NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Fayyaz Ahmed

Specialist Society: British Association for the Study of
Headache

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

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

X Yes.

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

1.1 Does the title used above describe the procedure adequately?
X Yes.

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

Comments:

2 Yourinvolvement 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.

2.2.1 Ifyou arein a specialty which does this procedure, please indicate your
experience with it:

X I have never performed this procedure.
|:| | have performed this procedure at least once.

|:| | perform this procedure regularly.

Comments:

| am a Neurophysician and a headache specialist and as | am not a neurosurgeon, |
don’t have experience of this procedure. Although | have patients suffering from
Cluster Headaches some of which are Chronic and Intractable and | refer patients for
consideration of this procedure once they have exhausted all available
pharmaceutical treatments.

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.

X | 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:

I have referred at least half a dozen patients for this procedure to the departments
that are undertaking this procedure.

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:

Chronic Cluster Headache patients refractory to pharmaceutical treatments are
currently referred for an occipital nerve stimulator which has already been appraised
and approved by NICE. This procedure is a novel approach in tackling pain and
other symptoms in patients with chronic cluster headache that are refractory to other
forms of treatment. The pain and autonomic symptoms of cluster headache result
from activation of the trigeminal parasympathetic reflex, mediated through the
sphenopalatine ganglion and a procedure targeted to this site makes sense for using
this procedure in abolishing cluster headaches.

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

The two surgical managements for Cluster Headache include Deep Brain Stimulation
and Occipital Nerve Stimulator. The first one is invasive and involves techniques that
are currently used for movement disorders and are reserved as a last resort. Most
patients intractable to pharmaceutical treatments are considered for occipital nerve
stimulator which would be the comparator for this procedure.

Use of oxygen and subcutaneous sumatriptan are standard acute remedies in cluster

headache and could be used as comparator if the impact on acute attacks are
considered.

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

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

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

= 0O 0O

Cannot give an estimate.



Comments:

The procedure is currently performed at the National Hospital for Nervous Diseases
and at Kings College London.

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

Damage to adjacent structures such as sinuses and nerves. | cannot comment on
the incidence as it would really depend on the expertise and experience of the
surgeon.

There is risk of bleeding and infection which has been reported in patients who
underwent the procedure.

The main risk is displacement of the device that requires re-implanting and sometime
explanting.

Dysaesthesia on the face has been reported in some patients who underwent the
procedure.

2. Anecdotal adverse events (known from experience)

I have no experience with the product and all the adverse events that | am aware of
is from the literature.

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

1. Sensory disturbance in the trigeminal nerve distribution was reported in 81%
of patients and accounted for 35% of all adverse events.

2. Pain in the trigeminal nerve distribution was reported by 38% of patients and
accounted for 16% of all adverse events.

Localised swelling reported by 7%

Adverse events in less than 5% were as follows:
a. Tooth pain and sensitivity

Trismus

Headache

Dry Skin, Eyes, Nose

Infection

-~ 0o a0 T

Lead Migration requiring re-implant or explant.



g. Weakness of facial muscles.
Reference: Schoenen et al (2013) Cephalalgia 33(10)816-30

4.2 What are the key efficacy outcomes for this procedure?

1. Acute Attacks of Cluster Headache: 67% of patients responded with
significant pain relief compared to 7% with a Sham device. 34% showed a
complete pain freedom compared to 1% with sham device.

2. Acute medication to rescue the pain was used by 31% of patients given the
device compared to sham stimulation

3. 43% of patients reported significant reduction in the frequency of attacks
(88%)

4. Significant reduction in disability measured with HIT 6 score

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

The long term efficacy of the procedure remains uncertain as the data published has
been recent and long term follow up data on these patients are lacking.

There is need for cost effectiveness data (health economic data) which is currently
not available.

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

The procedure itself can only be carried out by a trained neurosurgeon in a specialist
headache centre which currently is Queen Square and Kings College. It is expected
that with increasing use of the procedure and more surgeons trained this could be
offered in other centres, however, the selection of patients with accurate diagnosis
and trial of currently available treatment is crucial and can only be done in a centre
with specialist headache services.

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

| am aware of patients registered at the Kings College London for data collection and
long term follow up.

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.

There are two published articles that | am aware of and are as follows:

Schoenen et al (2013) Cephalalgia 33(10) 816-30

Lainez et al (2014) Therapeutic Advances in Neurological Disorders. 7(13) 162-68
The abstracts otherwise presented are anecdotal involving very few patients



4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

| am not aware of any controversies.

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):

1. At least 50% reduction in the attack frequency after three months
2. At least 50% reduction in pain intensity during an acute attack.
3. Improvement in the Headache Impact Test (HIT-6) of at least 4 points.

5.2 Adverse outcomes (including potential early and late complications):
1. Incidence of facial dysaesthesia and pain and its impact on activities of
daily living.
2. Incidence of lead displacement, migration and need for explant, re-
implant.

3. No of patients that relapse after an initial response at 6 months
4. Trend on the quality of life score over a period of time. (HIT-6)

6 Trajectory of the procedure

6.1 In your opinion, what is the likely speed of diffusion of this procedure?
This would be extremely slow because:
1. Very few patients requiring the procedure
2. Training to perform the procedure may only be available at one or two
centres.
3. Lack of interest among many neurosurgeons in treating headache disorders.

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.
X Fewer than 10 specialist centres in the UK.

|:| Cannot predict at present.

Comments:



There are very few headache centres in the UK and only two centres to my
knowledge are offering this procedure.

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

|:| Major.

|:| Moderate.
X Minor.
Comments:

Cluster Headache is fairly uncommon in comparison to Migraine. Many patients
have episodic Cluster Headache (80%) with only 10-20% having continuous or
Chronic Cluster Headache. A large number of Chronic Cluster Headaches are
responsive to pharmaceutical treatments such as Verapamil, Lithium, Methysergide,
Topiramate, Gabapentin etc. Only a small percentage of Chronic Cluster Headache
are refractory to all forms of treatment and would be suitable for this procedure. The
Hull Headache Clinic sees 1200 new headache referrals a year of which 100 patients
have cluster headache. | have only considered this treatment in 6 patients over a
period of one year.



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?

It is important to consider the cost of drugs and consultation that these
patients have with either their GP or headache specialist. Majority of patients
suitable for this procedure would have been using 2-3 sumatriptan
subcutaneous injections a day and are seen regularly by their GP and
headache specialist. There is, therefore, potential cost saving with the
procedure with the data on efficacy available from the two publications
referred above. However, there is no health economic data available and the
long term outcome of the procedure will not be available for some time.

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.


http://www.nice.org.uk/

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 [] YES
payments in cash or kind X 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 X 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 X NO
Investments — any funds which include investments in the [] YES
healthcare industry X 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 1 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
X NO

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

Comments:
| am the immediate past Chair of the British Association for the Study of Headache. |

am a Trustee of Migraine Trust and Director of the European Headache Migraine
Trust International Congress.

Thank you very much for your help.

Professor Bruce Campbell, Chairman, Professor Carole Longson, Director,

! ‘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).



Interventional Procedures Advisory Centre for Health Technology
Committee Evaluation.

February 2010
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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

11



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

12



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.

13



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Alok Tyagi

Specialist Society: British Association for the Study of
Headache

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

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

|:| Yes.

1.1 Does the title used above describe the procedure adequately?

|:| Yes.

Comments:

2 Your involvement in the procedure

2.1 Isthis procedure relevant to your specialty?

|:| Yes.

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

[]

Comments:

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


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

2.2.1 |Ifyou arein a specialty which does this procedure, please indicate your
experience with it:

D I have never performed this procedure.

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.

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

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

[] | have had no involvement in research on this procedure.

Comments:

3  Status of the procedure

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

|:| Definitely novel and of uncertain safety and efficacy.

Comments:

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

Standard oral or injectable treatments for headache disorders



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

|:| 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
Risk of surgical implantation
Headache worsening

2. Anecdotal adverse events (known from experience)

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

4.2 What are the key efficacy outcomes for this procedure?

Reduction in headache days / episodes

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



Unclear if this procedure is effective at all or indeed has any place in
management of headache disorders

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

Unclear but an experienced neurosurgical team is perhaps essential as is
an assessor of the response to treatment.

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

None that | am aware of.

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.

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

way in which this procedure is currently being done or disseminated?



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):

Number of headache days
Number of headache episodes
Use of acute treatments for headache

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

Hemmorhage
Facial numbness
Infection

6 Trajectory of the procedure

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

Unclear

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



|:| Cannot predict at present.

Comments:

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

|:| Minor.

Comments:

Unclear whether this will have any significant impact in overall headache
treatments. Perhaps reserved for a very very small minority of patients who have
medically intractable headache disorders



7 Other information
7.1 Is there any other information about this procedure that might assist
NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest
8.1 Data protection statement

The Institute is committed to transparency. As part of this commitment your
name and specialist society will be placed in the public domain, in future
publications and on our website (www.nice.org.uk) and therefore viewable
worldwide. This information may be passed to third parties connected with
the work on interventional procedures.

A copy of the completed Specialist Adviser advice will be sent to the
Specialist Society who nominated the Specialist Adviser.

Specialist Advisers should be aware that full implementation of the Freedom
of Information Act 2000 may oblige us to release Specialist Advice from 2005.
The Freedom of Information Act 2000 favours the disclosure of information
however requests will be considered on a case by case basis. If information
is made available, personal information will be removed in accordance with
the Data Protection Act 1998. In light of this please ensure that you have not
named or identified individuals in your comments.

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

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

Do you or a member of your 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
payments in cash or kind

RN

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 L]

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? ]

NO
YES

NO

NO

NO

NO

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.

NO

NO

Professor Bruce Campbell, Chairman, Professor Carole Longson, Director,

Interventional Procedures Advisory Centre for Health Technology
Committee Evaluation.

February 2010
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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: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Amit Amit

Specialist Society: British Society for Stereotactic &

Functional Neurosurgery (BSSFN)

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

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

X Yes.

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

1.1 Does the title used above describe the procedure adequately?
X Yes.

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

Comments:

2 Yourinvolvement in the procedure

2.1 Isthis procedure relevant to your specialty?

X Yes.

D 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.

2.2.1 Ifyou arein a specialty which does this procedure, please indicate your
experience with it:

|:| I have never performed this procedure.

X | have performed this procedure at least once.

|:| | perform this procedure regularly.

Comments:

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

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

X | 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):

X I have undertaken bibliographic research on this procedure.

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

] I have undertaken clinical research on this procedure involving patients or
healthy volunteers.

[] I have had no involvement in research on this procedure.

] Other (please comment)

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.

X
|:| 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?

Sphenopalatine ganglion lesioning or Ganglion Block

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

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

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



2. Anecdotal adverse events (known from experience)

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

Sensory disturbance in the face including pain, Swelling, Trismus,
Xerostomia,Paresis, Infection. (See Ref Below)

Stimulation of the sphenopalatine ganglion (SPG) for cluster headache treatment. Pathway
CH-1: A randomized, sham-controlled study. Jean Schoenen, Rigmore Holland Jensen, Jean
Schoenen, Rigmor Hgjland Jensen, Michel Lantéri-Minet, Miguel JA Lainez, Charly Gaul,
Amy M Goodman, Anthony Caparso, Arne May. Cephalalgia. Jul 2013; 33(10): 816—830.

4.2 What are the key efficacy outcomes for this procedure?

1. Effective treatment option for Chronic Cluster headache sufferers

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

Uncertainities -

1. Repeated Sphenopalatine ganglion neurostimulation may decrease the
frequency of Cluster Headache attacks

2. SPG neurostimulation is a feasible and possibly more effective
alternative to available drug treatments in Chronic Cluster Headache
patients.

Concerns —

1. Cost of treatment


http://www.ncbi.nlm.nih.gov/pubmed/?term=Jensen%20RH%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Lant%2526%2523x000e9%253Bri-Minet%20M%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Goodman%20AM%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Caparso%20A%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=May%20A%255Bauth%255D

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

1. A robust mechanism and supporting team for selection of the right patient
2. A well served department with advanced surgical theatres

3. Surgeons needs training in a reasonable volume centre doing the procedure

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

1. Stimulation of the sphenopalatine ganglion (SPG) for cluster headache treatment.
Pathway CH-1. A randomized, sham-controlled study. Jean Schoenen, Rigmore Holland
Jensen, Jean Schoenen, Rigmor Hgjland Jensen, Michel Lantéri-Minet, Miguel JA Léinez,
Charly Gaul, Amy M Goodman, Anthony Caparso, Arne May. Cephalalgia. Jul 2013; 33(10):
816-830.

2. http://clinicaltrials.gov/ct2/archive/NCT02168764

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.

None

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


http://www.ncbi.nlm.nih.gov/pubmed/?term=Jensen%20RH%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Lant%2526%2523x000e9%253Bri-Minet%20M%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Goodman%20AM%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=Caparso%20A%255Bauth%255D
http://www.ncbi.nlm.nih.gov/pubmed/?term=May%20A%255Bauth%255D

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):

Headache Disability index
Pain Score (VAS)

QOL Indices (SF 36)
Mental capapcity (MCS)

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

Sensory disturbances (includes localized loss of sensation, hypoesthesia,
paresthesia, dysesthesia, allodynia)

Pain (face, cheek, gum, temporal mandibular joint, nose, incision site, or
periorbital)

Swelling

Trismus

Dry Eye

Failure of treatment

Explant

Lead revision

Infection

6 Trajectory of the procedure

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

It's a very specialist service to a small subset of patients with chronic cluster
headaches and is currently limited by wide unavailability of device and surgeons.



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:

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.

D Moderate.
X 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?

None

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).


http://www.nice.org.uk/

Consultancies or directorships attracting regular or occasional [ ] YES
payments in cash or kind X 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 X 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 X NO
Investments — any funds which include investments in the [] YES
healthcare industry X 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 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
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.

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

February 2010
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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
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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.

12



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Mr Gavin Quigley

Specialist Society: British Society for Stereotactic &

Functional Neurosurgery (BSSFN)

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

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

|X| Yes.

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

1.1 Does the title used above describe the procedure adequately?

|X| Yes.

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

Comments:

2 Yourinvolvement in the procedure

2.1 Isthis procedure relevant to your specialty?

Xl vYes.

|:| 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:

Likely to be combined with Pain Physicians and assistance from Maxillo-facial
surgeons in early stages of implant experience.


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

[]
[]
[]

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):

X I have undertaken bibliographic research on this procedure.

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

] I have undertaken clinical research on this procedure involving patients or
healthy volunteers.

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

] Other (please comment)

Comments:



3 Status of the procedure
3.1 Which of the following best describes the procedure (choose one):
|:| Established practice and no longer new.

|X| 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.

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

Comments:
Technology similar to peripheral nerve stimulators

3.2 What would be the comparator (standard practice) to this procedure?
Drugs, occasional patients have undergone SPG lesioning. Some have had

Deep Brain Stimulation

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

|:| More than 50% of specialists engaged in this area of work.
D 10% to 50% of specialists engaged in this area of work.

& Fewer than 10% of specialists engaged in this area of work.
D Cannot give an estimate.

Comments:

Still very uncommon in the U.K.

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, lead fracture, lead migration, failure of device(rare <10%)

80% have some sort of sensory disturbance



2. Anecdotal adverse events (known from experience)
As above

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

Schoenen J, Jensen RH, Lantéri-Minet M, Lainez MJA, Gaul C, Goodman AM,
Caparso A, May A. Stimulation of the sphenopalatine ganglion (SPG) for cluster
headache treatment. Pathway CH-1: A randomized, sham-controlled study.
Cephalalgia. 2013; 33 (10):816-30

4.2 What are the key efficacy outcomes for this procedure?

Pain reduction-headache diary
Drug reduction
SF36 quality of life improvements
Frequency of attacks

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

Only short-term data available, small numbers of patients.

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

Surgical experience, maxilla-facial assistance initially until familiar with
anatomy. Operating theatre with C arm facilities, pre-op CT scan



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

CH 2 Trial US Institute of Health number NCT02168764

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.

Lainez J, Jensen R, May A, Gaul C, Goodman A, Bigazzi O, Caparso A,

Schoenen J. Efficacy of Sphenopalatine Ganglion Stimulation in Relieving

Acute Cluster Pain: Results from >5000 Attacks during Long-Term Follow-Up

of the Pathway CH-1 Study. (Poster) Presented at the European Headache

and Migraine Trust International Congress, Copenhagen Denmark,

September 2014.

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

Trials to date all industry sponsored. Clear that some patients are non-
responders

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):

HIT 6 score (headache Impact test)
SF 36

Pain relief VAS

Frequency of attacks

Drug reduction

Responder rate

1 and 2 year follow-up



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

Lead migration rate

Lead fracture rate

Reoperation rate

Failure rates

Dental complications
Long-term loss of efficacy

6 Trajectory of the procedure

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

Slow given small numbers of patients with condition.

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

D Most or all district general hospitals.
|:| A minority of hospitals, but at least 10 in the UK.
|X| Fewer than 10 specialist centres in the UK.

|:| Cannot predict at present.

Comments:



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

|:| Major.

D Moderate.

|X| 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?

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).


http://www.nice.org.uk/

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

practice [1 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:

| have undertaken paid work for BK Medical Denmark a manufacturer of
ultrasound systems. This includes lectures and teaching sessions.

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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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.

12



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Jonathan Hyam

Specialist Society: British Society for Stereotactic &

Functional Neurosurgery (BSSFN)

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

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

Yes.

1.1. Does the title used above describe the procedure adequately?

Yes.

Comments:

2. Your involvement in the procedure

1.1. Is this procedure relevant to your specialty?
Yes.

Is there any kind of inter-specialty controversy over the procedure?
None that | am aware of.

Comments:

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


mailto:azeem.madari@nice.org.uk
mailto:sally.compton@nice.org.uk

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

| have never performed this procedure.

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

Comments:

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

Other (please comment)
Comments:
| have undertaken research in other therapies for cluster headache, but not

sphenopalatine ganglion stimulation.
| have reviewed the literature to ensure my opinion is current.

3. Status of the procedure

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

Definitely novel and of uncertain safety and efficacy.
The first in a new class of procedure.
Comments:
This is a new concept in neuromodulation therapies but essentially is
still a form of peripheral nerve stimulation (specifically the sphenopalatine

ganglion) to effect pain relief.

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

Alternatives to this procedure are pharmacological therapies.
Surgical alternatives are occipital nerve stimulation and deep brain
stimulation, although neither are currently funded in the UK.



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

Fewer than”10%,0f Specialists engaged in this area of work.

Comments:

I amnot,aware of any such procedures performed in the UK.

4. Safety and efficacy

1.1. 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

Low risk profile. Access from below the upper lip and placement of the
stimulator against facial bone means that neither the brain, major organs or blood
vessels are in the surgical field. Therefore death, disability and organ damage from
the operative procedure is not expected.

The procedure is performed under general anaesthetic and therefore carries the risks
specific to general anaesthesia.

2. Anecdotal adverse events (known from experience)

| have not performed this procedure myself.

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

The major publication to report adverse effects in a multi-centred trial is Schoenen et
al. Cephalalgia 2013;33(10):816-830.

5 out of 32 patients (15.6%) experienced the following adverse effects.

Facial sensation changes (paraesthesias or dysaesthesias) or decline in specific
territories, usually the maxillary dermatome of the face or mouth. These were
normally transient, resolving by 3 months in 65% of patients. Those that had not
resolved by the time of publication had reached a mild/moderate severity level.

Explantation due to facial sensation (paraesthesias). Revision surgeries due to
migration of lead e.g. to maxillary sinus, pterygopalatine fossa.

Infection resolving with antibiotics without need for implant removal.

Facial muscle paresis (mild) at nasolabial fold

1.2. What are the key efficacy outcomes for this procedure?

1. Acute treatment of cluster headache attack



Ansarinia et al. Headache 2010;50:1164-1174:

In 6 patients, 18 attacks Wwere treated with complete resolution of symptoms in 11
attacks (61%), pastialfresolution of symptoms in 3 (16.6%) attacks. Minimal / no relief
in four attacks (22.2%).

Schoenen, et al. Cephalalgia 2013;33(10):816-830:

In 32 patientsu(28 of which completed the randomised experimental period), 67.1%
were treated with full resolution (stimulation) compared to 7.4% (sham).

68% of patients reported clinically-significant improvement.
25% pain relief in >50% of treated attacks.

2. Chronic reduction in attack frequency

Schoenen et al. Cephalalgia 2013;33(10):816-830:

36% (10) patients experienced attack frequency reduction of >50%.

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

The small number of trials have reported promising efficacy data.

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

Training: cranial surgeons will require minimal training to be familiar with the
technique. Hardware maintenance and programming/trouble-shooting will
need to be learnt.

Facilities: existing surgical premises are sufficient to perform these surgeries.
Specialist headache physicians and surgeons with neuromodulation expertise
will be required to manage the stimulators in the long-term.

1.5. Are there any major trials or registries of this procedure currently in
progress? If so, please list.

| am not aware of these.

1.6. 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

1.7. s there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

Not that | am aware of.

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):

Attack severity
Attack frequency
Drug requirement reduction

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

Infection

Facial dysaesthesias or numbness
Removal rate

Hardware failure

6 Trajectory of the procedure

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

As a low risk procedure for a condition (chronic cluster headache) that can be
debilitating, quality of life-limiting, and a cause of suicide, it is likely to be adopted
quickly by physicians and surgeons who manage these challenging patients.

This may be slowed by the need for training in this procedure, but the technical

aspects are not surgically complex.

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



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

Comments:

Due to the\low prevalence of chronic cluster headache, the specialist
expertisesequiredyfor maintaining neuromodulation hardware and ongoing
stimulation parameter tailoring to patient needs, it is likely to be limited to
specialist.centres with appropriate staff and expertise. This would be
comparable,to other therapies such as deep brain stimulation and vagal nerve
stimulation.

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:

Minor.
Comments:

Chronic cluster headache is fortunately an uncommon disease, with a
prevalence of 0.4% in the UK (Matharu & Goadsby. Cluster headache: causes and
current approaches to treatment. Prescribing in Medicine 2005).

Therefore the number of patients who are resistant to medical therapies and require
this procedure will not be particularly many, compared to the large volumes of
microdiscectomy and joint replacement surgeries annually. On the other hand, this
surgical therapy may pay for itself if patients can reduce their (often very expensive)
medication requirements.



7  Other information
71 Is there any other information.about this procedure that might assist
NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest
8.1 Data protection statement

The Institute is committed to transparency. As part of this commitment your
name and specialist society will be placed in the public domain, in future
publications and on our website (www.nice.org.uk) and therefore viewable
worldwide. This information may be passed to third parties connected with
the work on interventional procedures.

A copy of the completed Specialist Adviser advice will be sent to the
Specialist Society who nominated the Specialist Adviser.

Specialist Advisers should be aware that full implementation of the Freedom
of Information Act 2000 may oblige us to release Specialist Advice from 2005.
The Freedom of Information Act 2000 favours the disclosure of information
however requests will be considered on a case by case basis. If information
is made available, personal information will be removed in accordance with
the Data Protection Act 1998. In light of this please ensure that you have not
named or identified individuals in your comments.

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

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

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

Consultancies or directorships attracting regular or occasional

payments in cash or kind NO


http://www.nice.org.uk/

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

Shareholdings — any shareholding, or other beneficial interest, in

shares of the healthcare industry NO

Expenses and hospitality — any expenses provided by a
healthcare industry company beyond those reasonably required for
accommodation, meals and travel to attend meetings and
conferences NO
Investments — any funds which include investments in the

healthcare industry NO

Do you have a personal non-pecuniary interest — eg have you

made a public statement about the topic or do you hold an office in
a professional organisation or advocacy group with a direct interest
in the topic? NO

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

Fellowships endowed by the healthcare industry
NO

Support by the healthcare industry or NICE that benefits his/her

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:

I have received travel expenses for attendance and presentations of my clinical
research at learned societies from Medtronic Inc. and St. Jude Medical. However,
this pertained to deep brain stimulation technologies and as far as | am aware,
neither company has a financial interest in sphenopalatine ganglion stimulation.

Thank you very much for your help.

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

11



4.3.

4.4.

5.1.

5.1.1.

5.1.2.

5.2.

which could reasonably be interpreted as prejudicial to an objective
interpretation of the evidence

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: Sphenopalatine Ganglion Stimulation
(1218/1)

Name of Specialist Advisor: Nik Haliasos

Specialist Society: British Society for Stereotactic &

Functional Neurosurgery (BSSFN)

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

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

X Yes.

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

1.1 Does the title used above describe the procedure adequately?
X Yes.

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

Comments:

2 Yourinvolvement 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.
| 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.

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.

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

Comments:

2.3 Please indicate your research experience relating to this procedure

(please choose one or more if relevant):

X I have undertaken bibliographic research on this procedure.

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

] I have undertaken clinical research on this procedure involving patients or
healthy volunteers.

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

] Other (please comment)

Comments:



3 Status of the procedure
3.1 Which of the following best describes the procedure (choose one):
D Established practice and no longer new.

|:| A minor variation on an existing procedure, which is unlikely to alter that
procedure’s safety and efficacy.

X Definitely novel and of uncertain safety and efficacy.

D The first in a new class of procedure.

Comments:

3.2 What would be the comparator (standard practice) to this procedure?
There is no real comparator standard. The two “contenders”are currently Deep Brain

Stimulation of the posterior hypothalamus and occipital nerve stimulation. Otherwise
patients are being treated with pharmacological therapy up till today.

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

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

Damage to the sphenopalatine ganglion, loss of sensation to the maxillary nerve 10-
20%, infection 5%



2. Anecdotal adverse events (known from experience)

Mainly loss of sensation in V2 distribution of trigeminal nerve

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

Loss of sensation of maxillary nerve (V2), infection

4.2 What are the key efficacy outcomes for this procedure?

67% pain relief and 37% pain freedom in carefully selected patients

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

No long term data yet

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

Cadaveric workshop to learn the procedure

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

Last trial concluded in 2013 (Schoenen et al)



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 abstracts are listed in pubmed. Nice review is Jirgens and May - 2014 - Role of
Sphenopalatine Ganglion Stimulation”

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

no

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

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

Headache Impact Test score for headache severity and SF36 for quality of life

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

Short and long term sensation deficit, infection rate and hardware revision rate after 1
year



6 Trajectory of the procedure

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

Slow uptake

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

|:| Most or all district general hospitals.
D A minority of hospitals, but at least 10 in the UK.
X 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 numbers
of patients eligible for treatment and use of resources, is:

|:| Maijor.

|:| Moderate.
X 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?

Nothing of note

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).


http://www.nice.org.uk/

Consultancies or directorships attracting regular or occasional [ ] YES
payments in cash or kind X 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 X 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 X NO
Investments — any funds which include investments in the [] YES
healthcare industry X 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 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
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.

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

February 2010
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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
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3.1.5

3.2
3.2.1

3.2.2
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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



	Ahmed Fayyaz IP218 SAQ - FINAL
	Alok Tyagi _SAQ_FINAL
	Amit Amit SAQ IP1218 -FINAL
	Gavin Quigley IP1218 SAQ - FINAL
	Jonathan Hyam IP1218 SAQ - FINAL
	Nik Haliasos IP1218 SAQ - FINAL

