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 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.  
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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 

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. 
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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 
 

Specialist Adviser questionnaire 
 

Before completing this questionnaire, please read Conflicts of Interest for Specialist 

Advisers. Certain conflicts exclude you from offering advice, however, please return 

the questionnaire to us incomplete for our records. 

 

Please respond in the boxes provided.  

 
Please complete and return to:  Deonee.Stanislaus@nice.org.uk 
 

 

 
 
Procedure Name:  Low-level laser therapy for oral mucositis 
 
Name of Specialist Advisor:  Russell Moule 
 
Specialist Society:  The Royal College of Radiologists    
 
 

 
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: 
 
It should also state: Low-level laser therapy for cancer treatment related oral 
mucositis 
 
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? 
 

http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
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 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 2 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 that does this procedure, please indicate your 

experience with it:    
 

 I have never done this procedure. 
 

 I have done this procedure at least once. 
 

 I do 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): 
 

 I have done bibliographic research on this procedure. 
 

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

 
 I have done clinical research on this procedure involving patients or healthy 

volunteers. 
 

 I have had no involvement in research on this procedure. 
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 Other (please comment) 
 
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 the 
procedure’s safety and efficacy.  

 
 Definitely novel and of uncertain safety and efficacy. 

 
 The first in a new class of procedure. 

 
Comments: 
 
      
 
 
3.2 What would be the comparator (standard practice) to this procedure? 
 
There is no standard of care as current low level oral mucositis is treated with 
medications such as mouthwashes and pain killers 
 
 
3.3 Please estimate the proportion of doctors in your specialty who are doing 

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 is the potential harm of the procedure? 
 
Please list adverse events and major risks (even if uncommon) and, if possible, 
estimate their incidence, as follows: 
 
1. Adverse events reported in the literature (if possible please cite literature) 
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The literature reports no adverse events beyond those already experienced by patients 

with oral mucositis. The procedure was also well tolerated. 
 

Med Clin (Barc). 2014 Aug 19;143(4):170-5. doi: 10.1016/j.medcli.2013.09.017. 

Epub 2013 Nov 9. 

[Use of laser for the prevention and treatment of oral 
mucositis induced by radiotherapy and chemotherapy for 
head and neck cancer]. 
[Article in Spanish] 

Muñoz-Corcuera M1, González-Nieto A2, López-Pintor Muñoz RM2. 
 

Support Care Cancer. 2007 Oct;15(10):1145-54. Epub 2007 Mar 29. 

A phase III randomized double-blind placebo-controlled 
clinical trial to determine the efficacy of low level laser 
therapy for the prevention of oral mucositis in patients 
undergoing hematopoietic cell transplantation. 
Schubert MM1, Eduardo FP, Guthrie KA, Franquin JC, Bensadoun RJ, Migliorati CA, 

Lloid CM, Eduardo CP, Walter NF, Marques MM, Hamdi M. 

 

Oral Dis. 2007 Nov;13(6):538-43. 

Low-energy laser therapy for prevention of oral mucositis in 
hematopoietic stem cell transplantation. 

Jaguar GC1, Prado JD, Nishimoto IN, Pinheiro MC, de Castro DO Jr, da Cruz Perez 

DE, Alves FA. 

 

Support Care Cancer. 2013 Jan;21(1):333-41. doi: 10.1007/s00520-012-1605-6. Epub 

2012 Sep 22. 

Systematic review of laser and other light therapy for the 
management of oral mucositis in cancer patients. 

Migliorati C1, Hewson I, Lalla RV, Antunes HS, Estilo CL, Hodgson B, Lopes NN, 

Schubert MM, Bowen J, Elad S; Mucositis Study Group of the Multinational 

Association of Supportive Care in Cancer/International Society of Oral Oncology 

(MASCC/ISOO). 

 

Support Care Cancer. 2011 Aug;19(8):1069-77. doi: 10.1007/s00520-011-1202-0. 

Epub 2011 Jun 10. 

A systematic review with meta-analysis of the effect of low-
level laser therapy (LLLT) in cancer therapy-induced oral 
mucositis. 

Bjordal JM1, Bensadoun RJ, Tunèr J, Frigo L, Gjerde K, Lopes-Martins RA. 

 

Oral Surg Oral Med Oral Pathol Oral Radiol Endod. 2008 Feb;105(2):180-6, 186.e1. 

doi: 10.1016/j.tripleo.2007.07.043. 

Efficacy of He-Ne Laser in the prevention and treatment of 
radiotherapy-induced oral mucositis in oral cancer 
patients 

 

https://www.ncbi.nlm.nih.gov/pubmed/24216016
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mu%C3%B1oz-Corcuera%20M%5BAuthor%5D&cauthor=true&cauthor_uid=24216016
https://www.ncbi.nlm.nih.gov/pubmed/?term=Gonz%C3%A1lez-Nieto%20A%5BAuthor%5D&cauthor=true&cauthor_uid=24216016
https://www.ncbi.nlm.nih.gov/pubmed/?term=L%C3%B3pez-Pintor%20Mu%C3%B1oz%20RM%5BAuthor%5D&cauthor=true&cauthor_uid=24216016
https://www.ncbi.nlm.nih.gov/pubmed/17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Schubert%20MM%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Eduardo%20FP%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Guthrie%20KA%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Franquin%20JC%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Bensadoun%20RJ%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Migliorati%20CA%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Lloid%20CM%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Eduardo%20CP%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Walter%20NF%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Marques%20MM%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/?term=Hamdi%20M%5BAuthor%5D&cauthor=true&cauthor_uid=17393191
https://www.ncbi.nlm.nih.gov/pubmed/17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=Jaguar%20GC%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=Prado%20JD%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=Nishimoto%20IN%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=Pinheiro%20MC%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=de%20Castro%20DO%20Jr%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=da%20Cruz%20Perez%20DE%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=da%20Cruz%20Perez%20DE%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/?term=Alves%20FA%5BAuthor%5D&cauthor=true&cauthor_uid=17944669
https://www.ncbi.nlm.nih.gov/pubmed/23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Migliorati%20C%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Hewson%20I%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Lalla%20RV%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Antunes%20HS%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Estilo%20CL%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Hodgson%20B%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Lopes%20NN%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Schubert%20MM%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Bowen%20J%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Elad%20S%5BAuthor%5D&cauthor=true&cauthor_uid=23001179
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mucositis%20Study%20Group%20of%20the%20Multinational%20Association%20of%20Supportive%20Care%20in%20Cancer%2FInternational%20Society%20of%20Oral%20Oncology%20%28MASCC%2FISOO%29%5BCorporate%20Author%5D
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mucositis%20Study%20Group%20of%20the%20Multinational%20Association%20of%20Supportive%20Care%20in%20Cancer%2FInternational%20Society%20of%20Oral%20Oncology%20%28MASCC%2FISOO%29%5BCorporate%20Author%5D
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mucositis%20Study%20Group%20of%20the%20Multinational%20Association%20of%20Supportive%20Care%20in%20Cancer%2FInternational%20Society%20of%20Oral%20Oncology%20%28MASCC%2FISOO%29%5BCorporate%20Author%5D
https://www.ncbi.nlm.nih.gov/pubmed/21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Bjordal%20JM%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Bensadoun%20RJ%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Tun%C3%A8r%20J%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Frigo%20L%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Gjerde%20K%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/?term=Lopes-Martins%20RA%5BAuthor%5D&cauthor=true&cauthor_uid=21660670
https://www.ncbi.nlm.nih.gov/pubmed/18230388
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Curr Opin Oncol. 2005 May;17(3):236-40. 

Low-level laser for prevention and therapy of oral mucositis 
induced by chemotherapy or radiotherapy. 

Genot MT1, Klastersky J. 

 

Support Care Cancer. 2008 Dec;16(12):1381-7. doi: 10.1007/s00520-008-0439-8. 

Epub 2008 May 6. 

The use of low-energy laser (LEL) for the prevention of 
chemotherapy- and/or radiotherapy-induced oral 
mucositis in cancer patients: results from two 
prospective studies. 

Genot-Klastersky MT1, Klastersky J, Awada F, Awada A, Crombez P, Martinez MD, 

Jaivenois MF, Delmelle M, Vogt G, Meuleman N, Paesmans M. 

 

Lasers Surg Med. 2009 Apr;41(4):264-70. doi: 10.1002/lsm.20758. 

Laser phototherapy as topical prophylaxis against head and 
neck cancer radiotherapy-induced oral mucositis: 
comparison between low and high/low power lasers. 

Simões A1, Eduardo FP, Luiz AC, Campos L, Sá PH, Cristófaro M, Marques MM, 

Eduardo CP. 

 

Indian J Med Res. 2006 Oct;124(4):399-402. 

Effect of low level helium-neon (He-Ne) laser therapy in the 
prevention & treatment of radiation induced mucositis in 
head & neck cancer patients. 

Arun Maiya G1, Sagar MS, Fernandes D. 
 

 

2. Anecdotal adverse events (known from experience) 

None 

 

3. Theoretical adverse events  

None 

 

4.2 What are the key efficacy outcomes for this procedure? 
 
Reduced severity of oral mucositis 
Reduced need for opiate analgesia to control symptoms of cancer treatment related 
oral mucositis 
Weight loss associated with oral mucositis minimised 
 
 
4.3 Are there uncertainties or concerns about the efficacy of this procedure? 

If so, what are they? 
 
No 

https://www.ncbi.nlm.nih.gov/pubmed/15818167
https://www.ncbi.nlm.nih.gov/pubmed/?term=Genot%20MT%5BAuthor%5D&cauthor=true&cauthor_uid=15818167
https://www.ncbi.nlm.nih.gov/pubmed/?term=Klastersky%20J%5BAuthor%5D&cauthor=true&cauthor_uid=15818167
https://www.ncbi.nlm.nih.gov/pubmed/18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Genot-Klastersky%20MT%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Klastersky%20J%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Awada%20F%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Awada%20A%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Crombez%20P%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Martinez%20MD%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Jaivenois%20MF%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Delmelle%20M%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Vogt%20G%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Meuleman%20N%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/?term=Paesmans%20M%5BAuthor%5D&cauthor=true&cauthor_uid=18458964
https://www.ncbi.nlm.nih.gov/pubmed/19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Sim%C3%B5es%20A%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Eduardo%20FP%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Luiz%20AC%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Campos%20L%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=S%C3%A1%20PH%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Crist%C3%B3faro%20M%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Marques%20MM%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/?term=Eduardo%20CP%5BAuthor%5D&cauthor=true&cauthor_uid=19347940
https://www.ncbi.nlm.nih.gov/pubmed/17159259
https://www.ncbi.nlm.nih.gov/pubmed/?term=Arun%20Maiya%20G%5BAuthor%5D&cauthor=true&cauthor_uid=17159259
https://www.ncbi.nlm.nih.gov/pubmed/?term=Sagar%20MS%5BAuthor%5D&cauthor=true&cauthor_uid=17159259
https://www.ncbi.nlm.nih.gov/pubmed/?term=Fernandes%20D%5BAuthor%5D&cauthor=true&cauthor_uid=17159259
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4.4 What training and facilities are needed to do this procedure safely? 
 
Clinicians undertaking the procedure will need appropriate training however the 
literature does not document specific requirements above and beyond those used for 
current laser therapy 
 
 
4.5 Are there any major trials or registries of this procedure currently in 

progress? If so, please list. 
 
No 
 
 
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, for example PUBMED? (This can include your own work). If yes, 
please list.  
Please note that NICE will do a literature search: we are only asking you 
for any very recent or potentially obscure abstracts and papers. Please 
do not feel the need to supply a comprehensive reference list (but you 
may list any that you think are particularly important if you wish). 

 
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? 
 
No 
 
 
5 Audit Criteria 
Please suggest a minimum dataset of criteria by which this procedure could be 
audited.  
 
Wavelength of laser 
Number of laser sessions 
Duration of laser session (should be standardised) 
When was laser use started e.g.prohylactically at the start of cancer treatment 
or at the onset of oral mucositis 
Grade of Mucositis (weekly measurement during and after treatment) 
Pain score assessment 
Analgesic use e.g. topical, opiate or non-opiate 
Percentage weight loss during treatment compared to pre-treatment or day 1 
treatment weight 
Delays in treatment due to mucositis 
 
 
 
5.1 Outcome measures of benefit (including commonly used clinical 
outcomes, both short and long - term; and quality-of-life measures). Please 
suggest the most appropriate method of measurement for each: 
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Grade of mucositis (RTOG/CTCAE) during treatment and up to 3 months post 
treatment 
Pain score before, during and after treatment 
Functional impairment within oral cavity compared to pre treatment level 
Quality of life assessment before, during and after treatment 
 
 
5.2 Adverse outcomes (including potential early and late complications). 
Please state timescales for measurement e.g. bleeding complications up to 1 
month post-procedure: 
 
Risk of oral infection up to 6 weeks post procedure 
Increased pain during procedure 
Bleeding immediately post procedure and up to 6 weeks after 
 
Late complications – reduced oral function e.g. tongue movement 
 
6 Trajectory of the procedure 
 
6.1 In your opinion, how quickly do you think use of this procedure will 
spread? 
 
In line with other NICE guidance there will need to be a implementation date for 
centres to work towards for example. To train staff and ensure the appropriate laser 
room etc is likely to take a minimum of 12 months. 
 
 
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: 
 
The procedure is likely to be carried out at centres treating cancer patients at risk of 
oral mucositis for example head and neck cancer treated by radiotherapy, 
 
 
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: 
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The numbers of patients undergoing head and neck cancer chemotherapy or bone 
marrow transplants for haemopoietic cancers are generally small 
 
 
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. Data protection, freedom of information and conflicts of interest 

8.1 Data Protection 

The information you submit on this form will be retained and used by the NICE and 

its advisers for the purpose of developing its guidance and may be passed to other 

approved third parties. Your name and specialist society will be published in NICE 

publications and on the NICE website. The specialist advice questionnaire will be 

published in accordance with our guidance development processes and a copy will 

be sent to the nominating Specialist Society. Please avoid identifying any individual 

in your comments. 

I have read and understood this statement and accept that personal information 

sent to us will be retained and used for the purposes and in the manner specified 

above and in accordance with the Data Protection Act 1998. 

 

 

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

Nothing in your submission shall restrict any disclosure of information by NICE that is 
required by law (including in particular, but without limitation, the Freedom of 
Information Act 2000). 

Please submit a conflicts of interest declaration form  listing any potential conflicts of 
interest including any involvement you may have in disputes or complaints relating to 
this procedure. 

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when 
declaring any conflicts of interest.  Specialist Advisers should seek advice if needed 
from the Associate Director – Interventional Procedures. 
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Do you or a member of your family1 have a personal pecuniary interest?  The main 
examples are as follows: 

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 that include investments in the healthcare 
industry  

 YES 

 NO 

Do you have a personal non-pecuniary interest – for example 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: 
      
Thank you very much for your help. 
 
Dr Tom Clutton-Brock, Interventional 
Procedures Advisory Committee Chair 

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

Jan 2016  

                                                 
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). 
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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 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.  
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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 

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. 
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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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