NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Electrical stimulation of the lower

oesophageal sphincter (LES) for the
treatment of gastro-oesophageal reflux
disease (GORD) (1244/1)

Name of Specialist Advisor: Professor Ashraf Rasheed

Specialist Society: AUGIS

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

1.1

2.1

sally.compton@nice.org.uk

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

Yes.

Does the title used above describe the procedure adequately?

Yes.

Your involvement in the procedure

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: The procedure will be carried out by laparoscopic Upper Gl
surgeons.

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
refer patients for the procedure please answer question 2.2.2.
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2.2.2

2.3

3.1

3.2

3.3

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

I have never performed this procedure.

Comments: | carry out other standard laparoscopic anti-reflux procedures
reqgularly.

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

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

| have never taken part in the selection or referral of a patient for this
procedure.

Please indicate your research experience relating to this procedure
(please choose one or more if relevant):

| have had no involvement in research on this procedure.

Status of the procedure

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

Definitely novel and of uncertain safety and efficacy.

Comments: The concept (electrical stimulation) is not new and has been
utilised in other parts of Gl tract including the stomach in cases of
gastroparesis, however the application of such concept to augment the lower
oesophageal sphincter is new.

What would be the comparator (standard practice) to this procedure?

The comparator to this laparoscopic procedure is standard laparoscopic anti-
reflux surgery procedures which employ mechanical augmentation by
fundoplication including Nissen’s (complete 360 degrees fundoplication) and
Toupet (incomplete 270 degrees fundoplication).

Please estimate the proportion of doctors in your specialty who are
performing this procedure (choose one):

| cannot give an estimate.

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

General (may be encountered during any laparoscopic anti-reflux
procedures)

All laparoscopic surgery related adverse events including port insertion
vascular/visceral/ bleeding events

Pneumoperitoneum-related cardio-pulmonary complications.
Oesophageal Injury (perforation)

Dysphagia when hiatal closure is required.

Procedure-Related

Device Malfunction/Failure.
Device Infection.

Lead Migration.

Implantation site awareness/pain.

Lead erosion.

2. Anecdotal adverse events (known from experience)

I do not have any experience with the procedure.

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

Implantation site awareness/pain.
Localised infection.
Transient dysphagia when hiatal closure is performed.

Dyspepsia

4.2 What are the key efficacy outcomes for this procedure?

Elimination (remission) of pre-operative GORD-related symptoms assessed
by GORD-HRQL questionnaire.

Subjective and Objective Maintenance of remission.
Healing of any pre-operatively noted oesophagitis (assessed according to LA
grading).



4.3 Arethere uncertainties or concerns about the efficacy of this procedure?
If so, what are they?
e The procedure seems effective in the short term in a small number of a select
group of patients with GORD but there is lack of validated comparative data
to confirm its long term efficacy.

e This is a promising procedure but further studies with larger number and
longer follow up (5 years) is required to determine the long term efficacy and
safety and to identify the group of patients who would benefit most from such
procedure.

4.4 What training and facilities are required to undertake this procedure
safely?

e This procedure seems technically less complex than its comparator i.e.
Nissen’s or Toupet’s; and hence any surgeon competent at performing the
other laparoscopic anti-reflux surgery should be capable of carrying out this
procedure at his usual place of work without much in terms of modification to
the facilities.

e The procedure, Electrical Stimulation Therapy (EST) involves insertion of
electrical leads and a specific training regarding safety and contraindication of
the same is an absolute necessity.

4.5 Arethere any major trials or registries of this procedure currently in
progress? If so, please list.
e Apart from the 65 patients in 11 centres in 2 long-term studies (Nicole D.
Bouvy et al) and other smaller number open labelled studies; | am not aware
of major trial or registry.

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, and I do not have any work on this procedure.

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?
¢ | do not envisage any uncertainty regarding the technical aspect of the
procedure, but | am concerned about the possibility of uncontrolled
dissemination of the procedure; the procedure should not be recommended
for commissioning but may form part of the range of procedures offered at
specialist centres performing suitable registered research projects.
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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):

5.2

| would suggest the use of the same quality dash board as the commissioning
Guide of 2013:

Immediate complications include:

Bleeding.
Perforation of oesophagus/proximal stomach.

Re-herniation of the stomach into the chest.

Delayed complications include:

Dysphagia which is very common (especially if hiatal repair was necessary) in the
first few weeks and usually settles spontaneously

7

Gas bloat — the sensation of ‘trapped wind’ after eating due to the inability to ‘burp
after surgery (to enable comparison with other procedures).

Diarrhoea —relatively rare and the exact mechanisms are unclear.

Record of GORD-HRQL & SF 12 Pre-operative and at 12 months Post-
Operative

Adverse outcomes (including potential early and late complications):
All laparoscopic surgery related adverse events including port insertion
vascular/visceral/ bleeding events

Pneumoperitoneum-related cardio-pulmonary complications.
Oesophageal Injury (perforation)

Dysphagia when hiatal closure is required.

Procedure-Related

Device Malfunction/Failure.



e Device Infection.
¢ Implantation site awareness/pain
e Lead Migration.

e |Lead erosion.

6 Trajectory of the procedure

6.1 In your opinion, what is the likely speed of diffusion of this procedure?
e The simplicity of the procedure makes uncontrolled rapid diffusion likely.

6.2 This procedure, if safe and efficacious, is likely to be carried out in:
e Most or all district general hospitals.

Comments: Hence the need for guidance and control to ensure appropriate
and safe application.

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:

e Minor.
Comments: | would estimate that no more than 20% of all patients

considered for laparoscopic anti-reflux surgery would be suitable for
laparoscopic EST of LOS.



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 impact of this procedure will increase if and when the EST becomes less
invasive or non-invasive i.e. if endoscopic EST of LOS becomes possible and
hence the need to need to investigate and control dissemination from the
outset.

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 family* have a personal pecuniary interest?
The main examples are as follows:

Consultancies or directorships attracting regular or occasional

! ‘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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payments in cash or kind : NO

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

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

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

Investments — any funds which include investments in the healthcare
industry

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?

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

Fellowships endowed by the healthcare industry

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

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, Professor Carole Longson, Director,

Interventional Procedures Advisory Centre for Health Technology
Committee Evaluation.

February 2010
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1.2

2.1.1

2.1.2

2.1.3

214

2.1.5

2.2

2.2.1

Conflicts of Interest for Specialist Advisers

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

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

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

Personal pecuniary interests

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.

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).

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).

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.

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.

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.

No personal interest exists in the case of:

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



2.2.2

3.1.1

3.1.2

3.1.3

3.14

3.1.5

3.2
3.2.1

3.2.2

4

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

accrued pension rights from earlier employment in the healthcare
industry.

Personal family interest

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.

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

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

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).

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)

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.

No personal family interest exists in the case of:

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)

accrued pension rights from earlier employment in the healthcare
industry.

Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

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

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

10



4.3

4.4

5.1

5.1.1

5.1.2

5.2

holding office in a professional organisation or advocacy group with a
direct interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

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.

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

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.

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.

11



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Electrical stimulation of the lower
oesophageal sphincter (LES) for the
treatment of gastro-oesophageal reflux
disease (GORD) (1244/1)

Name of Specialist Advisor: Dr Matthew Banks
Specialist Society: British Society of Gastroenterology

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?

|E Yes.

D No — please return the form/answer no more questions.

1.1 Does the title used above describe the procedure adequately?

Xl vYes.

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

Comments:

2 Your involvement in the procedure

2.1 Isthis 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

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.

221

X
[]
[]

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.

| perform this procedure regularly.

Comments:

222

[]
[]
X

If your specialty is involved in patient selection or referral to another
specialty for this procedure, please indicate your experience with it.

| have never taken part in the selection or referral of a patient for this
procedure.

| have taken part in patient selection or referred a patient for this procedure at
least once.

| 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.

X I have had no involvement in research on this procedure.

] 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 that
procedure’s safety and efficacy.

D 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?

3.3 Please estimate the proportion of doctors in your specialty who are
performing this procedure (choose one):

D 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.

D 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
Infection of foreign object, migration of electric leads to another body cavity or organ.



2. Anecdotal adverse events (known from experience)

Unknown

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

Not known

4.2 What are the key efficacy outcomes for this procedure?

1. Reduction in symptoms of acid reflux, 2. Improvement in global symptom score, 3.
Improved 24 hour ambulatory pH studies.

4.3 Arethere uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

There has not been a randomised control trial comparing this procedure to the gold
standard of Nissen Fundoplication

4.4 What training and facilities are required to undertake this procedure
safely?

Training is required in a centre doing reasonable volumes of this procedure

4.5 Arethere any major trials or registries of this procedure currently in
progress? If so, please list.

Yes, a multicentre trial involving Southampton University Hospital in UK



4.6 Areyou 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?

None

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):

As in 4.2, after 1 month, 2 years and 5 years.

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

General operative morbidity and mortality; migration or displacement of device



6 Trajectory of the procedure

6.1 In your opinion, what is the likely speed of diffusion of this procedure?

Moderate as additional skills required for upper Gl surgeons is small

6.2 This procedure, if safe and efficacious, is likely to be carried out in
(choose one):

D 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.

D Cannot predict at present.

Comments:

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

|E Major.

|:| 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?

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 family* have a personal pecuniary interest?
The main examples are as follows:

! ‘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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Consultancies or directorships attracting regular or occasional [ ] YES
payments in cash or kind Xl NO
Fee-paid work — any work commissioned by the healthcare [] YES
industry — this includes income earned in the course of private

practice ] NO
Shareholdings — any shareholding, or other beneficial interest,in [ ] YES
shares of the healthcare industry I NO
Expenses and hospitality — any expenses provided by a [ YES
healthcare industry company beyond those reasonably required for
accommodation, meals and travel to attend meetings and

conferences ] NO
Investments — any funds which include investments in the [] YES
healthcare industry I NO
Do you have a personal non-pecuniary interest — eg have you [] YES
made a public statement about the topic or do you hold an office in

a professional organisation or advocacy group with a direct interest <l NO

in the topic?
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 [] YES
position or department, eg grants, sponsorship of posts =
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, Professor Carole Longson, Director,
Interventional Procedures Advisory Centre for Health Technology
Committee Evaluation.

February 2010
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1.2

2.1.1

2.1.2

2.1.3

2.1.4

2.1.5

2.2

221

Conflicts of Interest for Specialist Advisers

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

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

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

Personal pecuniary interests

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.

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).

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).

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.

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.

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.

No personal interest exists in the case of:

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



2.2.2

3.1.1

3.1.2

3.1.3

3.14

3.1.5

3.2
3.2.1

3.2.2

4

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

accrued pension rights from earlier employment in the healthcare
industry.

Personal family interest

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.

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

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

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).

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)

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.

No personal family interest exists in the case of:

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)

accrued pension rights from earlier employment in the healthcare
industry.

Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

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

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

10



4.3

4.4

5.1

5.1.1

5.1.2

5.2

holding office in a professional organisation or advocacy group with a
direct interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

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.

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

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.

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: Electrical stimulation of the lower
oesophageal sphincter (LES) for the
treatment of gastro-oesophageal reflux
disease (GORD) (1244/1)

Name of Specialist Advisor: Mr Stephen Attwood
Specialist Society: British Society of Gastroenterology

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?

|E Yes.

D No — please return the form/answer no more questions.

1.1 Does the title used above describe the procedure adequately?

Xl vYes.

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

Comments:

2 Your involvement in the procedure

2.1 Isthis procedure relevant to your specialty?

|X| Yes.

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

|E 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

This procedure should be done by a surgeon who specialises in Upper Gl surgery and
who has experience of other forms of anti reflux surgery. It should be done in conjunction
with a Medical Gastroenterologist, and decisions of care should be team based.

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 Ifyou arein 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.

|:| | perform this procedure regularly.

Comments:
| have only done this procedure as part of a formal Registry study, and as a

potential run in for clinical trials

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.

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

|:| | have taken part in patient selection or referred a patient for this procedure at
least once.

D | 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.

O X 0OX

I have had no involvement in research on this procedure.



] 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 that
procedure’s safety and efficacy.

D Definitely novel and of uncertain safety and efficacy.

|X| The first in a new class of procedure.
Comments:

| believe that this procedure is not ready for a Nice recommendation for
general use, as further research must be done. Surgeons should be encouraged to
support formal clinical trials on this device
3.2 What would be the comparator (standard practice) to this procedure?
Nissen fundoplication

3.3 Please estimate the proportion of doctors in your specialty who are
performing this procedure (choose one):

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

This procedure has only been performed by a very small number of surgeons in
the UK (< 10)

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
Operative risk is possibly similar to a standard Nissen fundoplication
Infection of the pace maker pocket in the abdominal wall

2. Anecdotal adverse events (known from experience)
Risks of any surgery — such as DVT, chest infection

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

Removal of the device in one or two cases. All anti reflux operations are subject to a
small risk of requiring re-operation

4.2 What are the key efficacy outcomes for this procedure?

Control of reflux symptoms
Lack of side effects such as dysphagia, bloating, fullness, increased wind and
abdominal pain

4.3 Are there uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

Initial data is very optimistic but needs formal randomised clinical trials

4.4 What training and facilities are required to undertake this procedure
safely?

1. Completed training as an Upper Gl surgeon performing any standard anti
reflux operation
2 A gastroscopy is needed intra-operatively to ensure correct electrode
placement
3 Dedicated training by the company staff in placement of the electrodes,
connection of the pacing box and checking the electrical parameters, before
completion of the surgery.



4.5 Arethere any major trials or registries of this procedure currently in
progress? If so, please list.

Yes —there is a European Registry study underway organised by the Endostim
company

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.

All are well indexed in Pubmed, as far as | know

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 procedure is currently receommended for patients without hiatus hernia, or
with a small hernia < 3cms. There is uncertainty about its application in patients with
larger Hiatus hernia, and work is underway to assess if repair of hiatus hernia +
electrode placement is appropriate

5 Audit Criteria
Please suggest a minimum dataset of criteria by which this procedure could be
audited.

Device removal rates
Other serious complications

5.1 Outcome measures of benefit (including commonly used clinical
outcomes — both short and long-term; and quality of life measures):

Success in GORD symptom resolution
Degree of acid reflux control as measured by 24 hour pH monitoring
Patient overall satisfaction
Post operative side effects of dysphagia, bloating or abdominal pain lasting > 3
months



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

Device removal or other reason for re-operation

6 Trajectory of the procedure

6.1 In your opinion, what is the likely speed of diffusion of this procedure?

Slow until the randomised controlled trials are completed, but after that
depends on the results — if good then rapid uptake

6.2 This procedure, if safe and efficacious, is likely to be carried out in
(choose one):

D Most or all district general hospitals.

D A minority of hospitals, but at least 10 in the UK.
D Fewer than 10 specialist centres in the UK.

|X| Cannot predict at present.

Comments:

It is really too early in the research of this device to give precise prediction of
future uptake

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

|E Major.

D Moderate.
|:| Minor.
Comments:

This opinion depends on success of future clinical trials — and so the answer is
provisional



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?

A randomised clinical trial is being proposed to collect data for FDA
approval in the USA. This trial is likely to take 2 years to complete. It would
be important for UK surgeons to contribute to this research.



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 family* have a personal pecuniary interest?
The main examples are as follows:

Consultancies or directorships attracting regular or occasional X YES

payments in cash or kind [] NO
Fee-paid work — any work commissioned by the healthcare [ ] YES
industry — this includes income earned in the course of private

practice X NO
Shareholdings — any shareholding, or other beneficial interest, in [ ] YES
shares of the healthcare industry I NO
Expenses and hospitality — any expenses provided by a YES

healthcare industry company beyond those reasonably required for

! ‘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/

accommodation, meals and travel to attend meetings and

conferences ] NO
Investments — any funds which include investments in the [] YES
healthcare industry I NO
Do you have a personal non-pecuniary interest — eg have you X YES
made a public statement about the topic or do you hold an office in

a professional organisation or advocacy group with a direct interest 7 NO

in the topic?

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 [] YES
position or department, eg grants, sponsorship of posts <
NO

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

Comments:

| have given lectures sponsored by Torax (the maker of a competitive device called
LINX) and | have provided consultancy advice to the Endostim company in the past 2
years.

| am the Chairman of the Royal College of Surgeons (of England) Commissioning
Guidance Group on Antireflux surgery, with advice published in September 2013

Thank you very much for your help.

Professor Bruce Campbell, Chairman, Professor Carole Longson, Director,
Interventional Procedures Advisory Centre for Health Technology
Committee Evaluation.

February 2010
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1.2

2.1.1

2.1.2

2.1.3

2.1.4

2.1.5

2.2

221

Conflicts of Interest for Specialist Advisers

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

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

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

Personal pecuniary interests

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.

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).

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).

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.

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.

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.

No personal interest exists in the case of:
assets over which individuals have no financial control (for example,

wide portfolio unit trusts and occupational pension funds) and where

10



2.2.2

3.1.1

3.1.2

3.1.3

3.14

3.1.5

3.2
3.2.1

3.2.2

4

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

accrued pension rights from earlier employment in the healthcare
industry.

Personal family interest

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.

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

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

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).

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)

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.

No personal family interest exists in the case of:

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)

accrued pension rights from earlier employment in the healthcare
industry.

Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

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

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

11



4.3

4.4

5.1

5.1.1

5.1.2

5.2

holding office in a professional organisation or advocacy group with a
direct interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

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.

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

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.

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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