NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme
Procedure Name: Percutaneous interlaminar endoscopic
lumbar discectomy for sciatica (1296/1)
Name of Specialist Advisor: Mr John O'Dowd
Specialist Society: British Association of Spinal Surgeons

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.

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

1.1 Does the title used above describe the procedure adequately?

Yes.

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

Comments:

2 Yourinvolvement in the procedure

2.1 s this procedure relevant to your specialty?

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

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:
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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.

D 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?

Open microdiscectomy

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

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

Dural tear

Neurological injury

Failure to complete discectomy
All less that 10%
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2. Anecdotal adverse events (known from experience)

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

4.2 What are the key efficacy outcomes for this procedure?

1 Relief of leg pain
2 Improvement in disability score
3 Improvement in generic quality of life outcome measure eg EQ5D

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

Yes, no level 1 evidence establishing advantage over open procedure

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

Cadaveric course
Fellowship
mentoring

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

Not that | am aware of although in principle cases shoud be entered into tone of the spinal surgical
registries
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4.6 Areyou aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature

search, e.g. PUBMED? (This can include your own work). If yes, please
list.

No

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

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):

VAS leg pain

VAS back pain
Oswestry disability index
EQ5D

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

Complications-all
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6 Trajectory of the procedure

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

Very slow, likely only to be adopted by a small number of enthusiasts

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.
D Fewer than 10 specialist centres in the UK.

D Cannot predict at present.

Comments:

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

|:| Maijor.

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

No

8 Data protection and conflicts of interest
8.1 Data protection statement

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

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

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

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

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

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

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

or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).
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Consultancies or directorships attracting regular or occasional YES
payments in cash or kind [] NO
Fee-paid work — any work commissioned by the healthcare YES
industry — this includes income earned in the course of private

practice L] No
Shareholdings — any shareholding, or other beneficial interest, in YES
shares of the healthcare industry ] 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 [} 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
in the topic? NO

Do you have a non-personal interest? The main examples are as follows:
Fellowships endowed by the healthcare industry [] YES
NO

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

Director and shareholder of RealHealth NL
In private practice as a spinal surgeon

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

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

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

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

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

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

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

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

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

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

11



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme
Procedure Name: Percutaneous interlaminar endoscopic
lumbar discectomy for sciatica (1296/1)
Name of Specialist Advisor: Mr Lennel Lutchman
Specialist Society: British Association of Spinal Surgeons

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.

2 Yourinvolvement in the procedure

2.1 Is this procedure relevant to your specialty?

|:| Yes.

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

|:| No. If no, then answer no more questions, but please give any information
you can about who is likely to be doing the procedure.

Comments:

The procedure is not widely undertaken by orthopaedic surgeons in the UK. There is greater
experience of this technique amongst neurosurgeons with a spinal interest. There appears to
be a recognition that this is a valid technique but associated with a “steep learning curve” and
some technical challenges. Conventional techniques of lumbar discectomy (microdiscectomy
and open discectomy) are effective and safe. The adoption of percutaneous discectomy by
orthopaedic spinal surgeons has therefore been slower than amongst neurosurgeons in the
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.

2.21 |Ifyou are in a specialty which does this procedure, please indicate your
experience with it:

|:| I have never performed this procedure.

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

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

The proponents of the percutaneous technique site a rapid postoperative recovery
with a high proportion of same day discharge following the procedure. Many
surgeons achieve same day discharge using microdiscectomy in appropriately
selected patients and | have found no requirement to refer patients for percutaneous
discectomy.

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

L] I have undertaken bibliographic research on this procedure.

Comments:

The published literature appears to support the use of the technique with non-
inferiority compared to “conventional” lumbar discectomy techniques. Early discharge

appears to be the principal benefit but with no demonstrable medium or long-term
advantages.

3 Status of the procedure

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

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

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

Open or microscope-assisted lumbar discectomy

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



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

Comments:

There is likely to be an overrepresentation of spinal neurosurgeons compared to
orthopaedic spinal surgeons performing this procedure. It is growing in popularity
with some orthopaedic surgeons seeking training (cadaver courses and visiting
neurosurgical units for fellowship purposes) in the technique. It remains to be seen
whether those who learn the technique will adopt it as their preferred technique for
lumbar discectomy.

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

No different to conventional discectomy. Possible higher recurrence rate or
incomplete decompression associated with a “learning curve” but not supported by
the published literature.

2. Anecdotal adverse events (known from experience)

Comparable to conventional discectomy.

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

No different to conventional discectomy.

4.2 What are the key efficacy outcomes for this procedure?

1. Resolution of radicular (leg) pain.
2. Recurrence rate (reoccurrence of leg pain following the procedure) following
an initial resolution of the leg pain

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

Concerns about the “learning curve” are probably comparable to any new procedure

being undertaken by a surgeon.

4.4 What training and facilities are required to undertake this procedure

safely?

1. Cadaveric courses.
2. Training in a unit with an expertise in the technique.



Special access portals are required for surgical access but are widely,
commercially available.

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

No specific registries exist in the UK but practitioners should be submitting surgical
data to the National Spinal Registry (BASS)

4.6 Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, e.g. PUBMED? (This can include your own work). If yes, please
list.

No

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

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):

Visual Analogue Score (VAS) for back pain and leg pain pre and post
operatively

Oswestry Disability Index (ODI) score pre and post operatively

EQ-5D score (generic patient reported outcome measure) pre and post
operatively

Length of Hospital Stay

Recurrence rate of leg pain

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

Intraoperative complications including dural tear (inadvertent durotomy) rate
as per conventional discectomy.

Early recurrence of leg pain requiring revision surgery (within 1 year of the
index surgery)



6 Trajectory of the procedure

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

| believe the procedure will grow in popularity considerably over the next five years
but it is unclear if there is any advantage to conventional discectomy and whether the
increase will be sustained.

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

|:| Cannot predict at present.

Comments:

Most specialist spinal centres in the UK are likely to have at least one consultant who
carries out these procedures especially as newly appointed consultants are likely to
have been exposed to the technique during training.

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:

|:| Moderate.

Comments:

There are a large number of eligible patients with several thousand lumbar
discectomies being performed annually. The initial investment in the equipment
required is likely to be offset by an increase in day-case discectomy rates. As pointed
out, many conventional discectomy patients can be treated as day-cases but this is
likely to be more common with percutaneous discectomy.



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

practice [] NO

1 ‘Family members’ refers to a spouse or partner living in the same residence as the member
or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).



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

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

Investments — any funds which include investments in the
healthcare industry

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

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

Fellowships endowed by the healthcare industry

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

If you have answered YES to any of the above statements please

describe the nature of the conflict(s) below.

Comments:

Thank you very much for your help.

OO0 o Ooogd

[]

[]
[]

[]
[]

NO

NO

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
questionnaire 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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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



4.3

4.4

5.1

5.1.1

51.2

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: Percutaneous interlaminar endoscopic
lumbar discectomy for sciatica (1296/1)
Name of Specialist Advisor: Mr Naffis Anjarwalla
Specialist Society: British Association of Spinal Surgeons

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 Is this procedure relevant to your specialty?

\ Yes.

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

\/ No. If no, then answer no more questions, but please give any information
you can about who is likely to be doing the procedure.

Comments:

Orthopaedic and Neurosurgical trained spinal surgeons

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

please answer question 2.2.1. If you are in a specialty that normally selects or
refers patients for the procedure please answer question 2.2.2.



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

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

|:| | perform this procedure regularly.

Comments:

| am in training to perform it

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

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

\/ | 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:

When patients have asked | have referred them to specialist units to seek an opinion
concerning the procedure

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

\/ | have undertaken bibliographic research on this procedure.

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

] | 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.

\/ Definitely novel and of uncertain safety and efficacy.

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

On viewing the procedure there does seem to be a greater risk to the dural sac than
with transforaminal, which obviously is not that easy at L5/S1 anyway

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

Standard Open Discectomy
Tubular Discectomy

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.
v 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

nerve injury, dural tear, scar tissue, retained fragment, need to convert to open
procedure, recurrence, haematoma

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?

resolution of leg pain, return to activity, reduced hospital length of stay and costs

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

learning curve, any real benefit to open procedure

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

use of endoscopic equipment, percutaneous approach to the spine, learning curve in
doing it, appropriate equipment and the facilities ( scopes, endoscopic surgical
equipment, anaesthetic, imaging and sterile environment) in which to perform the
procedure and follow up the patient

Audit facility and a clinical governance oversight of new procedures

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



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):

VAS, EQ5D, ODI/COMI/LBOS
hospital length of stay, cost
theatre utilisation

5.2 Adverse outcomes (including potential early and late complications):
complications as stated above
need to revert to open procedure

recurrence
need for further treatment

6 Trajectory of the procedure

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

Slow in the UK



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

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

|:| Cannot predict at present.
Comments:
My projection of how widespread it will be is looking to the future. | do not see the

majority of DGH's offering this in the next 5 years.

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.

|:| Minor.

Comments:

It could have a significant impact on routine treatment of one of the most common
levels to be operated on.



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. [f 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

Fee-paid work — any work commissioned by the healthcare [ ]l YES

1 ‘Family members’ refers to a spouse or partner living in the same residence as the member
or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).



industry — this includes income earned in the course of private
practice

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 L] No
Investments — any funds which include investments in the

healthcare industry [] 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
in the topic?

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

Fellowships endowed by the healthcare industry [ ] YES

[ ] NO

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

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

Comments:

It is a procedure that | am hoping to become trained in and eventually be able to offer
to my patients

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



1.1

1.2

2.1.1

21.2
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2.2
2.2.1

Conflicts of Interest for Specialist Advisers

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

Any conflicts of interest set out below should be declared on the
questionnaire 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



222

3.1.1

3.1.2

3.1.3

3.1.4

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

51.2

5.2

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

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

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

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

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

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

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

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

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

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

11



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE

Interventional Procedures Programme

Procedure Name: Percutaneous interlaminar endoscopic
lumbar discectomy for sciatica (1296/1)

Name of Specialist Advisor: Nihal gurusinghe
Specialist Society: Society of British Neurological Surgeons

Please complete and return to:

provide advice?

[V]  Yes. R e

né'more questions.

L] No- please return the form/ansv

1.1 Does the title used above _descr;ii':i;e t procedure adequately?

M Yes.

[ ] No. ifno, please enter any other titles below.

Comments: e

2 :__-'Y:”dur involvement in the procedure

2.1 .';-I_?t___h_is_procedure relevant to your specialty?

IE Yeé.

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:




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

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

IZ | have never performed this procedure.
|:| | have performed this procedure at least once.

|:| | perform this procedure regularly.

Comments:

2.2.2 I your specialty is involved in patient;f.s‘electiqp or'referral to another
specialty for this procedure, please indicate your experience with it. -,

[V] I have never taken part in the se,l.-'éﬁon or--rg_eferréi:of a patient for this -
procedure. : 3

D | have taken part in patigr;_if_sele& a_nﬁh-réferred a patient for this procedure at
least once. '

|:| ] take part in pa__t_i.éhf .s_g_a!e('::'tie_n refer patients for this procedure regularly.

Comments:

2.3 Please indicate'-irour research experience relating to this procedure
(please choose one or more if relevant):

v . | have undertaken bibliographic research on this procedure.

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

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

1 | have had no involvement in research on this procedure.

L] Other (please comment)

Comments:



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

D A minor variation on an existing procedure whlch is unllkely to alter that
procedure’s safety-and efficacy. - o s S

@ - Definitely novel and of uncertain safety and efficacy.
[:l The firstin a new class of procedure.

Comments:

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

@ Puctutantono %Losco P:ﬁ fm&ﬁmml Laser
(b\.saubm
Ojwn L ilay Micro J.Nsmvh?mg
3.3 Please estimate the proportion of doctors in your specialty who are
performing this procedure (choose one)

|:| More than 50% of specna!__l_:sts"':emggged_.J_,n this area of work.

(] 10% to 50% of specialists engaged in this‘afea of work.

IE’_ Fewer than 10°)§"§5c33 secialists éngaged in this area of work.

[1 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

Duval lnuyy - CSF Leak
Ny ve TEQMY - N mu:gim( Sy mepifom S

Im}wbwn
thlecdi noy
Reocomeince




2. Anecdotal adverse events (known from experience)

hone

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

1 v ; ‘ v - Navaos
Dunad imqury wie C5F Leak & Dsaesthosiae (Chot Mbm{‘%

wo l. SWpr &
Dlss, @Ckm - Pain le(smu Myv 2% ONSTq
@gml:)’n Parcin Physmuan 201 6: SE wvol lb M‘(’ f?ll-?—é‘g‘é,

4.2 What are the key efficacy outcomes for this procedure"

Mﬂ,{, o Santia.

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

Te & Suol:ouL fwezwt dAsc pra(pre
rm,wwm o[nméwn may male &
diffeontt amd wsky

Ls tb,:'éuil'ﬂ»'vk o Cowkalned & exhuded ARo

4.4 What trammg and"facilities are required to undertake this procedure
safely? :

- Counses wrih hamds on expoience
- Werkshops utln haws on Cadanev werld

— Avamniog i Spenalist Unit
- Pe.ltowskip

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

Dont kmow



e ————

4.6 Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, e.g. PUBMED? (This can include your own work). If yes, please
list.

No

4.7 s there controversy, or important uncertainty, about any aspec 9},‘:;=-t"he
way in which this procedure is currently being done or disseminated?

Dont lKmow

ol

S5 Audit Criteria 0% s

Please suggest a minimum dataset:of ' riteria .by} which this procedure could be
audited. &

5.1  Outcome measyﬁ;z‘.:of Be_ne it-(including commonly used clinical
outcomes - both short-and: long-term; and quality of life measures):

" VASCcore fox Leg Pawm
Osmsbﬂ, Msodzle by Score
Tome B retum (o wWevic

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

- No lou\bf\?b
- Rewwence
— Newe iw_\uw)’
— (SF leakk
- Il/\.{ecéx‘om
- Epldcufaf haonakoma
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6 Trajectory of the procedure

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

S low

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

D Most or all district general hospitals.

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

@/ Fewer than 10 specialist centres in the UK.

[:I Cannot predict at present.

Comments:

6.3 The__g:q:tglﬁfié.l::.ifi:ﬁﬁ'é'ct of this procedure on the NHS, in terms of numbers
of patients eligible for treatment and use of resources, is:

‘E/ t|\/|.o.c.j_r;§_.'rate.
[ ] w™inor,

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?

'D“»Ob‘/bw\y cin be dore |03 fkyaim‘

8 Data protection and conflicts of interest

8.1  Data protection statement

The Institute is committed to transparency. As part of thfs comm:tment your
name and specialist society will be placed in the public domam in future
publications and on our website (www.nice.org.uk) and ther efore viewable
worldwide. This information may be passed fo third parties connected with
the work on interventional procedures

A copy of the completed Spectahst‘Adwser ao’wce will be sent to the
Specialist Society who nominated: the : ec;ahsz‘ Adviser.

Specialist Advisers should; be aware that full implementation of the Freedom
of Information Act 2000 majﬁ blige: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 ProtectionzAct1998. In light of this please ensure that you have not
named or identified. individuals in your comments.

8.2’;2. Declarations of interest by Specialist Advisers advising the NICE
lnterventlona] 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).




Consultancies or directorships atiracting regular or occasional [ ] YES
payments in cash or kind ¥l NO
[
(A

Fee-paid work —~ any work commissioned by the healthcare
industry.— thls includes income earned in the course of private

practice NO
Shareholdings — any shareholding, or other beneficial interest,in [ | YES
shares of the healthcare industry Izr 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 @/ NO
Do you have a personal non-pecuniary interest — eﬁ?’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 directiinterest & NO
in the topic?

Do you have a non-personal interest? The ma[n examples are as follows:
Fellowships endowed by the heaitlj_p_are ,_lindus_t:r_y [] YES
T ' A NO i

Support by the healthcare mdustry or NICE that benefits histher [ ] YES
position or department, eg granfs sponsorship of posts
y g Iz/ No

If you have answere‘“é’!’ E_:'S‘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




1.1

1.2

2.141

21.2

2.13

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

questionnaire 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 sectora__.__f,_rom which the
product or service comes, in which case it is r 'arded as ‘non-
specific’. The main examples are as follows ' ;

Consultancies — any consultancy, dwectorshlp, posmon in or work for
the healthcare industry that attracts regular or.occasional payments in
cash or kind (this includes both those which havé been undertaken in
the 12 months preceding the pornt at-which the declaration is made
and which are planned but have not taken place).

Fee-paid work — any work comn |SS|oneci 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 declaratlon is made and which are planned but have
not taken place).

Shareholdings - any shareholdmg, 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.

215

2.2
2.2.1

- 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




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

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

3 Personal family interest

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

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

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

3.1.3 Any shareholdings, or other beneﬂua! interests, in a healthcare
industry which are either held by 1h9 famlly member or for which an
individual covered by this Code has® legal responsibility (for example,
children, or adults whose fuII Power-of Attorney is held by the
individual).

3.1.4 Expenses and hospltallty prowded by a healthcare industry company
(except where they are provxded to a general class of people such as
attendees at an open confere.nce)

3.1.56 Funds which’ in H_ude investments in the healthcare industry that are
held in a portfoho over which individuals have the ability to instruct the
fund manager : to ‘the composition of the fund.

3.2 No personal famlly interest exists in the case of:

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

3.2.2 accrued pension rights from earlier employment in the healthcare
industry.
4 Personal non-pecuniary interests

These might include, but are not limited tfo:

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

42 a public statement in which an individual covered by this Code has
expressed a clear opinion about the matter under consideration, which
could reasonably be interpreted as prejudicial to an objective
interpretation of the evidence
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4.3

4.4
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5.1.1

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 runmng_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* Spemahst Adviser is responsible. This does
not include financial aSSIstance for students

the commissioning of researc:h*or other work by, or advice from, staff
who work in a umt for which the specialist advisor is responsible

one or more con" _____:cts with, or grants from, NICE.

Specialist Advisers dre 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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