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At Pain Relief Ireland, we are dedicated to ensuring that we personalise
your pain relief. The use of neuromodulation devices can deliver
life-changing therapies to chronic pain patients.

We specialise in offering individuals the best in neuromodulation technology
to treat chronic pain and we have experience in an array of devices which will
ensure you receive the best device to personalise your therapy.

Education is an important part of this process and we want to provide you
with the information to help you understand what neuromodulation is, how
the technology can be used to relieve your pain and how it can improve your
quality of life.

Pain is specific to each individual. It is therefore important that you use this
information in conjunction with your pain consultant so that together you will be
able to come to a decision that offers the best outcome for you in the long-term.

2. What is Neuromodulation?

Neuromodulation is when a device that provides electronic current is used to
change / control some of the pain messages that your body sends to your brain.
This can be in the form of a traditional spinal cord stimulator, which is implanted
near the spinal cord, or it may be a more focused device that targets a specific
nerve or nerves. Neuromodulation offers personalised pain relief.

When neuromodulation works well there are several advantages such as:

. It can dramatically change the pain intensity you feel so that you are placed
in control of your life again.

. It offers you the ability to use specific programs/settings that match your daily
requirements which you can change as you need.

. It offers you the opportunity to increase your activity levels including walking,
swimming, gym and even returning to some forms of employment

. It helps in reducing and often eliminating the long-term need for oral
medication

. Neuromodulation can offer you the opportunity to start to do more with
your life.




2.1. What type of device is used?

There are different makes and models of devices available. Your consultant
will propose a specific make / model that will match your requirements best.
Irrespective of the model of the device there are some common principles

involved in all models.

2.2. What are the “settings” used on the device?

All devices will be programmed with specific parameters matched specifically for
your pain intensity and pain pattern. For some individuals, low frequency stimulation,
where you feel some tingling (paraesthesia) will be used. For other patients higher
frequency stimulation, where you cannot feel anything, will be the best treatment
for the pain.

. It is often necessary to try a few different combinations to establish which
setting is most comfortable for you and the one which provides you with
the best relief.

. It is not uncommon that these settings may need to be modified as your
activity levels increase.

. It is important that you get these settings reviewed regularly to ensure
you gain the most benefit from your device.

3. Is a spinal cord stimulator right for me?

3.1. Indications

A spinal cord stimulator can only treat certain types of pain. The National
Institute for Health and Care Excellence (NICE) is the organisation responsible
for recommending which treatments are useful. NICE recommends spinal cord
stimulation for the following diagnosed conditions:

a) Neuropathic pain. This refers to pain which is caused by an insult or injury to
the nerves, rather than pain caused by damage to the other tissues, such as
the joints and muscles.

b) Failed back surgery syndrome, when patients are suffering with neuropathic
pain, rather than mechanical pain. This is persistent pain despite having surgery
on the lower back. There is evidence that persistent pain after neck surgery
can also benefit from this treatment.

c) Complex regional pain syndrome (CRPS).

d) Post Laminectomy pain, disc surgery and degenerative disc disease and
adhesions in the epidural space (i.e. arachnoiditis or lumbar adhesive
arachnoiditis) can benefit.




e) Spinal cord stimulation is recommended for patients who have severe
chronic pain that is limiting their daily life and who have already tried all
reasonable, more traditional therapies such as painkillers and physiotherapy.

f)  Peripheral neuromodulation usually targets a specific nerve or group
of nerves to control the pain pathway.

3.2. What can a spinal cord stimulator achieve?

A spinal cord stimulator cannot be used as a standalone treatment for
chronic pain.

At Pain Relief Ireland, in keeping with international recommendations, we
ensure that all individuals who are being considered for a spinal cord stimulator
are assessed by a multidisciplinary team. This may include specialist doctors/
surgeons, clinical nurse specialists, physiotherapists, occupational therapists,
industry technical support and psychologists as required.

The treatment pathway (or treatment plan) follows this guidance, and in
order to ensure the best possible care, patients must engage with some or
all elements of the treatment pathway.

Just as pain is unique to each individual, each individual will have a unique
treatment plan designed to meet these needs. A spinal cord stimulator is an
important instrument in achieving this goal.

At Pain Relief Ireland we believe that the most important criteria that must
be present before a spinal cord stimulator can be considered is the willingness
of the individual to embrace change.

A device can offer each individual a fantastic opportunity to improve one’s quality
of life but it requires work. Pain relief Ireland is prepared to support you in every
way possible to achieve your goals.

3.3. How effective are spinal cord stimulators?

Spinal-cord stimulators help some people more than others. In general a target of
50-70% reduction in pain intensity and pain medication is set. Improvement in an
individual’s ability to move or sleep is also expected.

At Pain Relief Ireland we believe that individuals who have the willingness to
embrace change find neuromodulation most effective. Ask your specialist what
the results are for people with your particular condition.




...

4. What should | know about the implantation of
a spinal cord stimulator?

4.1. How does a spinal cord stimulator work?

The concept of using electricity to treat pain has been used for many centuries.
Researchers have struggled to understand precisely why small amounts of an electronic
current, focused on specific parts of the spinal cord or at a nerve fiber, can change the
way in which pain signals are processed.

What is known is that the presence of a small dose of electrical current “modulates”
the feeling of “pain” and replaces it with a non-painful signal in the area of your body
that normally hurts. If the spinal-cord stimulator is successful, you will find that the
“pain sensation” is replaced by another more pleasant sensation. In some cases
technical settings can be used to deliver pain relief with no “sensation”. Each individual
will have a unique treatment plan designed to meet these needs. A spinal cord
stimulator is an important instrument in achieving this goal.

4.2. Components of a spinal cord stimulator

Whatever type of spinal-cord stimulator you have, there a number of key aspects in
the treatment plan. There are usually three parts to a spinal-cord stimulator.

1. The Implanted Power Generated (IPG) or “The Battery”. This is the very small
computer that controls the stimulating system. This is usually located under the
skin in your buttock region, or other suitable area. The computer has its own battery
and generally they are rechargeable devices. Secure wireless programming and
electronic transfer of data is possible.

2. Aelectronic lead / electrode. Each lead has a set of electrodes where the electric
current is transferred to the target tissue. The position of the “lead” is crucial to the
optimization of your device. The lead allows tiny amounts of electrical current reach
your spinal cord. This is very accurate and safe.

3. A hand-held controller. You can use this to switch the spinal-cord stimulator on or
off and to adjust it until you feel a pleasant tingling in the area where you normally
feel pain. You can carry the controller around with you - it's about the same size as a
mobile phone. This is a bluetooth communication tool that gives you the flexibility to
control your pain therapy.

Spine ( 3. Hand Control

2. Lead 1. IPG/Battery
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4.3. What are the risks of having a spinal cord stimulator?

There are some risks associated with any operation. Most of the common issues that
arise with spinal cord stimulators are minor, but there are a few rare problems that you
should know about. It is important that you ask your specialists about how common the
following problems are.

Table 1 Key Issues Incidence

Wound / Scar discomfort Common >50%

. Discomfort in the area around the scars where the device was implanted.
This may persist for 4-8 weeks as the wounds heal. This responds to regular
simple analgesics.

Post-operative wound infection
5% (1in 20

. Most infections are not serious, are usually around the surgery sites / scar and cases)

respond to oral antibiotics.
. Very rarely the infection is so serious that it may be necessary to take out all <%
or part of the spinal-cord stimulator to be able to effectively treat the infection.

Lead Migration 5-10% cases in

. The electronic lead / electrode in your spine may move and you may need first 8 weeks
more surgery to reposition it (usually no more than one more operation). then <2%

. This can be avoided by ensuring you do not undertake excessive physical
activity in the first 4-6 weeks. After 8 weeks the lead will have secured itself in
place and the risk of movement is reduced significantly.

Headache

< There may be a headache related to slow leak of the spinal fluid (dural leak) 10%
as the lead settles into place. Unfortunately, it can be quite severe and you
may need to be admitted to the hospital. With a specific analgesia plan it will
settle down over a few days.

Nerve Injury

< (o

. As with any operation on the spine, there is a chance that the spinal cord or 1%
the spinal nerves will be damaged. This happens very rarely, but we look out
for this in the first few hours after your operation.

. Paralysis. This is extremely rare and affects two patients in one million.

Other Issues

. Stimulation felt outside of the painful area is common, but only a problem if unpleasant

. The battery site may feel warm / hot when it is on or when it is recharging

. Decrease in pain relief with time

. Failure to capture the area of pain, or no pain relief

. Older systems may not be MRI compatible

. End of battery Life
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4.4, Typical Patient Pathway

When you’ve had your operation, there are a few extra things that you
should know about.

Clinical Assessment

Neuromodulation recommended by pain consultant

Pre-Certification Process

Psychology Assessment Education & Technology QST / Pre-op Admission
Session Introduction.to _Get
(see section 71) Ready Monitoring

(see section 7.2)

Implantation Stage

Option A: Trial Stage Option B: Full Implant Stage
7- day trial followed by clinical review 24 hours overnight admission

Follow Up Plan

Programming session at Week 2, Week 6 and Week 12 will be arranged
(see section 4.5)
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4.5. Follow up and aftercare

Once you have had your device implanted a number of things will happen. While
we personalised the care plan on a case-by-case basis in general you can expect:

«  To be discharged home within 24 hours of surgery.

. An initial stimulation program will be put in place but occasionally we may
defer until you are comfortable.

«  Atthe 14 day follow up clinic a detailed programming plan will be arranged,
and targets set.

. You may be offered access to our “Get Ready” platform to monitor your
progress remotely.

. Any issues with wounds or post operative recovery can be addressed either
via the GP or in the clinic.

. Depending on the level and progress of the programming plan we may ask
you to attend a second programming clinic to improve the situation based
on your experience.

. We would encourage a graded return to exercise.

. Review with Prof. Hegarty at approximately 3 months to assess and plan ahead.

5. What happens if the spinal cord stimulator is
not successful?

For the trial or “on-table” trial to be considered a success the device must be
able to cover 80% of your painful area. Your consultant will explain which
approach is best for you.

. If your pain does not respond to spinal cord stimulation we shall consider a
review of all the other options to support individuals going forward. It is far
better to avoid the inappropriate surgical implant of a spinal cord stimulator
than to simply put it in because it “seems like a good idea.”

6. Pain Management Wellness Programme

We seek to personalise the longterm plan when the stimulators are in place. Our
centre has been at the forefront of research and clinical practice development over
the years and continue to identify way to optimise outcomes for indivduals bases on
your preferences. We will work with you to achieve this.



7. Technology & Digital Care

71. Educational Session

Spinal cord stimulation is the most advance technology available to help chronic
pain management. There are several products each with unique features.

We understand that not everyone is comfortable with technology, so we aim

to simplify it as much possible.

. Our clinical nursing team will with work with you to give you the best
information in a simple way. We do not want you to be afraid of the
technology but instead we want you to get the most you can from it.

. It is our experience that individuals who engage with this step find it
very helpful. We also find that having a second person attend with you
who can help improves the outcome.

. These sessions are also a good opportunity to ask questions about the
device and outcome targets. We occasionally run patient educational days
to help refresh and update individuals. Contact detail on dates, course
content and how to reserve a space.

7.2. Get Ready

The “Get Ready ™” platform is a unique digital management system Pain Relief
Ireland has adapted to allow us help you achieve your goals. The system has been
designed not to be intrusive but to give you greater access to management. It
meets all the compliance, data and privacy requirements.

The system in an app-based program that you can interact with and that your pain
team can review. It provides you with a user-friendly option to ensure we can help
in the best way possible.

You do not have to use this system but most individuals find it very useful. Our
nursing team will introduce you to the platform and help organise your log in details.
We are committed to handle all Personal Data with the following values in mind:

. Compliance with legislation: facilitating your own compliance for
your health services;

. State of the art: always using up to date technical standards;

. Privacy by design and by default; privacy is built-in and activated
from the start;

. Transparency and control; for you and only using trustworthy
third parties;

. Security measures; using the industry standard information
security mechanisms to protect sensitive health data.



8. Finally

We hope this information will help answer your questions and we will be
happy to address any other issues with you.
The introduction of neuromodulation as a treatment option is an important

decision that needs to be made by comparing all other possible options.
This will increase the chance of long-term success.

At Pain Relief Ireland we believe that the willingness of the individual to
embrace change is the most important criteria that must be present before
neuromodulation is considered.

Neuromodulation can offer an individual a fantastic opportunity to improve
their quality of life but it requires work and effort. Pain Relief Ireland is
prepared to support you in every way possible to achieve your goals.

Neuromodulation Administration Summary

5999 5051 5044 5043
Full Implant Replacement | Revision of | Removal of
of SCS IPG electrodes | SCS/IPG

Indication Neuropathic | FBSS CRPS Radiculopathy
Pain

Preferred Medtronic Nervo Boston Other
Technology Scientific

Leads Single Double 75-76cm 90cm

Hospital Sedation GA Day Case Overnight

Work up Psychology Educational QST MRSA / C19
Request Session Required Screening

Notes




Cork Clinic

Pain Relief Ireland, Consultation Suite,
Orthopaedic & Spine Centre,

Mater Private Hospital,

City Gate, Cork.

T12 K199

Telephone Pain Clinic: +353 (0)21 235 5500
Email: info@painreliefireland.ie

Disclaimer: This information is to assist individuals understand the
key goals of neuromodulation and it should not replace the opinion
of the pain consultant.

Please visit our website www.painreliefireland.ie
to see more information, news and updates. © painreliefireland, 2022



